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DIMINISHED CAPACITY: CAN THE FDA AS-
SURE THE SAFETY AND SECURITY OF THE
NATION’S FOOD SUPPLY—PART I

TUESDAY, APRIL 24, 2007

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 9:30 a.m., in room
2123, Rayburn House Office Building, Hon. Bart Stupak (chair-
man) presiding.

Present: Representatives DeGette, Melancon, Waxman, Green,
Doyle, Schakowsky, Inslee, Dingell, Whitfield, Walden, Ferguson,
Murphy, Burgess and Barton.

Staff present: John Sopko, David Nelson, John Arlington, Keith
Barstow, Kyle Chapman, Alan Slobodin, Peter Spencer, Krista Car-
penter, and Matthew Johnson.

OPENING STATEMENT OF HON. BART STUPAK, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF MICHIGAN

Mr. STUuPAK. This hearing will come to order.

Today we have a hearing on Diminished Capacity: Can the FDA
Assure the Safety and Security of the Nation’s Food Supply. Each
Member will be recognized for 5 minutes for their opening state-
ment.

This is the first of two hearings the subcommittee is holding on
the issue of whether the FDA can assure the safety and security
of the Nation’s food supply. In today’s hearing, we will hear from
three people with firsthand experience in dealing with the terrible
illness that food poisoning can induce. Next month, we will hear
from the FDA, which has the main responsibility for ensuring the
safety of our fruits, vegetables, produce and other food sources from
all around the globe.

I am grateful for our first three witnesses and their families for
their heart-wrenching testimony. I know it will be difficult for you
to describe your experiences. But each of you give E. coli, Sal-
monella and noroviruses a human face, so Americans can under-
stand and see the health hazard to all of us when the Federal
agency in charge does fewer inspections, as more and more food is
imported into this country.

Michael and Elizabeth Armstrong are here with their children,
Isabella, age 5, and Ashley, age 2, both of whom became critically
ill from eating spinach. Worse, the nightmare is not over for them,
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as Ashley will probably need a kidney transplant as a result of se-
vere kidney damage.

Mr. and Mrs. Armstrong, you and your children have endured
fI}rluch; and we wish you all the best for your family now and in the
uture.

We also have Ms. Terri Marshall, whose mother-in-law, Mora
Lou Marshall, has been hospitalized since January 2 of this year
after eating peanut butter, a source of protein recommended by her
health care provider. Unfortunately, the Peter Pan peanut butter
she ate was contaminated with salmonella.

Our third witness is Mr. Gary Pruden, with his son, Sean. The
Pruden family was on a Thanksgiving trip when they stopped at
Taco Bell; and, unbeknownst to them, the meal included lettuce
corlltaminated with E. coli. Sean wound up in the hospital as a re-
sult.

The terrible food poisoning that continues to plague these fami-
lies is a small part of a growing problem. The 2006 outbreak of E.
coli in spinach that sickened the Armstrong children was the twen-
tieth outbreak of E. coli in fresh produce from the Salinas Valley
in California since 1995 and second one in the past year. In the
spinach episode, three people died and at least 102 were hospital-
ized. Another 70 people were hospitalized due to salmonella in pea-
nut butter.

What has the FDA done to prevent food-borne illnesses? It ap-
pears the FDA has decided to centralize food safety decisions made
here in Washington, DC, cut back on field inspections and hope
that the food producers and manufacturers will self-police their in-
dustry based on voluntary guidelines.

Natural Selections’ president will testify how his company just
began to test all lots of leafy green produce. The result has been
startling. Natural selections has found 35 lots of spinach with E.
coli contamination. Is this the extent of E. coli in natural selection
spinach? Or is it the tip of the iceberg? What about its other
produce? What do other producers find? Do other producers even
test? If Salinas Valley seems to have repeated outbreaks, what has
the FDA done to protect our food coming from this valley?

Not all the companies appearing this morning have been as
forthcoming as Natural Selections. In the case of salmonella poi-
soning in Peter Pan peanut butter, the actions of ConAgra are
cause for concern. Our investigation shows that ConAgra found sal-
monella in their peanut butter in 2004 but did not report it to the
FDA, even when the FDA in 2005 requested ConAgra’s records.
Perhaps if the FDA had been more aggressive in learning what
happened at ConAgra or if the FDA had subpoena power, the latter
salmonella poisonings could have been detected, prevented or
maybe even limited.

Finally, we will also hear testimony from two companies involved
in the recent outbreak of pet food contamination. In this case,
wheat gluten imported from China by ChemNutra was contami-
nated with melamine, an industrial chemical that should not be
anywhere near food of any kind. Menu Foods used the contami-
nated wheat gluten in producing wet cat and dog food. When re-
ports of sick and dying cats and dogs began to mount, Menu noti-
fied the FDA; and now approximately 100 brands of pet food, in-
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volving more than 5,000 varieties, have been pulled from our store
shelves.

Over the past few days, there have been additional reports of
contaminated rice protein concentrate and corn gluten, used in pet
food. All of the wheat gluten, corn gluten and rice protein were im-
ported from companies in China. There is concern that some of the
rice gluten has been fed to hogs, thereby raising the possibility of
melamine contamination in food destined for human consumption.

Food-borne illnesses and pet food contamination demonstrates
serious flaws in our food safety network. With more and more of
our food, fruits, produce and vegetables being imported, there ap-
pears to be less and less Government inspection or oversight and
no enforceable safety and health standards.

Imported fruit from China and other countries does not have to
comply with U.S. health and safety standards. Last week, China
refused to permit FDA inspectors access to the plants that supplied
the suspected contaminated wheat gluten to ChemNutra.

The safety of the food Americans put on their table every night
is more than just a trade issue. It is more than just a public health
issue. Food safety has the potential of becoming a national security
risk, a national security threat. I urge my colleagues to consider
the pet food incident as a wake-up call. The poor pets that died re-
mind me of the canaries brought into the underground mines to
warn miners of imminent danger.

The canary is at our door. I hope these hearings will help alert
the American people, Congress and the administration to the seri-
ousness of this issue. If it is not taken seriously, these kinds of
poisonings can and will happen again. Food poisonings will happen
to you, to me to our children and to our pets. The American people
expect and deserve better from its Government.

With that, I yield back the balance of my time and next turn to
the gentleman from Kentucky, Mr. Whitfield, the ranking member
of the Oversight and Investigations Subcommittee.

Mr. Whitfield, 5 minutes sir.

OPENING STATEMENT OF HON. ED WHITFIELD, A REPRESENT-
ATIVE IN CONGRESS FROM THE COMMONWEALTH OF KEN-
TUCKY

Mr. WHITFIELD. Well, Mr. Chairman, thank you very much. I am
certainly delighted that we are holding this hearing today on this
important topic.

I notice that the Centers for Disease Control has said that food
causes may have accounted for as many as 5,000 deaths and
325,000 hospitalizations each year. We know that the FDA cannot
force a disclosure, cannot force a recall or even a plant closure ex-
cept in cases of extreme circumstances; and I think that this will
be the beginning of a series of hearings in which we are going to
take a closer look at food safety. I know that back in the 1970s food
safety took up one-half of the budget of FDA, and today it is my
understanding that it is one-fourth.

Now we recognize that sometimes productivity and technology
developments make it unnecessary to spend as much money, but
that is an issue that we also want to look at. I know the FDA will
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be testifying, I suppose, maybe in May; and certainly it is an issue
that we want to look at very closely.

Today, I want to also thank the Armstrong family for being here
and conveying to this subcommittee their personal experiences in
this issue; and Ms. Terri Marshall, we appreciate her being here,
as well as the Pruden family. And we will have two other panels
of witnesses in addition to that, including representatives from
ConAgra and some of the food companies.

Today, we will also be focusing on the E. coli outbreak in the Sa-
linas Valley which, as the chairman mentioned earlier, caused
three deaths and 102 hospitalizations. We also will be looking at
the salmonella outbreak in peanut butter primarily out of the
ConAgra plant. I can’t remember now if it is out of Georgia or Ten-
nessee. I think that plants has now been closed, but there were 425
people affected with illness in 44 States as a result of that out-
break.

And then all of us are very much concerned about increased im-
ports into this country into our food supply, and it was particularly
disturbing that the Chinese Government or officials would not even
allov(xi FDA to inspect the plant where the wheat gluten was proc-
essed.

I know that in today’s paper it says that the Chinese will allow
a U.S. pet food inquiry, so we will have access to their plant. And
that is something that we must demand, that we have access. Be-
cause when they are—if they—and I don’t mean to be finger-point-
ing here, and we want to be sure that we have our facts correct,
but if they are adding melamine, an industrial product, to wheat
gluten and other glutens for the purpose of increasing protein con-
tent, then that is something that is quite serious and we have got
to take steps to deal with that. We know that the U.S. does not
have a lot of enforcement action related to imported food items.

So I think all of these issues are vitally important to the Amer-
ican people, and I want to thank the chairman for instigating this
hearing, and we look forward to the testimony from all the wit-
nesses.

Mr. StupAK. I thank you, Mr. Whitfield.

Next for opening statement, Ms. DeGette.

OPENING STATEMENT OF HON. DIANA DEGETTE, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF COLO-
RADO

Ms. DEGETTE. Thank you very much, Mr. Chairman. This is an
important topic, and I commend you for holding this hearing and
continuing your push on rigorous oversight.

Food safety is an issue that we don’t have to think about very
much in the wealthiest country on the planet because we take safe
food for granted. But here is something else that we take for grant-
ed in this country, that our Nation’s corporations and public offi-
cials are always acting in the best interest of our citizens. Sadly,
that is not always the case, as we have seen in this latest string
of incidents.

Spinach, peanut butter, pet food, normal, ordinary, everyday
items that make us think twice about our daily business. As I see
these two girls here with the spinach, I think about how Moms like
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me—I also have two girls—are always trying to improve our chil-

dren’s diets by feeding them things like spinach, which we think

will be good for them. But then we read the recent headlines and

f{ve know that calls into question everything that we thought we
new.

Today, we are going to hear these heart-wrenching stories. And
I want to take the opportunity to thank these families for having
come today, because your stories are what give perspective to what
we do here in Congress every single day. And although your testi-
mony is difficult to give—not nearly as difficult as your daily
lives—it will help shed light on exactly what happened, how it af-
fects real families, and the real need to make sure it doesn’t hap-
pen again. Your courage will not go unnoticed; and, hopefully, your
message won’t either.

Mr. Chairman, we need real reform for our food safety laws.
Some will argue that the recent E. coli in spinach, the salmonella
in peanut butter and the contaminated pet food are isolated inci-
dents. But I don’t see the latest string of incidents as aberrations.
It has become a systemic problem, and it calls for systemic solu-
tions.

I have been arguing for years that our Nation’s food safety laws
are broken. For the last three Congresses, I have introduced legis-
lation that would tighten up our Nation’s food safety regulations;
and for that entire time I could not get a single hearing on these
issues. That is why this hearing is even more important, Mr.
Chairman.

One of my bills would give the FDA and the USDA mandatory
recall authority in event of an outbreak. It absolutely shocks people
when I explain to them that during an outbreak in food-borne ill-
ness—Ilike the ones we will hear about today—the Federal Govern-
ment’s hands are tied when it comes to recalls. We must rely on
the industry to voluntarily recall their products.

We will learn today that the companies involved eventually did
issue recalls. But I would argue—and I am sure the families here
today would—it was far too little, far too late. During the foot drag-
ging, more people got sick. And I think what we need is real Gov-
ernment oversight and Federal food safety laws that have real
teeth in them. We need a mandatory recall bill.

Another bill I have been working on for years is the bill to re-
quire unitary reporting systems for meat and poultry so that con-
taminated lots can be traced through and we can identify where it
came from. These concepts could be examined for other food prod-
ucts as well.

We also need to reform the system before there is an outbreak.
The last Congress starved our food protection agencies for funding.
The FDA has become more and more reliant on industry to police
itself. Inspections are going down as imports are going up. And, un-
fortunately, the latest string of incidents seems to indicate the
problem is getting worse and not better.

We need to continue our oversight. We need to make progress.
And I think these hearings will have an impact. Just yesterday, for
example, the committee received a letter from ConAgra Foods de-
tailing positive changes to company safety reporting at least as a
result of this committee’s investigation.
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Sometimes people ask me, why do you have O&I hearings? This
letter from ConAgra is a good reason. Something almost always
changes just the day before we have these hearings.

But Congress needs to act as well. I hope this latest unprece-
dented series of outbreaks will give us the political will we need
to begin to reform the broken laws so that we can regain some
semblance of order though this country’s food safety.

Again, thank you to the witnesses for appearing today. My
thoughts and prayers are with you as you move forward in this dif-
ficult process.

And I yield back, Mr. Chairman.

Mr. StuPAK. I thank the gentlelady for yielding back.

Just note you mention the legislative history, and you go back to
the act of 1997 introduced by Frank Pallone of this committee. Mr.
Brown is now a Senator. The following year, 1998, Mr. Dingell, Mr.
Brown, myself, Mr. Pallone, yourself, Ms. DeGette, Mr. Waxman,
who is here, others on this side of the panel here, have been push-
ing for food safety food inspections. We even proposed a user fee.
We could never even get a hearing on it. New Congress. There will
be changes.

Next, I go to Mr. Walden from Oregon. Mr. Walden, please, for
5 minutes.

Mr. WALDEN. Mr. Chairman, I am looking forward to hearing
from our witnesses today. I am going to yield on my opening state-
ment and reserve the balance of my time for further questions.

Mr. StuPAK. Next, Mr. Waxman from California for an opening
statement, please.

OPENING STATEMENT OF HON. HENRY A. WAXMAN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF CALIFOR-
NIA

Mr. WAXMAN. Thank you, Mr. Chairman Stupak, for holding this
hearing.

As you mentioned, many have tried to change the way the food
safety issues have been handled. We couldn’t even get a hearing.
I found over the years that interest in food safety questions waxes
and wanes. After a crisis, everybody wants to know about it and
do something about it. But, too often, a few minor changes are
made, the system is tweaked one way or the other, and the com-
mitment to meaningful change disappears.

I am hopeful that this Congress will end this cycle. We are at
a critical moment for food safety. The FDA system for overseeing
the safety of our food is all but broken. Outbreaks in fresh produce
have doubled since 1998, we inspect only a tiny fraction of the food
we import, and our food supply is deeply vulnerable to attack. As
a result, over 300,000 people are hospitalized each year; and 5,000
die due to food-borne illnesses.

Well, in addition to the human costs, there are economic costs.
Recent outbreak of E. coli traced back to spinach caused tens of
millions of dollars in financial harm; and these costs, of course, are
magnified by the fact that we can’t then export our food to the rest
of the world without ensuring its safety.

We need to do more than tweak the system in a piecemeal fash-
ion. We need to examine the system as a whole to determine the
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proper solutions. There are looming questions about overlapping
authorities and wasted resources that we need to explore.

There are some things we ought to do about FDA. There are
three fundamental problems in FDA’s oversight of food safety: in-
adequate resources, inadequate standards and inadequate enforce-
ment. FDA’s own budget analysis estimated a decline of $135 mil-
lion for food safety activities from just 2003 to 2006 due to inflation
and increased responsibilities, about a 24 percent budget cut. This,
of course, has led to a decline in staffing levels; and we now find
that these inspections are not adequately addressing even the most
critical problems. FDA records show that the agency inspected the
ConAgra peanut butter plant during the period of apparent con-
tamination, meaning that contaminated product was sold before,
during and after an FDA inspection.

Second, FDA must set clear, enforceable standards for food pro-
duction, especially for fresh produce. These standards would ad-
dress the primary sources of danger, such as soil contamination,
unclean water, inadequate worker sanitation. Although FDA has
issued a number of voluntary standards, it is clear that what we
have seen in this year’s, past year’s, outbreaks, this voluntary ap-
proach does not work.

It is not often that industry groups stand side by side with the
Government and call for the same thing, stand side by side with
consumers calling for the same thing: FDA issuing enforceable
steHldards. FDA has the authority to do this now, and I hope they
will act.

And, third, FDA must enforce its own standards. In spite of re-
peated outbreaks, warning letters from FDA’s food division have
dropped by 45 percent under the Bush administration. FDA can
and must do better. Each outbreak and each food recall has
chipped away at the confidence that the American public has so
long held in the safety of our food supply. We owe it to the consum-
ers, food manufacturers to ensure that this confidence is restored.

It will take getting FDA the increased resources and authority
it needs to do its job, and I am hopeful it will do what it takes to
address this very grave situation. I look forward, Mr. Chairman, to
working with you and our colleagues to get the job done.

I yield back the balance of my time.

Mr. STUPAK. Mr. Green for opening statement, please.

Mr. GREEN. Thank you, Mr. Chairman.

I w(i)uld like to ask my full opening statement be placed into the
record.

Mr. STUuPAK. Without objection, so ordered.

OPENING STATEMENT OF HON. GENE GREEN, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. GREEN. The FDA’s effectiveness on this issue is seriously
questioned by recent high-profile contaminations of the food supply
both for humans and pets, and I appreciate our subcommittee’s in-
terest.

According to the Centers for Disease Control, approximately 76
million Americans are affected by food-borne illnesses each year.
More than any segment of our food supply, the contamination of
produce is responsible for these food-borne illnesses. The appear-
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ance of E. coli in bagged spinach the most recent high-profile, with
three deaths and 206 illnesses, 102 hospitalizations, resulting from
this outbreak. The outbreak of E. coli and spinach offers a textbook
case from which to examine the regulatory framework ensuring the
safety of our food supply.

Unfortunately, this case has only underscored the gaps. The sys-
tem is fragmented, at best, and needs new tools at its disposal. The
Government Accountability Office agrees and dubbed the country’s
food supply program is high risk. I will repeat that. The GAO, who
all of us depend on their research, agrees and dubbed our country’s
food supply is high risk. I don’t think the average American would
believe that. But when you have the Government Accountability
Office saying it, then something needs to be done.

The bulk of our food safety falls under the jurisdiction of the
FDA, which continues to be responsible for regulating approxi-
mately 80 percent of our Nation’s food supply. And after reading
yesterday’s Washington Post, which reported FDA had known for
years about contamination problems in both spinach and peanut
butter, I would like to have the FDA before us today to explain
themselves; and our chairman assures us they will. FDA will ap-
pear at later hearings. So I look forward to hearing the FDA’s per-
spective.

There is no question the food supply gets short shrift at FDA.
They have an enormous job and too little funding and too little au-
thority. Its ability to recall food products is extremely limited, espe-
cially dependent on food manufacturers to voluntarily remove food
from supermarket shelves. Too often, FDA actions occur so late
that shelf life of the food product has already expired.

This is inexcusable; and, Mr. Chairman, as a member of the
Health Subcommittee, I hope we will take a serious look at expand-
ing FDA authority in this area. And since you mentioned the Chair
of our Heath Subcommittee is Frank Pallone, who introduced those
earlier bills on the FDA, hopefully our subcommittee will go for-
ward.

The common denominator among the cases of spinach, peanut
butter and pet food contamination is lack of appropriate testing.
What we can and should do is have the appropriate testing mecha-
nism in place to ensure that contaminated food is pulled and does
not make it to our supermarket shelves and into the homes of our
public.

Like my colleagues, I want to thank all of our panel for being
here today but particularly our first panel of witnesses, who are
{1ere to relate how the food safety issue affected them in their daily
ives.

I yield back my time.

Mr. StuPAK. I thank the gentleman for yielding back.

Next, we will turn to ranking member of the full committee, Mr.
Barton of Texas.

OPENING STATEMENT OF HON. JOE BARTON, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BARTON. Thank you, Mr. Chairman. I am pleased to join you
and Mr. Whitfield and Mr. Dingell in this investigation in the safe-
ty and security of our food supply.
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We began the investigation last October into FDA’s food security
projects and whether these efforts were leveraged to prevent or de-
tect outbreaks such as E. coli and spinach. We did gain some
records and information from that inquiry that should be helpful
in this investigation.

This is really a preliminary hearing, since we are still gathering
information and interviewing experts and fact witnesses. The FDA
and other witnesses will be appearing in a hearing on this subject
in a few weeks. I appreciate your interest in moving quickly in this
investigation.

Since we only have partial information at this time, I don’t think
we are in quite as good a position as I would like to be to question
some of today’s witnesses or to assess fully the accuracy and com-
pleteness of the answers to some of the questions that we are pre-
pared to ask. Given such limitations—and also since this sub-
committee has always tried to be fair—I hope we don’t rush to con-
clusions on some of the matters based on this hearing by itself.

There is one ongoing matter in which I am prepared to comment,
and that is the reluctance of the Chinese Government to cooperate
in assisting the FDA in investigation of tainted pet food which is
manufactured in China.

Over the past few weeks, pet food manufacturers have recalled
millions of cans pouches and bags of food after finding their prod-
ucts have been contaminated and have caused serious illnesses and
in some cases even deaths in animals that had eaten these pet
foods. The FDA has traced the problem to an industrial ingredient
called melamine in samples of wheat gluten that was imported
from a Chinese firm. In high-enough doses, this substance is be-
lieved to be toxic.

A few days ago, it was detected in rice protein concentrate used
in some pet food. FDA is also investigating whether tainted pet
food containing this poisoning has been fed to hogs, possibly bound
for the human food market.

Melamine is used to make plastics and is not edible. In light of
that fact, the FDA is investigating whether it was intentionally
added to the wheat gluten or other ingredients to produce the pro-
tein content in order to make the bulk products more valuable.

For the last 2 weeks, the FDA has been attempting to get visas
from China so that its inspectors could join Chinese inspectors at
the company listed as the manufacturer of the suspect wheat glu-
ten. China rejected FDA’s first request and only yesterday ap-
proved the second one.

China’s foot dragging in the public health incident is totally un-
acceptable. Building a great wall of bureaucracy between our ex-
perts and their problem isn’t going to make the problem disappear.
American consumers who buy these products have the right to
know that they are safe, and that is why other nations routinely
cooperate with the United States in food safety investigations, in-
cluding giving USDA, FDA inspectors access to their manufactur-
ing facilities.

The suspicion of intentional contamination is eerily similar to
past incidences in China.

A dozen years ago, 89 children in Haiti died after taking cough
medicine made with—Dbelieve it or not—antifreeze that was traced
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back to China. The world never got an answer from the Chinese
on how this crime occurred.

In an investigation started in 1998, when I was chairman of this
same subcommittee, we found that 155 U.S. citizens were sickened
by impure gentamicin sulfate made by a Chinese firm. We never
got a definitive answer on how this unapproved, impure drug ingre-
dient got into that particular product. Significantly counterfeit ani-
mal drug ingredients have been linked to the same Chinese firm
before it moved to the human drug side.

As in the counterfeit drug cases in this pet food investigation, we
are confronted with numerous discrepancies. The Chinese firm list-
ed as the manufacturer of the wheat gluten for food in the U.S. im-
port record told Chinese Government it was exporting its product
not for food purposes but industrial purposes. There is also a ques-
tion whether the Chinese firm is in fact the actual manufacturer.
Those questions can only be answered with confidence if the FDA
is allowed into China to do the inspection themselves.

My message and I think the message of this subcommittee on a
bipartisan basis to the Chinese Government is pretty straight-
forward: Cooperate, stop these shenanigans.

I want to thank you, Mr. Chairman, for your cooperation and
your leadership on this issue. I want to welcome all of our wit-
nesses today, and I want to thank the families who have suffered
and come here to share their unfortunate experiences.

With that, I yield back.

Mr. STUPAK. I thank the gentleman.

Next, we will hear from Ms. Schakowsky from Illinois. Five-
minute opening statement, please.

OPENING STATEMENT OF HON. JAN SCHAKOWSKY, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF ILLINOIS

Ms. SCHAKOWSKY. Thank you, Mr. Chairman, for holding today’s
hearing on food safety. Not only is this a serious public health
issue but it is also a matter of national security to which we should
give our utmost attention.

I want to especially thank the families that are here, the Arm-
strongs and Marshalls and Prudens for coming and a special wel-
come to Isabella and Ashley and Sean for being here today.

I am going to cut straight to the chase. I think that in order to
get a handle on the problem we have to follow the recommendation
of the Government accountability office and consolidate Federal
food safety programs.

In February of this year, the GAO deemed Federal oversight of
food safety as high risk to the economy and public health safety.
So I support such legislation as the Safety Food Act sponsored by
Representative DeLauro, which would consolidate all the food safe-
ty agencies—we spread it around to too many places—and estab-
lish the food safety administration that would bring it all together.

The FSA would be responsible for the creation, administration
and enforcement of our food safety laws which is currently lacking.

When the news of the E. coli contamination of spinach broke out
last year, Representatives DeLauro, DeGette and I called on Chair-
man Barton to hold a hearing on this bill which has been referred
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to in our committee. I am very glad that under your leadership,
Chairman Stupak, we are discussing the issue today.

I also want to add my support to Mr. Waxman’s call for increased
oversight right now by the FDA.

We also have to start holding food, including pet food, conglom-
erates accountable now. For instance, ConAgra’s corporate policy
tries to keep the lid on what they are up to. Employees are told
to never volunteer information and never give more information
than necessary and are even told to hide product codes from the
on-the-ground inspectors.

This vital information that could alert the FDA and consumers
to whether a questionable facility is being used to process food or
whether a questionable supplier is providing ingredient is—it is
vital, and a failure to share this information keeps us in the dark
about what they are doing to the food that makes it to our kitchen
tables.

I wish I could say I was amazed at the incidence of corporate
shenanigans that has been noted in the press and will be revealed
at this hearing today, though I have seen it all before. When I was
a very young mother—it is about 37 years ago—I fought another
effort of food producers to keep us in the dark about the age of our
food. Some of you are old enough to remember that everything was
coded at that at that time—in 1969, 1970—and a group of young
mothers got together and said we want to know how old your food
was. And believe you me it was a battle to get manufacturers and
retailers to begin to freshness date their food. Now, of course, those
dates are ubiquitous.

I also think we need to look further into the lack of inspection
of ingredients to food products that are being imported into the
United States from countries like China.

Because I am short of time, I would like to submit for the record
the AP article, “U.S. Food Safety Strained by Imports.”

This article details how food products are not a priority for the
FDA inspections, even as the import of ingredients has increased
by 73 percent over the last 5 years. If someone wanted to attack
the United States through its food supply, we have a frighteningly
easy way for them to do it. It is time that we act to ensure that
our food supply is safe.

Thank you, Mr. Chairman; and I yield back.

Mr. StuPAK. I thank the gentlewoman.

Next, we will hear from gentleman from Texas, Mr. Burgess.

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BURGESS. Thank you, Mr. Chairman. Thank you for holding
this hearing today.

America has the safest, least expensive and most abundant food
supply of any country in the world. In the past, whenever I went
to the market to buy food for my family, I never stopped and won-
dered is it going to be safe to eat? Is it going to make anyone at
home sick? The security of our food supply in my mind has really
never been in question.
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I still believe that our food supply is generally safe and secure,
but the recent outbreaks of both E. coli and salmonella have caught
the country’s and this committee’s attention.

Today, we will hear troubling stories from the Armstrong family,
the Pruden family and the Marshall family. I thank you all for
being here today and putting a human face on what has been an
astonishing tragedy in this country. I am deeply sorry for the pain
that you have all been through, and I sincerely appreciate your
willingness to come to Congress to tell your story.

Thank you.

In addition to the food safety issue, I am pleased that this com-
mittee is also investigating the recent pet food recalls. Like many
of my constituents back home in Texas, I have been struck by the
contamination of pet food and the fact that thousands of beloved
animals have died. The fact that companies mixed a form of plastic
with wheat gluten to manipulate the protein levels in the food is
not only wrong, it is criminal.

As we have all learned during the aftermath of Hurricane
Katrina, Americans view their pets as members of the family; and
to put a pet’s life in danger just to increase the profit line is com-
pletely unacceptable.

While I realize that we have only begun our investigation into
this matter this practice must be stopped. Earlier this month, I
sent a letter to both Chairman Stupak and Ranking Member
Whitfield requesting that we allocate an adequate amount of time
on this issue; and I thank the leadership of this committee for
doing so.

I think it is important to remember that there are still many
questions that need to be answered, and today is merely the begin-
ning of the investigation into these troubling circumstances. I do
welcome the companies here to tell their side of the story and what
they have done and are doing and will do to remedy the situation
and see that it never happens again. But we all know that nothing
in the world is ever 100 percent safe. However, I look forward to
hearing what the companies view as their role and responsibility
in this situation.

Many of us in Congress may have a different opinion, but I think
we can all agree that innocent people, innocent animals, should not
have to die because of a mistake, negligence or especially crimi-
nally intent on another’s behalf. I look forward to this investigation
and learning what needs to be done so that this does not happen
again.

Thank you, Mr. Chairman, for your indulgence; and I will yield
back my time.

Mr. StuPAK. I thank the gentleman.

Next, turn to the chairman of the full committee, Mr. Dingell, for
an opening statement, please, sir.

OPENING STATEMENT OF HON. JOHN D. DINGELL, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF MICHI-
GAN

Mr. DINGELL. Mr. Chairman, thank you; and I thank you for con-
ducting this hearing. I also commend you for the vigor with which
you are proceeding. This is an important hearing on the threats to
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public health from contaminated food products and, very frankly,
from the inadequacies of the Food and Drug Administration, their
budget, the number of personnel that they have and their com-
petence to carry out their responsibilities.

Every American has reason to worry about pathogens in our food
supply. They sicken 73 million Americans, and they kill 5,000 of us
each year. It is important that we learn of this. Death and illness
could have been prevented by diligence and properly funded regu-
latory agencies, primarily the Food and Drug Administration. And
this is not limited to foods, nor to cosmetics but also to pharma-
ceuticals.

I want to begin by thanking our first panel of witnesses, the cou-
rageous and patriotic Americans who have come here at their own
expense to recount the personal tragedies that have befallen them
and their families.

I also want to commend my colleagues, Mr. Pallone and Mr. Ins-
lee, for their assistance in these matters.

Now these are not easy matters for our witnesses to discuss. Two
of our witnesses, Elizabeth Armstrong and Gary Pruden, will speak
of the E. coli poisoning that caused grave harm and in one case is
still causing grievous harm to their children because all of these
kids ate their vegetables.

The children who are victims of food contaminations, Isabella,
Ashley and Sean, are also with us today. Terri Marshall will speak
of the terrible infection that her aging mother-in-law has suffered
from salmonella-contaminated peanut butter. These tragedies rep-
resent serious problems in our food supply that should and must
be addressed.

We will also hear today from two of the companies that sold
tainted products. And we will hear from two witnesses that give us
even more concern, because the source and breadth of the contami-
nated wheat, rice and possibly corn products that found its way
into pet foods suggests an even more dangerous breakdown in the
regulatory system that is supposed to protect Americans. These
protein products are pervasive. They are used in all manner of
human food.

The principal seller of the tainted pet food, Menu Foods, tells us
that only the highest grade of wheat gluten was ordered for their
pet products. So these important proteins that are imported by the
ton could easily wind up in our pantries, our restaurants, or snack
food vending machines.

Regardless of whether they are wheat, rice or corn based pro-
teins, they share two important characteristics: First, they were
contaminated deliberately. I will repeat that. They were contami-
nated deliberately. Second, they came from our trading partners in
China. So far, the evidence suggests that the deliberate contamina-
tion was for greed and not as a trial run for terrorist purposes.

But we certainly could look forward to some serious consequences
where it to be the other way around.

The chemical melamine, the component that poisoned the pet
food, fraudulently elevates the measurement of protein in the glu-
ten, thus increasing its market value. While it matters not to the
victims whether they are poisoned for profit or for politics, we must
be particularly concerned that these profiteers have drawn a road
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map to holes in our regulatory scheme, with serious consequences
to our people.

I recall an episode involving tainted canned mushrooms from
China a few years ago. At that time, the FDA shut down all im-
ports of mushrooms from China until FDA inspectors went there
and approved each and every plant.

We will expect that similar efforts and similar consequences will
obtain as a result of the hearings of this committee today.

Up to yesterday, China would not let our inspectors into the con-
taminated wheat gluten factories. In fact, they wouldn’t even tell
us where the plants were located, much less to whom they ship.

The response of this administration was simply to shut off im-
ports only from the trading company that shipped the poisoned
product. Chinese wheat gluten continues to pour into this country.

Relying on imperfect testing at the ports, the agency gambles
with the health of Americans so as not to disturb the trading prof-
its of the Chinese.

I will note that the failure of this Government to properly fund
the Food and Drug Administration and see to it that they have the
adequate resources to address their important responsibilities is a
national scandal and has been a concern to this committee for a
number of years.

In a couple weeks, we will note that we will hold a second day
of hearings. At that time, we will have the FDA here to account
for their imperfect stewardship of their public health, and we will
expect them to tell us not only about that but what resources they
have to address these problems and what resources they need to
see to it that they can carry out their proper and very important
mission.

I have watched the Food and Drug Administration chase too
many imports with too few resources for too many years. Whether
the life-threatening product is a counterfeit drug or tainted food,
the FDA lacks enough properly trained, properly motivated person-
nel to do an increasingly difficult job, particularly at the ports of
entry of imported foods.

Good people in the field continually report how disillusioned they
have become with the management of FDA. Some are resigning.
Some are being driven out. A curious pattern of closure of facilities
of FDA at our ports now goes on and still threatens our food supply
and our other health-related products in a very serious way.

The FDA field management will be before us, as I mentioned, in
a couple of weeks. They have some serious accounting to do regard-
ing the game of roulette they are playing with the lives of Ameri-
cans, and perhaps they will tell us about how they are being denied
the adequate resources to carry out their proper responsibilities in
protecting the American people.

Thank you, Mr. Chairman.

Mr. StuPAK. I thank the chairman.

Mrs. Blackburn for opening statement please.
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OPENING STATEMENT OF HON. MARSHA BLACKBURN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF TEN-
NESSEE

Mrs. BLACKBURN. Thank you, Mr. Chairman; and I want to
thank you for holding the hearing. I want to thank our witnesses
for their willingness to come before us.

The food safety issue, as you have heard, is a high-priority issue
from a public health standpoint as well as from a national security
issue. And you don’t have to be a scientist. You simply have to be
a concerned citizen or a parent to know that a very real threat ex-
ists when a terrorist could easily put some type of toxic chemical
into some product that is moving through the food chain and that
could go about causing a lot of damage before it is detected.

Since September 11, our national sense of vulnerability has
steadily risen; and we have been warned time and again of the vul-
nerability of our food and water supplies. We are now also facing
up to a less publicized but potentially devastating threat, terrorism
directed at the Nation’s food and agricultural infrastructure; and I
think it is something that we have to face up to and recognize that
it is there. It is a threat that is very real. Derelict poisoning and
deliberate poisoning to any of our food items will undermine con-
fidence in the supplies. It would wreak havoc on the agricultural
sector of this Nation’s economy, which accounts for about a sixth
of our GDP.

Americans are consuming increasing amounts of imported food
and drink, and the demand among U.S. makers for overseas ingre-
dients is constantly increasing. However, according to the FDA, it
only has enough inspectors to check about 1 percent of the 8.9 mil-
lion imported food shipments that come into the country each year.
One percent is all that gets checked. So we do have to realize this
means we have an increased vulnerability, and it leads to some
questions that we will be asking through this hearing and through
some others.

Is the FDA too large and too bureaucratic to respond? Has it not
made it a priority to respond? And in a post 9/11 world have they
chosen not to shift their priorities?

Not everything is a matter of money. Many things are a matter
of priority and taking the time to restructure to meet the chal-
lenges that are before you. Is the FDA capable of restructuring so
that they have the ability to address these concerns? Or do they
choose to turn a blind eye and a deaf ear to the concerns that we
have?

Do we need to apply the standards that we seek for imported
foods and drugs? Does this need to be applied to reimportation of
drugs if we allow reimported drugs into this country?

What is the expected level of corporate, bureaucratic and per-
sonal responsibility? How do we make certain we don’t see a new
group of class action lawsuits?

We must seek greater accountability in these questions and in
our Nation’s food and drug supply, and we must expect that all im-
ports that are coming into this country are going to meet our U.S.
safety standards. They are rigorous, but we intend for them to be
met.
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According to the GAO, our food supply is generally considered to
be safe. We realize that there are vulnerabilities. We look forward
to working with the FDA to address these questions.

And I yield back the balance of my time.

Mr. StUPAK. I thank the gentlelady for yielding.

Mr. Inslee from Washington. Opening statement please.

OPENING STATEMENT OF HON. JAY INSLEE, A REPRESENTA-
TIVE IN CONGRESS FROM THE STATE OF WASHINGTON

Mr. INSLEE. Thank you to my colleagues. I want to thank the
witnesses, who are involved in an act of courage today. We very
much appreciate their stepping forward in a difficult situation.

I want to note our previous experience with meat. We had in the
State of Washington an E. coli outbreak. A local establishment be-
came the subject of national news and national debate on how to
clean up the meat industry, and we were engaged in that in an ef-
fort to clean up that industry.

We have had substantial progress. It was not without con-
troversy, it was not without debate, it was not without effort, but
we will note today the cases we are involved in today do not in-
volve the meat industry because there has been substantial
progress made. And that involved mandatory requirements, hazard
point reductions, a whole slew of efforts; and we need to have this
same thing now in another part of the industry.

I want to note as well a constituent of mine, Bill Marner, who
has worked very hard on eradicating food-borne illnesses; and he
was part of the success in the meat industry. I am going to make
his statement a part of my opening statement.

It is clear to me and I think many of my colleagues that we need
to have some much more rigorous food safety standards, and I
want to note four things that I will be introducing legislation I be-
lieve with some of my colleagues on in the near future.

First, we have got to have standards that are binding. Voluntary
guidance is clearly a recipe for failure and injury and even death
in our food safety standards.

Quoting the 2007 March guidance from FDA, it says, “the use of
the word ‘should’ in agency guidance means that something is sug-
gested or recommended but not required.”

We are not requiring food safety. We need to require food safety,
not make nice, gentle suggestions in this context. It is not an acci-
dent that this is the twentieth time in a single decade that we have
had leafy green vegetables involved in damages coming out of one
single county in this country. That is inexcusable. We have got to
have requirements for Americans, not simply suggestions.

Second, we have got to establish hazard point identification pro-
grams, as we have done in the meat industry to great success.
When we have adopted protocols like that we have found great im-
provement in food safety. We have to have the hazard point identi-
fication protocols used in this other industry.

Third, we need to treat E. coli and salmonella as adulterants,
with accompanying criminal and civil penalties. It is a step forward
recognizing the severity of damages that we will hear about today.
It is only common sense to do that.
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And, fourth, and this is perhaps the most obvious, we have to
have mandatory recall authority. To not have mandatory recall au-
thority in the context of these types of severe damages simply beg-
gars belief that we don’t have a mechanism in that regard.

Now, as in the meat industry, there may be opposition to some
of these suggestions. But I think that we should keep in mind we
a}rl'e going to hear some of the personal tragedies today involved in
this.

But the industry itself has a stake in the ability to stop loss of
confidence in these tremendous products. The spinach outbreak has
cost the industry somewhere between $37 million and $74 million
already.

There is an economic motivation as well as a personal one for us
to have a food safety system that gives Americans confidence in the
industry. They do not have that today. There is some meaningful
things we can do that we know are going to be economically pro-
ductive. We should take them.

I look forward to our testimony. Thank you.

Mr. StupAK. I thank the gentleman.

Next, Mr. Murphy from Pennsylvania, opening statement.

OPENING STATEMENT OF HON. TIM MURPHY, A REPRESENTA-
TIVE IN CONGRESS FROM THE COMMONWEALTH OF PENN-
SYLVANIA

Mr. MURPHY. Thank you very much.

I just wanted to thank you for holding this hearing. It is so im-
portant in light of how much illness and how many deaths have oc-
curred with a number of problems with food safety.

But I am reminded of, as part of the time when I was on the
Government Reform Committee, of some of the problems that also
occurred with some of the waste, just redundancy and lack of co-
ordination between the FDA and USDA. And I recall this. There
was 12 different agencies that administered as many as 35 laws in
regard with the Federal food safety program. But it was always
odd to me that no single agency had oversight over everything. Be-
cause of this fragmented system, the USDA inspects open-faced
meat sandwiches and frozen pepperoni pizzas, while the FDA in-
spects closed-faced sandwiches and cheese pizzas.

Somehow in this we have to find ways of more efficient use of
Government money as we go through this. I know there is not
enough inspectors. I know that is part of what we should be hear-
ing about today to find out what we need to do to improve this sys-
tem. But in context of all as we go through witnesses today I hope
a part of what we hear in improving the system is to make the sys-
tem far more efficient in ways that we can eliminate the redun-
dancy that is unnecessary, improve the efficiency, where we can let
us know what we need in terms of increasing funding for more em-
ployees to do these inspections. And, above all, we will stand up for
the safety of the American public.

Mr. Chairman, I commend you for continuing to push this issue.
Thank you, and I yield back.

Mr. STUPAK. Thank the gentleman for yielding back.

That concludes the opening statements of the members of the
subcommittee. I would like to note that all members of the sub-
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committee on both sides of the aisle have been here. Not all have
chosen to give an opening statement, but they have all been here.
That is the importance of this issue.

There has been questions about the FDA. We will have FDA in
the next few weeks. We thought it would be wise to use this first
hearing just to lay out the scope of the problem but also to try to
help the FDA in its effort to try to get into China, and I think our
efforts by holding these hearings put pressure on. Now the FDA
will be able to get into China. So when they come to testify in the
next couple of weeks we will give a broader hearing and more in
depth of what the problems are that we face, not only in access to
foreign markets when you have to inspect something like food safe-
ty.
So the purpose behind oversight and investigation is not only to
investigate but also to use our oversight role to get Government
agencies and others and corporations to change their behavior.
And, once again, through bipartisan work on this committee, I
think that has happened here.

So let’s call up our first panel to come forward.

Our first panel we have Michael and Elizabeth Armstrong with
their children, Isabella and Ashley; Mr. Gary Pruden and his son,
Sean; and Ms. Terri Marshall.

Would you please come forward, please.

It is the policy of this subcommittee to take all testimony under
oath. Please be advised that the witnesses have the right under the
rules of the House to be advised by counsel during their testimony.
Do any of you wish to be represented by counsel? Ms. Armstrong?
Mr. Armstrong? Ms. Marshall? Mr. Pruden?

[Witnesses sworn.]

Thank you. You may be seated.

Let the record reflect that the witnesses replied in the affirma-
tive. They are now under oath.

We will hear an opening statement on behalf of the Armstrongs;
and Ms. Armstrong or Mr. Armstrong, who would like to give the
opening statement?

STATEMENT OF MICHAEL ARMSTRONG

Mr. ARMSTRONG. So our experience is actually with both girls.
Isabella got sick after eating a salad of spinach. She was sick for
5 days with vomiting and diarrhea. And that was pretty bad. That
was pretty rough. About the same time that she started clearing
up, Ashley had a fever; and she started with the same symptoms.
So we thought it was the same, and we thought she would get over
it.

Two days later, it wasn’t getting better. It was getting worse. We
called her pediatrician, and we went into the hospital. They said
an IV will do the trick, and she will be feeling better.

About 24 hours later, she was again even worse than before. In
fact, she was in the hospital bed banging against the walls almost
like a caged animal. She was inconsolable, trying to pull the IV out
of her arm.

At that point, we realized that there was something much more
wrong with her.
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At that point, her pediatrician got a consult from an expert and
really at the—because Elizabeth brought it up. She said, have you
tested for E. coli or any other bacteria along those lines? And that
is when she got the consult. And the expert said, oh, that is HUS,
hemolytic uremic syndrome.

Let me tell you why that came to her mind. Two years ago, my
cousin, who had a 2-year-old son, was a missionary in Rumania;
and his son actually had HUS from E. coli. They weren’t able to
get him back into the States for medical care anytime, and he died.

To me, that really gives you a different backdrop here in that the
United States and Rumania, really, when it comes to food safety,
it is not much different.

So, anyway, at that point we went into a special children’s hos-
pital; and she was diagnosed there officially with HUS.

The next week, when we were in intensive care, it was pretty
rough. We really didn’t know if she was going to make it. The doc-
tors couldn’t really tell, of course. They were as optimistic as they
could be at the time. She was on dialysis. She required blood trans-
fusions. Her kidneys had shut down. She had pancreatitis. She had
brain swelling. It is a really nasty syndrome.

She was in intensive care for 3 weeks on dialysis; and at that
point she was well enough to move to the regular ward where she
was attached to, of course, an IV and what we call an octopus,
which was several bags of a fluid for dialysis. She was there for
about another 4 weeks, roughly. At that point, we were able to go
home—on dialysis still.

She is now off the dialysis but requires five medications a day,
and we have to give her a shot once a week, and it is quite likely
she will need a kidney transplant in the next several years.

But she does pretty well. She does real well.

Anything you want to tell them?

Mrs. ARMSTRONG. [Shakes head.]

[The prepared statement of Mr. and Mrs. Armstrong follows:]

TESTIMONY OF MICHAEL AND ELIZABETH ARMSTRONG

ASHLEY’S STORY

Sunday, August 27, 2006 I went to Marsh, as usual, and purchased a bag of Dole
spinach, like I always did. We had it for dinner that night as a raw salad with our
spaghetti and meatballs. Both Isabella, my 5 year old, and Ashley, who was 2, and
I had the spinach. We always worked very hard to make sure our girls ate healthy.
This generally meant lots of fruits and vegetables and very little sugar.

By Saturday, September 2, 2006, Isabella had come down with Colitis from the
spinach. Of course at this point, we just thought she had a viral diarrhea. She had
the diarrhea for almost a week when I finally took her to the doctor. It was on Fri-
day, Sept 8, 2006, and the doctor just said that it was a viral diarrhea and there
was nothing that she could do about it. She just said to keep her hydrated, and to
let the doctor know if she had blood in her stool.

Isabella started feeling better the next day, and we thought we were in the clear.
Then, about mid-day on Saturday, September, 9 Ashley started having diarrhea. We
just thought she caught the same bug that Isa did, and just kept giving her fluids
and keeping an eye on her. She was pretty lethargic that day. She would drink
fluids, but was not really interested in food (which is a shocker for anyone who
knew her!). The next day, Sunday, she seemed to feel a little bit more like herself.
She ate a little more, and she was more interested in playing. We even went to my
sister’s wedding shower, where she played with all of her cousins and seemed to us
like she had got the bug out of her system. By Monday, however, she was feeling
much worse. She was very lethargic, slept a lot and did not want anything to eat
and very little to drink. She still had diarrhea. We went out and got haircuts for
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the girls that afternoon, but she definitely was not feeling like herself. At this point
she was more lethargic again and wasn’t interesting in playing.

By Tuesday, September 12, 2006, she was getting worse and I knew something
was really wrong. During one of the nearly a dozen diaper changes in a day we were
doing at this point, I noticed she had some blood in her stool. I remembered what
Isa’s doctor had told me and I called and scheduled a sick appointment for Ashley
that day. We met with the doctor and she still felt that it was viral diarrhea and
nothing to worry about, but because I had brought the diaper with me, they tested
it to see if it was in fact blood. The doctor felt that Ashley looked dehydrated and
wanted me to go to their other office in Castleton to get a blood draw to find out
for sure. I took Ashley to the other office, where the nurse there drew her blood
samples and sent them to the lab for analysis. I then took Ashley back home to wait
for the results.

About an hour later I got a call from my doctor telling me that Ashley was in
fact dehydrated and wanted me to take her to Community North hospital. They told
me not to worry, that they would just admit her to get an IV in her and they would
monitor her hydration levels and we would probably be out of there that same night.
So, on Tuesday, September 12, 2006, we checked into Community North and they
hooked her up to an IV to re-hydrate her.

Right after checking in and getting her into her room, the nurses had to come
in and hook up the IV and all of the wires to monitor her with. Also, because of
the diarrhea in her diapers, the nurses could not tell if she was producing any urine
so they inserted a catheter into Ashley to monitor this, as well. So, always having
been a healthy baby, this was Ashley’s first introduction to the world of pain and
needles. She was such a trooper, but how sad to be grateful that God had blessed
you with a cooperative child. How sad that at the tender age of 2, Ashley was about
to learn that she just had to become resigned to being poked, prodded and generally
tortured to get her better. She always had been a good, healthy eater and was
plump with health. Seeing her lying in that hospital bed, she was so unnaturally
skinny and sickly, it was so sad.

It is now late afternoon on Tuesday and Ashley is still having countless diapers
with diarrhea, not producing any urine, and now she has started vomiting. At first
the vomiting was bile, yellow in color. But as the night progressed and it got into
Wednesday, the vomiting started to get darker and darker green. Our Dr did stop
by later that afternoon to see how she was responding. I asked her what else we
should be doing because this did not seem to be helping. I also asked her if she had
tested for E coli. I remember she looked at me strangely for asking, and I don’t re-
member now exactly what she said, but I think the answer was yes.

By Wednesday, September 13, 2006, the vomit was almost black, she could barely
even sit up by herself, she still was having diarrhea, and that was when I had fi-
nally had enough. The IV was not making her better, her vomiting was getting
worse, she was not producing any urine, and to me she looked like she was getting
puffy. I had not seen my doctor since yesterday and I grabbed a nurse and told her
to call her immediately. I told the nurse all of these things and told her she needed
to get my doctor in to see me, now. About 15 minutes later the nurse came back
into the room and told me that my doctor had ordered that Ashley have some labs
run on her. So, the nurses came in drew a few tubes of blood and sent them to the
lab. I don’t remember how long we waited, watching poor little Ashley cry and lie
in her bed, but I remember how small and helpless I felt. We did not know why
at the time, but Ashley was inconsolable. She did not want to be held or even looked
at! This just broke our hearts, because as a parent, you always want to comfort and
take away the pain of your baby, and also because this was so out of character for
little Ash. She always wanted to be held, especially when she was sick. To see her
screaming and banging around in the crib like a caged animal was more than we
could stand. When she was happy and healthy, people often asked us, “is she always
like that?” referring to how smiley and friendly she seemed.

When the nurse came back to tell us about the lab results, I knew something was
wrong. She came in and told us that our Doctor was conferring with someone at
Riley and would call us as soon as she was done. The nurse did not offer any other
explanation, but did say that our Dr would call shortly. When our Dr did call, I
spoke with her first. I don’t remember all that she said, but I remember her asking
if I was still there. I could not speak because I was choking back tears. She told
me that Ashley’s blood tests showed that her kidneys were shutting down. This was
why she was not producing urine and why she was getting puffy. Her pancreas was
also not working properly, which was causing the vomiting. I remember her telling
me that as she was talking with this specialist at Riley, she remembered me asking
her about E coli, and she brought that up with him. Apparently it was that question
that made our situation crystal clear to what was happening to our baby. She men-
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tioned something about HUS, but she said the specialist at Riley could explain it
better once we got down there. I still do not know how our Dr got in touch with
the person at Riley that she did, but I thank God for His hand in that today. The
specialist she spoke with knew exactly what was causing Ashley’s kidneys to shut
down. As our Dr tried to explain to us what was going on, my brain shut down.
All T could think about was that she said “dialysis” and not knowing exactly what
that meant at the time and how scary it sounded. It was also scary when she said
that the Lifeline ambulance from Riley was en route to take Ashley down there and
that our Dr was transferring our care over to this specialist.

I thank God that she knew enough to call Riley. I thank God that she got a hold
of the specialist at Riley who knew about this rare disease. I thank God that He
made me ask about E coli. And I thank God that He made me take Ashley into
our pediatrician’s office that day to ask about the blood in her stool.

It was Wednesday, September 13, 2006, at about 4:30 pm when the ambulance
arrived at Community North to take Ashley down to Riley. Three paramedics came
into the room with this special gurney just for children and began unhooking her
from her hospital bed and transferring her to the gurney. She looked so small lying
there. We were told that we could not ride in the ambulance with her, so we just
had to stand there while they wheeled our baby away. She was very brave and went
quietly with the strangers as they wheeled her into the ambulance and took the trip
down to Riley.

We followed the ambulance in our car. It was a very quiet ride for my husband
and I, each of us lost in our own thoughts. Each of us was trying to be brave and
tried not breakdown as we worried about what was wrong with our baby. We did
a lot of praying, that was for sure.

When we got to Riley, we went straight to the ER where Ashley was. They were
transferring her from the gurney to her new bed. They had to hook up all of the
monitors all over again in her new bed, and then they had to insert a new catheter.
I had to hold my baby down while they shoved the plastic tubing into her bladder
again. I could do nothing to help relieve the pain and discomfort that they were
causing. She just looked up at me and was probably wondering why her mommy
was letting them hurt her like this.

At this time, Michael had to leave to go home because Isabella was at home with
my mother. He could not wait any longer for the specialist, but I assured him that
I would put Michael on speaker phone when the Dr did arrive.

The renal doctor on call, the one who spoke with our pediatrician, came in to talk
to us (me in person, and Michael on the phone) about what was going on with Ash-
ley. This was the beginning of our education about HUS and all of its ramifications.
He described how in a small percentage of children, E coli can cause Hemolytic
Uremic Syndrome (HUS). He described all of the various implications it can cause
in the body, from the brain, pancreas, kidneys, liver, etc. He explained that HUS
can cause swelling in the brain resulting in mood changes, which was what was
causing Ashley to be so inconsolable and angry. HUS was also affecting Ashley’s
pancreas, which was causing the vomiting, and obviously her kidneys, which were
shutting down. He explained everything that could happen, even death. The main
problem with HUS, he said, was that there was nothing that doctors could do to
prevent it or to treat it once a child had it. The only thing that we could do was
watch what it affected and then treat the symptoms. So, for now, all we could do
was wait and see if her kidneys continued to shut down, and if so, we would need
to put her on dialysis.

After he left and gave us time to digest, my husband and I were just speechless.
We were terrified and did not know if our daughter was going to make it through
the night. We prayed, called relatives, and then I settled in for a sleepless night
in ER, and Michael to spend a scary night at home with Isabella and all of her ques-
tions. (Unbeknownst to us, this was to be our first of many of such long nights.)
One thing I remember vividly is Michael telling me that as he was putting Isabella
to bed that night she asked him, “Daddy, is Ashley going to die?” He answered her
with tears in his eyes that, “No, God is going to keep Ashley safe.”

The next day, Thursday, September 14, it was decided that Ashley’s kidneys were
not improving and that we were going to need to put her on dialysis to keep her
alive. The type of dialysis that they preferred for HUS kids was peritoneal dialysis,
in which a catheter is inserted into the peritoneal cavity. She was taken in for sur-
gery, where they implanted the catheter, as well as a central line for her IV and
her blood draws. Surgery took an hour, and all we could do was pace the floor and
hope that she would come out of anesthesia ok. We had never before had to deal
with anything like this in our life.

They called us to recovery after her surgery and a parent should never have to
see their child lying semiconscious in a hospital cage, I mean crib. We were told that
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Ashley would be transferred up to the PICU as soon as a bed opened up. We waited
for 5 hours in recovery. Luckily, I guess, Ashley was so sick that she just slept
through this whole ordeal. Michael and I were not so lucky. We had to stand by
her bedside waiting.

They finally came in and announced that a room had opened up, so Ashley was
wheeled into her new home-away-from-home; a tiny hospital room that could barely
hold her hospital crib, a reclining chair for us to sleep in and all of her dialysis and
medical machinery. It is hard to write all of the emotions and fears that we were
feeling through all of this. It was just surreal.

When we first got to the PICU, because Ashley’s problems stemmed from E coli,
she was in isolation. That meant that anyone coming in and out of her room had
to put on a gown, mask, and gloves. For an entire week, we had to make sure that
she and the rest of the hospital was safe from any possible E coli contamination.
Luckily, since we were living in the room with her, we did not have to wear the
gloves, but all of our relatives did not get to have any skin on skin contact with
Ash the first week. This was very tough on Grandparents who wanted to hold their
little granddaughter’s hand.

Another thing I remember vividly was that Ash was hooked up to so many wires,
plus the IV, plus her dialysis line. I could not hold my child. I went for more than
2 weeks without being able to hold or comfort or rock my baby girl. This was the
first time in the two years since we had her that I did not rock her to sleep. And
then when I was able to pick her up, it was with all of those things attached to
her and I could barely move away from her bed. But it was worth it just to be able
to hold her and feel her little head rest on my shoulder.

The next 6 weeks were somewhat of a blur. It is hard to explain to someone who
has never lived through something like this how time just seems to stop. In the first
few days and weeks we watched Ashley go from being swollen with excess fluid, to
too much fluid being removed and she looked like a skeleton. I remember how Mi-
chael would not even let me mention how skinny she looked and how sunken her
eyes were because we were just so terrified of what that might mean. Our lives were
consumed by nurses coming in every 2 hours to check vitals and draw tubes of
blood. Every time Ashley would move in her crib, she would set off her monitor
alarms, so we never got any sleep.

Ashley was on 24 hour dialysis while in the PICU. There was no doubt from any
of our doctors that Ashley had HUS, but because there was nothing else to do but
wait and see if her body got better, one of her specialists decided to run all of the
blood tests he could think of to see if maybe he could find some other cause for her
kidney failure. We think he wanted it to be something else that was treatable in-
stead of just waiting and seeing. All of the tests came back negative. This was defi-
nitely HUS, and we would just have to see what would happen. They told us that
most kids with HUS have their kidneys come back in a few weeks. They told us
that they could not estimate when Ashley’s would come back, but they did tell us
that the longer she remained on dialysis, the more worried they became about per-
manent kidney failure. Again, nothing to do but watch and pray that her kidney
function would return.

Our lives revolved around blood test results, and seeing how much, if any, urine
she produced. We prayed for pee. Any tenth of an ounce was celebrated. It was
maybe a month in before we even saw that much. But, finally, Ashley’s kidneys did
start to pick back up again. They slowly weaned her off of 24 hour dialysis by going
{’fom 6 exchanges with 4 hour dwells, to 4 times a day, the fluid dwelling for 6

ours.

At some point Ashley’s kidneys started picking up a little more to the point where
she could be off of the dialysis machine, and she was put on to a manual form of
dialysis. This was with a contraption called the “octopus” because this is exactly
what it looked like. All of Ashley’s dialysis bags for the day, or a few days, were
placed on this huge IV pole, and she would then be manually filled and drained
every 4 hours. This was another challenge we had to learn to deal with. The good
part was that she was now “mobile”. The bad part meant that if we wanted to take
her for a wagon ride, we had to drag her IV pole and this dialysis pole along, too.
This was not a one-man job. That meant that the only time Ash could go for a
“walk” was when both of us were there to help. But this was still a blessing. For
the first time in over a month, Ashley was able to get out of her hospital room. This
was the highlight of her day and ours.

Finally we got to the point where her exchanges were stretching out longer and
longer, we could take walks for longer periods of time. I remember the first day that
we actually got to take her outside for the first time in over a month. When it just
got too cold and we had to come back in, I remember how I thought her little heart
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would break having to go back into her hospital crib. A 2 year old should never have
to be confined to a cage.

And have I mentioned all of the medications this poor little child had to endure?
Because kidneys touch every function of the body, and because hers were not work-
ing, they were not doing a lot of their jobs correctly, like being able to clear potas-
sium, or other critical jobs. So, Ash had to take terrible tasting medicines, and still
does. We would have to hold her down while we squeezed this black ooze into her
little mouth. I don’t remember what that medicine was for, but it was awful. There
will be more about current medications later.

When we got to the point where she could be on the 4 exchanges a day, they
transferred us to the regular pediatric unit. At first we were excited about getting
out of the PICU, and avoiding the every 2 hour check-ups by the nurses. We quickly
learned how wonderful we had, in fact, had it. Going to the regular floor meant
sharing a room. We had the horrifying experience of living in a Jerry Springer epi-
sode. Our roommate was an eight year old girl, who was actually very sweet. Unfor-
tunately, she had a mother and a sister who were not so considerate.

Our girls have always gone to bed early, and then awoke very early. Ashley would
go to bed about 6:30 or 7 p.m., and then she would wake up about 6 a.m.. Surpris-
ingly we were even able to keep to a close proximity to this schedule in the hospital
up until now. But now, we were living with extremely rude people who were not
only awake until after 11:00 p.m. every night, but they also had countless visitors
and were very loud. Poor little Ashley would finally just pass out at night because
she was so exhausted. And of course, we never got any sleep because of them.

We lived through weeks of that hell. Finally another room opened up and we were
able to move, but again, it was still a shared room, and their schedules were always
different than ours.

Again, if you have never had a seriously ill child, it is hard to understand the
strain that living in a hospital puts on you. You are, of course, worried sick about
whether or not your child will make it through it all, let alone be normal again.
But, there is also the strain of not getting any sleep. They do provide one chair that
extends to be a “bed”, but it is hard to sleep on it, especially when nurses come in
every 2 hours, and her monitor alarms go off every hour or so. Then there is the
minor detail of showers. I will say that Riley has the Ronald McDonald house,
which was definitely a blessing. They had shower facilities that parents could use,
so we did enjoy that.

And through all of this we had to balance the fact that we were also the parents
of a 4-year old, who was not old enough to understand where her Mommy and
Daddy were and why they had essentially abandoned her with her Grandparents.
For the 2 months that we lived in the hospital, our 4-year old lived without us. We
missed her so much, but the hospital was no place for her, plus she could not under-
stand what was going on with her sister. We only got to see Isabella for a couple
of hours each week. It was heartbreaking to have to say good bye to her each time
she left again. I have it burned into my memory the sight of her staring out of the
backseat window driving off with tears in her eyes. There is no way of knowing
what affect all of this had on her. I do know that we are still dealing with the after
effects of all of this. She still needs constant reassurance when we are leaving her
that we will in fact be coming back. She is much clingier, and does not want us
to leave her side.

Another aspect that we had to deal with was the fact that both Michael and I
had full time jobs. There was no question that one of us would always be in the
room with Ashley, so it was extremely difficult to balance it all. We had our comput-
ers with us, and we were able to work a little bit while Ashley was sleeping, but
in the end both of our boss’s had had enough. The biggest issue this has all had
with respect to our careers, is that we are both relatively young and had plans to
advance our careers. Now, this is not so easy.

When Ashley’s dialysis got the point of 4 exchanges a day, her Doctor’s felt com-
fortable with us going home. Michael and I went through several weeks of dialysis
training at the hospital. We had to learn about care for the catheter exit site and
how to give her shots several times a week (she requires shots of epogen because
her kidneys do not properly control the production of new red blood cells). We also
learned how to monitor her blood pressure.

But we were finally able to go home and get our family back together. Once at
home, we were able to figure out our new schedule. Dialysis exchanges were done
3 times a day, blood pressure was checked twice a day, her daily medications were
spaced out throughout the day and shots were on Monday, Wednesday and Friday.
We also had to drive down to Riley every week for Renal Clinic. There we would
have to have Ashley’s blood drawn and see the dialysis nurses and the renal special-
ist.
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Home dialysis came with several new worries. There was the constant fear of
cleanliness and making sure our home was as germ free as possible, especially dur-
ing exchanges. Then there was the new one of her blood pressure. Peritoneal dialy-
sis uses fluid in the peritoneal cavity to filter out things that the kidneys normally
would handle. A side effect of this i1s that the fluid can also be absorbed into the
body. When there is too much fluid in the body, then blood pressure increases. We
had one week where here bp spiked to 170 and we were right back at Riley for a
weekend. That weekend we learned a lot about blood pressure and blood pressure
medication. After that episode we spent a lot of time considering if Ashley seemed
puffy and what dialysis solution we should use.

We were constantly struggling with maintaining her blood pressure with being on
dialysis. We were also struggling with seeing a different renal specialist every week
at clinic, depending on who was on call. We finally called Dr Andreoli, one of her
specialists, and requested we meet with her specifically since she was the expert in
this area. We told her of our frustrations with clinic and the lack of consistent care
we were receiving because each doctor had a different idea of what we should do
with Ashley’s treatment. We discussed the problems we were having keeping Ash-
ley’s blood pressure in check with the dialysis. Dr Andreoli felt that maybe it was
time to consider coming off of dialysis, since it seemed to be doing more harm than
good with respect to her blood pressure. She said that we would just need to do
more labs on Ashley every week as we started to wean her off to make sure her
Creatinine could remain stable.

So, we began taking Ashley for blood draws twice a week to monitor her levels
while we reduced the number of exchanges and then stopped them all together. (Let
me tell you, trying to hold your child down while they stick a needle into her arm
to draw out blood is an extremely painful task to ask of any parent and child.) So,
even though her Creatinine levels are 3 times the normal limit for a child her age,
Dr Andreoli said that did not need to remain on dialysis. She told us that the per-
centage of her kidneys that were working would learn to take over for the damaged
parts. She told us that this would eventually wear her kidneys out and she will
need a transplant, but she hopes that it won’t be for many more years.

Ashley was on dialysis until the end of December. Even though she is off of dialy-
sis, she will still be on medication the rest of her life. We also have to take her for
blood draws every week to monitor her potassium and other levels. We have found
that another side effect of kidney failure is a very strict dietary restriction of potas-
sium, as well as other minerals. Her potassium levels are too high, so we have to
monitor everything that she eats and drinks and she has to take a very disgusting,
thick medication twice a day to remove the excess in her body since her kidneys
cannot do it for her. So, our once healthy eater is now on an extremely strict diet
that she, and for fairness to her, all of us are now on. Because her kidneys are not
functioning properly, we have to maintain an extremely strict, potassium-limited
diet. And potassium is in everything, literally. We just have to find foods that have
less potassium than others. So, bananas are out, period. Avocados and chocolate are
out. (Remember, this is a 2 year old we are restricting this from). What else? All
leafy greens, melons, potatoes of any kind, dairy, yogurt, nuts, peanut butter, toma-
toes and tomato sauce, and pizza to name a few. (Notice that most of these foods
are a small child’s favorites).

So every day, at the time this was written, Ashley takes four different medica-
tions orally everyday, and then we have to give her a shot every week. I am sorry,
but parents should never have to hold down a 2-year old and force them to drink
nasty, thick medications that make them gag and want to throw up. Nor should a
parent ever have to hold a child down to stick a needle in their back side to deliver
the necessary medications to make up for something their little body should just
produce naturally. And as I mentioned before, we take her for blood draws every
week, as well.

Ashley’s condition seems stable now. The problem, and the constant cloud that is
always over our heads, is that we don’t know for how long. A kidney transplant
WILL be required. That is a question of when, and not if. Michael and I spend a
lot of time wondering how normal of a life Ashley will be able to lead.

IT is hard to put down in words all of the fears that go through our heads on
a daily basis now. We worry about Ashley and her future. We worry about when
her kidneys are going to stop working for good, and if she will ever be able to get
married and have children of her own one day. Our doctor has told us that the
stress of puberty and pregnancy are serious concerns for Ashley.

We worry about if she will grow normally. Because her kidneys do not function
properly, her growth will always be an issue. We worry about numerous other com-
plications and conditions that are brought about by renal failure. For instance, her
PTH levels have been off lately, which is a measure that her Parathyroid gland not
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working correctly. Her carbon dioxide levels have also been off, which means that
something with the lungs “talking” to the kidneys aren’t working right either. The
kidneys touch every part of the body, so we now have constant fear and worry in
our lives that we never expected to have.

We worry about what life is going to be like as she grows up and goes to school.
We will always have to pack her a lunch now because she cannot eat most normal
school foods. How is she going to feel while all of her other friends are eating pizza,
and she just has to sit back and watch. We worry about how she will ever be able
to play such sports as basketball, or even softball, because can we really afford for
her to get hit and possibly damage one of her kidneys?

We were a family that enjoyed cooking and eating new foods. We like to try new
flavors and dishes. That part of our lives is over. Ashley just cannot have most
foods. We also like to travel and had planned to take the girls to many places. We
wanted them to experience other cultures. At this point, I don’t see that kind of
travel happening.

Like we mentioned earlier, our careers have no been put on hold. Michael had
begun a serious search that should have resulted in a big career move. This effort
has had to be put on hold indefinitely. Michael and I will always have to weigh the
pros and cons of moving jobs due to Ashley’s now pre-existing medical conditions
and that effect it will have on our insurance policies. We will always have to weigh
job location and whether or not we will be able to have a renal specialist in the area.
All career advancement plans have been put on hold.

We also talk about how we can try and get our lives back on track. A baby sitter
for a night is not a luxury we are really able to enjoy. We are hopeful that this will
be possible in the future, but her medications and general condition make this dif-
ficult. We cannot just use a neighborhood babysitter, because of Ashley’s specialized
care she now requires. Vacations are now are harder because we cannot be too far
away from home in case something should happen while we are gone.

The only thing that we can do is focus on living day to day. Unfortunately, giving
multiple medications and shots, and worrying about results of Ashley’s blood tests
are just a part of life now. We are hopeful that medical research will make things
better in her future. We just pray that Ashley’s kidneys can hold out for a few more
years.

Mr. STUPAK. Your full statement is part of the record. It was a
lengthy one, and I know everybody on the committee enjoyed the
opportunity to read it. If you would like to have more time, you
still have more time left, sir.

I am sure members will have questions, but thank you and
thank you for being here.

Ms. Terri Marshall, if you would, please, for an opening state-
ment.

STATEMENT OF TERRI MARSHALL

Ms. MARSHALL. The purpose of my testimony here today is to tell
the story of what happened to my mother-in-law, Mora Lou Mar-
shall, after she ate Peter Pan peanut butter contaminated with the
Tennessee strain of salmonella. Our story is simple, and yet it is
also very complex. It seems as though our lives are segmented into
two time periods. There was life before Peter Pan peanut butter,
and now we have life after Peter Pan peanut butter.

First I will briefly describe our lives before the peanut butter. My
85-year old mother-in-law moved in with our family in November
2006. At that time, Mora Lou was able to do very basic things like
make her bed, shower, dress on her own, prepare her own break-
fast. She read the newspaper. She loved flipping through maga-
zines. She went to the beauty shop once a week, looked forward to
that and was also able to ride in a car to go to the doctor or dentist
for her appointments. She also enjoyed walking through the yard,
coming to the table for dinner or even going out for meals or treats.
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It was not unusual for Mora Lou to help with light household du-
ties for which I was very thankful. She lived in my home; light
dusting, folding clothes and loading the dishwasher. She kept in
touch with her Little Rock friends and family by visiting with them
on the phone or reading cards and letters.

Mora Lou kept a jar of Peter Pan Plus peanut butter by her bed-
side all the time. On her night stand in the room, she had it there
as a supplemental way to increase her nutrition, with a spoon right
there handy so she could have it. She would eat a spoonful or two
several times a day or night just to supplement her nutrition. The
reality is the very food she thought would improve her health
began to ravage her body.

And on January 2, we entered our life after Peter Pan peanut
butter. Mora Lou had severe vomiting, diarrhea and pain. We actu-
ally had to call an ambulance to transport her to the hospital be-
cause she was so weak we could not get her into the car. She
couldn’t stand. And that was the last time she was at home.

We first heard the news of the Peter Pan recall in February. I
believe it was February 14. And my husband went to the nursing
home where Mora Lou, his mother, had been living to check her
Peter Pan. You see, she was back in the hospital at that time, so
he had to go to the nursing home where we had to put her to check
her peanut butter. And, yes, our worse fears were realized because
the numbers did match the recall.

And then another fear struck us because we knew she had been
eating this contaminated peanut butter while in the hospital and
at the nursing home. And I'm sure a lot of the medical staff that
were there attending to her could attest to her many requests
throughout the day, “please get me another spoon so I can eat some
more of my peanut butter.”

The next week, a representative from the local office of the De-
partment of Health in our parish called with the news that Mora
Lou’s lab report from January 3 testified positive for salmonella
Tennessee. It was then the pieces to the puzzle began to fall into
place. Mora Lou was on a vicious cycle of salmonella poisoning up
until the recall, which was the middle of February.

We are now in a more advanced stage of life after Peter Pan. It
seems Mora Lou has literally lost her life without even physically
dying. She has been either in the hospital or the nursing home
since January 2 with that hospital ambulance ride. She cannot
walk, get out of bed, use the bathroom, shower, read the news-
paper, look through her magazines, talk on the telephone, ride in
a car. All those aspects of her former life are gone. Her nutrition
is now supplied from a feeding tube. She can’t swallow even those
pureed foods that they give you or even drink water without aspi-
rating most of the time. And I talked to my husband yesterday.
She’s back at the nursing home from the hospital. She tried to eat
food yesterday, and she cannot keep it down. So more than likely
they’re going to increase her stomach nutrition.

The testimony I've given today is a very brief overview of what
our family has experienced this year. We will forever be changed
on how we purchase, prepare and trust whether the food we are
buying is safe for us to eat. I will never eat peanut butter again.
I hate to say that because I love it. And I won’t feed it to any of
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my family. It would take more time than I'm allowed in this forum
to fully explain our challenges so I will close with this final com-
ment.

The topic for this hearing is Diminished Capacity: Can the FDA
Assure the Safety and Security of the Nation’s Food Supply? And
I would change it to relate personally to our own experience to
read: Mora Lou’s Complete Incapacity: Can Anyone Prevent it from
Happening to Someone Else? Thank you.

[The prepared statement of Ms. Marshall follows:]

TESTIMONY OF TERRI MARSHALL

The purpose of my testimony here today is to tell the story of what happened to
my mother-in-law, Mora Lou Marshall, after she ate Peter Pan peanut butter con-
taminated with the Tennessee strain of Salmonella.

Our story is a simple one, yet it is also very complex. It seems as though our lives
are now segmented into two time periods: life before the peanut butter and life after
the peanut butter.

First, I will briefly describe our lives before the peanut butter. My 85 year old
mother-in-law moved in with our family in November 2006. At that time, Mora Lou
was able to do very basic things like make her bed, shower and dress on her own,
prepare her breakfast, read the newspaper, or flip through magazines. She went to
the beauty shop once a week, and was able to ride in the car to go to the doctor
or dentist for her appointments.

She also enjoyed walking through the yard, coming to the table for dinner, or even
going out for a meal as a treat. It was not unusual for Mora Lou to help with light
household duties like dusting, folding clothes, and loading the dishwasher. She kept
in touch with her Little Rock friends and family by visiting with them on the phone,
or reading their many cards and letters.

Mora Lou kept a jar of Peter Pan Plus peanut butter on the nightstand in her
room. She would eat a spoonful or two several times during the day or night to sup-
plement her nutrition. The reality is the very food she thought would improve her
health began to ravage her body.

On January 2, 2007, we entered our life after the peanut butter. Mora Lou had
severe vomiting, diarrhea and pain. We called an ambulance to transport her to the
hospital because she was so weak we could not get her in the car. That was the
last time she was at home.

We first heard the news of the Peter Pan recall in mid-February. My husband
went to the nursing home where Mora Lou had been living to check her peanut but-
ter. And yes, our worst fears were realized because the numbers matched the recall.
And then another fear struck us. We knew she had been eating the contaminated
peanut butter while in the hospital and at the nursing home.

The next week a representative from the local office of the Department of Health
called with the news that Mora Lou’s lab report from January 3, 2007, tested posi-
tive for Salmonella Tennessee. It was then the pieces to the puzzle began to fall into
place. Mora Lou was on a vicious cycle of salmonella poisoning up until the recall.

We are now in a more advanced stage of life after Peter Pan. It seems Mora Lou
has literally lost her life without physically dying. She has been either hospitalized
or in the nursing home since January 2, 2007. She cannot walk, get out of bed, use
the bathroom, shower, read the newspaper, or talk on the telephone. All aspects of
her former life are gone. Her nutrition is now supplied from a feeding tube. She can-
not swallow even pureed foods or water without aspirating most of the time.

The testimony I have given today is a very brief overview of what our entire fam-
ily has experienced this year. We will forever be changed in how we purchase, pre-
pare and trust whether the food we are buying is safe for us to eat.

It would take more time than I am allowed in this forum to fully explain our chal-
lenges, so I will close with one final comment.

The topic for this hearing is “Diminished Capacity: Can the FDA Assure the Safe-
ty and Security of the Nation’s Food Supply?” If I could change it to relate to our
personal experience, it would read: “Mora Lou’s Complete Incapacity: Can anyone
prevent it from happening to someone else?”

Thank you.

Mr. StuPAK. Thank you, Ms. Marshall. And your full statement
is part of the record. We appreciate your summary of it.
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Mr. Gary Pruden and Sean.

Mr. Pruden, you’re going to give the testimony.

Mr. GARY PRUDEN. Yes, I am.

Mr. StuPAK. OK. You're recognized, sir, for 5 minutes.

STATEMENT OF GARY PRUDEN

Mr. GARY PRUDEN. Thank you, Mr. Chairman.

I have the written statement that has been submitted. I will not
go through that in detail, but I would like to highlight four points
from this testimony to the committee this morning.

First of all, my son Sean is 11, and he contracted E. coli from
eating at a Taco Bell in Brenigsville, PA, before the Thanksgiving
break.

The first point I want to make is that it is very difficult to diag-
nose this in its early stage. The E. coli takes about 4 days to incu-
bate in the human body before it takes effect. In exactly the 4 days
after he ate, the symptoms began.

But the problem is, as a parent, you don’t know what is going
on. The child is vomiting. The child has diarrhea. And we are not
doctors, we are parents, and we just don’t know. And meanwhile,
during this time, the sickness is developing even further.

I want to just make a quick point. Representative DeGette, you
made a good point when you mentioned that we often want our
kids to eat their vegetables. Well, at this particular Taco Bell, I
have 2 younger kids who are very picky eaters, and my wife had
to brush off all the lettuce and all that for them. I must say, it is
one time I am glad that we capitulated to their needs. But Sean
didn’t; he ate lettuce, and he was infected.

For about a week or 2 weeks, Sean was very sick with diarrhea
and vomiting, and occasionally it would get better, but it always re-
surfaced. And our family doctor, who we visited twice, simply saw
this as a virus of some sort and gave him some shots of Fenegrin
and such and really didn’t know what the diagnosis was.

It got to the point where we had to take him to the emergency
room. And that was prompted when the news reports of E. coli
broke out at Taco Bell. We simply connected the dots and assumed
that this was what he had. And those particular symptoms of
course were the diarrhea and the vomiting. It also includes, your
urine is very brown. I know that because my mother-in-law is a
nurse and called us and asked about that when she heard of these
news breaks. So we assumed at that point he had contracted it.

He was rushed to the Penn State Hershey Medical Center in
Hershey, PA, by an ambulance, admitted and stayed there for
roughly I believe 5 days. There is no treatment for E. coli. I have
learned this. It is simply a matter of waiting it out. And you either
can have dialysis and of course blood transfusions. Fortunately, in
our case, Sean missed dialysis by about 4 hours. The blood work
simply got better. But he was certainly in a very, very bad state
in a hospital bed for 4 or 5 days, and we simply didn’t know what
the outcome would be. Fortunately, he did recover, although we are
not certain what the long-term effects are at this point.

I would like to also point out in my testimony the effect this has
on the family. This whole experience was very exhausting to myself
and my wife. As a businessman, and it was very busy, I had to
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take time away from my business. And certainly my wife was phys-
ically and emotionally exhausted as well. There was one point in
the emergency room when Sean looked at my mother, and she was
in tears because she simply had the guilt of not knowing and what
should she have done. He looked at her and said: Are you OK,
mom? And I thought that was a very striking moment for both of
them.

Finally, I just want to make a few quick comments which is, in
my testimony, regarding public oversight, and I will read directly
from my testimony this morning.

A key element of successful commerce and trade is trust. We
trust that the accountant hired to do our taxes is following the
laws in preparing the tax return. And we trust that pilots are ade-
quately trained to fly a commercial jet. And we trust that our auto
mechanic is going to return our cars in safe conditions. That is also
extended to the trust and food that we order or buy from a grocery
store; that it is edible, and it is safe. Without this trust, commerce
can’t work. And where failure occurs oversight is required.

We are fortunate that Sean has recovered and is back to a nor-
mal life of school activities, baseball, friends and constant activi-
ties. It is my hope that this testimony this morning will help com-
pel action to provide better controls and oversight of our Govern-
ment officials and agencies responsible for public food safety. As
consumers and citizens, we should expect and demand this. Thank
you for allowing me to testify before you this morning.

[The prepared statement of Mr. Pruden follows:]
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Victim Impact Testimony
Gary and MaryAnn Pruden
Tuesday, April 24" 2007

To: Distinguished Representatives — Subcommittee on Oversight and

Investigations of the Commitiee on Engrgy and Commerce

Thank you for allowing my son and me to participate in this hearing.

My name is Gary Pruden. | am the father of Sean Pruden who is here with
me this moerning. | would like to outline for you the sequence of events that
led to a serious sickness my son endured after eating contaminated food at
a Taco Bell restaurant and the subsequent impact this has had on Sean as

well as.our family,

On Wedniesday, November 22", 20086, my wife MaryAnn, along with me
and our three children, Sean (11), Emily (8) and Matthew (6) stopped ata
Taco Bell restaurant in Brenigsville PA on our way to Upstaté New York to
spend time with family for the Thanksgiving holiday. The meal was finished

quickly and we ware back on the road to the Hudson NY area.
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On Sunday morning, Navember 26th, we prepared to leave to.go back to
oour home In Pennsylvania after attending mass at the local Catholic
Church, Sean had indicated that he did not feel well and complained of
stomach cramping and nausea and could not attend mass. We thought that
he may have simply been over-tired but did note that he appeared very.
lethargic and urresponsive. It was unusual for Sean to miss Sunday mass.
As an alter boy and an active member of our Church:and school, missing
mass for' Sean was a serious episode. We assumed thathe hada
stomach bug of-some sort and would probably be okay in another day or

s0.

The next moming Sean was feeling a little better but still had some
$tomach cramping. He attended school on Tuesday (there was no s¢hool
on Monday) but was still not feeling 100%, Tuesday night he started
waking up with frequent diarthea and missed schoo! the rest of the week.,
On Friday, December 1% my wife took Sean to our family doctorwho
concluded that he had a virus and ordered a bland diet. By Sunday
December 3", Sean was feeling somewhat better and the diarrhea was

less frequent. However the next morning, (December 4™ Sean’s condition
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dramatically worsened as he began vomiting frequently, My wife took Sean
back to-the family doctor on Tuesday, December 5 as our concern began
to grow that he was becoming increasingly dehydrated. The Doctor
examined him again and still concluded that it must be a virus. Seanwas
given a shot to control the vomiting. That evening, Sean's grandmother
called and asked if we had eaten ata Taco Bell. She had heard some.
news reports of an E-coli outbreak in NJ and NY related to food eaten at
the restaurant chain, and as a retired nurse familiar with the effects of e-
coli, she was concerned about the symptorn’s her grandson was displaying,
particularly the color of Sean’s urine which was noticeably brown. My wife
began to be suspicious thinking back to our trip to Upstate N and our
short stop ta the Taco Bell in Brenigsville PA. We decided to take Sean to
the local emergency room that night around 8:00 prh as Sean's condition
continued to worsen, | stayed at home with our wo other children

anxiously. awaiting word from my wife.

At the emergency room, the triage nurse took one look at Sean and had
him stay within eyesight of hier until she could get him admitted. She knew
he was very sick just by jocking at him and thal his condition was

-deteriorating quickly. Finally he was examined by. the ER Doctor and blood
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was drawn and other tests were taken. He was placed on an LV. When
the test results came back, the Dr. explained that Sean was very sick and
that his kidneys were shutting down. He wasn'l sure of how to treat this and
decided immediately totransfer him to a pediatric nephrology specialist at
the Penn State Hershey Medical Center in Hershey PA about a half hour
-away. Sean was transferred via ambulance to the Hershey Medical Center
at about 4:00 a.m. Wednesday moring where he was admitted to the

Intermediate Care Unit.

Once admitted to the hospital, Sean had all kinds of tests and exams.
When Dr. Wassner, the pediatric nephrology specialist, came in to seé us
he explaingd that Sean had acute hemalytic uremic syndrome (referred to.
‘as H.U.8.); H.U.S. is basically the body's reaction to being overloaded by
toxins often foflowing an E-caoli infection. It was determined that Sean's
kidneys were only about 20% operational and he was extremely anemic
due to red blood call destruction. There was very liftle that could be done
at that point except to keep. Sean in the hospital while waiting fo see if his
kidneys would recover. Blood transfusions and dialysis were fikely and it
would be a long road to recovery. If the kidneys did not recover, he would

need a transplant. The average hospital stay for H.U.S. patients is
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between4 and 6 weeks. It was December 6™ and Dr. Wassner warned
that it could be a long road. At that point, we were hoping that Sean would
be well enough to get a day pass to at least be home for part of Christmas.

We tried to keep other thoughts out of our minds.

Sear was hooked up to an L.V. as well as a heart / blood pressure / oxygen
monitor during his hospital stay. He had blood drawn on a regular
schedule day and night. He was too sick to do anything and seemed very
distant and helpless. Thursday, Sean had to be scheduled for dialysis the
following morning to give his kidneys a break. He wasn't allowed to eat or
drink afler 10pm that evening. This proved {0 be very difficult as Sean was
very thirsty due to being dehydrated after five days of not keeping any food
or liquid down. Amazingly on Friday moming Sean's bioodwork showed
signs of Kidney stabilization and dialysis was postponed for a possible
Saturday treatment. If his tests showed improvement on Saturday, there
was a chance he could come home that day. Once-again, it was a long
night without being able to drink anything, but we were hopeful about the
next day. On Saturday his labs showed stabilization and the dialysis was
canceled but his red blood cell eount had continued to deteriorate and a

blood transfusion was necessary, He would have to remain in the hospital
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at least one more night, After the transfusion Sean did feel somewhat
better. By Sunday afternoon. his blood count had stabilized and his kidney
function had increased to 50% so he was allowed to come home. Follow
up care was scheduled with both a pediatrician and his nephrologist.
Sean's doctors and nurses were amazed by his quick recovery considering.

the severity of his condition when he was admitted.

Sean has continued to improve and as of his last nephrology appoiritment
in March, he was not required to return unless complications devélop. He
is to.continue to have his blood pressure monitored yearly for at least the-
next five years. It is'imperativethat Sean always indicate on his medical

records that he had H.U.S.

Thie local hospital where the injtial tests were taken confirmed that Sean
had tested positive for the E-coli virus. E-coli has about a four day.
incubation peried in the human body before thé painful effects begin to
surface. We had eaten at the Taco Bell restaurant on a Wednesday, and
by Sunday morning, the symptoms began.- There was no question in my
mind, with all the news reports of the breakout in the NY and NJ areas that

this was the cause of Sean’s iliness.
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This incident has most definitely.affeéted our family. My wile often
lamented how helpless she felt watching Sean lay in the hospital so sick.
We were aware that he could actually die from H.U.S. and this was ton
much to handle. My wife would later comment of the: guilt that she felt for
niot getting him 1o the emergency room sooner. During the long stay in the
emergency room with Sean, she recalled being upset and in tears while
they waited. Sean, as sick as he was, looked at his mother and asked if
she was alright (emphasis added). There are many other poignant

moments that are too lengihy to include in this testimony.

Since this entire episode; we have been very reluctant to eat out anywhere.
I used to think that food poisoning was a problem of undercooked meat.
But now, | am mare concermed about non cooked food {ie, salad, fruit, ete.).

at any restaurant or even our local grocery store.

A key element of sticcessful commerce and trade is trust. We trust that the
accountant hired ta do our taxes is following the laws in preparing a tax
return. We trust that pilots are adequately trained to fly commercial jets.

We trust that the aute mechanic is competent and will return our car in
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better and safer condition, And we trust that the food we order at.a public
restaurant is-edible and safe. Without this.assumption of trust, commerce

cannot work. And where failure oceurs, oversight is required.

We are fortunate that Sean has recovered and is back o a normal life of
school activities, baseball, fiends and constant activities. We are fartunate
that he is young and resilient but others may nol be as jucky. itis my hope
that this testimony here this moming will help compe! action to provide
better controls and oversight of our govermnment officials and agencies
responsible for public food safety, As consumers and citizens, we should

expect and demand this.

Thank you for allowing me to testify before you this moming.
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has since made guite a recovery.

Sean Pruden, a sixth-grade student at
{afized at Penn State Milton S. Hershey
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PRUDEN

Continued from page 1

jeast four weeks. When his
friends at school heard the news,
the entite school stopped and
prayed together for him. The chil-
dren made cards, signs and wrote
songs for Sean. A prayer chain
was started and St. Joan's fami-
les collectively prayed for the

sick boy.
Sean’s parents, Gary and
MaryAnn  Pruden, recently

moved from Kansas to the area
with their three children, all of
whom attend St. Joan's School.
They were overwhelmed with the
outpouring of love and prayers
from the school and parish of St.
Joan of Arc. What was looking
like a Cbristmas season in the
hospital with theix son, turoed out
to be a Christmas filled with mir-
acles.

Sean started an astounding
recovery. He read the cards from
his classmates over and over and
was humbled by the prayers and
concern shown to him. His par-
ents believe that the prayers
made the difference in his recoy~
ery. Sean was scheduled for dial-
ysis for his kidneys but the next
morning his numbers improved
to the point where it was pot
needed. His  doctors  were
amazed and said he was getdng
befter.

“The doctors said that Sean's
rapid recovery camnot be duc 10

W BALT Ananm m e

Pruden makes
rapid recovery
from e-coli

A Christipas miracle came
carly for the Pruden family this
year. )
Sean Pruden, a sixth-grade
student at St. Joan of Arc Scheal,
became seriousty il with e.coli
and was hospitalized -at Penn
State Hershey Medical Center,
He was sick with stomach fla
symptoms before the diagnosis
was made that he in fact had the
sonetimes deadly e.coli.

His kidneys were not func-
tioning properly and his blood
counts were so low that doctors
said he could hospitatized for at

More PRUDEN on page 3

MCGOWAN:

L
“The doctors said
that Sean’s rapid
recovery cannot be
due to their treatment
alone. What Sean did
in 2-4 days generally
takes 2-4 weeks. The
power of prayer just
cannot be overesti-
mated.”

ST, JOAN'S
PRINCIPAL

their treatment alone,” Sister
Fileen McGowan, St. Jost's
principal, said. “What Sean did
in 2-4 days generally takes 2-4
weeks. The power of prayer just
cannot be overestimated. Being
in a Catholic school enables us to
pray for those in need, topether
s a community. It's a

blessing that we could pray for
Sean.”

Sean recendy retimed to
school and continues to be prayed
for. He is weak but very happy to
be back with his friends, He and
his family want to thook every-
one for their prayers and love and
wish their mew family at St. Joan
of Arc a very Merry Christmas.

the ennwrintendent’s office short-
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Mr. STUPAK. Thank you, Mr. Pruden.

Sean, did you want to add anything.

Mr. SEAN PRUDEN. Nope.

Mr. StupAK. OK. Playing baseball, Jose Reyes, 14 homers and
hit another one last night; is that pretty good?

Mr. SEAN PRUDEN. Yes, very good.

Mr. STUPAK. We begin with questions.

Mrs. Armstrong or Mr. Armstrong, whoever purchased the spin-
ach. I have one here. It is not spinach, but it is the spring mix. And
it says right on here that it is field fresh and ready to eat. Did you
ever think that someone would test it to make sure that it was
good before it went from the field to your dinner table?

Mrs. ARMSTRONG. Well, I felt that if they said that it is ready
to eat, then I assumed that it was safe and that they have done
everything in their power to make it so. I trusted that it was safe.

Mr. STUPAK. Mr. Armstrong.

Mr. ARMSTRONG. In fact, the bag we purchased said it was triple
washed and ready to eat.

Mr. StupAK. OK. Did you know what triple washed meant? And
you're right, it does say on here—this one here says completely
washed.

Mr. ARMSTRONG. I think it means nothing actually.

Mrs. ARMSTRONG. Now we know it means nothing.

Mr. STUPAK. Now you know. Hindsight.

Mr. ARMSTRONG. Right.

Mr. STUPAK. Let me ask this question. In your full written testi-
mony you talked quite a bit about how your life has significantly
changed and how Ashley’s life will significantly be changed. There
are many foods now she cannot eat. And the whole family’s diet
has changed, such as chocolate, pizza, other foods kids normally eat
at home and at school. Could you talk a little bit about how this
has changed your eating habits? Not just for fear of being sick, but
how has this illness caused the whole family diet to be off and
what’s your future like as a young growing person?

Mrs. ARMSTRONG. We always enjoyed eating very healthy. We
loved fresh fruits and vegetables. Now we can’t eat them, one, be-
cause of Ashley’s illness. We have to watch the high potassium con-
tent. But also we just don’t trust that they are safe any more.
There have been no changes made to the way things are processed
or packaged. So there are no guarantees that the food we’re eating
is safe. So we just have no faith that it is safe, so we just choose
not to eat it.

Mr. STUPAK. Let me start with Mr. Pruden, Ms. Marshall and
then we'll go back to the Armstrongs.

We have Members of Congress here. We are investigating this
thing. We will have FDA here in a couple of weeks. What would
you like us as policymakers, what’s the one thing you would like
to leave with us as policymakers that we should be doing here on
food safety, pet safety, because the next panel has some pet foods,
an incident we have had? This is just from this one valley alone
the 20th outbreak in the last 10 years.

Mr. GARY PRUDEN. I would say in many of the opening remarks,
you hit on what is really key. And that is the needed consistent
oversight and kind of manage that with the funding that is also
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available. But it seems that these outbreaks occur, and there are
a lot of press releases on them, and people get all up in arms, and
it drops. And then 6 months later, a year later, it is going to hap-
pen again. I am here to tell you it will happen again. You will see
it in news reports in a couple weeks maybe, who knows. I think
that I would personally like to see more consistent oversight and
more coordination between departments.

I would also add that is required at the State and county level
as well. I did not see a lot of coordination with the health depart-
ments in the State of Pennsylvania on this. There was some big op-
eration in Montgomery County and in Lehigh County where our
outbreak was. I didn’t see coordination. So I think that is the key,
is coordination and consistency.

Mr. STUPAK. Ms. Marshall.

Ms. MARSHALL. I think one of the things that concerned our fam-
ily is that the January 3 lab report from the hospital said sal-
monella. I don’t think at that point it said Tennessee, that it was
attached to that. We never heard the words salmonella at all until
February 23 when the Department of Health called my house and
inquired as to whether my mother-in-law was better. And I said,
well, in fact, she’s still in the hospital. And they wanted to know
if anybody in the family was sick. And I still was a bit confused.
And I said, why are you asking these questions? And she said, your
mother-in-law has been diagnosed or the lab report says salmonella
Tennessee. And that was our first time to know. That was some 9,
10 days after the recall that we heard that word. Had we heard
salmonella, not even with the attached Tennessee word with it, the
first week in January, we would have started a method of isolation
to see what food had she eaten that the rest of the family had not
eaten. It would have been so easy because she is the only one in
our house that ate Peter Pan Plus peanut butter. I would have im-
mediately pulled it. She would not have continued to eat it in the
hospital for those periods of the weeks following up until the recall
in the middle of February.

So I guess to answer your question, if there was a way that any-
one who tested for salmonella, that it had to be reported some-
where on either a local, State or national level so that then, obvi-
ously, we didn’t get the information from our hospital, but it would
be a requirement that just that word itself triggered something
that would then say, this is a problem, we need to figure out what
is contaminated in that Marshall family home that needs to be
pulled. And we could have taken appropriate action. We didn’t pull
it until ConAgra and Peter Pan came out and said, pull it. We
would have pulled it a lot sooner. So I don’t know what could be
done to actually make that happen.

Mr. STUPAK. Notice, then, is what you're concerned with?

Ms. MARSHALL. Exactly. More immediate notice when that sal-
monella test comes up on a report.

Mr. STUPAK. Mr. Armstrong.

Mr. ARMSTRONG. You can see, these are my little girls. And I am
their dad, obviously. And it is my job to protect them and my job
to make sure they get a good education; they learn right from
wrong and that I teach them everything I can. But the one thing
I found out is that I can’t protect them from spinach. Only you
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guys can. You can protect them. I can’t. And I don’t know what the
right answer is, but I know what the wrong answer is. And that
is to keep doing what we are doing when it is not working.

Mr. STuPAK. Thanks. You mentioned your cousin, the unfortu-
nate loss of your cousin from the same thing, HUS. If that would
never have happened, do you think you would have triggered this
thought of E. coli in Ashley’s illness?

Mr. ARMSTRONG. I don’t think so. Who knows what would have
happened there. I don’t think it would have been as positive an
outcome if we hadn’t thought of it.

Mr. StupAK. Thank you. And thank you for sharing your story
with us.

Mr. Whitfield for questions please.

Mr. WHITFIELD. Thank you, Mr. Chairman. We appreciate the
testimony of all three families very much today. One of the ques-
tions that I would like to ask, in this process, and I would just ask
all of you, did you ever have any discussion with or contact with
the Centers for Disease Control or the Food and Drug Administra-
tion or local health authorities? Now, I think, Ms. Marshall, you
said you had local health authorities contact you?

Ms. MARSHALL. Yes. Late. It was February 23. The reason I re-
member that, it is my son’s birthday. And that was the afternoon
that the call came. Again, I said I was confused because I really
didn’t know what the purpose of the call was. And she was mainly
calling to inquire was anyone else in the house sick. And of course,
the sickness from my mother-in-law had been going on since Janu-
ary 2.

Mr. WHITFIELD. And they called because they had received the
medical reports?

Ms. MARSHALL. That’s correct. They had a lab report. I guess
something from the Centers for Disease Control. But I have not
heard from anyone on a national level, no.

Mr. WHITFIELD. Mr. Pruden, what about your family?

Mr. GARY PRUDEN. I reached out to the county health depart-
ment where this outbreak occurred and was compelled to do that
only from basically the news reports of this outbreak with Taco
Bell in the northeast, particularly in New Jersey and eastern Penn-
sylvania. So I did reach out to them and explained to them, it
seems to make sense that this is a connection. And I don’t know
that I saw the proper follow-up.

Mr. WHITFIELD. But your mother-in-law is a nurse; is that cor-
rect?

Mr. GARY PRUDEN. That’s correct.

Mr. WHITFIELD. And she told you that Taco Bell—

Mr. GARY PRUDEN. That’s correct. She heard it on the news, and
she said, I think at that time, she said, check his urine, and if it
is brown and you got all the symptoms, you better get him to the
hospital.

Mr. WHITFIELD. Mr. And Mrs. Armstrong, it is my understanding
that it took quite a while for them to really diagnose the problem
with your girls; is that correct?

Mrs. ARMSTRONG. It took a while for them to figure out where
the kidney failure was coming from. The blood tests

Can you talk?
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Mr. ARMSTRONG. It took quite a while. Like I said, it took several
days to actually diagnose HUS. And after that, it took several days
to figure out what the source might have been. We didn’t know it
was spinach. Kind of went through the list of the past fast foods
and et cetera. But it took probably another week before we started
zeroing in on the spinach.

Mr. WHITFIELD. But this occurred in August of 2006. And I am
assuming this Isabella seems to be doing relatively well. And Ash-
ley is the one that is still having some significant issues; is that
correct?

Mr. ARMSTRONG. That is correct.

Mr. WHITFIELD. And so she is—how often do you take her to the
doctor now?

Mrs. ARMSTRONG. Right now it is every 6 weeks. We have exten-
sive blood work that has to be done.

Mr. WHITFIELD. Well, thank you all very much for taking time
to be with us today, and we genuinely appreciate your testimony.

Mr. STUPAK. Ms. DeGette for questions.

Ms. DEGETTE. Thank you very much, Mr. Chairman.

I think that Ashley and Isabella are both candidates for future
congressional careers, they are so personable.

And Sean, I think that you are going to be doing all the high tech
for some company. So listening to this today, it seems like we have
issues with the reporting on both ends. Listening to all of your per-
sonal stories, here you have an 85-year old mother-in-law who
seems to be declining physically, which happens with 85 years old.
Here you have three young children who have what appear to be
viruses which kids get all the time. And it is really hard for par-
ents to detect. And it is also hard for parents to figure out, or chil-
dren, any families, to figure out, is your family contaminated? I
was thinking about the spinach. And in fact, I don’t buy the
prewashed lettuce. I only buy the prewashed spinach because it
says “triple washed” because I hate to wash spinach. And so you
just don’t know as a parent. And you can’t be expected to be a diag-
nostician to find some kind of advanced condition. So this is the
thing. Right now, staff tells me, for an outbreak of E. coli, for ex-
ample, to be detected, what has to happen is the doctor has to
order a stool sample to go to the lab, which then goes to the county
health department, which then goes to the Centers for Disease
Control in Atlanta. And about one out of every 20 or 30 of those
are actually reported. And so the first thing is we have no manda-
tory reporting by the food processors to the FDA that there’s some
problem. So if ConAgra, for example, with this peanut butter had
found salmonella in that peanut butter, there’s no requirement
that they have to report that to someone.

Ms. Marshall, I would assume you would agree with me that it
would be a good idea if that would happen.

Ms. MARSHALL. If I had known prior to her illness that that sal-
monella was a problem in that brand of peanut butter, it would
have been a huge red flag that that was what was making her sick.
And possibly we could have prevented her from being totally dis-
abled now.

Ms. DEGETTE. Right. And then the second thing that happened,
when the FDA investigators actually showed up at ConAgra,
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ConAgra refused to give them their records, which that sounds
really outrageous, too, to me. You are nodding, Ms. Marshall.

Ms. MARSHALL. Well, one thing that is interesting to us, my hus-
band requested medical records for the hospital stay in January.
And he picked them up. And it was just a short stack, which I
thought was a little interesting because she had been there so long.
And T said, flip through there and find the report that says sal-
monella. It wasn’t there. And he called the hospital, medical
records, and they said, oh, well, here it is right here. So I don’t
know if that has anything to do with anything, but it just was odd
that out of that whole stack of papers the very piece of paper we
wanted to see that we had been told by the local health department
was there was not there. We did eventually get a copy of it.

Ms. DEGETTE. Well, and this is the last question I want to ask
all of you. And I want to start with you, Mr. Pruden. We seem to
be relying—you said and actually everybody said, you put two and
two together when you saw the news accounts of the Taco Bell re-
call. We seem to be sort of relying on parents or kids, relatives’ de-
ductive reasoning, looking at news accounts and figuring out, oh,
that is what is wrong with my kid. If you hadn’t known about those
news accounts, do you think that Sean’s problem would have been
clearly diagnosed the way it was?

Mr. GARY PRUDEN. I don’t think it would have. I think eventually
we would have continued to go back to our family doctor. But
again, his diagnosis was, it is a virus. I think it is simply common
sense. At some point, you have to connect the dots. And I am afraid
that sometimes you get caught up with some of the bureaucratic
activity with either the State or Federal level, and it doesn’t seem
to go anywhere.

Ms. DEGETTE. A better reporting system, as you said in your tes-
timony, would clearly help families to put two and two together
without just having to rely vaguely on media accounts.

Mr. GARY PRUDEN. Correct. A coordinating reporting strategy.

Ms. DEGETTE. Ms. Marshall, do you agree with that?

Ms. MARSHALL. I do agree. In our case, it would have made the
difference of whether she is going to live or die.

Ms. DEGETTE. What about you, Mr. And Mrs. Armstrong?

Mr. ARMSTRONG. I would agree with that. In fact, we ended up
tracing the SKU number ourselves from our receipt all the way
back through the distribution chain. And we did that all ourselves.

Ms. DEGETTE. Maybe we will give you some high level job at the
FDA. Thank you very much for your testimony.

Mr. STUPAK. Thank you, Ms. DeGette.

Mr. Burgess for questions.

Mr. BURGESS. Thank you, Mr. Chairman. I don’t know that I
have a lot to add over what has already been asked, except my chil-
dren are now in their 30s, and I would just like to know how you
get girls age 5 and 2 to eat spinach. I never had much success.

Just because of my interest in clinical matters, what did they say
to you was the reason for the delay in onset in your younger
daughter, in Ashley’s case, with the symptoms that she eventually
came down with? There was a 5-day delay between Isabella’s symp-
toms and Ashley’s symptoms?
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Mrs. ARMSTRONG. We were told that E. coli can take up to 2
weeks to start showing effects on the body.

Mr. BURGESS. But their time of exposure would have been iden-
tical, both eating at the same meal?

Mrs. ARMSTRONG. Yes. It could have been maybe that her im-
mune system was stronger at first. I have no idea.

Mr. BURGESS. Of course the witnesses in front of us today show
us the particular vulnerability. It is not the same bug necessarily
in every case, but individuals who are very young and individuals
who are very old are the most susceptible to these problems.

Ms. Marshall, following your testimony, which State was your
mother in? Of the 50 States, what State?

Ms. MARSHALL. She was in Louisiana. She had moved in with us.

Mr. BURGESS. I confess to you, I don’t know. I know from years
of practicing in Texas, there are a number of illnesses that are re-
portable conditions. And there is contact information and verifica-
tion it goes through. Generally those are illnesses that are trans-
mitted sexually. I don’t know whether in your case it would have
made a difference had the State had a reporting mechanism in
place. Your story is the fact that she was continually fed the prod-
uct that was causing the problem; I'll just tell you from a practi-
tioner’s standpoint, I can’t imagine anything worse. It is tough
enough when everybody else in the community has viral
gastroenteritis, and the child with toxigenic E. coli comes in. Here
in Washington, before I got here, the anthrax outbreak where the
information was not disseminated quickly enough and the emer-
gency room doctor missed the diagnosis on a gentleman from the
Post Office who eventually died of that disease. And those are trag-
ic terrible occurrences. But as bad as those are, they don’t even
compare with setting the jar of peanut butter by the hospital bed
and continuing to spoon the poison into the mouth of the patient
you are trying to get better.

Ms. MARSHALL. It was horrible. When my husband went to the
nursing home to pull her jars, one was almost completely eaten,
and one was not opened. And the reason that she was not there
to see him pick up her peanut butter from the nursing home, she
had to be taken back to the hospital. They had found her unrespon-
sive in her room.

Mr. BURGESS. And were those products themselves tested in the
confirmation that the salmonella was present in those?

Ms. MARSHALL. They were not. That was prior to the call from
the Department of Health. So we did what they said to do in the
media, take your peanut butter back to the grocery store where you
bought it. And we did have them—we had to sign a receipt that
we returned it. But because the Centers for Disease Control had
a report that said salmonella Tennessee, she is one of the 400 that
has been identified as having that. But, no, we did not have the
product. We did what the media told us to do. We trusted what we
were hearing in the news; take it back, throw it away. If you want
to throw it away, here’s how to do it. Because we never connected
that that is why she was sick, didn’t think it was an issue.

Mr. BURGESS. Well, this is of course a process that continues to
improve. Mr. Inslee mentioned the difficulties that occurred with E.
coli and ground beef back in 1992 and 1993, and those were tragic
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occurrences. Different handling of the product now has resulted.
We don’t hear of those cases any longer. And I suspect there will
be some further improvements. There of course was the story with
the strawberries out of Mexico, and I don’t remember the year,
1995 or 1996, with cryptosporidium on them. The microbes that
perplex us as humans, there is no end to their creativity in the
ways that they find their way into our environment. I think the on-
going work of this committee, to ensure that when problems are de-
veloped, and perhaps even preventing some problems that might
occur in the future, has to be our goal.

But as I said in my opening statement, we are never going to live
in a world that is 100 percent safe. And it is incumbent upon all
of us to be vigilant. That is why I really appreciate you guys shar-
ing your stories with us today, because by doing so, you are going
to alert families across the country of things that might not have
come up in the course of their normal conversations at home.

Thank you, Mr. Chairman. I yield back.

Mr. STUuPAK. Next. Ms. Schakowsky for 5 minutes for questions.

Ms. SCHAKOWSKY. Thank you. I agree with Dr. Burgess that we
are never going to make the world completely safe. But a friend of
mine, Nancy Donley’s son, died in 1993 from that ground beef E.
coli presence and created an organization at that time, Safe Tables
Our Priority, STOP, and the idea was that there are actually
things that we can do. And you have pointed up some things today
I think that beg for addressing. Ms. DeGette talked about manda-
tory recalls. At the time, Nancy Donley was talking about not vol-
untary recalls, but voluntary recalls. And she was working with
our Senator, Dick Durbin from Illinois, on creating a central food
safety agency that would consolidate all of the different parts. So
we don’t have to worry, well, meat, is it under USDA or is it under
the FDA or Interior Department, all these different agencies? And
the timeliness of the reporting is definitely an issue.

But I also want to tell you that ConAgra, who made the Peter
Pan peanut butter, has actually—and we have the documents, our
staff has done a good job—has instructed in their manual, in-
structed employees, quote, to answer only to direct questions—this
is for FDA inspectors—only to direct questions. Never volunteer in-
formation or elaborate on answers beyond basic questions. And it
says, quote, as a rule of thumb, it can be stated that the inspector
will generally request to see more than is authorized by law.

And then a really troubling procedure, which I intend to ask
them about later, it states, I am quoting from their own reporting,
FDA inspectors are generally not, capitalized and underlined, enti-
tled to the following: If the inspector insists on any of the following
and he is not claiming to be acting under the authority of the Bio-
terrorism Act, ask that he direct a written request to the corporate
office in Irvine.

And what are those things? Codes, which I know you had to
work a long time to try to discover. It says: However, we do supply
copies of all our codes to FDA regional officers, and inspectors
should be referred to their regional office to obtain a copy. Records:
This includes quality control records, examination records, ware-
house records, production records, consumer complaint records,
plant locations, distribution center locations, product formulae,
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product specifications, photographs, except State inspections in
California, Wisconsin, names of suppliers. I am going to ask them
if that is a correct reading of their instructions, but it sure sounds
to me like there is an effort to hide information from those who
would get it. I just wondered if you had any comments or any other
suggestions of obvious holes that made your loved ones, made you,
Sean, ill?

Mr. GARY PRUDEN. It is easy in hindsight to look back and try
to find those holes. I don’t know what could have been done to pre-
vent this. Again, I go back to the fact that you have a situation
that to the average American citizen looks pretty suspicious. I have
an outbreak in a county here. I have one here, and he happened
to be at a Taco Bell in a county right next to it, but none of those
Taco Bells were shut down. And it was confirmed that he had it.
I don’t know that——

Ms. SCHAKOWSKY. Because it was in the neighboring county?

Mr. GARY PRUDEN. Yes, I believe that to be the case. I don’t
know that for sure. But, again, when I explained the circumstances
to the county health department I said, you realize you got these
in Montgomery County, which is just south of Lehigh County and
over in New Jersey?

Ms. SCHAKOWSKY. And you didn’t have to report it, right?

Mr. GARY PRUDEN. No. That is the point, I did not have to but
felt compelled to do that.

Ms. SCHAKOWSKY. Well, I just think this has been such valuable
testimony, and I really want to thank you and wish all of you the
best. I know that there are ongoing issues that you are going to
have to deal with. And I am so sorry about your mother-in-law,
which sounds like this is not necessarily reversible. So I thank you
very much, all of you.

Mr. StuPAK. I thank the gentlelady.

Mr. Burgess and also Ms. Schakowsky brought up the meat situ-
ation. Last year we had a situation on the Floor that actually went
to a vote where the FDA has allowed manufacturers to put carbon
monoxide into meat to extend the shelf life and to make it look
fresher and redder so consumers would buy it, because that is what
we base our appearance upon. It looks like a nice fresh looking
piece of meat. But you extend the shelf life which then runs the
threat of greater exposure to E. coli if not properly taken care of.
So the FDA seems to be going backwards allowing more things that
are questionable on a market shelf longer with things like carbon
monoxide. Unfortunately, we ran an amendment to try to stop that
from happening, and we lost on sort of a party line vote.

So there has been a lot going on in food safety and that is why
your testimony is so important to bring this home to us.

Mrs. Blackburn for questions please.

Mrs. BLACKBURN. Thank you, Mr. Chairman. I am going to be
very brief because our witnesses have been so incredibly patient,
and we do appreciate so much of what they have had to say. I
know last October I think it was, we sent a letter to the FDA to
begin a conversation looking at the safety and with concerns about
the safety of our Nation’s food supply. I think that this points out
when we need to do it. It also points out a couple of other things
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that, Mr. Chairman, I hope that we will continue to consider as we
move forward in our work.

Number 1 is the lack of a reporting process for consumers and
also for the industry. We don’t have a standardized process that we
follow or expected steps that we would follow.

The other is for consumer education and awareness. And this is
something last fall that we talked about some as we looked at food
safety and the expectations of that.

So to our witnesses, I thank you for your patience and your will-
ingness to be with us this morning. We hope that everyone will see
a recovery and that there will be no long-term or ill effects. And
again, we thank you for your testimony. And with that, I am going
to yield back so that we can continue with our hearing.

Mr. StupAK. Thank you.

Mr. Inslee for questions please, 5 minutes.

Mr. INSLEE. Mr. Armstrong, I just want to tell you, as one father
to another, we discovered a new thing today, that the one thing
about E. coli, it could lead to irresistible cuteness, too, I can tell
you that. That is the one bright side of this whole thing.

The way I look at this, and I think, Mr. Armstrong, you said with
great eloquence, essentially Congress is in loco parentis. We have
got to be the parents in a sense for our kids in our food steps. And
I appreciate you saying it that way.

I will be working on a bill that its thrust is to prevent the con-
tamination from starting in the first place. We've talked a lot about
notification after the contamination gets out there which are impor-
tant things. But I want to be focusing on preventing the contami-
nation from getting into the food chain in the first instance. I think
you may have heard me talking about it; there are four things we
need. We need to make sure these things are enforceable stand-
ards, not just wish lists to make sure this contamination does not
occur. We've got to make sure the industry adopts what the meat
industry did, which is to identify the hazard points and then re-
duce and eliminate them. We have got to prevent this adulteration
and make sure we have civil and criminal penalties for it. Fourth,
we have to have mandatory recall authority.

Now, this won’t surprise you that sometimes when you propose
things like this the industry doesn’t like to kind of, quote, be told
what to do. But I think these are some reasonable proposals. And
I just would invite your comment about what you think we ought
to, if the industry resists this, what should we tell them. What
would be your response to their assertion that if this costs them
zor‘;le money, that these are things they shouldn’t be required to

07

Mr. GARY PRUDEN. I certainly understand that that would be a
natural reaction from industry. Though I think that in the long-
term, any business is better served by partnering in situations like
this to prevent situations up front before they happen. Public com-
panies or private companies have much more responsibility today
than just broad profits and growth. It is a more broad range. There
are a lot of tentacles. And I think there has to be some education
and awareness to many companies that you are better served in
the public by working with agencies to prevent up front these
things from happening. There can be a lot of good out of that. And
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yes it is costly, but certainly the public image of your company will
be enhanced for the long term.

Mr. INSLEE. Mr. Armstrong, did you want to add something?

Mr. ARMSTRONG. Yes. Actually, prevention I think has got to be
the No. 1 priority. I think we heard here today a lot about informa-
tion, however, after the fact. After the fact, I think, is important
because the measurement of what is going on, the information get-
ting out, in my opinion is a very strong argument for prevention.
Because if the truth is in fact told, if information is available, I
don’t know how these industries can be profitable if nobody is going
to buy their product. If the information was available, I don’t think
anybody would buy their product.

Mr. INSLEE. I want to give you confidence. I think something will
come of your efforts today. I have seen that in the meat industry,
where people stood up and were counted and really helped clean
up that industry. And I know you have been working with Mr.
Marler, who has worked with the meat industry to adopt some of
these measures that reduce the incidence of people being poisoned
like this. I just want to you give you some confidence that your
coming here today, I hope, will result in some good things. We have
seen it in meat. Now we need to extend it further. So thanks for
your work. Take care.

Mr. STUPAK. Mr. Armstrong, if I may, you said you tracked your
package all the way back; right, your spinach?

Mr. ARMSTRONG. Right.

Mr. STUPAK. And it was Dole brand; right?

Mr. ARMSTRONG. Yes.

Mr. STUPAK. I'm taking a look at this one here that we pur-
chased in this area last night. And again, this is spring mix. But
it says on the back, distributed Salinas, CA, product of USA and
Mexico, processed in USA. Now, did you track yours back to Sali-
nas Valley, your spinach?

Mr. ARMSTRONG. What we did is we tracked our spinach back to
the same SKU number. And that batch had been tested positive for
E. coli. So I think it was from Salinas Valley, but that is how we
were able to trace it back.

Mr. STUPAK. Salinas Valley is California, and you live where?

Mr. ARMSTRONG. Indianapolis, Indiana.

Mr. STUPAK. Mr. Pruden, did anyone ever tell you where the let-
tuce came from, which part of the country or world?

Mr. GARY PRUDEN. No. It was only from news reports, it prob-
ably came from southern California through a distributor.

Mr. STUPAK. And that was purchased in Pennsylvania?

Mr. GARY PRUDEN. Correct.

Mr. STUPAK. And the best you know from news reports, it came
from California?

Mr. GARY PRUDEN. That’s correct.

Mr. STUPAK. Of course, Ms. Marshall, we know yours came from
Georgia?

Ms. MARSHALL. That’s correct.

Mr. STUPAK. Any other members have any further questions be-
fore we let this panel go?

On behalf of the full committee, and members have been in and
out because we meet with constituents, we have other hearings. Ac-
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tually there is a Telecommunications Internet Subcommittee hear-
ing I am supposed to be at, but this hearing is a little bit more im-
portant, so Members are back and forth. But we appreciate your
testimony. Your full statements are part of our record. Thank you
again for putting a human face on this illness that Americans face
each and every day. Thank you for being here. We will dismiss this
panel.

Mr. STUPAK. Our second panel, if they would come forward,
please, is Dr. Anthony DeCarlo of Red Bank Veterinary Hospital,
and also Ms. Lisa Shames, acting director of the Natural Resources
Environment at the Government Accountability Office, GAO.

It is a policy of this subcommittee to take all testimony under
oath. Please be advised that witnesses have the right under rules
of the House to be advised by counsel during their testimony.

Dr. DeCarlo and Ms. Shames, do you have counsel with you
today for today’s testimony? You both indicate not. I would ask you
to please rise, raise your right hand and take the oath.

[Witnesses sworn. |

Let the record reflect witnesses replied in the affirmative. You
are now under oath. We will now have a 5-minute opening state-
ments.

Ms. Shames, please

STATEMENT OF LISA SHAMES, ACTING DIRECTOR, NATURAL
RESOURCES AND ENVIRONMENT, U.S. GOVERNMENT AC-
COUNTABILITY OFFICE

Ms. SHAMES. Members of the subcommittee, I am pleased to be
here today as part of your oversight of the safety and security of
the Nation’s food supply. Let me state at the outset that while the
food supply is generally considered to be safe, the recent outbreaks
of E. coli in spinach, salmonella in peanut butter, along with the
contamination in pet food underscores the risks posed by accidental
food contamination.

Each year, as we've already heard, the Centers for Disease Con-
trol and Prevention reports that about 76 million people contract
a foodborne illness; 325,000 people require hospitalization; and
5,000 people die. As the experiences we heard shared this morning,
it gives us a personal face to these Government statistics.

This morning I would like to focus on two key points. First, GAO
designated food safety on its high-risk list because of the Federal
Government’s inconsistent oversight, ineffective coordination and
inefficient use of resources. The Federal Government’s oversight is
fragmented; 15 agencies collectively administer over 30 laws relat-
ed to food safety. Further, the Federal Government’s resources
spent on food inspections do not align with the risks of food con-
tamination. For example, FDA is responsible for regulating about
80 percent of the food supply, but accounts for about 20 percent of
food inspection resources; whereas USDA, the Department of Agri-
culture, is responsible for regulating about 20 percent of the food
supply but receives the majority of food inspection resources.

To address this fragmentation, we are calling for a fundamental
reexamination of the Federal oversight of food safety. To this end,
we have recommended comprehensive uniform and risk-based leg-
islation, a blue-ribbon panel to study alternative organizational
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structures and a reconvened Council on Food Safety to facilitate a
Government wide approach.

Second, limitations in Federal agency’s recall programs heighten
the risk that unsafe food will reach consumers. Food recalls are
voluntary. And both FDA and USDA do not have authority to issue
a mandatory recall order. The exception is FDA’s authority to re-
quire a recall for infant formula. In contrast other Federal agen-
cies, such as the Consumer Product Safety Commission and the
National Highway Traffic Safety Administration, have authority to
require a company to notify the agency when it has distributed a
potentially unsafe product, to order a recall, to establish recall re-
quirements and to impose monetary penalties if a company does
not cooperate.

Even within the context of their limited recall authority, we re-
ported in October 2004 that FDA and USDA could have done a bet-
ter job in carrying out their food recall programs. Specifically, at
that time, USDA and FDA did not know how promptly and com-
pletely companies were carrying out the recalls. It did not promptly
verify that recalls had reached all segments of the distribution
chain and used procedures such as press releases and Web postings
that may not have been effective. According to agency officials,
USDA and FDA are taking actions to address some of our rec-
ommendations. We have not yet reviewed these actions to deter-
mine if they are adequate.

In addition, we have proposed that Congress enact legislation
that would require companies to alert USDA or FDA when they
discover they have distributed potentially unsafe food and give both
agencies mandatory food recall authority.

In summary, the recent food contamination outbreaks underscore
the need to transform the Federal oversight of food safety. Today’s
hearing appropriately focuses on FDA’s capacity. In the long run,
the Federal oversight of food safety needs to be approached on a
Government-wide basis. GAQO’s high risk designation in concert
with congressional hearings such as today’s can bring needed at-
tention to address the weaknesses caused by the current frag-
mented system and restore public confidence in the Government’s
ability to ensure the integrity of the food supply. Mr. Chairman,
this concludes my prepared statement. I would be pleased to an-
swer any questions that you or members of the subcommittee may
have.

[The prepared statement of Ms. Shames follows:]
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FEDERAL OVERSIGHT OF FOOD SAFETY

High-Risk Designation Can Bring Needed
Attention to Limitations in the
Government’s Food Recall Programs

What GAO Found

GAQ's High-Risk Series is intended to raise the priority and visibility of
government programs that are in need of broad-based transformation ta
achieve greater economy, efficiency, effectiveness, accountability, and
sustainability. These reports also help Congress and the executive branch
carry out their responsibilities while improving the government's
performance and enhancing its accountability for the benefit of the
American people. In January 2007, as part of our regular update of this series
for each new Congress, GAO designated the federal oversight of food safety
as a high-risk area for the first time.

We designated federal oversight of food safety as a high-risk area because of
the need to transform this system to reduce risks to public health as well as
the economy. While this nation enjoys a plentiful and varied food supply that
is generally considered to be safe, the federal oversight of food safety is
fragmented, with 15 agencies collectively administering at least 30 laws
related to food safety. The two primary agencies are the U.S. Department of
Agriculture (USDA), which is responsible for the safety of meat, poultry, and
processed egg products, and the Food and Drug Administration (FDA),
which is responsible for virtually all other food. We have identified
examples where the federal government’s resources and enforcement
activities can better align with the risks of food contamination. For example,
the majority of federal expenditures for food safety inspection were directed
toward USDA’s programs for ensuring the safety of meat, pouitry, and egg
products; however, USDA is responsible for regulating only about 20 percent
of the food supply. In contrast, FDA, which is responsible for regulating
about 80 percent of the food supply, accounted for only about 24 percent of
expenditures.

Among the reasons we designated federal oversight of food safety as a high-
risk area is that limitations in the federal government’s food recalls heighten
the risk that unsafe food will remain in the food supply and uitimately be
consumed. Food recalls are voluntary, and federal agencies responsibie for
food safety have no authority to compel companies to carry ouf recalls—
with the exception of FDA's authority to require a recall for infant formula,
USDA and FDA provided guidance for companies to carry out voluntary
recalls. We have reported that USDA and FDA could do a better job carrying
out their food recall programs so they can quickly remove potentially unsafe
food from the marketplace. At the time of our review, these agencies did not
know how promptly and completely companies were carrying out recalls,
did not promptly verify that recalls had reached all segments of the
distribution chain, and used procedures that may not have been effective to
alert consumers to a recali.

United States Government Accountability Office
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Mr. Chairman and Members of the Subcommittee:

I am pleased to be here today to discuss the designation of federal
oversight of food safety as a high-risk area in the January 2007 update to
our High-Risk Series and, specifically, the limitations in the govermrnent’s
food recall programs. Let me state at the outset that this nation enjoys a
plentiful and varied food supply that is generally considered to be safe.
However, each year, about 76 million people contract a foodbome illness
in the United States; about 325,000 require hospitalization; and about 5,000
die, according to the Centers for Disease Control and Prevention. Further,
as the population grows older and more vulnerable to foodbome illness,
food safety will become increasingly important. The recent outbreaks of E.
coli in spinach and Salmonella in peanut butter, for example, along with
contamination in pet food, have highlighted the risks posed by accidental
food contamination.

Ensuring the safety of the nation’s food supply is even more urgent since
the terrorist attacks of September 11, 2001 heightened awareness of
agriculture’s vulnerabilities to terrorism, such as the deliberate
contamination of food or the introduction of disease to livestock, poultry,
and crops. Agriculture, as the largest industry and employer in the United
States, generates more than $1 trillion in economic activity annually, or
about 13 percent of the gross domestic product. An introduction of a
highly infectious foreign animal disease, such as avian influenza or foot-
and-mouth disease, would cause severe economic disruption, including
substantial losses from halted agricultural exports, which exceeded $68
billion in fiscal year 2006. )

We added the federal oversight of food safety to our list of high-risk
programs needing urgent attention and transformation to ensure that our
federal government functions in the most economical, efficient, and
effective manner possible.’ As we have repeatedly reported, our
fragmented food safety system has resuited in inconsistent oversight,
ineffective coordination, and inefficient use of resources, With 15 agencies
collectively administering at least 30 Jaws related to food safety, the
patchwork nature of the federal food safety oversight system calls into
question whether the federal government can more efficiently and
effectively protect our nation’s food supply. In addition, food recalls are
voluntary, and the U.S. Department of Agriculture (USDA) and the Food

'GAQ, High-Risk Series: An Update, GAO-07-310 (Washington, D.C.: January 2007).
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and Drug Administration (FDA), which have primary responsibility for
food safety, have no authority to compel companies to carry out most
recalls, except for FDA’s authority to require a recall for infant formula.
Instead, USDA and FDA provide guidance for companies to carry out
voluntary recalls. We have reported that USDA and FDA could do a better
job in carrying out their food recall programs so they can quickly remove
potentially unsafe food from the market place.”

Because of your responsibility for oversight of federal agencies, I will
focus on three key points: (1) the role of GAQ’s High-Risk Series in raising
the priority and visibility of the need to transform federal oversight of food
safety, (2) the fragmented nature of federal oversight of food safety, and
(3) limitations in federal food recall programs. My testimony is based on
published GAO products that were developed in accordance with
generally accepted government auditing standards.

GAO'’s High-Risk
Series Raises the

Priority and Visibility

of the Need to

Transform Federal

Oversight of Food
Safety

We designated the federal oversight of food safety as a high-risk area to
raise the priority and visibility of the need to transform this system.
Overall, our High-Risk Series has identified and helped resolve serious
government weaknesses in areas that involve substantial resources and
provide critical services to the public. Since we began reporting on high-
risk areas, the government has taken high-risk problems seriously and has
made long-needed progress toward correcting them.

In designating federal oversight of food safety as high risk, we considered
whether it had national significance or a management function that was
key to performance and accountability. Further, we considered qualitative
factors, such as whether food safety

« involved public health or safety, service delivery, national security,
national defense, economic growth, or privacy or citizens’ rights; or

= could result in significantly impaired service, program failure, injury or
loss of life, or significantly reduced economy, efficiency, or
effectiveness.

*GAO, Food Safety: USDA and FDA Need to Better Ensure Prompt and Complete Recalls
of Polentially Unsafe Food, GAQ-05-51 (Washington, D.C.: Oct. 6, 2004),

Page 2 GAO-07-785T
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Clearly, these factors weighed heavily into our deliberations to place the
federal oversight of food safety on our high-risk list. For example, food
contamination, such as the recent E. coli outbreaks, can have a
detrimental impact on public health and the local economy. According to
FDA, the outbreak resulted in 205 confirmed illnesses and three deaths. In
addition, industry representatives estimate losses from the recent
California spinach E. colé outbreak to range from $37 million to $74
million.

To address the weaknesses in federal oversight of food safety, executive
agencies can start by implementing our recommendations intended to
improve the problems we previously identified. Further, continued
congressional oversight, including today’s hearing, and additional
legislative action will be key to achieving progress, particularly in
addressing challenges in the broad-based transformation needed to
promote the safety and integrity of the nation’s food supply.

Fragmented Federal
Oversight of Food
Safety Led to High-
Risk Designation

The fragmented nature of the federal food oversight system calls into
question whether the government can plan more strategically to inspect
food production processes, identify and react more quickly to outbreaks of
contaminated food, and focus on promoting the safety and integrity of the
nation’s food supply. While 15 agencies collectively administer at least 30
laws related to food safety, two agencies have primary responsibility—
USDA, which is responsible for the safety of meat, poultry, and processed
egg products, and FDA, which is responsible for virtually all other foods.

The food safety system is further complicated by the subtle differences in
food products that dictate which agency regulates a product. For example,
which agency is responsible for ensuring the safety of frozen pizzas
depends on whether or not meat is used as a topping. USDA inspects
manufacturers of frozen pepperoni pizza, while FDA inspects
manufacturers of frozen cheese pizza. In other instances, how a packaged
ham and cheese sandwich is regulated depends on how the sandwich is
presented. USDA inspects manufacturers of packaged open-face meat or
poultry sandwiches (e.g., those with one slice of bread), but FDA inspects
manufacturers of packaged closed-face meat or poultry sandwiches (e.g.,
those with two slices of bread).

We have identified examples where the federal government’s resources
and enforcement activities can better align with the risks of food
contamination. For example, the majority of federal expenditures for food
safety inspection have been directed toward USDA'’s programs for

Page 3 GAO-07-785T



57

ensuring the safety of meat, poultry, and egg products; however, USDA is
responsible for regulating only about 20 percent of the food supply. In
contrast, FDA, which is responsible for regulating about 80 percent of the
food supply, accounted for only about 24 percent of expenditures. Also,
under current law, thousands of USDA inspectors maintain continuous
inspection at slaughter facilities and examine all slaughtered meat and
poultry carcasses. They also visit each processing facility at least once
during each operating day. For foods under FDA'’s jurisdiction, however,
federal law does not mandate the frequency of inspections.? FDA has
Jjurisdiction over the food products involved in the recent food
contamination outbreaks I mentioned today.

The federal regulatory system for food safety, like many other federal
programs and policies, evolved piecemeal, typically in response to
particular health threats or economic crises. During the past 30 years, we
have detailed problems with the current federal food safety system and
reported that the systemn has caused inconsistent oversight, ineffective
coordination, and inefficient use of resources. We have cited the need to
integrate this fragmented system as a significant challenge for the 21st
century, to be addressed in light of the nation’s current deficit and growing
structural fiscal imbalance.’

To help decisionmakers update programs to meet present and future
challenges within current and expected resource levels, we framed
illustrative questions for them to consider. While these questions can apply
to other areas needing broad-based transformation, we specifically cited
the myriad of food safety programs managed across several federal
agencies. Among these questions are the following:

« How can agencies partner or integrate their activities in new ways,
especially with each other, on crosscutting issues, share accountability
for crosscutting outcomes, and evaluate their individual and
organizational contributions to these outcomes?

« How can agencies more strategically manage their portfolio of tools
and adopt more innovative methods to contribute to the achievement

3GAO Overseeing the U.S. Food Supply: Steps Should be Taken to Reduce Overlapping
tions and Related Activities, GAO-05-549T (Washington, D,C.: May 17, 2004).

“GAO, 21st Century Challenges: Resxamining the Base of the Federal Government,
GAO-05-325SP (Washington, D.C.: February 2005).
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of national outcomes?

Integration can create synergy and economies of scale and can provide
more focused and efficient efforts to protect the nation’s food supply.
Further, to respond to the nation’s pressing fiscal challenges, agencies may
have to explore new ways to achieve their missions.

Many of our recommendations to agencies to promote the safety and
mtegrity of the nation’s food supply have been acted upon. For example,
we recommended that FDA adopt a risk-based approach to overseeing
states’ shellfish safety programs.’ In response to our recommendation,
FDA designed a risk-based approach to reviewing the states’ shellfish
safety programs and incorporated it into their fiscal year 2003 to 2005
compliance program, which FDA'’s shellfish specialists use to evaluate
state programs.

Nevertheless, as we discuss in the 2007 High-Risk Series, a fundamental
reexamination of the federal food safety system is warranted. Taken as a
whole, our work indicates that Congress and the executive branch can and
should create the environment needed to look across the activities of
individual programs within specific agencies and toward the goals that the
federal government is trying to achieve. Others have also called for
fundamental changes to the federal food safety system overall. In 1998, the
Natjonal Academy of Sciences concluded that the system is not well
equipped to meet emerging challenges.®

Going forward, to build a sustained focus on the safety and the integrity of
the nation’s food supply, Congress and the executive branch can integrate
various expectations for food safety with congressional oversight and
through agencies’ strategic planning processes. The development of a
governmentwide performance plan that is mission-based, is results-
oriented, and provides a cross-agency perspective offers a framework to
help ensure agencies’ goals are complementary and mutually reinforcing.
Further, this plan can help decisionmakers balance trade-offs and
compare performance when resource allocation and restructuring
decisions are made.

*GAO, Food Safety: Federal Oversight of Shellfish Safety Needs Improvement, GAO-01-702
(Washington, D.C.: July 8, 2001).

“Institute of Medicine, Ensuring Safe Food from Pr ion to Ce ion, Washington,
D.C.: National Academy Press, 1998,
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We have recommended, among other things, that Congress enact
comprehensive, uniform, and risk-based food safety legislation and
commission the National Academy of Sciences or a biue ribbon panel to
conduct a detailed analysis of alternative organizational food safety
structures.” Members of this subcommittee and others have introduced
food safety legislation, none of which has been enacted thus far. We also
recoramended that the executive branch reconvene the President’s
Council on Food Safety to facilitate interagency coordination on food
safety regulation and programs. According to documents on the council’'s
Web site, the current administration has not reconvened the council.
These actions can begin to address the fragmentation in the federal
oversight of food safety.

Limitations in Federal
Agencies’ Recall
Programs Heighten
the Risk that Unsafe
Food Will Reach
Consumers

Among the reasons we designated federal oversight of food safety as a
high-risk area is that limitations in the federal government’s food recalls
heighten the risk that unsafe food will remain in the food supply and
ultimately be consurmed. Food recalls are largely voluntary, and federal
agencies responsible for food safety have no authority to compel
companies to carry out recalls in these cases, with the exception of FDA’s
authority to require a recall for infant formula. Specifically, USDA does not
have authority to issue a mandatory recall order for meat, poultry, and
processed egg products. Similarly, FDA, which is responsible for virtually
all other foods, does not have recall authority beyond infant formula.

Government agencies that regulate the safety of other products, such as
toys and automobile tires, have recall authority not available to USDA and
FDA for food and have had to use their authority to ensure that recalls
were conducted when companies did not cooperate. These agencies have
the authority to

* require a company to notify the agency when it has distributed a
potentially unsafe product,

» order arecall,

« establish recall requirements, and

"GAOQ, Food Safety and Security: Fundamental Changes Needed to Ensure Safe Food,
GAO-02-47T (Washington, D.C.: Oct. 10, 2001).
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» impose monetary penalties if a company does not cooperate.

For example, manufacturers of many consumer goods are generally
required to notify the Consumer Product Safety Commission within 24
hours of obtaining information that suggests a product could create a
substantial risk of injury. The commission has the authority to impose
monetary penalties of up to $1.825 million if a company does not inform
the commission promptly about an unsafe product. Furthermore, the
National Highway Traffic Safety Administration has the authority to
establish recall requirements to require companies to directly notify the
purchasers of vehicles with defects and to remedy the defects. Likewise,
FDA has authority to order recalls of unsafe biological products and
medical devices—and it has used this authority in the past. In addition,
FDA can impose penalties of up to $100,000 per day on companies that do
not recall unsafe biological products, such as vaccines.?

Even in the context of their limited recall authority, we reported in
October 2004 that USDA and FDA could do a better job in carrying out
their food recall programs so they could quickly remove potentially unsafe
food from the marketplace.” Specifically:

» USDA and FDA did not know how promptly and completely companies
were carrying out recalls. The agencies were not using their data
systems to effectively monitor and manage their recall programs. They
did not track important dates to calculate how long cormpanies take to
carry out recalls and the percentage of food that is recovered.
Furthermore, managers did not receive routine reports on the progress
of ongoing recalls to target program resources. Moreover, neither
agency’s guidance provided time frames for how quickly companies
should initiate and carry out recalls. Consequently, companies may
have had less impetus to notify downstream customers and remove
potentially unsafe food from the marketplace.

* USDA and FDA did not promptly verify that recalls had reached alt
segments of the distribution chain, yet monitoring the effectiveness of
a company’s recall actions is the agencies’ primary role in a food recall.
For the 10 USDA recalls in 2003 we examined in depth, USDA staff

®The statute requires that this be adjusted annually for inflation. We have not adjusted the
$100,000 figure for inflation.

*GAO-05-51.
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averaged 38 days to complete verification checks, and for the 10 FDA
recalls we examined in depth, FDA staff averaged 31 days. These time
frames exceeded the expected shelf life for some perishable foods that
were recalled, such as fresh ground beef and fresh-cut bagged lettuce.

« The procedures USDA and FDA used to alert consumers to a recall—
press releases and Web postings—may not have been effective.
According to consumer groups and others, relatively few consumers
may see that information. They identified additional methods to notify
the public, such as posting recall notices in grocery stores and directly
notifying consumers using “shoppers’ club” information.

We have proposed that Congress consider legislation that would require
companies to alert USDA or FDA when they discover they have distributed
potentially unsafe food and that would give both agencies mandatory food
recall authority. Congress has not enacted legislation granting agencies
general mandatory recall authority. We have also recommended that
USDA and FDA better track and manage food recalls, achieve more
prompt and complete recalls, and determine if additional ways are needed
to alert consumers about recalled food that they may have in their homes.
According to agency officials, USDA and FDA are taking actions to
address some of our recornmendations. Specifically, they are currently
updating their recall data systems. In addition, USDA amended a directive
in order to improve its recall effectiveness checks and how it
communicates information about recalls. FDA is also conducting a quality
management review of its food recall system with a goal of providing a
documented, uniform, and streamlined recall process. We have not
reviewed these actions to determine if they adequately address our
recommendations,

The recent outbreaks of E. coli in spinach and Salmonella in peanut
butter, along with outbreaks of contaminated pet food, underscore the
need of a broad-based transformation of the federal oversight of food
safety to achieve greater economy, efficiency, effectiveness,
accountability, and sustainability. GAQ’s high-risk designation raises the
priority and visibility of this necessary transformation and thus can bring
needed attention to address the weaknesses caused by a fragmented
system, Among the reasons we designated the federal oversight of food
safety as a high-risk area is that USDA and FDA have limited recall
authority, Even within this limited authority, we found that these agencies
could have done better in carrying out their food recall programs.
Positively, agency officials are taking actions intended to improve their

Page 8 GAO-07-785T
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food recall programs. However, we have not reviewed these actions to
determine if they adequately address our recommendations.

Mr. Chairman, this concludes my prepared statement. I would be pleased
to respond to any questions that you or other Members of the
Subcommittee may have.

Contact and Staff
Acknowledgments

(360838)

Contact points for our Offices of Congressional Relations and Public
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Mr. STUPAK. Thank you. And thank you for your testimony.
Dr. DeCarlo.

STATEMENT OF ANTHONY DECARLO, D.V.M., RED BANK
VETERINARY HOSPITAL, TINTON FALLS, NJ

Dr. DECARLO. Thank you, Mr. Chairman, and members of the
subcommittee. And also thank you to Congressman Pallone, whose
statement I have read, for an informed and heartfelt plea for better
controls in reporting mechanisms when it comes to the health and
safety of our pets. I consider it an honor to be here and appear and
give testimony before this esteemed subcommittee.

On April 5, Congressman Pallone visited Red Bank Veterinary
Hospital to gather facts about how our hospital was dealing with
suspected cases of contamination. Now he’s working on his own leg-
islation in the Health Subcommittee he chairs on ways to improve
Federal regulatory oversight, including the establishment of a cen-
tral registry to expedite the Government’s response on any future
situations.

I don’t feel that I can speak with authority on proving regulatory
oversight because I'm not clear that there is a lack of oversight and
is indeed the reason for the problem based on when the problem
was first known to us.

What we need as veterinarians is a better mechanism in place
to track unusual occurrences, be able to get information to an ap-
propriate centralized reporting agency and then back out to the
veterinary community in a timely manner.

Congressman Pallone has done an excellent job of distilling a
large body of information into an accurate and concise statement.
As a result of this consolidation of information, I'll be speaking this
morning about an improved means of gathering and disseminating
information from the veterinary perspective.

There are many sites where veterinarians gather information re-
garding this recall, from the American Veterinary Medical Associa-
tion to State veterinary medical associations and to the pet food
manufacturers themselves and the media. While each of these or-
ganizations did a fine job of relating their real time information to
their Web sites, the veterinary community does not have readily
available resources to add to and retrieve this information in a fo-
cused timely manner.

Many veterinary practices have only enough staff to meet the ex-
isting needs of that practice and its normal volume of cases. What
happened in a situation such as this one is that many veterinar-
ians were alerted by the breaking story on television long before
they were alerted via e-mail or phone call from their clients, col-
leagues or other vendors. Having a central reporting agency and a
way for that agency to quickly disseminate the information would
be a key factor in heading off similar problems in the future.

A possible solution to this problem would be a program utilizing
a network of sentinel veterinary hospitals and institutions across
the country as a way to quickly get information to a central agency
and get feedback in a likewise timely manner. It would be the
agency’s responsibility to educate the sentinel hospitals on how to
interact with the give-and-take information. It would be the re-
sponsibility of the sentinel hospitals to educate their staff as to how
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to work internally on organizing and reporting to the agency. The
sentinel hospitals would be reporting on a regular basis in the ideal
situation, thereby establishing a surveillance baseline to predict
and forecast potential crises. This would allow the agency to report
back to the sentinel hospitals the proper diagnostics to engage in
how to deal with these results. This is not really the agency’s re-
sponsibility reporting to all veterinarians when a crisis occurs. If
you continue to build on the existing infrastructure and prove the
ebb and flow of information to a central reporting agency, we as
veterinarians will have better ability to work with the Government
at all levels, to aid in the surveillance and reporting of potential
animal health related situations. Thank you.
[The prepared statement of Dr. DeCarlo follows:]

STATEMENT OF ANTHONY DECARLO, D.V.M.

Thank you Mr. Chairman and members of the subcommittee, and thank you to
Congressman Pallone (whose statement I've read) for an informative and heartfelt
plea for better controls and reporting mechanisms when it comes to the health and
safety of our pets. I consider it an honor to appear and give testimony before this
esteemed Subcommittee.

On April 5, Congressman Pallone visited Red Bank Veterinary Hospital to gather
facts about how our hospital was dealing with suspected cases of contamination.
Now he is working on his own legislation in the health care subcommittee he chairs
on ways to improve Federal regulatory oversight, including the establishment of a
central registry to expedite the Government’s response to any future such situa-
tions.

I don’t feel that I can speak with authority on improving regulatory oversight be-
cause I'm not clear that a lack of oversight is indeed the reason for this problem
to have existed and grown. What we need as veterinarians is to have a better mech-
anism in place to track unusual occurrences, be able to get information to an appro-
priate centralized reporting agency and then back out to the veterinary community
in a timely manner.

Congressman Pallone has done an excellent job of distilling a large body of infor-
mation into an accurate and concise statement; as a result of this consolidation of
information, I will be speaking this morning about an improved means of gathering
and disseminating information from the veterinary perspective.

There are many sites where veterinarians gathered information regarding this re-
call, from the American Veterinary Medical Association, to the State Veterinary
Medical Associations, to the Pet Food Manufacturers, to the media and more. While
each of these organizations did a fine job of relating their real-time information to
their Web sites, the veterinary community does not have readily available resources
to add to and retrieve this information in a focused and timely manner.

Many veterinary practices have only enough staff to meet the existing needs of
that practice and its normal volume of cases. What happened in a situation such
as this one is that many veterinarians were alerted by the breaking story on tele-
vision long before they were alerted via email or phone call from their clients, col-
leagues or vendors.

Having a central reporting agency and a way for that agency to quickly dissemi-
nate the information would be a key factor in heading off a similar problem in the
future. A possible solution to this problem would be a program utilizing a network
of sentinel veterinary hospitals across the country as a way to quickly get informa-
tion to a central agency and to get feedback in a likewise timely manner.

It would be the agency’s responsibility to educate the sentinel hospitals on how
to interact with the give and take of information. It would be the responsibility of
the sentinel hospital to educate their staff as to how to work internally on organiz-
ing and reporting to the agency.

The sentinel hospitals would be reporting on a regular basis to the appropriate
agency, thereby establishing a surveillance baseline to predict and forecast potential
crisis.

This will allow the agency to report back to the sentinel hospital the proper
diagnostics to engage and how to deal with the results.

This does not relieve the agency of the responsibility of reporting to all veterinar-
ians when a crisis occurs.
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If we can continue to build on the existing infrastructure and improve the ebb and
flow of information to a central reporting agency, we as veterinarians will have a
better ability to work with the government, at all levels, to aid in the surveillance
and reporting of potential animal health related issues.

Mr. StuPAK. Thank you. And thank you both for your testimony.

Doctor, if I may. There have been reports in news media of thou-
sands of cats and dogs falling ill and dying due to the contaminated
pet food. Is there any good way to get an estimate on that number?

Dr. DECARLO. We've tried. There has been so much reporting to
multiple places it’s hard to get a real number. There’s some gen-
eralizations that can be made. It appears, of those animals that we
feel comfortable were a result of this problem, probably less than
two-tenths. It ranges from 1 percent to less than three-tenths of a
percent of those animals.

Mr. STUPAK. Let me ask you this. The Michigan Veterinary Med-
ical Association reports that, as of April 16, there were 155 sus-
pected cases of pet illnesses caused by contaminated foods, with 52
deaths. In Oregon, as of April 24, the State veterinarian reports
106 suspected cases of illness and 38 deaths. Now, applying those
numbers across the entire United States, that would imply prob-
ably about 6,500 ill dogs and cats, and 2,250 deaths. Would that
seem consistent with what you’ve been able to gather?

Dr. DECARLO. No, the percentages have been all over the place,
and that is the problem. Because we are a small profession, and
that is an important part of the statistics, and who reports where
is a very selective group of people.

We have seen situations where the mortality rate was less than
1 percent and as high as 10 percent and even higher. We have also
seen numbers of the percent of animals who we think were affected
range from three-tenths of a percent to 10 percent of the entire vol-
ume of a specific institution or hospital.

That is why, after having done this investigation myself, there
really needs to be an organized and focused place for veterinarians
to report any kind of situation to you so you would have these facts
and very accurate facts.

Mr. STUPAK. So even based your investigation you really can’t
today give us any kind of an estimate as to how many dogs and
cats died, how many became ill, even a best guesstimate?

Dr. DECARLO. I think the range of—well, there is two different
questions there, those who have had died and those are affected.
I think the affected numbers vary more, because, again

Mr. STUPAK. Greater than 6,500.

Dr. DECARLO. Right, I think that is probably going to be more
than that that have been affected. I think the problem with that
situation is it was only recently that there are ways to confirm
virlhether or not it was affected, and that is where I am going with
this.

Second, the fatality rates from some universities as well has been
extremely low. In some cases, like I said, less than 1 percent of
those cases that are affected and as high as 10 or 15 percent.

The statistics that you just mentioned are extremely on the high
side from the data we have gathered. Our own particular situa-
tion—which is a very large hospital—it has been about 1 percent
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of the affected cases, mostly cats. That has been consistent, the ma-
jority had been cats, and the minority had been dogs.

Mr. STUPAK. Have you seen melamine poisoning in dogs or cats
in the past? Have you seen this type of poisoning?

Dr. DECARLO. Nobody has looked, so you can’t answer that ques-
tion. I don’t know.

Mr. STUPAK. OK, thanks.

Ms. Shames, you indicate that the food supply is relatively safe.
Yet we have had 20 different outbreaks in Salinas Valley in the
last 10 years. How do you determine safe? Volume? Outbreaks?
Deaths? Illness? How do you determine it? Because we lose about
5,000 people a year to food poisoning. So where does it become safe
and nonsafe? What is the tipping point?

Ms. SHAMES. We say it is generally regarded as safe or consid-
ered safe based on the numbers that CDC report.

Now, granted, any single death or hospitalization or sickness is
one too many. But, nevertheless, compared to other countries’ food
safety systems, we have to say that, for the most part, we have a
safe system.

Nevertheless, if you—as you pointed out, the number of
incidences have been identified, and I think the problem becomes
more and more complex as our food supply becomes more and more
globalized. We have heard about some of the complicated networks
here among retailers and distributors and producers, and I think
it is a problem that we have to recognize as something that will
be increasing in light of the demographics of this population.

Mr. StUuPAK. We saw today we had three young children here
who were sick. Now nobody ever would have put it together that
they had food poisoning but for either press reports or their par-
ents. I would imagine with young children and even I am sure with
older adults it is, oh, a viral infection, and it will pass, and they
had food poisoning. Maybe not to the point where they may need
a kidney transplant, but a lot of it is underreported.

Ms. SHAMES. Yes, you are absolutely right. That is the case. For
many people, you may go out for dinner, feel a little queasy a little
later and in a day or two you are feeling OK. Others may not re-
cover quite as quickly. Go to see their physician, their physician
may or may not go on to report or diagnose it. So you are correct.
So the tendency is to underreport these incidences.

Mr. STUPAK. In preparation for this hearing, many of us were
surprised to learn about, other than baby formula, the FDA has no
right to recall any product. But it seems like we recall toys and
tires and everything else in this country. Is this a safety concern
that they do not have recall authority on food, the FDA? Did the
GAO find that?

Ms. SHAMES. We believe it does heighten risk that there will be
increased sickness and increased death.

What the other Federal agencies have told us, such as the Con-
sumer Product Safety Commission, the National Highway Traffic
and Safety Administration, that, for the most part, companies do
cooperate. In other words, they do have a business incentive to try
to ameliorate or fix the problem. Nevertheless, they have told us
that they have had to exercise their recall authorities in certain
cases.
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Mr. STUPAK. Also, with that business interest, as we saw with
the first panel, they had talked about lack of notice; no one telling
them; if we would have known, we would have done it quicker.
Somebody has to take the bull by the horns and either recall or put
out a warning or something that has the authority to back it up.

Ms. SHAMES. Right. For example, the Consumer Product Safety
Commission requires that within 24 hours, if a company suspects
that one of the products is unsafe, it needs to report it to that agen-
cy.
Mr. STUuPAK. Within 24 hours of notice.

Ms. SHAMES. Yes.

Mr. STUPAK. For questioning, Mr. Whitfield.

Mr. WHITFIELD. Thank you, Chairman Stupak; and thank you all
for being with us this morning.

Ms. Shames, you were with the GAO, and recently you all came
out with your high-risk report on Federal oversight of food supply.
Now was that a report that was requested by a Member of Con-
gress or Senate or what is the difference in a high-risk report and
a non-high-risk report?

Ms. SHAMES. GAO has been preparing its high-risk series since
the early 1990s, and we prepare it for each new Congress as a way
of providing them information of what we think are the most press-
ing issues that Congress should address.

The high-risk series has evolved over the years. At its outset, it
was looking primarily at issues of fraud, waste and abuse. And
that is why you would see, for example, the Department of Defense
contracting as an issue there.

But over the years we have recognized and the list has evolved
so that we are looking at Government systems, and that is why we
thought that food safety—based on identified criteria that we have
issued to Federal agencies, we felt that food safety was an area
that merited the high-risk designation.

Mr. WHITFIELD. OK, and how many high-risk designations did
you all prepare for this Congress?

Ms. SHAMES. There are close to 30 high-risk issues.

Mr. WHITFIELD. So this food safety is high up on your list of
problem areas?

Ms. SHAMES. It is a Federal issue. We consider it to be of topmost
importantance.

Mr. WHITFIELD. I was a little bit shocked that you had indicated
that FDA is responsible for 80 percent of the food supply and
USDA is responsible for 20 percent, but USDA receives 80 percent
of the funding and FDA receives 20 percent of the funding.

Ms. SHAMES. Yes.

Mr. WHITFIELD. Now would there be any rational explanation for
that kind of disparity?

Ms. SHAMES. The Federal food safety system has evolved over
the years. It has been piecemeal, as has been observed by many
people already. It tends to react to a crisis and then attention sub-
sides. So it really is a patchwork, and that is why we say that it
is the fragmentation that really is the source of many of the prob-
lems.

Mr. WHITFIELD. Because you have 15 organizations and 30 sepa-
rate laws, correct?
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Ms. SHAMES. Yes. Yes.

Mr. WHITFIELD. But the FDA is responsible for the entire food
supply, with the exception of meat, poultry and processed eggs, is
that correct?

Ms. SHAMES. That’s correct.

Mr. WHITFIELD. And yet they only receive 20 percent of the fund-
ing.

Ms. SHAMES. Twenty percent of the funding, that’s right, for in-
spection activities, that’s right; and that is the bulk of the Federal
expenditures.

Mr. WHITFIELD. Now Chairman Stupak had mentioned, and we
saw that earlier, that there are mandatory recalls available to the
Federal Government for tires, for toys, for whatever, but there is
no mandatory recall available for food. What are the arguments
against mandatory recall for food?

Ms. SHAMES. USDA and FDA could, if they needed to, seize prod-
ucts if they deemed them to be contaminated; and they could de-
tain those products for up to 20 days. After that time period, there
would need to be some sort of court injunction to say that the food
needs to be condemned.

Mr. WHITFIELD. But in the salmonella Peter Pan peanut butter
case, if ConAgra had not recalled that peanut butter voluntarily,
the Federal Government could not have recalled it?

Ms. SHAMES. No. Could not have the mandatory. The recall au-
thority is strictly voluntary. It would have been up to the compa-
nies to disclose that this was happening.

Mr. WHITFIELD. Dr. DeCarlo, I know that FDA, for example, has
a regulation that says if any animal has one of like 12 different
chemicals or medicines in its carcass it cannot be used for human
consumption, and you may not be aware of that, but I am aware
of that.

Dr. DECARLO. Yes.

Mr. WHITFIELD. But yet USDA is the agency that is required to
enforce that regulation. So FDA makes the regulation, USDA en-
forces the regulation, and it is my understanding, from analysis,
that USDA really does not have a very good mechanism in place
to detect those particular chemicals in those animals used for
human consumption.

But if a pig, for example, is down on a farm and digests mel-
amine and then ends up being slaughtered for human consumption,
is that anything that would really concern you? Or is that so re-
mote that it is really not something we need to be concerned about?

Dr. DECARLO. It certainly would concern me.

Again, I think the problem is how do we deal with that? I think,
again, our biggest—our biggest problem is really getting informa-
tion. And I think the multiple agencies out there makes it confus-
ing for us on what to do and how to do it. It has only been recently
that we have been notified that there are two places in the country
that will test for this in the urine to help make a diagnosis. That
took a long time coming. It was available.

So, not to disregard your statement, I still think all these things
are of concern. We just need a system that gets you the information
quickly as well as you getting the information. The less agencies
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involved—I am not a politician, so I don’t know how it all works,
but simplicity works most efficiently. So that really is a concern.

Mr. WHITFIELD. Thank you very much.

Mr. STUPAK. Ms. DeGette for questions, please.

Ms. DEGETTE. Thank you, Mr. Chairman.

Mr. DeCarlo, I think you hit on something. Simplicity is always
good. And one of the things that we are concerned about is, with
food safety, is that we have—and this isn’t really a pet food issue,
but with food for humans we have 15 agencies administering 30
laws, as Ms. Shames said in her paper, and so that is what we are
trying to figure out.

Ms. Shames, one idea that I have had for some time—and I have
been working with Congresswoman Rosa DeLauro about this—is
the idea of having one agency sort of in charge of meat and other
types of food. Because you have this weird situation which we have
talked about in this committee before, like pizzas, and you raised
this in your paper, where if you have a cheese pizza, then the FDA
has jurisdiction over that. But if you have a pepperoni pizza, then
that is the USDA, right?

Ms. SHAMES. That is correct.

Ms. DEGETTE. And those agencies have very different regulatory
schemes, correct?

Ms. SHAMES. Correct.

Ms. DEGETTE. Can you describe for a minute about how those
two pizzas would be regulated in a different way?

Ms. SHAMES. Yes, I can. USDA, for example, is required by stat-
ute to have continuous presence in a processing facility. So, in
other words, every carcass needs to be looked at every day.

In FDA, that is not the case. There is no statutory requirement
in terms of its oversight or inspection to the food; and, for that rea-
son, FDA inspects the food as frequently as it can.

Ms. DEGETTE. I guess maybe there was, in the long-past history,
some sense maybe because meat could be more potential to be con-
taminated than cheese or something like that.

Ms. SHAMES. That is possible. In truth, our diets have changed;
and we are consuming less meat. We are eating more seafood. We
are eating more fresh produce. So we need to make sure that the
regulatory structure meets consumers’ needs.

Ms. DEGETTE. Right. And this is one thing when you were talk-
ing about the mandatory recalls of some of the other agencies, and
I have been talking about that this morning, mandatory. If you had
mandatory recalls, then it would seem to me that as with these—
I am wondering what the Consumer Product Safety Commission
and others have said to you. If you had mandatory food recalls, it
would seem that would give more incentives for the industry to get
ahead of the curve. What would your view be on that?

Ms. SHAMES. That is what these other agencies told us, is that
generally with that authority they know that businesses are likely
to cooperate. But, nonetheless, there have been instances where
they have had to rely on this mandatory recall authority.

Ms. DEGETTE. So if you had the mandatory recall authority, they
would probably be more forthcoming with their—from a PR stand-
point—to get ahead of the curve to announce a recall.

Ms. SHAMES. That is certainly how these other agencies feel.
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Ms. DEGETTE. I am wondering—the staff told me for the last
panel that, right now, the food safety reporting is if a health care
provider finds something in the stool, say, with these young girls
who were on our last panel, then they report it to the County
Health Department, who then reports it to the CDC, and then
somehow some eager reporter gets ahold of it, it becomes pub-
licized. Is there some more efficient way to, A, report and, B, to
publicize recalls or outbreaks of diseases?

Ms. SHAMES. It is certainly worth asking FDA how it breaks
down or identifies if there is some sort of food contamination.

What we did find out in our October, 2004, report is that what
FDA had posted in terms of once it started to suspect that there
was outbreak, that consumer groups told us that the information
could have been more effective, and you have heard some of the
concerns from the last panel.

One thing that we were hearing is that they wanted more speci-
ficity, and I think FDA heard and certainly is following through on
that one recommendation. For example, when we were preparing
for this hearing, we found that FDA has a pilot in terms of the way
it disseminates information for an outbreak, and they are now in-
cluding a photograph of the product that is suspected or has been
confirmed to be contaminated.

Ms. DEGETTE. And are they doing anything with targeting where
the outbreak is to be sure that they give the notifications to those
geographic areas?

Ms. SHAMES. They post it in a blanket e-mail or a Web site, so
they have not targeted that way. Agency officials told us that they
don’t have the authority even to identify the place of retail where
a certain product may have come from.

Ms. DEGETTE. That would be problematic.

Thank you very much.

Mr. STuPAK. Mr. Walden from Oregon, questions, please.

Mr. WALDEN. Thank you very much, Mr. Chairman; and since I
didn’t get an opening statement do I get my extra 3 minutes?

Mr. StupAK. We will let you go a little bit.

Mr. WALDEN. I thought that is the rule.

Mr. STUPAK. We usually announce that at the beginning of the
hearings. Go ahead.

Mr. WALDEN. First of all, I want to go to Ms. Shames.

I hear a lot from my constituents regarding the lack of inspection
of imported foods, and I think this latest incident with the wheat
coming from—wheat gluten coming in from China wholly elevates
that issue. One of the things we are told is there are chemicals and
things allowed to be used in foreign countries that are prohibited
for use here. First of all, that is the case?

Ms. SHAMES. We haven’t looked at that specifically.

What FDA does have the authority to do, though, is to have cer-
tain equivalency agreements with countries that import food to this
country. We were looking specifically at seafood a couple of years
ago and reported that FDA had not had any of those agreements
for imported seafood.

Mr. WALDEN. Was there not an outbreak a year or two ago in-
volving—I think it was salmonella, it may have been E. coli, on
melons? It was the outside of melons, and it turned out there was
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human waste perhaps being used as fertilizer in a foreign country
and that the people—the melons then were imported here and peo-
ple got sick.

Ms. SHAMES. I am not familiar with that particular instance, but
that was certainly one of the hypotheses for the outbreak of the E.
coli contamination for the spinach.

Mr. WALDEN. And did that turn out to be the case?

Ms. SHAMES. CDC and California State Health Department is
saying that it is from the runoff of wild animals and contaminating
the water; and the water runoff was what then caused the patho-
gens in the spinach.

Mr. WALDEN. From wild animals?

Ms. SHAMES. Yes.

Mr. WALDEN. Interesting.

The bag of lettuce here that the chairman raised up, and it talks
about how this is multiple washed, or at least one of them was
three times washed, and this is completely washed. Can you wash
lettuce or spinach and get rid of the E. coli pathogen?

Ms. SHAMES. That is a good question, and certainly the more
rinsing it helps. I couldn’t tell you exactly how many times the food
would have to be rinsed. Generally, those foods with the thinner
skins such as grapes, strawberries tend to infiltrate the pulp of the
food. Melons, for example, it is a little safer.

Mr. WALDEN. If you would at some point take a look at this issue
of inspections of imported foods especially relative to chemicals
being used in foreign countries on producing foodstuffs that our
providers, our agencies have said those aren’t safe to use, I would
sure like to know the answer to that at some point. If you could
get a written answer for the record, that would be helpful, to the
extent you can.

Mr. WHITFIELD. Dr. DeCarlo, I appreciate your testimony today.

Last fall, I toured a facility out in Oregon called the Banfield Pet
Hospital that you may be familiar with.

Dr. DECARLO. Yes.

Mr. WALDEN. Veterinarians of most of the pet companies, I
think. We went through their new facility that included a computer
room where I believe the storage capacity was something like three
tetrabytes of computer storage, and they track everything related
to the animals that come in. They look at what the symptoms are,
then what the diagnosis is, and they follow it through, and they
have review panels.

In fact, when the gentleman was done showing me the facility,
I said, gee, that would be great for human health care. I wonder
if we could get there. But it strikes me that there are some data-
bases such as that that might be available. Would accessing some
partnership with organizations like that that have that those pool
of data, would that help us in identifying these problems quicker?

Dr. DECARLO. Yes. However, what I would say to you about that
in what I am proposing the selection of databases need to come
from several areas. Because what we have in our profession, our
general practice is, which is what Banfield is, we have specialty
practices which consist of specialists. Then we have universities,
and I would not eliminate shelters. Because I am approaching this
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from all possibilities, both infectious disease, toxins, all those
things I think we need to do that.

So the tendency for these different places to make their diagnosis
are based on different criteria. So, for example, there may be one
faction of the profession that may to some degree—I don’t mean
this in an inaccurate way—may tend to over-diagnose, others may
under-diagnose because of training preferences and that kind of
thing. And you also have to deal with volume of each one of these
places versus—and you—unfortunately, you also have to look at lo-
cations as well.

But to your point, I think what is important to note if we go this
route and choose hospitals and information, they do have to have
sophisticated IT; and not all hospitals will have not only the com-
puter equipment but also staffing. Veterinary hospitals, for the
most part, 70 percent of our profession are small hospitals. They
are working to the max already.

So that is why I think the selection process with who you would
choose should be a group effort and really span the different types
of veterinary practice out there.

Mr. WALDEN. Isn’t it also true that some diseases that pop up in
animals could be a link to a future human problem? For example,
the bird flu, I understand, affects cats. And to the extent you would
see a spike in cat illness related to the bird flu might be a precur-
sor or at least an indicator that we might have a potential human
outbreak.

Dr. DECARLO. Yes. This model is not new. There is a county in
New Jersey that is testing this out. They are educating us. They
are looking at more from a terrorist point of view and how it would
present in animals. That is where the Sentinel Group idea came

up.

The mistakes—I shouldn’t say mistakes, but the things that be-
came obvious to us was that we had to choose the right place that
could get the information back to these agencies and also some de-
gree of funding as well. But there is no question for our profession
we need a single place to send all this information to. Because it
can predict problems ahead of time. But, more importantly, I think
rules and laws are great and no matter how you make it things are
still going to fall through the cracks. So when this happens that
information highway has to be simple.

Mr. WALDEN. I would conclude, and I thank the chairman for his
generous allocation of time here, but as we look at how to coordi-
nate agencies, we did that with Homeland Security, and that didn’t
necessarily solve the every problem related to the Nation’s security.
We need to continue a vigilant effort in terms of what is working
and what is not.

So I appreciate your testimony and that of the other witnesses.
So thank you, Mr. Chairman.

Mr. STUPAK. Homeland Security, they are part of this whole food
inspection aspect now, too. So it seemed like we added another
agency involved in and made it more splintered, our inspection
process.

Ms. SHAMES. Yes, the Department of Homeland Security is the
designated Federal agency to address any agra terrorism.
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Mr. WHITFIELD. Mr. Chairman, I appreciate your giving Mr. Wal-
den the opportunity to go a minute and 54 seconds over, but I just
want to just clarify. I know when he gave his opening statement—
he did not give his opening statement and he said that, because of
that, that he would get an additional 3 minutes. And I was just cu-
rious, is that still the rules of our committee or what is our situa-
tion?

Mr. STUPAK. Rules of our committee does not address it. As you
also know, many times we will go 10 minutes for a round. I think
before each hearing we should probably sit down, you and I, and
discuss it and get it down. And that is why I was more than happy
to let Mr. Walden do it, because I did appreciate his waiving his
opening statement. As a general rule, we try and move it along.

Any more questions, Mr. Walden?

I think we are next with Mr. Inslee.

Mr. INSLEE. I yield a couple minutes to Mr. Walden, if he needs
any more.

Mr. WALDEN. No.

Mr. INSLEE. Thank you.

I was reading some reports about some potential melamine con-
tamination of wheat gluten, and there was some suggestion that
this actually was in wheat gluten originally that was actually food
grade that would have been eligible for use in human consumption
that, by luck—and I don’t want to be disparaging our animals—
but, by luck, was not in human consumption but was eligible for
it.

Is there any light any of you can shed on that situation at the
moment?

Ms. SHAMES. I can’t speak specifically to that, to the melamine,
except that it just underscores how the Federal oversight of food
safety needs to be considered from a Government-wide perspective.
Because we do have these interconnections with ingredients that
may get into either pet food or possibly animal feed which then is
ingested by hogs that may get into the food chain. It is something
that needs to be addressed on a system-wide basis.

Mr. INSLEE. So coming back to this recall issue, to me it has al-
ways been stunning to me that the Government doesn’t have recall
authority for food. We have it for cars and various other consumer
products but not the stuff we actually put into our bodies. That has
never made a lot of sense to me, and it has worked I think fairly
well in some of our industry.

Could you talk about, as far as in a recall scenario, what manda-
tory reporting—what would trigger mandatory reporting to an
agency of a problem that the industry has recognized or experi-
enced? And could you describe at all how you consider recall au-
thority has worked in other industrial applications?

Ms. SHAMES. Well, we are looking at other countries and their
food safety systems, and certainly one of the issues would be to see
how they address recall. I can tell that you the Canadian food sys-
tem does have mandatory recall, and it is something that they feel
that at times they need to exercise.

I think in terms of the specifics for either USDA or FDA, it is
worth looking at what other agencies have and certainly to see if
it is appropriate in the food instance. For example, 24 hours may
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be the right number, it may be too long, it may be too soon for cer-
tain outbreaks, and what we need to do is just study and to see
what makes sense, given these circumstances.

Mr. INSLEE. Thank you.

Mr. STUPAK. Does the gentleman yield back?

Mr. INSLEE. Yes, I would yield.

Mr. StupAK. OK, Mr. Burgess for questions, please, 5 minutes.

Mr. BURGESS. Thank you.

Dr. DeCarlo, help me with something, if you would. When we
first heard about the pet food problem, the original compound that
was pinpointed was eminoptrin folic acid antagonist; and now we
hear it is melamine, which is, I guess, a plastic polymer. What is
the reason that eminoptrin first came to the news media’s attention
as the culprit in this?

Dr. DECARLO. I am probably not the right person to ask that
question. I think you probably have your information from the
same sources that I do.

Mr. BURGEsS. CNN.

Dr. DECARLO. CNN. And, actually, there were many, many sites
to get information from and some conflicting, so I don’t have any
factual information that would be helpful to that question. So I
apologize.

Mr. BURGESS. We are now pretty certain in our assumption that
it is melamine that is causing this?

Dr. DECARLO. Yes, I think from what I can read on the medical
side that it certainly has affected cats more than dogs; and there
is many reasons for that. One may be because of the foods they are
eating but also because cats don’t process toxins as well. They have
a different system for that. There are—people feel that sometimes
it doesn’t explain the symptoms as well, but I think the majority
of the literature is pretty comfortable with that association at this
point.

Mr. BURGESS. Do we know the concentrations of this compound
that they are detecting in the wheat gluten?

Dr. DECARLO. No, but that would be a great thing for us to know
about.

Mr. BURGESS. Do we have an idea from previous laboratory anal-
ysis what is the LD 50 of melamine for cats and dogs?

Dr. DECARLO. I think that probably exists, but I don’t know the
answer to that.

Mr. BURGESS. Do you guys routinely suspect a food-borne illness
when checking into outbreaks of disease in domesticated pets?

Dr. DECARLO. I think we do. It is probably a little bit easier with
animals because they tend to eat a lot of things so that is high on
our list of differentials, especially in this situation. Even though
cats have high incidences of renal disease, usually it is chronic
renal disease in older cats. So to cure renal disease one of the first
things we look for is a toxin, because it is so unusual to see acute
renal disease in young cats. But in our profession, since it is a com-
mon thing, food ingestion of toxins is the first thing we ask because
it is in the nature of the cases we see.

Mr. BURGESS. When this outbreak first started, was there—there
was no difference between animals that were completely indoor
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animals versus outdoor animals. You mentioned that dogs and cats
do eat a lot of things out in the environment.

Dr. DECARLO. I can’t answer that. No one has looked at that in-
door versus outside.

Mr. BURGESS. If T could, Ms. Shames, let me ask you, you ref-
erenced in some of your remarks that you have looked at the
United States food supply in comparison with other countries, simi-
lar demographics, similar population, and said the United States’
food supply on the whole is safe. Did I understand that correctly?

Ms. SHAMES. Yes.

Mr. BURGESS. In that course of doing that part of your analysis,
I guess one of the things that troubles me in reading your report,
and it has already been referenced, you have different agencies
looking at a pizza, depending on what the topping is, and you have
a different agency looking at a sandwich, if it is an open-face sand-
wich versus a complete sandwich. Is there any country this has a
more streamlined approach to the problem at hand? You reference
that we have kind of grown up with a patchwork of regulations. Is
there a model out there that suggests a better way to do this?

Ms. SHAMES. We actually have an ongoing engagement to look at
the other countries. Similar to ours, they started out as being frag-
mented. It was—they would describe it, too, as something that
evolved piecemeal. They did go for a more consolidated approach.

Now we are looking further at what they mean by consolidated.
Some of them actually did go as far as merging all of their agencies
into one single food agency. Others merely reduced the number of
agencies. But we are now, at the request of Congresswoman
DeLauro and Senator Durbin, looking at what actually are the
positive consequences of these countries’ reorganizations of their
countries’ food safety systems.

Mr. BURGESS. And certainly I think the committee would appre-
ciate that follow-on information as well.

You referenced in food safety you depend upon industries in-
volved for a voluntary recall. Has there ever been a situation where
a company or manufacturer has refused to issue a recall when
asked to do so by the appropriate agency?

Ms. SHAMES. Neither FDA nor USDA ever told us that there was
a company that refused.

Mr. BURGESS. Has there been a pattern of foot dragging and not
complying as quickly as the USDA or FDA normally would like?

Ms. SHAMES. What we know from the other agencies that do
have this mandatory recall authority is that it is something that—
it is a tool that they have in their belt. It is something they don’t
use on a routine basis. Nevertheless, they have felt that they have
had to use it in given instances. And similarly, for FDA and USDA,
we feel it is a case where—to give them the same sort of authority
and tools that the other Federal agencies have.

Mr. BURGESS. But has anyone in either other agency ever said
to you, boy, if we only had the ability to do a recall, to mandate
a recall, this would never have happened? Have we ever gotten a
situation like that?

Ms. SHAMES. No.

Mr. BURGESS. Thank you, Mr. Chairman. I yield back my time.
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Mr. StuPAK. I thank the gentleman. Mrs. Blackburn for ques-
tioning, please.

Mrs. BLACKBURN. Mr. Chairman, just three quick questions.

Do you think the Federal Government needs the authority to
mandate recalls?

Ms. SHAMES. We have recommended that for both USDA and
FDA.

Mrs. BLACKBURN. So you would support that and you would see
that as a positive thing to mandate?

Ms. SHAMES. Yes.

Mrs. BLACKBURN. OK, one of the things that seems to—and you
have talked a good bit about the piecemeal approach and the frag-
mentation, but it also seems when you look at the FDA and USDA,
we also have the medical community over here that is not access-
ing this information, even the CDC I think one of our earlier wit-
nesses mentioned, there seemed to be a lack of communication
there. So I feel like not only do we have a two-tiered problem with
the FDA and the USDA but being certain that we move this over
for the medical community and the public at large.

So as you go looking at the other countries, I think what we
would like to have is not only the thoughts on this but looking at
what would be the best recommendations, the best practices, that
you would have for the agencies in streamlining their approach and
making certain that the food supply systems are safer but also
what the recommendations would be for the medical community to
access this, our hospitals, our trauma care centers, et cetera, and
then the public notification system on situations like this.

What we heard from our first panel was they did the legwork
themselves and that they got into this and realized there was no
orderly process for reporting or for discovery. I think we would ap-
preciate having your top recommendations for that, and you may
have something right now that you would like to add for the
record.

Ms. SHAMES. Nothing that I can add for the record for specific
recommendations, but surely, as we start to design this engage-
ment, we will be looking at the pressing issues that this country
is facing.

One thing that the high-risk list does is that we report then on
the progress that agencies have made in terms of addressing these
high-risk issues. Certainly we can learn from other countries’ expe-
riences, and we will try to integrate as much information as pos-
sible from what we have learned overseas.

Mrs. BLACKBURN. OK, when you are looking at other countries
with our food supply, are we safer than or as safe as other coun-
tries and have our incidences of death and illness increased or de-
creased over the past decade?

Ms. SHAMES. We haven’t looked at the data longitudinally in
terms of what their safety is. In fact, even CDC is trying to get be-
hind the numbers that they have been publishing for the number
of deaths, hospitalizations and illnesses. So it is something that the
data reliability is very important and we would be looking for to
see how complete and accurate and consistent the reporting system
is.
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Mrs. BLACKBURN. I think we would like that qualified data once
you have it and can say this is how we stack up in relation to other
countries.

One quick other question, mandatory recall, would it have made
a difference in either the peanut butter or the spinach situation we
have heard about this morning?

Ms. SHAMES. Applying it to these specific instances, we haven’t
looked specifically for the peanut butter or the spinach. Just gen-
erally speaking, we feel that this authority is something that has
the potential of expediting the recall. We found that when FDA and
USDA did carry out their voluntary recall programs, oftentimes by
the time the food was removed from the shelf it had expired from
the shelf life. And this is especially important for fresh produce.

Mrs. BLACKBURN. Thank you. I yield back.

Mr. STUPAK. Any further members have any further questions of
this panel?

Hearing none, I will excuse this panel and thank you again for
your testimony.

Mr. BURGESS. Mr. Chairman, if I can follow up on that last point,
I would agree that in the case of the E. coli contamination of the
spinach I don’t know of the mandatory recall because of the time
involved would have made a difference. But on the peanut butter
situation, where they continued to feed the patient the product in
the hospital, in the nursing home, that one does bother me. If there
had been a recall issued in January, that process might have been
stopped.

I am not smart enough to say it would have made a difference
in the clinical outcome, but as somebody who has a background in
health care I would have liked to have known that and stopped
feeding the patient the product many months before it was actually
discontinued.

Ms. SHAMES. We did look at some of the recalls of FDA, and,
clearly, for canned foods—in fact, we looked at a recall for canned
soup and because the shelf life of that canned soup is a couple of
years the recall was more thorough and more complete. It was less
complete when you looked at ground meat, for example, that has
a shelf life of a couple of weeks and surely the same thing for fresh
produce. So it does get problematic the more fresh the produce or
food happens to be.

Mr. STUPAK. Also, wouldn’t there be a benefit if you used recall
to help physicians and help diagnose situations such as we had
with young children where they think it might be a viral infection
where in fact you can focus in more clearly on another possibility?
That is where I would see a recall would also help.

Mr. BURGESS. There is. Syndromic surveillance would play a
greater role, and that ties into the whole heath IT argument debate
we have back and forth on the ability to get information to emer-
gency rooms and practitioners in a timely basis. That is what we
saw here with anthrax.

Mr. STUPAK. It was amazing. In each one of the cases—the first
panel, they learned it from the news media or it was Mr. Pruden’s
sister or sister-in-law who was a nurse that said check for the
brown urine in order to check the problem, to diagnose the prob-
lem. Otherwise, we would still be treating a viral infection.
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Thank you. Anything further from any members? Thank you
again to this panel.

We will call up the third and final panel.

Our third panel consists of Mr. Charles Sweat, president of Nat-
ural Selections Foods; Mr. David Colo, senior vice president of
manufacturing at ConAgra Foods; Mr. Paul Henderson, CEO at
Menu Foods Income Fund; and Mr. Stephen Miller, CEO at
ChemNutra.

It is the policy of this subcommittee to take all testimony under
oath. Please be advised witnesses have the right under the rules
of the House to be advised by counsel during testimony. Do any of
you gentlemen wish to be represented by counsel? Mr. Henderson?
Mr. Sweat.

Mr. SWEAT. Yes.

Mr. StUuPAK. Would you identify your counsel for the record
please?

Mr. SWEAT. Marty Schenker.

Mr. StuPAK. Mr. Colo?

Mr. CoLo. No.

Mr. STUuPAK. And Mr. Miller, sir, do you have counsel present
with you?

Mr. MILLER. Yes.

Mr. STuPAK. Would you identify your counsel for the record?

Mr. MILLER. Mr. Marc Ullman.

Mr. STUPAK. Next, as you know, we do take testimony under
oath, so I am going to have you ask you all to please rise and raise
your right hand.

[Witnesses sworn.]

Mr. STUPAK. Let the record reflect all four witnesses answered
in the affirmative. They are under oath.

We will begin with the opening statements, 5-minute opening
statement. Mr. Henderson, please, if you begin with your 5 min-
utes, please, opening statement, sir.

STATEMENT OF PAUL K. HENDERSON, PRESIDENT AND CHIEF
EXECUTIVE OFFICER, MENU FOODS

Mr. HENDERSON. My name is Paul Henderson, and I am the
president and chief executive officer of Menu Foods. The sub-
committee invited me today to discuss issues of food security and,
in particular, the recent terrible situation involving pet food manu-
factured with contaminated Chinese wheat gluten supplied by
ChemNutra to several pet food manufacturers, including Menu
Foods.

Let me begin by noting that I am a pet owner and many of our
employees are pet owners. My dog eats food manufactured by Menu
Foods. I understand and my employees understand the loss felt by
pet owners as a result of the pet food made with contaminated in-
gredients. All of us at Menu Foods deeply sympathize with pet
owners.

Who is Menu Foods? Menu Foods has three manufacturing
plants in the United States, employing more than 800 workers
here; and the majority of our assets and sales are in this country.
Menu is recognized in the pet food industry as a quality manufac-
turer. This might seem a little odd in light of the recent recall



79

product, but, as I sit here today, I can’t think of a more accurate
description of my company.

How can I say that? Well, for starters, just look at our customers,
particularly the national brands for which we manufacture. They
are the market leaders, and quality pet food is what they are all
about. Each had a choice in who would manufacture for them and
each turned to Menu.

In reality, it wasn’t that easy. For many, we first had to dem-
onstrate an ability to manufacture at a level of quality at least as
good as their own. These branded pet food companies sent their in-
spectors to our plants and satisfied themselves as to our abilities
and our quality.

Sometimes they identified a procedure that was standard within
their plants and required us to adopt the same procedure in order
to secure their business. By doing so, they contributed to our own
improvement efforts, with the result that, today, we are one of the
highest-quality operations in the United States.

But we don’t stop there. All of our facilities are routinely audited
by outside experts. Many of our branded customers conduct annual
audits of the menu plans manufactured for them.

In addition, we are inspected by the USDA’s Animal and Plant
Health Inspection Service, the Canadian Food Inspection Agency,
the European Food Safety Inspection Service, the American Insti-
tute of Baking, and Menu’s Pennsauken plant was inspected by the
FDA in 2006. In over 35 years of business, Menu has never had
a food safety related product recall until the tragic events involving
the contaminated wheat gluten.

A lot of speculation has taken place concerning Menu’s activities
leading up to that recall. Much of that speculation has been inac-
curate, and we are pleased to correct that record. A detailed
timeline was provided with my written remarks, so I will not re-
peat that here. Instead, let me summarize the situation by describ-
ing what it is and what it is not. First, what it is not.

This is not a situation caused by unclean facilities, poor manufac-
turing problems or similar problems. Our facilities are first rate.
Our sanitation and manufacturing processes are state of the art.
This is not a situation where lax inspection of Menu allowed a
problem to occur. We have rigorous internal and external inspec-
tions. Inspections of our plants would not have prevented the mel-
amine contamination of the wheat gluten.

This is also not a case of reacting improperly to the situation fac-
ing us. We took appropriate actions based on the information avail-
able at the time.

Let me put this situation into context. In 2006, Menu sold ap-
proximately 3.2 million containers of pet food per day. In contrast
to this number, at the time we decided to initiate the recall, we had
a handful of reports from consumers, three consumer reports
passed along by a customer and reports from a taste test facility.

None of these problems conclusively pointed to our food as the
cause of the problems. At the same time, Menu had conducted tests
of all industry recognized causes of renal failure, and these tests
had revealed no problems at all with our pet food. In fact, it took
the FDA, prestigious research organizations and commercial lab-
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oratories several weeks of hard work to identify melamine in
ChemNutra wheat gluten as the source of the problem.

However, in the face of the circumstantial information, we put
the interests of pets and pet owners first and notified the FDA and
began a voluntary precautionary recall.

We have cooperated in every way with the FDA’s investigations
and the efforts to identify the source of the problem.

Now let’s consider what this is, or at least what it appears to be.

What this appears to be is a deliberate case of contamination of
wheat gluten in order to pass off substandard product. Melamine
was previously unreported as a contaminant in wheat gluten. Mel-
amine is high in nitrogen, which is significant, because the indus-
try’s standard test for protein content for wheat gluten is based on
a quantity of nitrogen. Melamine would make wheat gluten appear
to have a higher protein content than was actually the case.

For a seller who knows how the industry testing methods work,
this would allow them to cheat buyers; and if it were not for the
previously unknown toxicity of melamine in cats and dogs, the
scam would have worked.

It appears likely that the public, Menu and other pet food manu-
facturers were the victims of a fraud.

Menu has taken several steps to address the situation, including
testing wheat gluten and other vegetable proteins for melamine, in-
creasing our screening process of new suppliers, and discontinuing
all business relationships with ChemNutra.

We are also working with Congress, the FDA and the Pet Food
Institute and other interested parties in their investigations and in
formulating additional measures for preventing similar occurrences
in the future.

Thank you.

Mr. StupAK. Thank you.

[The prepared statement of Mr. Henderson follows:]

TESTIMONY OF PAUuL K. HENDERSON

I am Paul Henderson, CEO of Menu Foods Income Fund. The subcommittee in-
vited me today to discuss issues of food security and in particular the recent terrible
situation involving pet food manufactured with contaminated Chinese wheat gluten
%upglied by ChemNutra Inc. to several pet food manufacturers, including Menu

oods.

Let me begin by noting that I am a pet owner, and many of our employees are
pet owners. My dog eats food manufactured by Menu Foods. I understand, and our
employees understand, the loss felt by pet owners as a result of pet food made with
contaminated ingredients. We deeply sympathize with these pet owners. However,
we cannot turn back the clock, so now we must analyze what happened and how
it happened and consider the steps that the pet food industry and Government
agencies should take to try to prevent things like this from happening in the future.

Much has been said and written about these recent events, and a lot of it has
been inaccurate. I appreciate the invitation to appear before the Subcommittee
today to explain what actually occurred and to share my thoughts on the future of
food safety in the pet food industry.

BACKGROUND OF MENU FoODS

Menu Foods is the leading North American private-label/contract manufacturer of
wet pet food products sold by supermarket retailers, mass merchandisers, pet spe-
cialty retailers and other retail and wholesale outlets. Menu Foods was formed in
1971 and went public in 2002, trading on the Toronto Stock Exchange.

Menu Foods was founded in Canada, but our U.S. operations are much larger
than our Canadian operations. We have three manufacturing plants in the United
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States, which are located in Emporia, Kansas; Pennsauken, New Jersey and North
Sioux City, South Dakota. Menu Foods employs more 700 workers in the United
States, and the majority of our sales are in this country.

Menu is recognized in our industry as a quality leader. We are known as the man-
ufacturer of choice in the private-label pet food industry by retailers that value qual-
ity in their products. In over 35 years of business, Menu had never had a food safe-
ty-related product recall until the recent tragic events involving the contaminated
wheat gluten. Menu produced over 1.1 billion containers of pet food last year, so this
is quite a record, and we were very proud of it. We hope we can restore our reputa-
tion, and we are working hard to do so.

MENU FOODS—PRODUCTS

Menu Foods manufactures two basic types of wet pet food: “loaf” products, which
have a pate-like consistency, and “formed” products where formed, precooked pieces
are put into the product. The formed products include “cuts & gravy,” which resem-
bles stew, and products that include flakes or slices. Menu Foods does not manufac-
ture dry pet food.

The contaminated wheat gluten supplied by ChemNutra caused us to recall some
of our products (primarily cuts & gravy products) manufactured at three plants from
November 8, 2006 through March 6, 2007.

Wheat gluten is a natural vegetable protein extracted from wheat grains or flour
and is a by-product of wheat starch. Only about 20 percent of the wheat gluten used
by human food and pet food manufacturers in the US is produced in the US. Most
of the wheat gluten is imported from Europe or Asia. Our United States plants buy
wheat gluten from several suppliers around the globe. Wheat gluten is used by some
pet food manufacturers, including Menu, as an ingredient in formed meat products.
It is a source of protein and also has unique properties that help to hold together
the chunks of meat. Wheat gluten is also used by manufacturers of human food
products, mostly for baking.

THE PROBLEM: CHEMNUTRA’S SALE OF CONTAMINATED WHEAT GLUTEN

Wheat gluten has been in short supply, and in 2006 we decided we needed to add
an additional source for this important ingredient. In November 2006, Menu Foods
bought wheat gluten from ChemNutra for the first time. ChemNutra is a U.S. com-
pany, based in Las Vegas, that is an established supplier of ingredients to food, feed
and pharma companies throughout the country. Although this was our first pur-
chase of wheat gluten from ChemNutra, we had purchased other ingredients from
ChemNutra in the past.

As part of our program to ensure high-quality ingredients, Menu Foods provided
ChemNutra with a Material Specification stating Menu Food’s requirements for
wheat gluten. The Material Specification provided detailed instructions and require-
ments, including but not limited to: material source, material description, physical
requirements, chemical requirements, rejection criteria, packaging/shipping/storage
requirements, microbiological standards, grind/particle size standards, water storage
standards, ingredient manufacturing requirements, labeling requirements, and key
performance/functionality requirements. The Material Specification expressly pro-
hibited foreign material contamination. Each shipment of wheat gluten Menu Foods
received from ChemNutra was accompanied by a Certificate of Analysis represent-
ing that the wheat gluten complied with Menu Foods’ Material Specification.

Our Material Specifications adhere to the standards of the Codex Alimentarius,
which is a collection of internationally recognized standards for food developed
under the aegis of the United Nations Food and Agriculture Organization and World
Health Organization. There is no FDA standard for human grade wheat gluten, but
Menu intends that all wheat gluten we use should be suitable for use in human
foods.

ChemNutra promised Menu Foods that it could deliver high-quality wheat gluten
that satisfied the requirements set forth in the Material Specification. Menu Foods
relied on ChemNutra’s promises. Unfortunately, we now know that ChemNutra pro-
vided Menu Foods and other pet food manufacturers with a product that was con-
taminated with melamine. Needless to say, following this incident, we no longer do
business with ChemNutra.

MENU ACTED AGGRESSIVELY TO IDENTIFY AND ADDRESS THE PROBLEM

A lot of speculation has taken place concerning Menu Foods’ activities leading up
to the recall. Statements have been made in the media and in public forums and
even by some of the participants in the supply chain of the contaminated wheat glu-
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ten. Much of the speculation and some of these statements have been inaccurate.
A summary of the major events leading up to the recall appears below:

February 22, February 28, and March 5, 2007

The first complaints Menu received that we now believe were related to the con-
taminated wheat gluten were on February 22 and 28. On those dates, Menu re-
ceived calls from customers on our consumer response line (a toll-free number on
the label or pouch of many of the private-label products we produce). Each call re-
ported the illness of a cat. As part of Menu’s follow-up, we contacted the veterinar-
1ans who treated the cats. The treating veterinarians indicated that both cats had
access to various contaminants and could have gotten into something they should
not have, such as antifreeze.l

These cats were also noted as having been strays at some point in their lives. A
third call (about March 5) was received from a consumer reporting a cat death.
Menu Foods did not receive information from a veterinarian with this report.

Tuesday, March 6, 2007 . 10n March 6 and 7, Menu learned of two additional
cases of cat illness. Neither of these reports have resulted in cat deaths to Menu’s
knowledge.

A company Menu Foods retained to perform routine, quarterly palatability stud-
gas/ciiaste tests reported that cats involved in one of the studies became sick and

ied.2

The panel consisted of 20 cats. Three had died (two of the three were euthanized),
and six were sick. All of the cats were 10 years old or older. The animals were being
simultaneously fed a product manufactured by Menu Foods and products manufac-
tured by other companies. The cats had been involved in taste tests for another pet
food company the previous week. The company performing the palatability studies
told Menu Foods that it also notified the “other company” of the health issues. Be-
cause the cats were exposed to several kinds of food, the source of the problem was
unknown. There were at least six possibilities:

e Menu’s food used in this taste test.

e The competitor’s food against which Menu was conducting the taste test.

e The food of the company that used this same panel of cats for a taste test before
Menu’s taste test.

e The competitor’s food against which the previous company was feeding.

e A hazard within the testing facility.

e An animal illness of an infectious nature.

The company performing the palatability studies reported no problems with a sec-
ond panel of twenty cats who were eating the same variety of food as the first panel.
Both foods had been produced by Menu at the same time, leading Menu to believe
that its food was not the source of the problem.

Although Menu Foods did not then believe that its food was the source of the
problem, out of an abundance of caution we stepped up our investigation. Our
records showed that wheat gluten from ChemNutra was one of several ingredients
common to the foods consumed in the cat illnesses and deaths referenced above and
the product used in the palatability studies. As a precautionary measure, Menu
Foods stopped using wheat gluten from ChemNutra.

Friday, March 9, 2007. The company that performed the palatability studies re-
ported that four additional cats (also of an advanced age) from the first palatability
study were euthanized and nine were sick. The company also reported that two cats
in the second study of twenty cats were euthanized, one of which was over 16 years
old. Like the first study, the cats in the second study had eaten several products.

By this time, Menu Foods’ investigative team had traced the raw materials com-
mon to the reported incidents and identified wheat gluten, plasma, glycine, taurine,
digest, caramel color and salt. Laboratories commissioned by Menu Foods to perform
tests began testing the products consumed by the animals in the palatability studies
and consumer complaints to try to identify any problems. At Menu’s direction, they
began tests for minerals, heavy metals, antifreeze, vitamin—D, fluorine and mold

1 Many pets die every day, and some die from antifreeze poisoning. Euromonitor International
reports that there are approximately 82.2 million cats in the United States. Using an estimated
life expectancy of 18 years, this would mean that approximately 12,500 cats die every day in
the United States. Dr. Ron Hines, a veterinarian, estimates that 10,000 dogs and cats die of
antifreeze poisoning each year in the United States.

2 Pet food manufacturers, including Menu, regularly perform taste tests where food manufac-
tured by one company is compared to food from another company. Since cats and dogs cannot
tell us which food they like better, the only way to tell whether we are making a product the
animals like is to feed it to them. These tests are not intended in any way to injure or endanger
the participating animals, and Menu’s tests are conducted in facilities that meet accepted stand-
ards for humane treatment of the animals.
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toxins, and for commercial sterility. These tests take several days to complete, but
when we received the results, they showed nothing wrong.

Meijer, a grocery store chain in the Midwest, relayed that a customer reported
pet health problems. Menu Foods began trying to get in touch with the customer
to determine what product was involved so it could be tested.

Monday, March 12, 2007. The company that performed the palatability studies re-
ported that independent tests conducted on the pet foods used in these studies (for
heavy metals, antifreeze, pesticides and insecticides) were negative. Menu Foods re-
quested its own pesticide/insecticide tests.

Menu continued to try to reach the consumer involved in the report from Meijer.

Tuesday, March 13, 2007. Menu Foods received results from the tests conducted
at Cornell University on the product used in the palatability studies. Cornell Uni-
versity did not find any pesticides, insecticides or toxins. Menu requested that Cor-
nell test for heavy metal and mycotoxin in samples of wheat gluten.

The Iams Company contacted Menu to report renal issues in cats that consumed
Tams flaked salmon. Iams explained that it had received telephone calls from three
consumers: one involved death of a cat for renal failure, one involved vomiting with-
in fifteen minutes of consumption, and one cat refused to eat the food.

Wednesday, March 14, 2007. Menu reached the consumer involved in the report
from Meijer’s and learned that the animal consumed product manufactured in Octo-
ber 2006—before Menu Foods began receiving wheat gluten from ChemNutra. The
consumer agreed to send Menu the remaining food for testing. The consumer did
not know the cause of death. After the recall was announced, Menu received the
food from this customer. Testing showed that it did not contain melamine.

Menu and Iams shared with each other the information that each had obtained
to that point.

Menu received the results of tests performed on the ChemNutra wheat gluten for
antifreeze, which were negative. Menu decided to begin testing for intentionally
added toxins.

Cornell University tested the product involved in the palatability studies for in-
tentionally added toxins, but the tests came out negative. Menu continued to per-
form a broader series of tests on the wheat gluten from ChemNutra.

The company that performed the palatability studies forwarded tissue samples
from a deceased animal to Cornell University to perform tests in an attempt to dis-
cover whether a toxin killed the animal.

At 8:30 p.m., ITams told Menu Foods that it intended to recall cat food manufac-
tured by Menu Foods in Emporia, Kansas from December 17, 2006 through March
14, 2007.

Thursday, March 15, 2007. On the morning of March 15, 2007, Menu Foods re-
ceived a call from the owner of five indoor dogs. She reported feeding her dogs
Menu-produced product. Thereafter, one of her dogs had died of renal failure, and
the other four were ill. Shortly thereafter, Menu was notified by a testing facility
that several dogs involved in a taste test had experienced a drop in food consump-
tion similar to the cats in the taste tests described above and were ill and vomiting.
These were the first reports of which Menu was aware of dogs being adversely af-
fected by pet food manufactured by Menu.

On the afternoon of March 15, 2007, Menu Foods notified the FDA of its decision
to recall products manufactured with wheat gluten obtained from ChemNutra from
December 3, 2006 through March 6, 2007. The recall included both dog and cat food.
Menu Foods announced the recall the following morning. We chose December 3,
2006 as the start of the recall because the food in the first consumer complaint was
produced during that week. Although we did not know whether the recalled product
contained a contaminant or what the contaminant was, we recalled products pro-
duced with the ChemNutra wheat gluten while we and others continued to inves-
tigate the source of the problem.

MENU FooDs RESPONDS BY VOLUNTARILY RECALLING POTENTIALLY AFFECTED
ProDUCT

Some people have suggested that Menu acted too slowly and should have con-
tacted the FDA sooner. On the contrary, we acted quickly and took appropriate
steps under the circumstances.

Let me put this situation in context. Menu produces over 1.1 billion containers
of pet food each year—nearly 100 million containers each month. As of March 15,
2007, Menu had directly received six reports from consumers of possible problems
with its pet food—many of which appeared to be something other than pet food, in
several cases confirmed by opinions of the animals’ veterinarians. One of Menu’s
customers, Iams, had received, and eventually passed on to Menu, three complaints
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involving animal health issues. Both Menu and Iams had received complaints of a
refusal to eat the food, which often happens when an owner changes to a different
food or for other reasons completely unrelated to food quality. And the taste testing
facility reported several deaths and illnesses, but nothing that indicated it was
caused by Menu’s food. Menu had conducted tests for all industry-recognized causes
of problems with pet food, and these tests revealed no problems. In fact, it took the
FDA, prestigious research organizations and several commercial laboratories many
more days to identify melamine in ChemNutra wheat gluten as the source of the
problem.

Based on this information, any pet food manufacturer could well have decided to
continue to try to find the problem, but not to contact the FDA or begin a product
recall. Indeed, based on what was known at the time, there might well have turned
out to be no problem with the food, and announcing a recall could have only resulted
in an unnecessary panic among pet owners. And, the only indication we had of any
issues with dog food was only hours old and as yet completely uninvestigated. How-
ever, Menu placed the interests of pets and pet owners first, so, like our good cus-
tomer Iams, we decided that, notwithstanding the lack of scientific evidence, we
should notify the FDA and begin a voluntary, precautionary recall.

On March 16, 2007, Menu Foods voluntarily recalled pet food manufactured with
wheat gluten obtained from ChemNutra, Inc. from December 3, 2006 through March
6, 2007. The FDA initiated an investigation of Menu Foods’ formed meat products
that same day. Menu Foods gave the FDA its full cooperation and continues to co-
operate fully with the FDA.

On March 24, 2007, in order to expedite the recall and satisfy concerns by the
FDA, Menu Foods initiated a market withdrawal that included all production dates
of the impacted products during the recall period. This change made it easier for
retailers to get the identified products off their shelves and reduced the risk that
a store clerk would mistakenly leave a recalled product on the shelf because he or
she misread the date code on the product.

On Friday, March 30, the FDA announced that researchers at Cornell University
located melamine in the finished product that was the subject of the recall. Re-
searchers also located melamine in samples of wheat gluten Menu Foods purchased
from ChemNutra, Inc., which has stated that it imported the wheat gluten from
Xuzhou Anying Biologic Technology Development Co. Ltd. (Xuzhou Anying) in
China. Melamine was not found in wheat gluten Menu Foods obtained from other
suppliers. Melamine is a chemical contaminant, not a microbial contaminant. Ac-
cording to the FDA, it is “very unusual” to find melamine in wheat gluten.

On April 3, 2007, ChemNutra issued a press release announcing a recall of all
wheat gluten it imported from Xuzhou Anying. ChemNutra admitted that melamine
“should absolutely not have been in wheat gluten.” Four other pet food manufactur-
ers obtained contaminated wheat gluten from ChemNutra and initiated recalls:
Hill’s Pet Nutrition, Del Monte Pet Products, Nestle Purina PetCare Company, and
Sunshine Mills Company.

On April 5 and April 10, Menu Foods expanded its recall to additional products
manufactured with ChemNutra wheat gluten. On April 5, Menu Foods expanded the
recall to include products manufactured with ChemNutra wheat gluten from the
first date of manufacture (November 8, 2006) through December 2, 2006. (The pre-
vious recall included the period spanning from December 3, 2006 through March 6,
2007.) At the time of the initial recall on March 16, 2007, Menu Foods was not
aware of any complaints or reports of health problems relating to food manufactured
from November 8th to December 2.

On April 10, 2007, Menu Foods expanded the recall to include certain products
manufactured at its plant in Canada after discovering through the ongoing inves-
tigation that the Canadian plant received a quarter of a load of the contaminated
wheat gluten from the Menu Foods plant in Emporia, Kansas. The wheat gluten
that was transferred between plants was subsequently used in production at the
Streetsville plant during December 2006 and January 2007.

Menu Foods is no longer purchasing any ingredients from ChemNutra and has
taken steps to assure that none of the products that contain wheat gluten from
ChemNutra are sold. The FDA is blocking all imports of wheat gluten from Xuzhou
Anying.

Menu’s investigation has revealed a possible motive for the presence of melamine
in ChemNutra’s wheat gluten. Menu Foods’ Material Specification for wheat gluten
contains a chemical requirement that the wheat gluten contain no less than 75 per-
cent protein. This is a typical specification for wheat gluten for both human and ani-
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mal food. In the human food and pet food industry, protein levels are customarily
estimated by determining the quantity of nitrogen in a product.3

Melamine has a high concentration of nitrogen and, as a result, the inclusion of
melamine into the wheat gluten would make substandard wheat gluten appear to
meet industry standards for protein content.

MENU Is DEDICATED TO PROVIDING SAFE, HIGH-QUALITY PRODUCTS To ITS
CUSTOMERS

The foundation of Menu’s business is providing quality, nutritious food for pets.
We have been doing so for over 35 years. The safety of our products and the con-
fidence of pet owners and our customers are our highest priorities.

Menu Foods monitors for spoilage and has thorough quality control procedures.
As is common industry practice, Menu Foods tests the wheat gluten it uses for
vomitoxin caused by mold growth. This mold toxin is the only contaminant in recent
history that has been associated with a pet food recall involving wheat used in dry
pet food. Menu tests every load of wheat gluten it receives for vomitoxin using an
approved test performed by trained personnel. Menu Foods did not detect melamine
during its quality assurance testing because accepted screening procedures do not
detect melamine. Melamine is not something that had ever been heard of before in
connection with wheat gluten. To our knowledge, no pet food or human food manu-
facturer tested wheat gluten for melamine prior to this incident.

Some people have noted that Menu’s Emporia plant had not been inspected by
the FDA. That is true, but not surprising given Menu’s excellent performance record
and reputation and the FDA’s limited resources. However, additional plant inspec-
tions would not have prevented the problem in this instance—contaminated wheat
gluten purchased from ChemNutra.

Moreover, Menu’s plants are subject to significant internal and external inspec-
tion and review. Menu has its own quality control systems, which have been re-
viewed and approved by our customers, including global companies with substantial
experience in quality control. In addition to Menu’s internal systems, all of our fa-
cilities are routinely audited by outside experts. Menu engages the American Insti-
tute of Baking to audit food safety and sanitation. These inspections are conducted
at least annually, and Menu has consistently scored in the “excellent” and “supe-
rior” range. Menu Foods’ United States plants are inspected annually by the United
States Department of Agriculture Animal and Plant Health Inspection Service
(APHIS). Menu Foods’ plant in Canada is inspected annually by the Canadian
equivalent to APHIS, the Canadian Food Inspection Agency (CFIA). Menu Foods is
also inspected by the European Food Safety Inspection Service, which is widely re-
spected for HACCP (Hazard Analysis and Critical Control Point) and food safety
concerns. Menu’s Pennsauken plant has been inspected by the FDA. Finally, Menu
is inspected by multiple global pet food producers with known high quality stand-
ards as a condition of manufacturing pet food for them.

To ensure that we are producing the highest quality products, we have taken the
following additional steps in response to the situation:

o First, like other pet food manufacturers, we have stopped purchasing wheat glu-
ten from ChemNutra. In fact, we have stopped buying any ingredient from
ChemNutra.

o We now test wheat gluten for melamine. Consistent with our desire for continu-
ous quality improvement, we have extended melamine testing to rice protein and
corn gluten meal.

e We will conduct additional tests of wheat gluten and other ingredients in the
future to make it more difficult for a supplier to sell us substandard product.

e We will implement more rigorous testing and supervision for new suppliers.

e We continue to monitor developments in the industry and will update these
measures as necessary to ensure the continued safety of our products.

e We are an active member of the Pet Food Institute and an active participant
in its review of pet food safety issues. We will implement recommendations of the
PF1I review as appropriate for our business.

e We will work with the FDA and other regulatory authorities and Congress to
develop additional measures to protect against future occurrences of this type.

3 In testing, crude protein is used as a key indicator of usable amino acids available in the
pet food as a source of nutrition. The amount of usable amino acids in the pet food is estimated
by determining the quantity of nitrogen in the product and multiplying that figure by an accept-
ed constant.
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Finally, we have filed suit against ChemNutra. ChemNutra sold us contaminated
wheat gluten that did not meet our specifications and did not conform to the prom-
ises of quality that ChemNutra made to us. ChemNutra’s actions have caused tre-
mendous injury to the public and to Menu.

SUGGESTIONS FOR IMPROVING FOOD SAFETY PROTECTIONS

Before concluding, let me share some thoughts on improvements that govern-
ments might make in the food safety protection system, based on Menu’s experience
and my observations of the system as a whole.

First, we should recognize the extent to which opening global markets for U.S.
products has also opened the U.S. market to foreign products, which, as in Menu’s
case, are not always in compliance with accepted standards. It is difficult for manu-
facturers to inspect each supplier. The Government, on the other hand, is in a better
position to inspect and certify foreign suppliers of food products or ingredients in
order for them to be permitted to sell their products into the U.S. Menu’s plants
and processes are inspected and approved for compliance with European standards
and regulations as a condition of being able to export our products to Europe. These
inspections are performed by APHIS in the U.S. and CFIA in Canada under an ar-
rangement with the EU, no doubt because of the confidence the EU has in APHIS
and CFIA. Perhaps, in order to sell their products in the U.S., foreign suppliers
should be required to submit to inspection and certification by a U.S. agency or
some other party accredited by the U.S. Government.

Second, Government agencies could increase their inspections of imported prod-
ucts at the border. These inspections might not have identified the contamination
in the wheat gluten from ChemNutra, because melamine was not recognized as a
potential contaminant at the time, but we think in many cases problems could be
detected at the border. Of course, now that we know about melamine, Government
agencies can also test for it at the border, and perhaps prevent future incidents in-
volving that substance.

Third, Government agencies might increase plant inspections in the U.S. We do
not believe this would have prevented the melamine problem, but there may be
other more conventional hazards that might be detected through on-site inspection.

We believe that the focus of inspections outside the U.S. might be based on the
principle of reciprocity. Trading partners that have equivalent regulation to the U.S.
might be allowed to import products based on inspection and certification by local
authorities in which the U.S. Government has confidence. Suppliers in other coun-
tries might be inspected directly by U.S. agencies. Plant inspections in the U.S.
might be conducted on the basis of the risks of the business being conducted at the
plant. For example, good manufacturing processes, sanitation practices and inspec-
tions are important controls in meat processing plants, because of the risks associ-
ated with uncooked meat. By contrast, in human and pet food operations where
products are heat treated to sterilize them, the risks are different and may warrant
a different approach.

Fourth, because understanding relevant risks is so important, Government could
invest in development of better risk assessment processes. For example, central to
the current pet food recall is the procedure that uses nitrogen testing to estimate
protein content. It is possible that someone may have used melamine, which is rich
in nitrogen, to pass off inferior product. The nitrogen test was not designed to deter
cheaters but rather to estimate protein. What other rapid tests are used throughout
the food chain to estimate quality? Is there a risk that these tests can be abused,
as appears to have been the case with wheat gluten? If so, could mechanisms or
processes be developed to identify and address that risk?

Finally, Government might research or fund research of new technologies for fast,
accurate and affordable detection of contaminants in food ingredients. One of the
difficulties in the investigation of the wheat gluten situation was that there was no
established protocol for testing for melamine. So, the researchers first had to de-
velop a testing method before they could even check for its presence. Even more val-
uable might be a method for rapid, accurate and cost-effective determination of the
presence of any contaminant in an ingredient or in finished product.

Sometimes even well respected manufacturers, like Menu, suffer problems caused
by others. We are working with the FDA and with our customers to resume our
business of providing nutritious, high-quality pet food for animals throughout North
America. We take pride in our products, and we also take responsibility for them.
We intend to do everything in our power to make things right for our customers
and to prevent this type of situation from ever occurring again.

Mr. STUPAK. And Mr. Sweat for 5 minutes, please, sir.
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STATEMENT OF CHARLES SWEAT, PRESIDENT, NATURAL
SELECTION FOODS

Mr. SWEAT. Mr. Chairman and members of the committee, thank
you for allowing Natural Selection Foods the opportunity to be a
part of the important discussion about food safety in this country.
We are pleased to cooperate with the subcommittee’s investigation
in this hearing.

My name is Charlie Sweat, and I am the president of the com-
pany.

Before proceeding, I want to say that everyone in our company
remains deeply saddened by the human toll that this outbreak has
wrought. We are a company founded on the commitment to provid-
ing the healthiest food possible, and to learn that food processed by
us could have brought anything other than good health was dev-
astating.

On September 14, we received a call from the FDA and the Cali-
fornia Department of Health Services that there was an outbreak
of E. coli 0157:H7 linked to our fresh spinach. We were shocked to
learn that some of our products might be involved. Within 24
hours, at the suggestion of the investigators, we voluntarily re-
called all products containing spinach under all brands that were
packaged in our facility.

Recently, the FDA and CDHS released a joint report on this inci-
dent. The report clearly states that no specific transmission vehicle
has been identified, but the report’s findings point to what we be-
lieved from the beginning: The contamination appears to have been
somehow linked to the natural environment in which the spinach
was grown. Samples matching the outbreak strain were found on
a cattle ranch just under a mile from where the spinach was grown
but never on the spinach field it self.

Prior to the outbreak, Natural Selection Foods’ protocols met or
exceeded industry best practices, including the FDA’s suggested
Good Agricultural Practices and even the FDA’s very recently
issued Guide to Minimize Microbial Food Safety Hazards of Fresh-
Cut Fruits and Vegetables. We also followed Good Manufacturing
Practices as outlined in the Code of Federal Regulations which are
verified by daily audits.

Further, we participate in the USDA’s Qualified Through Ver-
ification program, a voluntary program of unannounced inspections
for fresh-cut processors. Participation in QTV requires that our fa-
cilities are inspection ready every day, a demand far more rigorous
than what is called for by programs whose inspection schedules are
known in advance.

Our experience strengthens our resolve to challenge the thinking
about food safety in produce and develop new protocols that signifi-
cantly heighten the safety of our products. Our efforts in this re-
gard started almost immediately. While simultaneously working
with the FDA and CDHS investigators and coordinating our recall,
we worked tirelessly with some leading scientists in the country to
completely reinvent what state-of-the-art food safety means in
fresh produce.

Dr. Samadpour of IEH Laboratories, one of the country’s top food
safety scientists, has worked extensively in the beef industry in im-
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proving safety protocols and reducing outbreaks associated with
beef. He has become a valuable consultant to our operations.

In addition, we have established a food safety advisory panel con-
sisting of some of the premier food safety scientists in the country
from different academies, including University of Georgia, Rutgers
and U.C. Davis.

Within 2 weeks of the recall, we had launched an unprecedented
program of pathogen-specific testing in all of our raw, leafy greens.
We lab-test—independent third-party lab—all salad greens arriving
at our facility for potentially illness-causing E. coli and salmonella.
All greens are held until the test are completed, and only those
greens that show no presence of these pathogens are released for
processing.

In February 2007, we launched a finished product testing pro-
gram as a final hurdle of food safety, following the same protocols
as our raw product test and hold program. We believe this kind of
testing is a key safety measure for produce that will be consumed
raw, since cooking is the only proven kill step for E. coli.

We have also signed on to California’s new Leafy Green Handler
Marketing Agreement. Companies that have signed on have agreed
to purchase only from those growers who have accepted the Good
Agricultural Practices. This is a good first step for our industry.

But the GAP metrics, in their current form, are not enough.
Much more needs to be done, and we will continue to encourage de-
velopment of standards to provide the strongest food safety pro-
gram. We welcome regulation in this arena but also believe strong-
ly that, with or without regulation, it is incumbent upon the indi-
vidual companies and our industry as a whole to act to improve
food safety. Private industry can and should move faster than the
regulatory process. We have demonstrated that at Natural Selec-
tion Foods.

Everyone at Natural Selection Foods cares deeply about this out-
break and its victims and is committed to solving this vexing prob-
lem. We have faced many challenges in our 23 years, but none as
great or as important as this.

Again, we appreciate the opportunity you have given us to be
part of this important discussion. Thank you.

Mr. StuPAK. I thank you for your testimony.

[The prepared statement of Mr. Sweat follows:]
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Mr. Chairman and members of the committee, thank you for allowing Natural Selection
Foods the opportunity to be a part of the important discussion about food safety in this
country. We are pleased to cooperate with the subcommittee’s investigation and this

hearing. My name is Charlie Sweat and | am President of the company.

Before proceeding, | want to say that everyone in our company remains deeply
saddened by the human toll the outbreak has wrought. We are a company founded on a
commitment to providing the healthiest food possible. To learn that food processed by

us could have brought anything other than good health was devastating.

Natural Selection Foods, based in San Juan Bautista, CA, was formed in 1995 when the
founders of popular organic produce brand Earthbound Farm (founded in 1984)
partnered with 3rd-generation family farmers Mission Ranches. In 1999, Tanimura &
Antle, another fongtime family-run farming company, became a 1/3 partner in the

company.

On September 14", we received a call from the Food and Drug Administration (FDA)
and California Department of Health Services (CDHS) that there was an outbreak of E.

colilinked to fresh spinach. (For purposes of this hearing, when | say E. coli, | mean
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0157:H7 unless otherwise noted.) We were shocked to learn that some of our products
might be involved. Within 24 hours, at the suggestion of the investigators, we voluntarily
recalled all products containing spinach under all brands packaged in our facilities,
based on patient recollection. Five days later, lab tests would confirm the presence of

matching E. coliin a bag of non-organic spinach that we packaged.

Our company’s long-standing policy has been to provide open access to government
regulators and investigators. Once we were provided with manufacturing codes from
bags of spinach in which the outbreak strain was found, we were able, within hours, to
trace back to the ranches that provided that spinach. Throughout the investigation, we
have been cooperative, available, and open, working round the clock with the FDA and
CDHS investigators to assist and support their work. Investigators had access to our
staff, our facility and our records. From day one, we have been as eager as anyone
could be to understand where the problem originated and how this could have

happened.

Recently the FDA and CDHS released a joint report on the incident. The report clearly
states that no specific transmission vehicle has been identified, but the report’s findings
point to what we believed from the beginning: the contamination appears to have been

somehow linked to the natural environment in which the spinach was grown. Samples
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matching the outbreak strain were found on a cattle ranch, just under a mile from where

the spinach was grown, but never on the spinach field itself.

Prior to the outbreak, Natural Selection Foods' protocols met or exceeded industry best-
practices, including FDA suggested Good Agricultural Practices and even the FDA’s
very-recently issued Guide to Minimize Microbial Food Safety Hazards of Fresh-cut
Fruits and Vegelables. We follow Good Manufacturing Practices (GMP) as outlined in
the Code of Federal Regulations which are verified by daily audits. Further, we
participate in the USDA’s Qualified through Verification program — a voluntary program
of unannounced inspections for fresh-cut processors that verifies the strict Hazard
Analysis Critical Control Point (HACCP) program we follow in our facilities. Participation
in QTV requires that our facilities are inspection-ready every day — a demand far more
rigorous than what is called for by programs whose inspection schedules are known in

advance.

In addition, as we constantly strive to improve food safety on every front, we have
worked in research and development for more than three years to perfect a laser sorter
that identifies and removes foreign objects in our product stream (such as roots, twigs,

rocks). This industry leading, cutting edge technology had recently been installed in our

1721 San Juan Highway = San Juan Bautista, CA 95045 » www.nsfoods.com
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facility. Following the laser sorting, the greens are thoroughly washed in agitating

chilled, chlorinated water and every package is passed through a metal detector.

Our experience strengthens our resolve to challenge the thinking about food safety in
produce and develop new protocols that significantly heighten the safety of our
products. Our efforts in this regard started almost immediately. While simultaneously
working collaboratively with FDA and CDHS investigators and coordinating our recall,
we've worked tirelessly with some of the top scientists in the country to completely

reinvent what state-of-the-art food safety means in fresh produce.

We've also worked with independent researchers who had been dealing aggressively
and successfully with the problems of E. coli in food. Dr. Mansour Samadpour of IEH
Laboratories, one of the country’s top food safety scientists, has worked extensively
with the beef industry in improving safety protocols and reducing outbreaks associated
with beef; he has become a valuable consultant to our operations. In addition, we have
established a food safety advisory panel consisting of some of the premier food safety
scientists in the country, including top academics from the University of Georgia,
Rutgers, and U.C. Davis. They are working with us in the development and

implementation of the strongest food safety, integrity, and quality measures possible,

1721 San Juan Highway +« San Juan Bautista, CA 95045 = www.nsfoods.com
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exceeding anything in place today and setting a new standard for the fresh-cut produce

industry.

Within two weeks of the recall, we had launched an unprecedented program of
pathogen-specific testing in all of our raw, leafy greens. We lab-test all salad greens
arriving at our facility for potentially iliness-causing E. coli and salmoneila. All greens are
held until the tests are completed and only those greens that show no presence of these

pathogens are released for processing.

In February, we launched a finished product testing program as a final hurdie, following
the same protocol as our raw product test and hold program. We believe that this kind
of testing is a key safety measure for produce that will be consumed raw, since cooking

is the only proven kill step for E. coli.

Natural Selection Foods has also signed on to the California Department of Food &
Agriculture’s (CDFA) new Leafy Green Handler Marketing Agreement. The intent of this
agreement is to verify and certify that signatories are following industry guidelines for
leafy greens production, using a USDA-designed inspection program in use around the
country for other commodities, and CDFA inspectors. Companies who have signed on

agree to purchase leafy greens only from growers who follow the accepted set of Good
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Agricultural Practices (GAPs). This is a good, first step for our industry, demonstrating

that as an industry we are committed to improving food safety.

However, the GAP Metrics accepted by the Leafy Greens Marketing Agreement Board,
in their current form, are not enough. Much more needs to be done and we will continue
to work actively within the industry and with regulators to encourage the development of
standards that provide the strongest level of food safety possible. We welcome
regulation in this arena, but also believe strongly that with or without regulation, it is
incumbent upon the individual companies and our industry as a whole to act to improve
food safety. Private industry can and should move faster than the regulatory process.

We have demonstrated that at Natural Selection Foods.

Everyone at Natural Selections Foods cares deeply about this outbreak and its victims
and is committed to solving this vexing problem. We have faced many challenges in our
23 years, but none as great or important as this. As terrible as the outbreak’s effects
have been for many, we believe that good can be extracted from it — that as a country
and as an industry we must share a renewed focus on food safety and an unrelenting

commitment to find solutions to this difficult problem.
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Again, we appreciate the opportunity you have given us to be a part of this important

discussion today.
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Mr. Colo, please, for 5 minutes for your opening statement.

STATEMENT OF DAVID COLO, SENIOR VICE PRESIDENT,
OPERATIONS, CONAGRA FOODS, INCORPORATED

Mr. Coro. Good morning, Mr. Chairman and members of the
committee. My name is Dave Colo. I am the senior vice president
of operations for ConAgra Foods, Incorporated. Thank you for your
invitation to testify today about this important topic, the safety of
the Nation’s food supply. I want to assure the committee that we
are fully aligned with its objective of ensuring that our food supply
is among the safest in the world.

I appreciate the opportunity to share with you ConAgra Foods’
recent experience related to the finding of salmonella in our peanut
butter products.

First and foremost, we are truly sorry for any harm that our pea-
nut butter products may have caused. As head of operations for
this company, I can assure you that not only do we take these
issues very seriously but we take them personally, as consumer
safety and health is our top priority.

g‘here are four main messages that I want to discuss with you
today.

First, ConAgra Foods became aware of a potential issue the
evening of February 13, 2007. The Food And Drug Administration
contacted the company to schedule a call the following day to dis-
cuss a statistical study conducted by the Centers for Disease Con-
trol that suggested ConAgra’s peanut butter products may have
been linked to illnesses. The next day, February 14, after we spoke
directly with the CDC and learned the basis for their conclusions,
the company voluntarily recalled all peanut butter products and
closed the Sylvester, GA, facility.

Second, in addition to the recall, the company initiated a full in-
vestigation to determine the cause or causes of any potential sal-
monella in the product. ConAgra Foods worked with the FDA to
identify any potential source of contamination.

Based on its investigation, ConAgra Foods believes that moisture
inadvertently entered the production process and enabled the
growth of low levels of dormant salmonella already likely present
in the plant environment from raw peanuts or peanut dust. We be-
lieve the moisture was likely the catalyst that temporarily allowed
the salmonella to grow inside the facility. We believe the rate of
subsequent contamination was low and, as such, was not detected
by our finished product testing program, which employed standard
industry testing methods.

Third, the Sylvester Georgia facility is the only ConAgra Foods
location where peanut butter is manufactured, and this facility has
been idle since the recall was initiated on February 14.

The company is committed to addressing the suspected causes of
the contamination, and it will implement significant changes in the
facility, including installing new, state-of-the-art equipment, tech-
nology and design standards throughout the facility. The estimated
minimum cost of these facility modifications are 15 to $20 million.

ConAgra Foods is committed to taking the time necessary for
each of these steps, and we estimate that the facility is not likely
to reopen until August of this year.
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Finally, in addition to our thorough investigation at the Sylvester
facility, ConAgra Foods is conducting additional comprehensive in-
spections of our other manufacturing facilities throughout the com-
pany. We have assembled a team composed of internal experts,
along with an external specialist in food safety risk, Dr. Mike
Doyle, that is in the process of visiting ConAgra’s Foods’ facilities,
contract manufacturers and suppliers.

Taken together, these measures reaffirm our commitment to food
safety and quality. The company will continue to work closely with
the FDA going forward and appreciates the excellent work of the
FDA and CDC throughout this process.

To clarify our interest in effective dialog with the FDA, we have
separately provided the committee with a summary of the proce-
dures we will follow to assure rapid FDA access to company infor-
mation.

Again, we are truly sorry for any harm that our peanut butter
products caused. We plan to make all changes necessary to the
manufacturing environment to ensure the situation does not occur
again. We are committed to the highest possible standards of food
safety throughout our operations, and we believe that measures we
have outlined today will clearly meet that commitment.

Thank you, Mr. Chairman.

Mr. StupAK. Thank you.

[The prepared statement of Mr. Colo follows:]

TESTIMONY OF DAvVID COLO

Mr. Colo will convey the following four main messages in his testimony:

o First, upon learning of a potential of salmonella Tennessee in our peanut butter
products, ConAgra Foods took prompt action to protect the public health by ceasing
all production and distribution, and voluntarily initiating a recall of all peanut but-
ter in the marketplace manufactured at its Sylvester, GA facility, the only ConAgra
facility manufacturing peanut butter.

e Second, the company conducted an in-depth investigation into the potential root
cause or causes of the salmonella Tennessee contamination.

e Third, ConAgra will ensure that, before it resumes operations at its Sylvester,
GA facility, it will have addressed all the potential sources of salmonella contamina-
tion, such that the facility will serve as a model in the industry for the production
of safe and quality product.

e And, fourth, ConAgra is taking steps to improve food safety standards for all
its food products.

Good morning Mr. Chairman and members of the committee. My name is David
Colo, and I am senior vice president of operations for ConAgra Foods, Inc., where
I have worked in various positions for the last 5 years. Thank you for your invita-
tion to testify today about this important topic—the safety of the Nation’s food sup-
ply. I want to assure the Committee that we are fully aligned with its objective of
ensuring that our food supply is among the safest in the world.

ConAgra Foods is one of North America’s leading packaged food companies, serv-
ing grocery retailers, as well as restaurants and other foodservice establishments.
Popular ConAgra Foods consumer brands include: Banquet, Chef Boyardee, Egg
Beaters, Healthy Choice, Hebrew National, Hunt’s, Marie Callender’s, Orville
Redenbacher’s, PAM and many others, including Peter Pan. We operate over 100
manufacturing facilities in 30 States, as well as facilities in several international
locations.

I appreciate the opportunity to share with you ConAgra’s recent experience relat-
ed to the finding of salmonella Tennessee in our peanut butter products, including
our Peter Pan brand peanut butter. First and foremost, we are truly sorry for any
harm that our peanut butter products may have caused, and we intend to resolve
any claims arising from the consumption of our peanut butter products as fairly and
expeditiously as possible. As the head of operations for this company, I can assure
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you that, not only do we take these issues very seriously, but we take them person-
ally because consumer safety has always been our top priority.

There are four main messages that I want to convey to you today. First, within
hours of its initial telephone conference with both the Food and Drug Administra-
tion (FDA) and the Centers for Disease Control (CDC) regarding this potential
issue, ConAgra Foods took prompt action to protect the public health by ceasing all
production and distribution, and voluntarily initiating a recall of all peanut butter
in the marketplace manufactured at its Sylvester, GA facility, the only ConAgra fa-
cility manufacturing peanut butter. Second, the company conducted an in-depth in-
vestigation into the potential root cause or causes of the salmonella Tennessee con-
tamination. Third, ConAgra will ensure that, before it resumes operations at its Syl-
vester, GA facility, it will have addressed all the potential sources of salmonella con-
tamination, such that the facility will serve as a model in the industry for the pro-
duction of safe and quality product. And, finally, ConAgra is taking steps to improve
food safety standards for all its food products. I would add that, since this issue first
surfaced in mid-February, we have worked cooperatively with FDA, CDC and the
State of Georgia food safety officials. We have also been pleased to cooperate with
this committee’s investigation. Let me now describe these points in greater detail.

1. ConAgra Foods took prompt action to protect the public health by
ceasing all production and distribution, and voluntarily initiating a recall
of all peanut butter in the marketplace manufactured at its Sylvester, GA
facility, within hours of its first telephone conference with FDA and CDC.

ConAgra first became aware of a potential issue the evening of February 13, 2007,
when the FDA contacted the company to schedule a call the following day to discuss
an epidemiological study conducted by the CDC that suggested ConAgra’s peanut
butter products may have been linked to a salmonella illness outbreak. The next
day, February 14, after a series of telephone conversations with both the FDA and
CDC, the company initiated a voluntary recall from the market of 100 percent of
the peanut butter manufactured at our Sylvester, GA facility. The company simulta-
neously ceased all production and distribution of peanut butter products from that
facility. Throughout the process, ConAgra worked closely and cooperated fully with
FDA 1n all aspects of the recall, including in the collective efforts of the company
and FDA to inform the public about the scope of the recall.

2. ConAgra Foods conducted an in-depth investigation into the potential
root cause(s) of the salmonella Tennessee contamination.

In addition to initiating this prompt and comprehensive recall, the company initi-
ated a full investigation to determine the root cause or causes of any potential sal-
monella in the product. ConAgra worked with the FDA to identify any potential
source of contamination.

On February 22, 8 days after ConAgra first initiated the voluntary recall, it was
notified by FDA of State laboratory findings confirming the presence of salmonella
in the company’s peanut butter products. ConAgra made a public announcement to
this effect that same day, and FDA made a similar announcement the following day.

Based on its investigation, ConAgra believes that raw peanuts and peanut dust
introduced some low levels of salmonella Tennessee into the plant. The presence of
salmonella is not unusual on raw agricultural products like peanuts. It appears that
moisture then inadvertently entered the production facility and enabled the growth
of low levels of dormant salmonella Tennessee. We believe the moisture was likely
the catalyst that temporarily allowed the salmonella Tennessee to grow inside the
facility. We further believe the salmonella Tennessee subsequently came into con-
tact with peanut butter prior to packaging. Finally, we believe the rate of subse-
quent contamination was low and, as such, was not detected by our finished product
testing program which employed standard industry testing methods.

3. ConAgra will ensure that, before it resumes operations at its Sylvester,
GA facility, it will have addressed all the potential sources of salmonella
contamination, such that the facility will serve as a model in the industry
for the production of safe and quality product.

The Sylvester, GA plant is the only ConAgra location where peanut butter is man-
ufactured, and this facility has been idle since the recall was initiated on February
1}411. 1\(110 Peter Pan peanut butter has been sold by ConAgra to its customers since
that date.

ConAgra is continuing to work closely with the FDA to ensure that when oper-
ations resume in the Sylvester plant there will be no reoccurrence of this issue. The
company is committed to addressing the suspected causes of the contamination, and
it will implement significant changes in the plant, including installing new, state-
of-the-art machinery, technology and designs throughout the facility. The estimated
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minimum cost of these facility modifications is $15—$20 million. These costs are in
addition to the $50-$60 million cost associated with the recall and the significant
costs associated with the ongoing loss of sales.

Before resuming operations, the company will obtain an independent review by
an expert third-party and seek the concurrence of the FDA as to the adequacy of
the measures implemented. ConAgra is committed to taking the time necessary for
each of these steps, and we estimate that the facility is not likely to reopen until
August. While we are making these upgrades, we will partner with a reputable
third-party manufacturer to produce Peter Pan peanut butter to the highest quality
standards and to begin shipping product to retailers this summer.

4. ConAgra Foods is taking steps to improve food safety standards for all
its food products.

In addition to its thorough investigation at the Sylvester facility, ConAgra is con-
ducting additional comprehensive inspections of its manufacturing facilities
throughout the company. We have assembled a team composed of internal experts,
along with an external specialist in food safety, that is in the process of visiting
ConAgra’s plants, contract manufacturers, and suppliers.

To bring additional focus and leadership to developing and implementing pro-
grams that continuously improve product safety and design, the company has ap-
pointed a recognized and well-respected food safety expert to a company-wide lead-
ership position, vice president for Global Food Safety. This action will bolster our
existing, substantial food safety and quality expertise, and will consolidate respon-
sibility for existing and future company-wide oversight of food safety initiatives and
systems. The company has hired Paul A. Hall, a leading expert with more than 30
years of experience in microbiology, food safety and food quality, to fill this position.
Hall joins ConAgra Foods from Matrix MicroScience, Inc., a leading producer of
technology for the rapid concentration, capture and detection of foodborne patho-
gens, including salmonella. Previously, he held product safety and quality-related
positions of increasing responsibility at another major food company.

We are also forming a Food Safety Advisory Committee, composed of leading inde-
pendent, third-party experts in food safety, which will provide guidance to the com-
pany as part of our ongoing work with Government agencies, research institutions,
and scientists in the areas of food production and testing. This advisory committee
will provide guidance to the company in the areas of food production and testing,
and will advise the company in its plan to fund research involving the detection,
control and elimination of foodborne pathogens. The committee will be chaired by
Dr. Michael Doyle, director of the Center for Food Safety at the University of Geor-
gia and one of the foremost authorities on foodborne pathogens in the world. The
company is currently working with Dr. Doyle to identify other members of the com-
mittee.

There is nothing more important to ConAgra Foods than the safety, quality, and
wholesomeness of our products. Through our work with the Food Safety Advisory
Committee, we will be able to leverage their expertise to ensure that we take all
reasonable steps to minimize the risk of foodborne illness.

Taken together, these measures reaffirm our commitment to food safety and qual-
ity. The company will continue to work closely with the FDA going forward and ap-
preciates the excellent work of the FDA and CDC throughout this process. We also
thank our consumers and customers for their understanding, as well as for the role
they have played in ensuring public safety by returning and disposing of the re-
called product.

Again, we are truly sorry for any harm that our peanut butter products caused
and intend to resolve claims arising from consumption of our peanut butter fairly
and expeditiously. We plan to make all changes necessary to the manufacturing en-
vironment to ensure this situation does not occur again. We are committed to the
highest possible standards of food safety throughout our operations and believe the
measures we have outlined today will clearly meet that commitment.

Mr. STUPAK. Mr. Miller, please, for your opening statement.

STATEMENT OF STEPHEN MILLER, CHIEF EXECUTIVE
OFFICER, CHEMNUTRA, LAS VEGAS, NV

Mr. MILLER. Thank you, Mr. Chairman and members of the com-
mittee, for inviting me to testify today on the subject that is clearly
important to many in this Nation—to everyone in this Nation, the
safety of pet food and the food supply in general.
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My name is Steve Miller, and I am chief executive officer for
ChemNutra. ChemNutra is a small business, headquartered in Las
Vegas, Nevada. I am here today with ChemNutra’s FDA attorney,
Marc Ullman of Ullman, Shapiro and Ullman.

Before I proceed on behalf of ChemNutra, I want to express our
support and condolences for pet owners whose pets have fallen ill
or died as the probable result of contaminated pet food as well as
pet owners throughout North America who have become fearful
about their pets’ food following the news of contamination. We also
offer our sympathy for the difficulties imposed on the pet food busi-
nesses that were negatively impacted by this situation.

ChemNutra imports high-quality nutritional and pharmaceutical
ingredients from China to the United States. Those products come
from manufacturers either known to us personally or recommended
to us by a number of reputable and well-qualified training agents
with whom we have had long-standing relationships. Our U.S. cus-
tomers are manufacturers of pet food and nutritional ingredients
who want high quality, the best service and competitive prices.

Until March 8 of this year, ChemNutra had never had an issue
or incident with its Chinese manufacturers, all of whom provide
certificates of analysis with their products, which is standard oper-
ating procedure for U.S. importers. It was on March 8 that
ChemNutra first learned that wheat gluten was one of many ingre-
dients Menu Foods was investigating as suspect in cat illnesses.
That was nearly 3 weeks, according to Senate testimony, after
Menu Foods first learned of possible contamination of pet foods.

On that date, March 8, notwithstanding what we believed to be
a remote risk at the time, ChemNutra quarantined and ceased all
shipping, sales and marketing of wheat gluten in our possession,
from all sources. On March 16, Menu Foods issued its first recall;
and in doing so made no mention of wheat gluten. In fact, Menu
Foods said at that time it was testing some 20 ingredients, but to
date we have not heard a word about those testing results.

Shortly thereafter, on March 19 we received a request from the
Food and Drug Administration for all documents relating to wheat
gluten, to which we immediately and fully complied. However, it
wasn’t until March 29 that ChemNutra heard for the first time
that the FDA had found melamine in ChemNutra’s wheat gluten,
without quantification as to how much.

Between March 29 and April 1, I was in China and in commu-
nication with the FDA. Upon hearing of the traces of melamine, I
spoke with the president of our supplier, XuZhou Anying Biologic
Technology Development Company Limited, who said he didn’t
know there was melamine in their wheat gluten or how that could
have happened. He promised to look into it and to this day has not
provided us with additional information, despite many follow-up ef-
forts on our part.

On April 2, after receiving further information from the FDA, we
issued a formal recall of contaminated wheat gluten. It is impor-
tant to note that on March 8, when ChemNutra ceased shipments
of its wheat gluten, we had only four customers for that product,
one of which was Menu Foods. Prior to any scheduled shipment
customers—after that date, prior to any scheduled shipment, cus-
tomers were made aware that our shipments were stopping.
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It has been more than a month since this dreadful issue became
manifest. Over this period there have been a raft of surmises and
suppositions, but few facts. At this point, the only piece of informa-
tion of which we can be certain is that melamine was contained in
shipments of wheat gluten we imported through XuZhou Anying
Biologic Technology Development Company Limited.

However, we at ChemNutra strongly suspect, at this point, that
XuZhou Anying Biologic Technology Development Company Lim-
ited may have added melamine to the wheat gluten as an economic
adulteration designed to make inferior wheat gluten appear to have
a higher protein content. They can sell it to us at the price we
would pay for higher quality product because the melamine, our ex-
perts tell us, falsely elevates the results of a nitrogen contents test
used to assess protein content. Melamine is not something that we
or anyone else, including the FDA, was ever testing for in the past,
though of course we are now.

We have recently been told there was a prior history of this same
kind of economic adulteration related to a similar agricultural com-
modity about three decades ago where this commodity was adulter-
ated with urea, another nitrogen intensive additive, which had at
the time become inexpensive enough to use economically to fool the
protein testing. Subsequently, that commodity has been tested for
urea.

I want to thank the committee for this opportunity to tell the
ChemNutra story in an unvarnished and factual manner; and I
hope that my testimony will help you develop protocols, regulations
or laws that will preclude this sort of event from occurring in the
future.

Mr. StUuPAK. Thank you.

[The prepared statement of Mr. Miller follows:]

STATEMENT OF STEVE MILLER

Thank you, Mr. Chairman and members of the Committee, for inviting me to tes-
tify today on a subject that is so clearly important to many in this nation, the safety
of pet food and the food supply in general.

My name is Steve Miller and I'm chief executive officer of ChemNutra.
ChemNutra is a small business, headquartered in Las Vegas, Nevada. I am here
today with ChemNutra’s FDA attorney, Marc Ullman of Ullman, Shapiro and Ull-
man.

Before I proceed, on behalf of ChemNutra I want to express our support and con-
dolences for pet owners whose pets have fallen ill or died as the probable result of
contaminated pet food, as well as pet owners throughout North America who have
become fearful about their pets’ food following news of the contamination. We also
offer our empathy for the difficulties imposed on pet food businesses that were nega-
tively impacted by this situation.

We import high-quality nutritional and pharmaceutical chemicals from China to
the United States. Those products come from manufacturers either known to us per-
sonally or recommended to us by a number of reputable and well-qualified trading
agents with whom we have had long-standing relationships. Our US customers are
manufacturers of pet food, and nutritional ingredients who want high quality, the
best service, and the most competitive prices.

Until March 8 of this year, ChemNutra had never had an issue or incident with
its Chinese manufacturers, all of whom provide certificates of analysis of their prod-
ucts, which is standard operating procedure for U.S. importers. It was on March 8
that ChemNutra first learned that wheat gluten was one of many ingredients Menu
foods was investigating as suspect in cat illnesses. That was nearly three weeks, ac-
cording to Senate testimony, after Menu Foods first learned of possible contamina-
tion of pet foods.
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On that date, March 8, notwithstanding what we believed to be a remote risk at
that time, ChemNutra quarantined and ceased all shipping, sales, and marketing
of wheat gluten in our possession, from all sources. On March 16, Menu Foods
issued its first recall and in doing so, made no mention of wheat gluten. In fact,
Menu Foods said at that time that it is testing some 20 ingredients, but to date,
we have not heard a word about those testing results.

Shortly thereafter, on March 19, we received a request from the Food and Drug
Administration for all documents relating to wheat gluten, to which we immediately
and fully complied. However, it wasn’t until March 29 that ChemNutra heard for
the first time that the FDA had found melamine in its wheat gluten, without quan-
tification as to how much.

Between March 29 and April 1, I was in China and in communication with the
FDA. Upon hearing of the traces of melamine, I spoke with the president of our sup-
plier, XuZhou Anying Biologic Technology Development Co. Ltd, who said he didn’t
know there was melamine in their wheat gluten or how that could have happened.
He promised to look into it and, to this date, has not provided us with additional
information despite many follow-up contacts on our part.

On April 2, after receiving further information from the FDA, we issued a formal
recall of the contaminated wheat gluten. It’s important to note that on March 8,
when ChemNutra ceased shipments of its wheat gluten, we had only four customers
for that product, one of which was Menu Foods. Prior to any scheduled shipment,
customers were made aware that our shipments were stopping.

It has been more than a month since this dreadful issue became manifest. Over
this period there have been a raft of surmises and suppositions, but few facts. At
this point, the only piece of information of which we can be certain is that melamine
was contained in a shipment of wheat gluten we imported through XuZhou Anying
Biologic Technology Development Co. Ltd.

However, we at ChemNutra strongly suspect, at this point, that XuZhou Anying
Biologic Technology Development Co. Ltd may have added melamine to the wheat
gluten as an “economic adulteration”— designed to make inferior wheat gluten ap-
pear to have a higher protein content. They can sell it to us at the price we would
pay for a higher-quality product because the melamine, our experts tell us, falsely
elevates the results of a nitrogen-content test used to assess protein content. Mel-
amine is not something that we or, anyone else, including the FDA was ever testing
for in the past, though of course we are now.

We have recently been told that there was a prior history of this same kind of
economic adulteration related to a similar agricultural commodity about three dec-
ades ago, where this commodity was adulterated with urea, another nitrogen inten-
sive additive, which had at the time become inexpensive enough to economically use
to fool the protein testing. Subsequently, that commodity has been—tested for urea.

I want to thank the committee for this opportunity to tell the ChemNutra story
in an unvarnished and factual manner and I hope that my testimony today will help
you develop protocols, regulations or laws that will preclude this sort of event from
occurring in the future.

CHEMNUTRA FREQUENTLY ASKED QUESTIONS

What Is Chemnutra’s Responsibility In The Pet Deaths?

e What we know at this point (April 15, 2007) is that the FDA suspects there
may be a direct or indirect connection between pet deaths and illnesses and the mel-
amine found in the wheat gluten supplied to ChemNutra by a single Chinese manu-
facturer, XuZhou Anying Biologic Technology Development Co. Ltd.

e ChemNutra had no idea that melamine was an issue until being notified by
the FDA on March 29. In fact, ChemNutra had never heard of melamine before. It’s
simply not a chemical even on the radar screen for food ingredient suppliers.

e Consistent with industry practices, we require that our suppliers test for pro-
tein content, moisture, ash, water absorption rate, particle size and appearance. We
examine the Certificate of Analysis provided by our supplier to ensure it has com-
plied. We now know that what we received was not food grade wheat gluten, as we
had ordered and what appeared in the shipping documents, but wheat gluten adul-
terated to appear as food grade when it was in fact not. Food grade wheat gluten
is always 75 percent protein content, but that’s not what we received. The melamine
content made it appear as if it had a higher protein content.

e Ingredient testings is not what one sees on CSI, where one sample is examined
and it tells you every chemical in it. We require tests for pre-identified risk and
quality-related factors. Melamine was not one of those pre-identified risks before.
Now, of course, it is and we have begun independently testing our wheat gluten
from other suppliers.
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When Did Chemnutra First Learn There Was A Potential Problem With Its Prod-
uct

A specific timeline regarding the events accompanies this document and is avail-
able on our Web site at http:/ /www.chemnutra.com /media.htm and accompanies
this document.

According to Senate testimony, Menu Foods knew there was a potential problem
long before we did.

e On or about March 6, Menu Foods informed ChemNutra that it didn’t want
any more wheat gluten. Menu Foods told ChemNutra that this was because of a
need for a different water absorption factor in their wheat gluten; that type of re-
quirement changes all the time.

e On March 8 Menu Foods told ChemNutra that our wheat gluten was one of
many products it was investigating, so clearly Menu Foods already had an inves-
tigation well in progress. In response to what seemed to be an extremely remote risk
at the time, ChemNutra quarantined and ceased shipments of all wheat gluten in
its possession, from any manufacturer.

e Menu Foods asked ChemNutra questions for several days thereafter and each
time we responded rapidly. Menu Foods wanted ChemNutra to ask XuZhou whether
its wheat gluten had any of four substances that Menu Foods suspected might cause
renal failure: propylene glycol, heavy metals, Ochratoxin or Easter Lily Flower.
Menu Foods never asked about melamine.

e On March 16, Menu Foods issued its first product recall, but immediately after
the recall, the company told ChemNutra that it was still investigating approxi-
mately 20 ingredients. As of the date of this document, ChemNutra has heard noth-
ing further about the ingredients other than wheat gluten Menu Foods claims to be
investigating.

e On March 19, an investigator from the FDA’s Las Vegas office told ChemNutra
the FDA wanted to visit ChemNutra to obtain ChemNutra’s records regarding
wheat gluten supplied to Menu Foods. ChemNutra maintains thorough, accurate
and comprehensive records and complied fully and promptly with the FDA’s request.

e The aminopterin found in three cans of Menu Foods, reported by the State of
New York on March 23, was inaccurately associated with wheat gluten from China
and, in fact, aminopterin wasn’t found in the wheat gluten we supplied. Aminop-
terin is illegal for use in China.

e The word “melamine” wasn’t mentioned by any entity until late in the day on
March 29, when the local FDA investigator returned to tell ChemNutra the FDA
found melamine in ChemNutra’s wheat gluten. However, the FDA investigator
couldn’t confirm the quantities until the next day, March 30. On March 30
ChemNutra Chief Executive Officer, Steve Miller met personally with the president
of XuZhou Anying to demand more information. At that time, XuZhou’s president
claimed no knowledge of how melamine contamination could have occurred and
promised to investigate. Since then he has been unresponsive to requests for infor-
mation.

How Does ChemNutra Identify And Screen Suppliers?

e XuZhou Anying was recommended to ChemNutra by one of China’s leading
trading companies, one with which we have had a long-term relationship. This is
a standard way that American importers identify Chinese suppliers who are sup-
posed to be reliable.

e Once suppliers are identified, ChemNutra examines samples from the rec-
ommended suppliers; checks their business certifications and conduct other research
about them. XuZhou’s paperwork indicated that it is ISO 9000 and HACCP certified;
and ensures that they also hold Chinese certifications from five other organizations
that attested to its credit quality, reliability and product quality.

e We are very distressed that to date XuZhou has not responded to our requests
for more information nor, apparently, to U.S. Government requests.

What Did Chemnutra Do To Prevent This From Happening/What Will It Do Dif-
ferently Now

e ChemNutra has an excellent compliance record with all applicable regulatory
authorities.

e If the Pet Food Institute, the FDA or ChemNutra’s customers make further
recommendations as a result of this situation, we will fully comply with them. Obvi-
ously, that will now include testing for melamine in wheat gluten.

e ChemNutra knows that procedures for evaluating suppliers and products for
importation will change as a result of this pet food recall. We plan to be actively
involved in developing and implementing these procdures. ChemNutra, as always,
will fully assist all regulatory and standards authorities, including the FDA, in de-
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signing these procedures. This is a problem that needs to be resolved, and
ChemNutra intends to take an active role in designing the solutions.

How Many ChemNutra Products Are Affected?

e Only one, wheat gluten from only one supplier, XuZhou Anying Biologic Tech-
nology Development Co. Ltd., was affected. Most of our other ingredients are phar-
maceutical grade, from suppliers already reviewed and approved by our customers.

How Will This Affect ChemNutra’s Business

e All of our customers except Menu Foods understand that ChemNutra was a
victim in this situation. A number of them have been asking questions, but Menu
Foods is only customer that has cancelled its contract with ChemNutra.

e ChemNutra has continued to receive new orders for wheat gluten that we ob-
tain from other suppliers, which we will release only after we have tested it for mel-
amine. We have also received orders for other products.

e We believe our customers understand that—just as with some of the recent e.
coli cases that were tracked back to growers in California—that even when you have
vendors with good reputations, product contamination does occur on rare occasion.

e ChemNutra is financially strong, and we'’re in this business for the long haul.

e We have excellent relationships with our suppliers in China, who also under-
stand what happened in this situation. We represent several of them exclusively in
the United States

How Do You Know Your Other Products Are Safe?

A e Wheat gluten was the only product ChemNutra purchased from XuZhou
nying.

e ChemNutra currently sells only nine ingredients. Each of them have their own
testing requirements as dictated by regulation, our customers and/or ChemNutra’s
own high standards. While this situation will certainly make ChemNutra even more
vigilant with all suppliers, we have had no health-related issues with other prod-
ucts. Most of these products are pharmaceutical grade

e We will only add new ingredients when we can confirm quality control with
Chinese manufacturers.

What Are ChemNutra’s And/Or Its Principals’ Qualifications To Be In The Ingre-
dients Business?

e Steve Miller has more than 20 years of experience in business management,
finance, marketing and the law. Sally Miller, president, is Chinese, with wide-rang-
ing experience doing business in China.

e Since ChemNutra’s inception, it has been bonded with U.S. Customs, and reg-
istered with the FDA under the Bioterrorism Act. ChemNutra has all appropriate
business licenses and registrations and fully complies with any inspection requests
from regulatory authorities on any ingredients it imports.

e ChemNutra has always offered its customers an unconditional money-back
guarantee on our products—they can return them if dissatisfied at any time, for a
full refund

e Our policy is to provide the best customer service available and the most reli-
able delivery and timing for shipments from China of anyone in the industry, and
thChemNutra far many of our customers have attested that we accomplish this.

Why Does Wheat Gluten Need To Be Imported From China?

e Less than 25 percent of the United States’ wheat gluten needs can be supplied
domestically. As much as 30 percent of this country’s wheat gluten imports come
from China and the rest from Europe, Russia and Australia.

Does ChemNutra Import Rice Protein Concentrate From China?

e ChemNutra uses a large, reputable—trading company in China to import rice
protein concentrate, Suzhou Textiles, which purchases ChemNutra’s rice protein
concentrate from Shangdong ShunFengFan. ChemNutra never bought—any rice
protein concentrate from Xuzhou Anying, the manufacturer of the tainted wheat
gluten. We are testing all imported rice protein concentrate through independent,
third-party U.S. laboratories.

CHEMNUTRA TIMELINE OF EVENTS RELATED TO PET FOOD RECALLS

February 20, 2007: Menu Foods learns of contamination in pet food (Source: Sen-
ate Hearing)

March 6, 2007: Menu Foods informs ChemNutra to stop shipments of wheat glu-
ten, ostensibly because of a specification change relating to the water absorption fac-
tor.
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March 8, 2007: Menu Foods informs ChemNutra that wheat gluten was one of
many ingredients it was investigating as suspect in cat illnesses. Menu Foods want-
ed information as to whether XuZhou Anying’s wheat gluten had any of four sub-
stances that Menu Foods suspected might cause renal failure: propylene glycol,
heavy metals, Ochratoxin or Easter Lily Flower. Menu Foods never asks about mel-
amine. ChemNutra, notwithstanding what it believed to be a remote risk at that
time, quarantines all wheat gluten—from all sources—in its possession.

March 16, 2007: Menu Foods issues first product recall and related press release,
which does not ID wheat gluten as the primary suspect source. (Cite: Menu Foods)

March 19, 2007: Food and Drug Administration notifies ChemNutra that it wants
records relating to wheat gluten shipments. ChemNutra immediately complies.

March 23, 2007: State of New York reports aminopterin found in three cans of
Menu Foods. This was inaccurately associated by some media with wheat gluten
from China, as aminopterin wasn’t found in the wheat gluten ChemNutra supplied.
Aminopterin is illegal for use in China.

P M(flr)ch 24, 2007: Menu Foods recalls all varieties of “wet” pet food. (Cite: Menu
oods

March 29, 2007: Melamine is mentioned to ChemNutra for the first time by the
Food and Drug Administration, which says it has found evidence of the chemical
in the wheat gluten, but does not quantify how much until the next day.

March 31, 2007: ChemNutra Chief Executive Officer Steve Miller meets in-person
with the president of XuZhou Anying Biologic Technology Development Co. Ltd, who
says he didn’t know there was melamine or how it could have become mixed with
XuZhou Anying’s wheat gluten and promised to look into it.

April 2, 2007: ChemNutra recalls all XuZhou Anying wheat gluten sold to
ChemNutra’s customers.

April 5, 2007: All Menu Foods pet food in Canada and the United States using
ChemNutra wheat gluten voluntarily recalled; expands recall to cover product dis-
tributed back to November 8, 2006. (Cite: Menu Foods)

April 10, 2007: Menu Foods voluntarily recalls additional pet food made with
ChemNutra wheat gluten manufactured at a Canadian facility. (Cite: Menu Foods)

April 12, 2007: Government scrutiny, as reported by the media and at Senate
hearings, focuses on possibility of deliberate contamination by XuZhou Anying Bio-
logic Technology Development Co. Ltd and actions of Menu Foods during time pe-
riod leading up to first recall.

. Mr. STUuPAK. Thank you all for your testimony and for being
ere.

Mr. Miller, you indicated that your company had four customers.
One of them was Menu Foods, the other three customers that you
had shipped this wheat gluten to, too, is that correct?

Mr. MILLER. Yes.

Mr. STuPAK. What do they make?

Mr. MILLER. Two of them make pet food, and the third one dis-
tributed wheat gluten to pet food companies.

Mr. STUPAK. So it is basically pet food is where it goes?

Mr. MiLLER. All pet food.

Mr. STUPAK. Once you realized that melamine may have some-
thing to do with these problems with the pets and their deaths and
their illnesses, what did you do with your wheat gluten that you
had left?

Mr. MILLER. All of the wheat gluten has ever since March 8 been
in our warehouse and basically quarantined.

Mr. STUPAK. Do you have any plans to dispose of it?

Mr. MILLER. We are working with the FDA right now to dispose
of it in ways that are acceptable to the FDA.

Mr. StUPAK. OK.

Mr. Colo, on behalf of ConAgra, in October 2004, you found sal-
monella poisoning or, I should, say salmonella in your peanut but-
ter, right?

Mr. Coro. That is correct.
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Mr. STUPAK. And in I believe it was March 2005 the FDA came
and asked about that salmonella, if you had any troubles, is that
correct?

Mr. CoLo. That is correct.

Mr. STUPAK. And disagreement here. FDA tells us they asked for
information. I understand ConAgra says, put it in writing. Either
way, the FDA never obtained the information they were looking for
based on that 2004 salmonella, right?

Mr. CorLo. The situation, just to be clear, was we had a positive
salmonella on finished product that we held at our facility. The
product was never shipped from our Sylvester, GA, facility. It was
contained and destroyed in the process.

Mr. STuPAK. The FDA asked for those records in 2005.

Mr. Coro. FDA asked for the records in February 2005, that’s
correct.

Mr. STUPAK. And they have never been provided to the FDA.

Mr. CoLo. We simply asked the FDA to request the information
in writing and that we would be happy to forward them

Mr. STUPAK. Have they ever put it in writing?

Mr. CoLo. The FDA never put it into a written request to us.

Mr. StupAK. Did they follow up after—I believe this is after
March 2005. Did they follow up with ConAgra and ask for the in-
formation again without putting it in writing?

Mr. CoLo. No, they did not; and it was February 2005.

Mr. StuPAK. Has there been any other time in which the FDA
or USDA asked ConAgra, either on E. coli, salmonella, botulism,
about possible contamination and ask for your records where
ConAgra did not provide it to the FDA?

Mr. Coro. Again, what we would typically do in those situations
is simply ask for the FDA to request that information in writing

Mr. STUPAK. I am asking if there has been other incidences.
There have been rumors circulating around here that ConAgra just
sort of says, put it in writing, sort of stonewalls requests, never
happens. We know of October 2004 in which they followed up in
March 2005. The point I am trying to—is there any other time in
which information was requested and not provided whether it is in
writing or not.

Mr. Coro. I am not aware of all the requests that would come
from the FDA. So I am not sure that I can answer that question
appropriately at this time.

Mr. StuPAK. Could you check and follow back with the commit-
tee? We keep this record open for 30 days, so you can follow and
check up for that for us.

Mr. CoLo. Absolutely.

Mr. STuPAK. Mr. Henderson, you indicated that I think you used
the word fraud in your testimony that this melamine put in there
was a fraud. It was intentional.

Mr. HENDERSON. Yes.

Mr. STUPAK. Wheat gluten is used in things other than pet food;
correct?

Mr. HENDERSON. That would be my understanding, yes. Pizza is
an example.

Mr. STUPAK. I mean, food like tofu and other things like this; cor-
rect?
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Mr. HENDERSON. Correct.

Mr. StuPAK. Then what happened to you, is there any way we
know then if other wheat gluten or other products or other things
have been intentionally altered? You don’t know until after the
fact; right?

Mr. HENDERSON. You don’t know until after the fact. Certainly,
the presence of melamine was a particular problem during this
process simply because there was not—it was such a foreign addi-
tive or contaminant. There wasn’t a testing protocol for identifying
it. So we could have—what we are aware of is what has happened
to us. Whether it happened before or is happening now, we couldn’t
comment.

Mr. STUPAK. You don’t know. And you place your order then with
Mr. Miller’s company; right?

Mr. HENDERSON. That’s correct.

Mr. STUPAK. And then he ships it to you?

Mr. HENDERSON. Yes, he does.

Mr. STUPAK. And Mr. Miller, you receive it from China; right?

Mr. MILLER. Yes.

Mr. STUPAK. And before this instance, did you ever do any test-
ing of any of the products that came from China.

Mr. MIiLLER. No. There was no known issue to test for.

Mr. STUPAK. You indicated that your supplier in China basically
was recommended by other people in the industry?

Mr. MILLER. By a trading company that we have that we worked
with over a long number of years that we had a lot of confidence
in.

Mr. StUuPAK. Had you ever used this company before?

Mr. WHITFIELD. Mr. Chairman, I would ask unanimous consent
that we each be given 10 minutes and that you——

Mr. STUPAK. No objection, go ahead.

Have you ever used these companies before that you got the
wheat gluten from?

Mr. MILLER. Yes, we had.

Mr. STUPAK. And never any trouble?

Mr. MILLER. No trouble whatsoever.

Mr. STUuPAK. Had there been any complaints about their products
before, about the low protein content or anything?

Mr. MILLER. This was a new product for us.

Mr. STUPAK. From this company? You have used the company be-
fore in China but just not this product?

Mr. MILLER. This was the first company we imported—we just
started last fall in this business. This is new product for us.

Mr. StupAK. OK. Mr. Sweat, we heard testimony here earlier,
and I have been showing this. On the back here, it says, Salinas,
CA. Would this come out of your plant? Probably, this, I think it
is fresh discoveries now.

Mr. SWEAT. I would have to look at the production code. Does it
start with a J or a Y?

Mr. StupAK. Y097B21.

Mr. SWEAT. That would have come out of our Yuma, AZ, facility.

Mr. STUPAK. You have a plant in

Mr. SWEAT. We have a plant in San Juan Bautista, CA, and we
have a plant in Yuma, Arizona.
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Mr. STUPAK. Is San Juan Bautista, is that considered Salinas
Valley?

Mr. SWEAT. It is about 25 miles north of Salinas.

Mr. StuPAK. There has been some discussion about completely
washed. What does that mean?

Mr. SWEAT. What we do with the salad greens, after they are
harvested and brought into our facility, we mix them into a mixing
belt for the different ingredients, and then we put them through
a chilled chlorinated wash, and that chlorine is used as a sanitizer
for the wash system.

Mr. StupAK. That does not a take out E. coli, though; does it?

Mr. SWEAT. No, it is not a kill step. It is a deterrent for microbial
load, but it is not a kill step.

llV(I)r. STUPAK. Prior to this incident, did you do any testing for E.
coli’

Mr. SWEAT. In the 22 years we have been in business, we have
never had a foodborne illness, so our GAP programs that we have
in our fields, our GMPs in our plant and our HACCP program on
inventory control——

Mr. STUPAK. But you were in the Salinas Valley where, in the
last 10 years, you have had basically 20 different recalls or things
lik% E. coli, and then the company never felt necessary to do test-
ing?

Mr. SWEAT. We weren’t involved in any of those. I don’t know
what the issues were in those. But what we did do as a result of
this outbreak is we got outside the box a little of produce, and we
went to the beef industry to learn a little bit about what they were
doing. And that is where the testing programs that we imple-
mented a couple weeks after the outbreak were derived from.

Mr. STtUuPAK. It says, Product of U.S. and Mexico. But you said
this is ;'rom Yuma. Would part of this salad have come from Mex-
ico, too?

Mr. SWEAT. Potentially, it could. We do have farms that grow in
Mexico, that we bring product into the U.S. on.

Mr. STUPAK. I understand that it comes in to your plant. Once
it comes in, out of the field, it is packaged right in and shipped
right out in these plastic containers. Even though it may say Dole,
it is your plant; right?

Mr. SWEAT. It is our processing facility, but then Dole picks that
product up at our facility, and they distribute it out.

Mr. StuPAK. Has the FDA ever inspected your facilities?

Mr. SWEAT. Yes. We have worked with the FDA on a collabo-
rative basis on our programs over the years. They come in fre-
quently.

Mr. STUPAK. How frequently?

Mr. SWEAT. Last time they were there was in August, reviewing
our facilities.

Mr. STUPAK. August 2006?

. 1\1/{Ird SWEAT. August 2006 the actual week of the spinach that was
inked.

Mr. StupAK. Did they do any testing or did they come in and
look around?

Mr. SWEAT. What they do is they come in and look at our docu-
ments. We provide them with all our documents on our program,
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and they review all of our compliance with all our programs and
controls.

Mr. STUPAK. But you’re not required to do any testing.

Mr. SWEAT. Voluntary regulations and guidelines from the FDA
do not require any testing.

Mr. STUPAK. So they are just looking at how you are handling
a product?

Mr. SWEAT. They are looking at our processes; that is correct.

Mr. STUPAK. So other than making sure that the area is sort of
sanitary, there is no testing for E. coli then that is done by the
FDA?

Mr. SWEAT. There is none at this point in time.

Mr. STUuPAK. Mr. Henderson if I may ask you on testing, now
Menu Foods, you are in U.S. and Canada right?

Mr. HENDERSON. Yes, we are.

Mr. STUPAK. Are you inspected by the FDA?

Mr. HENDERSON. We have been inspected in the Pennsauken fa-
cility in 2006 by the FDA.

Mr. STUPAK. In 20067

Mr. HENDERSON. Yes.

Mr. STUPAK. Do you recall any time before 2006 by the FDA?

Mr. HENDERSON. We have been inspected prior to that. I don’t
have the dates.

Mr. STUPAK. Every year do you think or——

Mr. HENDERSON. Our head of technical services estimated it was
about once a year.

Mr. STUPAK. Do other agencies inspect your plant?

Mr. HENDERSON. USDA APHIS, inspects us once a year. The Ca-
nadian plant is inspected by the equivalent the CFIA. We are in-
spected by both the USDA and CFIA to allow us to export to Eu-
rope so they are looking at it not only from the Canadian and U.S.
protocols but also from the European protocols.

Mr. STuPAK. We have had some outbreaks here with wheat glu-
ten in San Francisco, France, Canada, Connecticut and in your
place. Do you get together and share information when you hear
of outbreaks in other areas, let’s say, like France or up in Canada,
or is it only if it involves your company?

Mr. HENDERSON. Excuse me, get together with whom?

Mr. STUPAK. Other authorities from Canada, what is going on if
you detected something, something in France? It is all wheat glu-
ten; apparently wheat gluten is a big part of your product here.

Mr. HENDERSON. Relative to this experience, which is the only
one I can relate to, we have essentially coordinated through the
FDA. FDA was in touch with European authorities and in touch
with the Canadian authorities, and we relied on them to ensure the
communication

Mr. STUPAK. From a company-to-company point of view, there is
no contact back and forth; just work through your regulatory agen-
cy?
Mr. HENDERSON. In that particular case, the company is also a
member of the pet food institute. At the time that there was some-
thing to talk about, which was the presence of melamine, that was
the topic for discussion. When the recall was initiated, the recall
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was initiated on the basis of, we did not know what the problem
was. We just have to recall.

Mr. StupAK. All right.

Mr. Whitfield, questions, 10 minutes.

Mr. WHITFIELD. Thank you, Mr. Chairman.

And Mr. Henderson, Menu Foods, is that a publicly traded com-
pany, or is it a private company?

Mr. HENDERSON. It is a publicly traded income trust. It is essen-
tially a publicly traded company in Canada. It is on the Toronto
stock exchange.

Mr. WHITFIELD. And I think you said you have been in business
35 years?

Mr. HENDERSON. We were incorporated in 1971, so it is just over
36.

Mr. WHITFIELD. And what would be the volume of wheat gluten
that your company would use per year or per month, or do you
have any idea?

Mr. HENDERSON. I am afraid I don’t. I can’t give you a number
that would be reliable.

Mr. WHITFIELD. But you obviously purchase it from more than
just Mr. Miller’s firm.

Mr. HENDERSON. We have been purchasing it from multiple
sources in the United States, from Europe and from Mr. Miller’s
company.

Mr. WHITFIELD. And of the total amount of wheat gluten that
you purchase, what percent would you say comes from the United
States?

Mr. HENDERSON. Again, I don’t have those numbers at my finger
tips, so I can’t give you

Mr. WHITFIELD. Mr. Miller you had mentioned in your testimony
that, of the wheat gluten that is used in the United States, that
only about 25 percent of it is produced domestically. Is that cor-
rect?

Mr. MILLER. I believe that to be true.

Mr. WHITFIELD. So 75 percent of the wheat gluten used in the
U.S. is imported from some other country, is that correct?

Mr. MILLER. Yes that is an approximate number that is, I believe
to be, true.

Mr. WHITFIELD. Now the president of your company is your wife;
is that correct?

Mr. MILLER. Correct.

Mr. WHITFIELD. And she is Chinese. She is from China.

Mr. MiLLER. That’s correct.

Mr. WHITFIELD. One of the things I was a little bit puzzled
about, I can understand why China, the company that you pur-
chased this wheat gluten from would not be particularly responsive
maybe from a company in the U.S., even though I am sure they
want to cater to their customers, but since your wife is a citizen
of China, she would—you would have some recourse against this
company, I am assuming. Is that true or not?

Mr. MiLLER. We haven’t looked into it that. It may be true.

Mr. WHITFIELD. But that is obviously something that you will be
looking into.

Mr. MILLER. Yes.
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Mr. WHITFIELD. OK. One area that I wanted to look at briefly re-
lates to finished product testing programs. And Mr. Henderson, in
your finished product testing program, what is actually entailed in
that? And I am assuming that that testing program would not de-
tect melamine in the final product. Would I be accurate in that or
not?

Mr. HENDERSON. That would be accurate. The programs for test-
ing it that are undertaken at Menu Foods as is the case with most
pet food companies that we would certainly be aware of is the test-
ing of the raw materials that go into the pet food, essentially the
objective would be to detect it before it gets into the finished prod-
uct rather than test it after the finished product is made.

Essentially there is a commercial sterilization process by which
the pet food is cooked which will essentially deal with any contami-
nant such as bacterial or E. coli or anything along those lines. But
it is from a perspective of control we are looking at testing the raw
materials. Relative to melamine, it was simply a substance that
was not known. There was no testing protocol relative to wheat
gluten; we would essentially test for the toxins we would generally
associate with wheat. In this case, we would test every load of
wheat gluten for a vomatoxin in accordance with protocols estab-
lished by the appropriate authorities.

Mr. WHITFIELD. Is that the only wheat gluten that your company
used that had melamine in it, came from Mr. Miller’s firm; is that
correct?

Mr. HENDERSON. That’s correct.

Mr. WHITFIELD. Now you sell a lot of pet food in the U.S., so this
final product, this finished product testing program, are there regu-
lations relating to that that comes from the FDA? Or are these just
internal programs that you have in effect?

Mr. HENDERSON. The programs that we have in effect are those
that are established by Menu Foods based on essentially the expe-
rience of the organization and common practices within the indus-
try.

Mr. WHITFIELD. So FDA does not have any regulations relating
to finished product testing?

Mr. HENDERSON. Relative to finished product testing? Not that I
am aware of, no.

Mr. WHITFIELD. Do you agree with that, Mr. Colo? Does FDA
have any regulations relating to finished product testing?

Mr. CoLo. Not that I am aware of, no, sir.

Mr. WHITFIELD. You, of course, do finished product testing, but
you have indicated that you did not detect the salmonella in the
Peter Pan peanut butter; correct?

Mr. CoLo. In the current recall situation, that is correct.

Mr. WHITFIELD. So wouldn’t you want your finished product test-
ing to detect salmonella or

Mr. Coro. Yes, absolutely. Our procedure is that we sample one
jar of peanut butter per packing line per hour every day that the
facility operates. We test for salmonella. We hold all finished prod-
uct at our facility until we get the test results back to confirm that
there is not the presence of salmonella prior to releasing the prod-
uct for shipment.
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Mr. WHITFIELD. And for you and Mr. Sweat, is there some meth-
od that you could expose your product to that would definitively re-
move E. coli bacteria as well as salmonella?

Mr. SWEAT. At this point, we don’t have a kill step as that would
be defined for fresh produce. That is one of the reasons we have
moved forward with our testing protocols is to help to detect it to
prevent it from entering the chain of commerce.

Mr. WHITFIELD. Now irradiation I guess can be used in meat
products, but can irradiation be used in vegetables?

Mr. SWEAT. Radiation has not been approved for use by the FDA
on fruits and vegetables.

Mr. WHITFIELD. And certainly not on peanut butter, I wouldn’t
think.

Mr. CoLo. That is correct.

Mr. WHITFIELD. Mr. Colo, you had stated in your testimony that
you first became aware of possible salmonella in your peanut but-
ter on February 13 when the FDA contacted you. But prior to that
date, did ConAgra have any consumer complaints or reports of ill-
nesses made by consumers directly to ConAgra or through your
consumer hotline?

Mr. CoLo. No complaints were received relative to consumer ill-
ness for salmonella, no, sir.

Mr. WHITFIELD. OK. I have no further questions.

Mr. StupAK. Thank you. I go to the gentlelady from Colorado,
Ms. DeGette, for questioning for 10 minutes.

Ms. DEGETTE. Thank you, Mr. Chairman.

Mr. Sweat, they never did find out what caused the contamina-
tion in that spinach, did they, definitively?

Mr. SWEAT. That’s correct.

Ms. DEGETTE. Are they still making efforts to find that out?

Mr. SWEAT. I think what I understand now that they have pub-
lished their report that they have closed their investigation on that
particular incident, but I know we are working collaboratively as
an industry with the agencies going forward.

Ms. DEGETTE. I'm sure you would like to know, for example.

Mr. SWEAT. Yes.

Ms. DEGETTE. You said that after your company found out about
the contamination, you instituted a 24-hour voluntary recall; is
that correct?

Mr. SWEAT. That’s correct.

Ms. DEGETTE. I am wondering if you have any view on when, if
we gave the FDA ability to do mandatory recalls, if they were
aware of a situation?

Mr. SWEAT. I think, as a company, when you are concerned about
public health and safety, you will recall product if there is any risk
at all.

Ms. DEGETTE. For one thing there is a liability risk, but what
about giving the FDA——

Mr. SWEAT. We wouldn’t have any problem if there was a risk
to have mandatory recall authority with the FDA.

Ms. DEGETTE. Great, thank you.

I want to follow up with Mr. Colo on the questions that Mr. Stu-
pak was asking you about the 2005 inspection of the ConAgra
plants in Georgia. Yesterday, in the Washington Post, they made
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the allegation that the connection between the 2005 connection—
investigation—was that this was an ongoing problem with this
plant. I don’t know if that is true, but I was looking at some of the
reports, and I was a little bit disturbed about what this inspection
shows as a systemic issue in the foods, in the food industry. So if
you can take a look at No. 16 in your notebook that you have there,
the exhibit 16. What that is, is that is the FDA notes from the in-
spec‘;cion into the Sylvester, GA, plants in October 2004; is that cor-
rect?

Mr. Coro. In 2005, yes.

Ms. DEGETTE. Yes. But in that report, though, they said that
they were investigating complaints that had been received anony-
mously about various conditions; correct?

Mr. CoLo. Correct.

Ms. DEGETTE. And one of the allegations was that I guess man-
agement acknowledged that there was peanut butter that was
placed on a, quote, micro hold in October 2004 and was destroyed.
Is that correct?

Mr. CoLo. That’s correct.

Ms. DEGETTE. And a micro hold is a holding of the product due
to finding of micro organisms like salmonella or E. coli forms in the
product; correct?

Mr. CoLo. Correct.

Ms. DEGETTE. And then the report goes on to say, local manage-
ment refused to provide details to include the exact cause of the
hold and the type, amount of product involved; correct?

Mr. Coro. Correct.

Ms. DEGETTE. Now does that mean that ConAgra did not ac-
knowledge much less supply the testing results regarding the posi-
tive finding of salmonella to the FDA?

Mr. CoLo. Our policy—which I believe you have a copy of—states
that if proprietary or confidential information is requested, we sim-
ply ask that the FDA provide the request in a written form, and
then we will provide them with the information. That did not occur
in this situation.

Ms. DEGETTE. That was your previous policy that, even if there
was an allegation of food safety problems, the FDA had to ask you
in writing in case there might be proprietary concerns; right?

Mr. Coro. Correct. That is correct.

Ms. DEGETTE. So despite the fact that the FDA showed up there
and related these concerns, you guys, ConAgra, never got a written
request, so they just never presented any information to the FDA;
right?

Mr. CoLo. That’s correct.

Ms. DEGETTE. Now, take a look at exhibit 17 in your notebook
there. On the bottom of page 1, the FDA investigator notes that
you stated you do test peanut butter for salmonella and coli forms
prior to releasing the product for sale right?

Mr. CoLo. Correct.

Ms. DEGETTE. And the inspector also notes that firm also ac-
knowledged some of the peanut butter was put on a micro hold in
2004, and management would not provide the reason for the hold
and the amount of product involved; Ocorrect?

Mr. Coro. Correct.
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Ms. DEGETTE. Now I would assume ConAgra is one of the big-
gest food procedures in our country and I would assume that back
in 2004 and 2005 ConAgra also had concerns about making sure
that our food supply was as safe as possible.

Mr. CoLo. Absolutely correct.

Ms. DEGETTE. But yet they refused to provide this information,
how much product was held and what the reason was, because they
didn’t have a written request from the FDA; correct?

Mr. Coro. Correct.

Ms. DEGETTE. Now, on page 4 of that same document, exhibit 17,
the inspector notes that Mr. Maddis, the quality assurance man-
ager at the plant explained the testing program and showed the in-
spector test summaries on finished product after receiving permis-
sion from the firm’s legal counsel to do that.

Do you know if your attorney told Mr. Maddis or Mr. Genoa, the
plant manager or anybody else that they were not to provide test
summaries that showed the salmonella findings that the FDA was
asking about?

Mr. CoLo. I believe what this report refers to is, they showed fin-
ished product salmonella test results related to a question the in-
spector had relative to some new equipment installation, and that
is what they verbally communicated to the inspector.

Ms. DEGETTE. So how is that different from previous test results
on product that had in fact been determined to have salmonella?
Whé)f do they get the information in that case but not in the other
one’

Mr. CoLo. Again, it is simply a situation where they consulted
our policy, asked that they consult with our corporate, or guidance;
they did in that case. And the guidance they received was to share
the information with them verbally relative to the equipment ques-
tions at the inspection.

Ms. DEGETTE. So do you know, did they consult with legal coun-
sel about the other question, about the micro hold in October 2004?

Mr. CorLo. I am not aware if they did or did not.

Ms. DEGETTE. It seems a little odd that with respect to the
equipment purchase, there is a call to legal counsel. Legal counsel
says you can give this information but not with respect to contami-
nated peanut butter the year before.

Mr. CoLo. I don’t want to speak for the FDA, but when the ques-
tion was asked of our

Ms. DEGETTE. I am not asking you to speak for the FDA. I am
asking you to speak for your company.

Mr. Coro. Which I am. When we told the inspector that we test
for salmonella and coli forms and that we had product that we put
on hold due to micro concerns, and it was subsequently destroyed,
there is only one of two things—one of two reasons why that prod-
uct would have destroyed.

Ms. DEGETTE. What are those?

11VIr. CoLo. salmonella contamination or coli form, and again, our
policy——

Ms. DEGETTE. That doesn’t really explain why they would refuse
to provide the information in that instance, but why would they
call legal counsel and be given the green light to provide the infor-
mation with respect to the equipment?
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Mr. CoLo. Again, our policy is written to reflect the laws that are
we are afforded today. Our plant manager was simply acting under
that authority. And as we published to the committee yesterday,
we have made the decision to change our disclosure of information,
guidelines, relative to routine FDA inspections, as well as under a
recall situation to make sure that this situation does not occur
again going forward.

Ms. DEGETTE. Thank you for mentioning that. That is exhibit 33
in your notebook, and I was just getting to that. And that is what
I was talking about in my opening statement because some people
say to me, why do you have these hearings? And I say, all you need
to look at is ConAgra’s April 23, 2007, letter which says they are
now reversing their policy, and now you guys are apparently going
to give information without a written request. That is kind of it in
a nutshell; right?

Mr. Coro. That is correct with the exception—I do want to point
out that in the current recall situation, we provided all information
without any written request to the FDA. So we are simply adopting
the same procedure we followed during the recall

Ms. DEGETTE. This is your procedure now and going to be going
forward in all instances? That is not just in reaction to the peanut
butter situation; that is going to be ConAgra’s general policy?

Mr. CoLo. That is correct.

Ms. DEGETTE. Thank you very much, and I appreciate your hon-
esty. Mr. Chairman, this only shows to me two things: No. 1 giving
the FDA mandatory recall authority would really help in terms of
pushing industry to voluntarily report this so that there is not a
mandatory recall; and second, that the FDA simply does not have
enough authority to investigate these situations where it can be the
company policy itself, that says, sorry, we are not going to give you
information that could affect Americans’ health from food. So we
really have to look at beefing up the FDA’s ability to oversee food.
And with that, just the commercial part of the program, Congress-
woman DeLauro and I have been working on mandatory reporting
for meat safety. And we are going to start looking at other types
of FDA oversight, and I will welcome input from all of the members
of the committee on that.

Mr. STUPAK. Thank you.

Mr. Walden for questions, 10 minutes.

Mr. WALDEN. Thank you, Mr. Chairman, I have been shuttling
back and forth to another hearing upstairs on telecom, and their
meeting, too, as you all know that happens in this business.

Mr. Colo, after the 2004 situation, did the company change in of
its product testing procedures at the plant?

Mr. CoLo. Yes, after the 2004 incident, we increased the number
of finished product samples that we take in the facility to one sam-
ple per hour per packing line in which the peanut butter is being
produced.

Mr. WALDEN. One sample per hour per packing line?

Mr. Covro. Correct, prior to sampling protocol was three samples
basically per shift per line.

Mr. WALDEN. Do you feel that, well, if you were doing that, then
how did this peanut butter get contaminated and you not catch it?
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Mr. CoLo. Are you referencing the current situation? Well, again,
when we conducted the investigation into this, what we believed is
the most probable cause is that we had water contamination come
into contact with dormant salmonella that was most likely in the
peanuts or the peanut dust, and it was at low enough levels in the
finished product that we were not able to detect it.

Mr. WALDEN. As you determine the cause of the 2004 contamina-
tion, does that have anything to do with the situation in 2007?

Mr. CoLo. No. The 2004 incident was a very isolated incident
that we were able to, again, through our investigation, determine
that we had received some peanuts that been rained on and led to
the contamination. At that point in time, there was severe weather
going on in the area related to hurricane activity. It damaged one
of our suppliers’ storage shed. The peanuts got wet, and that was
part of it as well as we had some damage to one of our exterior
bulk sugar bins that we believe may have contributed it to as well.

In that situation, again, we contained all the finished product,
our tests did show that it was positive under our control. Our pro-
cedures are that we do not release any product for shipment until
we have the salmonella test results confirmed. In that case, they
showed positive. We retained the finished product. We even went
to the extreme of holding product and destroying it on both sides
of the withhold period to make sure we did not release any product
that was contaminated.

Mr. WALDEN. Again how does that differ from 07 where contami-
nated product did get out into the market.

Mr. CoLo. Again, I think our belief is that the levels of contami-
nation were so low that we were not able to detect it either in our
environmental sampling programs within our facility or within our
finished product testing methods.

Mr. WALDEN. And when the FDA, they came in in the 2007 re-
call, correct?

Mr. Coro. Correct.

Mr. WALDEN. And did you provide them with all the records they
requested?

Mr. WALDEN. Yes. As I had mentioned earlier, in the 2007 recall,
we provided all records to the FDA per the request.

Mr. WALDEN. Now do you require a written request from FDA?

Mr. CoLo. We covered that previously here, but basically, prior
to some changes that we had recently announced and discussed in
this committee, our policy was to ask that any confidential or pro-
prietary information that the FDA was requesting, that they sim-
ply provide us a written request, and we would provide them the
information.

Mr. WALDEN. This question may have been asked of all of you
as well, and again, I apologize that I have had to come and go, but
we have had a lot of discussion in this committee as we analyze
America’s food safety. None of us wants to get sick, including all
of you. There has been this discussion that the FDA lacks the au-
thority for mandatory recall and maybe you all touched on this, but
for my benefit, if you could, what are the pros and cons of giving
that agency mandatory recall that would make you operate dif-
ferently?
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As you have heard, we do it for toys and tires and whatever else
you want to talk about. Why not food? And maybe we can just go
down the row.

Mr. Henderson.

Mr. HENDERSON. Relative to the FDA having mandatory recall
authority, I can’t think of a thing that we would have been doing
differently had they had that, so if they were granted mandatory
recall authority or not, we like to believe that the outcome would
have been exactly the same.

Mr. WALDEN. You wouldn’t have done anything differently?

Mr. HENDERSON. No.

Mr. WALDEN. Mr. Sweat?

Mr. SWEAT. Once we were notified of a potential problem from
the FDA, we went to a voluntary recall within 24 hours even before
any of our product was specifically tied in with lab tests. So I think
we would have done the exact same thing out of concern for public
health and safety regardless. So having the mandatory would be
fine, but it would not have changed what we did.

Mr. WALDEN. Mr. Colo.

Mr. Coro. ConAgra foods in the recent recall, I just want to
point out as well, we voluntarily recalled, all the product, even
without any indication that there was positive salmonella in any
finished product samples either from CDC, the FDA or consumers.

Having said that, I would say that it is incumbent upon ConAgra
to take the responsibility for food safety and recall products when
that is appropriate. The FDA having recall authority would be fine
with us. It would not change anything that we have done today.

Mr. WALDEN. Mr. Miller.

Mr. MILLER. Yes.

Mr. WALDEN. Same question for you in terms of FDA’s having
the authority to do—the pros and cons of giving FDA authority to
have mandatory recall capability. Would it affect——

Mr. MILLER. No, it wouldn’t affect us in any way.

Mr. WALDEN. You would still take the same actions?

Mr. MILLER. Yes.

Mr. WALDEN. Then for the sake of consumers, what can be done
differently to improve food safety from your perspectives? Because,
obviously, there has been a lot in the news we see. I find it affects
my shopping habits. Believe it or not, I am the one that generally
goes to the grocery store when I go home, and I am making dif-
ferent choices now, which bothers me a little bit.

What do we tell consumers about what we are doing to im-
prove—what else can you recommend to us to improve food safety?
I mean, your companies’ bottom lines are the ones in the cross
hairs here.

Mr. HENDERSON. In my written statement, we gave a number of
recommendations. Probably the most telling one is in regard to the
ability of inspections to be undertaken by appropriate U.S. authori-
ties in those jurisdictions in which exports are being made on the
United States.

For Menu Foods, at the present time, our plant in Toronto re-
quires import permits in order to export products to the United
States. That is as a result of BSE. Relative to our shipments into
Europe, at the present time, in order for our plants to ship into Eu-
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rope, our plants have to be qualified by the European authorities
to ship product from the United States or from Canada into Eu-
rope.

They delegate that responsibility to the USDA or the CFAA be-
cause of the trust that exists between those organizations. But es-
sentially those activities, as is the case in the United States, of al-
lowing product to ship from Canada to the United States already
exists. And the notion that essentially the companies are obliged in
order to transact business with the United States that they be ac-
credited and certified and inspected before the product gets into the
United States is a direct impact on the events that impacted on
Menu foods, where you are getting into imports from China, et
cetera, it would have been critical, and it would have been a very
good positive step that somebody will have seen that, inspected
that plant before it gets into the United States.

Mr. WALDEN. Doesn’t that really lend itself, too, for the call for
food labeling, mandatory country of origin labeling so we know
where this food is coming from as a consumer? You all keep
records; don’t you? Tell me you don’t know back to the box. I have
had fruit processing folks tell me they know back to the box from
which orchard that the pears or apples or whatever fruit they are
using originated.

Don’t you keep track of that anywhere?

Mr. HENDERSON. My understanding of looking at the Bioterror-
ism Act, you essentially go forward one, back one, so you complete
that chain, and you can get back to where you need to be. It is my
understanding, relative to which hog was slaughtered to get prod-
ucts into our pet food, no. We don’t know that; we don’t have that
information.

Mr. WALDEN. Would you like to have that information in a situa-
tion like we see in the press these days?

Mr. HENDERSON. From a commercial perspective, there has to be
some element of accountability through the chain. The individuals
with whom we deal with are essentially they are known commod-
ities as far as people that we have dealt with before or have dealt
with. In this particular issue, we had been dealing with
ChemNutra before this, buying other ingredients.

We buy from known suppliers. The idea that we have to go all
the way back and that everybody in the supply chain has to go all
the way back I don’t believe is commercially practical.

Mr. WALDEN. Mr. Sweat.

Mr. SWEAT. Well, I think on the confidence with consumers on
food safety and fresh fruits and vegetables what we have learned
from the scientists is this bacteria lives in the environment in
which fresh fruits and vegetables are grown so there is a hazard
and risk. And with that hazard and risk, what we have done is we
have gone out to the International Commission on Microbiological
Specification For Foods and classified fresh foods and vegetables as
a class 15, which is the highest risk for pathogens because that
means that it can actually grow beyond its process and can con-
tinue to grow.

So with that, we have implemented raw product testing as a hur-
dle to prevent any sporadic contaminations from the environment
on the crops from entering the process. And then we have imple-
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mented a finished goods testing program following that same class
15 sampling program that actually samples our production process
every 2 hours. It is about 480 samples every 2 hours off the produc-
tion lines because of the high risk of bacteria with fresh fruits and
vegetables. So we have to communicate that to consumers to re-in-
still confidence in what we are doing for food safety.

Mr. WALDEN. I know my time has expired. Thank you all for
your testimony. Thank you, Mr. Chairman.

Mr. StupAK. Thank you, Mr. Walden, before you leave, I want to
ask Mr. Henderson, do you wish to clarify an answer to your ques-
tion about whether immediate recall is something we should have
because the record is clear what we had this morning. That is why
I am surprised at your answer, Mr. Henderson. If you take a look
at the record and the timeline, on March 15 was your first recall
for all wheat gluten manufactured between December 3, 2006, to
March 6. March 24 was your second recall; you expanded to include
additional dates.

On April 5, you had your third recall. On April 10, you had your
fourth recall. So an immediate recall authority by the FDA would
not have taken a month for you to recall your products; correct?

Mr. HENDERSON. I would have to say that is incorrect. The infor-
mation that you are looking on—the recall that took place relative
to the date of March 16, Menu Foods at that point in time did not
know what the problem was.

Mr. STUPAK. I am not asking about the problem. The question
was a recall. Should we give the FDA the right to immediate au-
thority, and it wouldn’t have made any difference in this case, you
said; you don’t think it would have made any difference in this
case—but yet the recall went on for about a month—I don’t think
giving immediate recall authority for the FDA would have made
any difference here.

Mr. HENDERSON. The recall that was initiated by Menu Foods
was essentially as a result or following conversations with the
FDA. We identified, this was the scope that we are proposing to do.
Whether or not they might have come up with a different scope,
that is a valid point. They might have come up and said, recall
more, recall less.

Mr. STUPAK. But even before you—I don’t mean to be argumen-
tative here—even before you at Menu Foods and FDA decided to
recall, Jams had already told you they would no longer accept your
product, and they were going to recall all food manufactured by
Menu Foods at the Kansas plant; right? So, really, Iams was the
first to really start the ball rolling here. Something is wrong, and
I guess maybe what we are getting at here, there is also corporate
responsibility instead of waiting for the FDA if Iams, the pet food
manufacturer, sees a problem, and they are recalling it, I would
have hoped that the corporations would have done it without FDA
authority. But even with FDA authority, if we could grant that to
them, I think we could have maybe limited the scope of the harm
caused throughout our country.

Mr. HENDERSON. Again, relative to the facts as they actually
transpired, the conversation that took place with Iams, they essen-
tially shared some information with us. We got together the next
day, and essentially, in a rather lengthy meeting, both parties ex-
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changed what they knew; that being that, individually, there
wasn’t enough information to draw conclusions, but together, it
looked as though, from a circumstantial evidence perspective, as if
we had the basis for recall. They opted to recall. We went along.
We announced first.

Mr. STUPAK. Iams sees the need for recall, but almost 2 weeks
before that, your own taste-testing lab, out of 20 animals, 3 died
and 6 were dead. That is almost 60 percent. I would think that
would cause Menu Foods to be concerned and talk about a recall
and what is going on here quicker than waiting for Iams to force
the issue and then the FDA and on and on.

Mr. Inslee for 10 minutes please, questions.

Mr. INSLEE. Thank you, Mr. Sweat.

Before the outbreak happened, were you given any warnings
about a possible outbreak that may occur in suggestions that you
should improve your practices?

Mr. SWEAT. We did receive a letter from the FDA some time, I
want to say in November 2005. And with that letter, there were
some steps that they asked us in our industry to go look at. And
that was to look at our compliance with the recommended guide-
lines from the FDA on good agricultural practices, our good manu-
facturing practices and our HACCP programs. And we did that as
an organization. And at that time, we were meeting or exceeding
all of those guidelines published by those particular agencies.

And about 2006, in the spring, as an industry, we met with the
FDA and the CDHS to collaboratively share best practices within
the industry and begin to work on technical committees across
many companies within our industry in collaboration with the FDA
and CHS to look for best practices that we could employ across the
whole industry.

Mr. INSLEE. What practices are you now implementing that were
not adopted then?

Mr. SWEAT. Subsequent to the outbreak, what we did was we
reached out to the beef industry who had shown some success with
reducing E. coli outbreaks and learned of a testing program that
they had implemented from the international commission on micro-
biological specifications for food. And the scientists that had
worked extensively in the beef industry helped, and we brought on
board to consult with us and we had implemented a very similar
testing program that the beef industry did using a class 15 high-
risk statistical program.

Mr. INSLEE. And did you consider adoption of that earlier and re-
ject it, or simply just not consider it?

Mr. SWEAT. At the time, we had not had any outbreaks in our
organization for 22 years using our good agricultural practices,
GNPs and HACCP programs, so we had not considered it prior to
the outbreak.

Mr. INSLEE. And how many presumptive positives for E. coli
015787 have you found since you instituted the program?

Mr. SWEAT. We implemented a raw product testing protocol with-
in a couple of weeks of the outbreak. To date, and this is as of yes-
terday, we had a total of 39 positives, of which 23 are E. coli relat-
ed; 16 are salmonella related. They had been found in California,
Arizona and Mexico, from various growers.
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In our finished goods testing program that we implemented, we
have found none on our finished goods testing programs.

Mr. INSLEE. And is there anything to suggest that your cir-
cumstances now are different than they were before this? In other
words, would you expect that is how many that was the situation
before the outbreak as well?

Mr. SWEAT. I would hate to speculate since we weren’t testing on
what was prior to the outbreak. What we have learned from the
scientists are these bacterias are prevalent in our environment, but
s}ilnce we weren’t testing, I would hate to speculate on what was
there.

Mr. INSLEE. The microbiological testing program that you have
adopted, is there any reason that that should not be standard
throughout the industry?

Mr. SWEAT. We would like to see that, plus more science, that
become standard for the industry, but also we need more science
to see what else we can do as an industry. This testing protocol is
not a kill step. It is an intervention and a hurdle to help prevent
these types of contaminations from occurring, but as an industry,
we still need to continue to invest more in science and research on
how we can combat this bacteria.

Mr. INSLEE. And why would you like to see the standard in the
industry?

Mr. SWEAT. I think it adds additional hurdles and interventions
for food safety. I think the good agricultural practices, as adopted
today, are going to create, under the Leafy Green Marketing Agree-
ment in California, a baseline for growers to comply with. But we
think there needs to be more, and I think if we can test for these
pathogens, then we may be able to detect and learn from them and
also help prevent them from entering the chain of commerce.

Mr. INSLEE. Have you considered treatment from, like, Ozone?
You talk about a kill technology. Is that being considered?

Mr. SWEAT. Yes, we have looked at ozone. The challenge with
Ozone in water flume systems we use to wash lettuce, it is hard
to control the ozones with the lettuce water combination. But we
are looking at a lot of different sanitizers with the scientific panel
board that we have brought on staff. We have actually set up a bio-
hazard lab level 3, and we are testing different kinds of sanitizers
to see if we can get larger microbial load reductions in our wash
systems.

Mr. INSLEE. There is a new Ozone technology for sterilization. It
happens to be in my district. Are you familiar with that, where you
use one stream of high pressure water and one of a low pressure
Ozone application? Are you familiar with that at all?

Mr. SWEAT. I am not familiar with the details on that particu-
lar

Mr. INSLEE. I may actually shoot that to you and ask you to take
a look at that. They have had good success on that.

Mr. SWEAT. I would welcome that.

Mr. INSLEE. How do you handle when you have your positive
from a lot, from a field?

Mr. SWEAT. That particular lot gets destroyed, and then we open
up a field audit from that lot, from that field, immediately, and we
go out to look at the inputs on that field to see if we can have any
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trace back to the source. Unfortunately we have not been able to
find anything link back to the field to those lots that we have test-
ed positive.

Mr. INSLEE. You said that you thought it would make sense for
the industry to have a standardized microbiological testing protocol
like that. Would you have any difficulty, or the FDA, if we gave
them the ability and they implemented the ability to adopt that as
a requirement?

Mr. SWEAT. I would not.

Mr. INSLEE. I think given your experience, I can understand why
that is.

If you just give me one more moment, I had one more question
I want to ask you. I'm told there have been 20 E. coli outbreaks
from contaminated leafy greens from Monterey County before this
one. Is that accurate?

Mr. SWEAT. I think that number sounds about right.

Mr. INSLEE. That strikes me as a lot from a fairly confined area.
I have heard people suggest that there are problems with the water
source from animals in general in that area. Is there anything dif-
ferent about that area relative to other growing areas that we
should be concerned about?

Mr. SWEAT. We started testing all of the water sources on our
growers’ fields for pathogenic E. coli, and we have not found any
positives in any water test to date during this 7, 8 months since
we have implemented these testing protocols. So I havent seen
anything in the test data yet that would indicate anything on the
water systems, but I do think we have to look at the environment
and all of those resources out there with science to better under-
stand it.

Mr. INSLEE. Thank you.

Mr. Miller, you may have covered this, but on the gluten that
came in involved in this episode, was that food-grade gluten when
it entered the United States? In other words, could it legally be
used in human food?

Mr. MILLER. Yes, it was food grade.

Mr. INSLEE. So in a sense we just dodged the bullet, at least from
the humans’ perspective, that it went not into food for human con-
sumption, but for animal consumption?

Mr. MILLER. Yes. We believe it was because of a fraud in China
that this happened. Apparently they weren’t expecting it to be dis-
covered, and maybe there was less of a chance if it was pet food,
or they knew it was going to pet food, but it was food grade.

Mr. INSLEE. So they knew this was going into the pet food
stream, but legally you could have taken it, sold it to somebody,
and they could have put it into human consumption?

Mr. MILLER. I believe so.

Mr. INSLEE. So what should that lead us to conclude about our
current standards? You said that they thought since they knew it
was going to go to pet food, they could maybe sneak it through or
sneak it by. In what sense?

Mr. MILLER. I don’t know. That is just a surmise. We believe that
this was an intentional defraud or an intentional fraud to make
money, and a fraud which we’re a victim of and our customers are
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victims of. But I believe they were aware that our customers were
pet food customers.

Mr. INSLEE. If the buyer here or the seller in China knew it was
probably going into the human stream, would there have been any
additional standards other than what exists right now in protocols
and inspection or standards to make sure they were—I assume
there were not, because if this was human, fit for human consump-
tion, there would have been no additional standards from what
they had for pet food gluten; is that a fair statement?

Mr. MILLER. I believe that is true. I mean, this was an adultera-
tion that was just off the radar screen. No one was aware of it, no
one had thought of it. I don’t believe it had ever been tested for
in wheat gluten.

Mr. INSLEE. So is it fair to say that as far as our concern for this
episode, it ought to be just as high, we ought to consider it like a
human adulterant?

Mr. MILLER. I would think that is a risk.

Mr. INSLEE. Which is bothersome. Thank you.

Mr. STUPAK. I thank the gentlemen.

Mr. Burgess for questions, please.

Mr. BURGESS. Thank you, Mr. Chairman.

Mr. Henderson, is it safe to assume that we just heard the dis-
cussion back and forth that perhaps it was someone with larceny
in their heart that decided that the melamine would be a good way
to make money, but we don’t really know, do we?

Mr. HENDERSON. No, we do not.

Mr. BURGESS. And, Mr. Sweat, you have as carefully as you can
investigated the source of the outbreak in your industry. And al-
though there are some cows across the way that might have been
a source, you haven’t really drawn a direct link from one to the
other yet, have you?

Mr. SWEAT. No, we haven’t been able to identify the transmission
vehicle yet.

Mr. BURGESS. And I don’t know about the peanut industry, but
I guess if I were a conspiracy theorist, Mr. Chairman, I would start
connecting dots that may be unrelated and ask if someone is trying
to undermine the confidence of the United States food industry, be-
cause these are spectacularly unrelated and almost inconceivable
events that have now coalesced around this hearing. I just can’t
help but wonder if there is perhaps something we are missing in
this great debate.

The other thing that comes up, and, of course, we heard the testi-
mony from our friends with GAO, and looking into best practices
in other countries, but here we sit talking about Chinese gluten
and Canadian cat food, Mexican spinach, and maybe the best prac-
tices we ought to concentrate on are the ones here in this country.
And maybe, in fact, we ought to look at—well, maybe you all can
help me. Why do we even import gluten from China? Is it a cost
factor, or is it an inability to produce gluten in our own country?
Either end of the table, please feel free to answer. Mr. Henderson,
we’ll go with you first.

Mr. HENDERSON. Essentially, from a wheat perspective, you are
looking at the lion’s share. My understanding of the numbers is
that about 50 percent of the wheat gluten that is used in the
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United States, both in pet food and in human food, comes from Eu-
rope. Essentially it is a matter of capacity. There simply isn’t
enough capacity in the United States to meet the demands.

Mr. BURGESS. Mr. Miller, would that be your——

Mr. MILLER. Yes, except that I believe some of what comes from
Europe originates in other countries.

Mr. WHITFIELD. While you were out, Dr. Burgess, they said that
the U.S. domestically can produce only 25 percent of the demand
for wheat gluten in the United States.

Mr. BURGESS. But many of the wheat fields in north Texas are
underutilized right now. I know that for a fact because I drive by
them every day. But nevertheless, what steps are being taken—and
this may be unrelated to this hearing—but steps are being taken
to prosecute the people if there has been larceny involved in our
foreign supplier? Where are we in that process? Are we trying to
identify who did what to whom and whom to prosecute?

Mr. Henderson.

Mr. HENDERSON. At this stage my understanding is the FDA is
trying to get into China to undertake and continue their inspec-
tions, essentially independent of their efforts. We are doing what
we can, but there is very limited we can do beyond essentially un-
derstanding exactly what steps they are taking to get to the bottom
of the question at hand.

Mr. BURGESS. Mr. Chairman, I hope this committee will continue
to monitor that and stay closely involved in that, because it is dis-
turbing to me that a foreign source of larceny could be inflicting
such harm on our citizens.

Let me ask you, Mr. Colo, on the issue of salmonella, just for my
own edification, is salmonella a frequent hitchhiker on the back of
a peanut? Is that something that comes up from time to time?

Mr. CoLo. Because peanuts are a raw agricultural commodity,
obviously they are grown in the soil, soil and water is well known
to contain salmonella, so it is a likely conclusion that in some cases
peanuts will be a carrier for salmonella, yes.

Mr. BURGESs. Going back to my earlier conspiracy theory,
though, you really have not yet been able to draw a bright line be-
tween—and say you know definitely where this came from in the
process; is that correct? It is an assumption that there was some
dust and some water and spontaneous generation, and the sal-
monella got into your product?

Mr. Coro. Based on the investigation that we have done, that is
what we consider to be the most probable cause of the source of
contamination.

Mr. BURGESS. Again, just for my background information, how do
you test for salmonella?

Mr. CoLo. Our sampling protocol is that for every packaging line
that we are filling peanut butter jars on every day, we take one
sample per line per hour within our facility. We then run the

Mr. BURGESS. Right. I got that. But when the raw product comes
into your facility, before you even start the manufacturing process
for peanut butter, do you test the batch for the presence of sal-
monella in the raw peanuts?

Mr. Coro. We do not test raw peanuts for salmonella. We test
it for apitoxin, but do not test for salmonella.
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Mr. BURGESS. In testing for salmonella, in the hourly test that
you do on every line, what are the levels of detection, how many
parts per million, or what is the level of detection for salmonella?

Mr. CoLo. It is considered negative if it is less than 1.0, and that
is an absorbent value that is used in the test methods.

Mr. BURGESS. So you don’t actually culture the peanut butter
and grow colonies and count them off the Petri dish like we used
to in high school biology?

Mr. Coro. We do actually do that.

Mr. BURGESS. You do do that. Well, what do you think? Why
wasn’t the salmonella detected in the hourly checks on the line
runs that you all were doing?

Mr. CoLo. We think that the levels were so low in the product
that the tests were just not able to detect the positive salmonella.

Mr. BURGESS. So the numbers were too low?

Mr. CoLo. The level of contamination was so low in the peanut
butter that we were not able to detect it.

Mr. BURGESS. And then over time the colonies grew and multi-
plied such that they became clinically significant by the time they
were ingested by the end user?

Mr. CoLo. Maybe. I am not a doctor. I am not sure what mani-
fested from our plant to the end consumer.

Mr. BURGESS. If it was so low, then why did people get sick? How
did the clinical manifestation of disease occur if the count was so
low to be undetectable by your routine testing methods?

Mr. Coro. That is a very good question. If you look at the water
activity of peanut butter, it is extremely low. And what that is a
measure of is the available water in the peanut butter itself. And
what may likely have occurred is that somehow there was this con-
tamination of water in the facility that was not detectable at the
time of packaging, but later over time that maybe the salmonella
was allowed to grow due to the water availability.

Mr. BURGESS. What do you think going forward? Are you going
to be able to be confident that the same mysterious set of cir-
cumstances is not going to happen again?

Mr. Coro. Yes, we are very confident. And the reason for that
is the approaches that we are taking prior to restarting our facility
will include making sure that we have very robust food safety
standards in place. We are in the process of looking at all of our
both environmental and finished product testing methods and pro-
tocols.

Mr. BURGESS. So you are going to heighten the sensitivity of your
testing?

Mr. CoLo. Absolutely.

Mr. BURGESS. Good.

Mr. Sweat, on the spinach issue that came up, you said that
some of the spinach you get is harvested in Mexico; is that correct?

Mr. SWEAT. That is correct.

Mr. BURGESS. And have you assessed these Mexican farms with
as much scrutiny as you had with the California farms about wild
pigs and cows across the hill and that sort of thing?

Mr. SWEAT. Yes. Most of the growers that grow product for us
in Arizona and Mexico are the same growers that grow product in
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California. They migrate throughout the year based on seasonal cli-
matic changes to grow the lettuces.

Mr. BURGESS. But my understanding, I think, from your testi-
mony or from someone else’s was that one of the possibilities was
the E. coli existed in the stream water which may have flooded into
wells which were used for irrigation. Is the same possibility present
in Mexico, or is it more likely to be possible in Mexico, less likely
to be possible? Is there any way to quantify the risk from the var-
ious farms from which you accumulate product?

Mr. SWEAT. What we have done is apply the same standards
across all farms. So we test all the waters, the seed, the soil. Ev-
erything on our GPA program now tests for that across all farms
that supply product, not just in California.

Mr. BURGESS. In November 2005, a series of outbreaks associated
with the Salinas area farms, the FDA sent a letter to California
farms that grow packaged spinach. Are you familiar with the letter
that they sent?

Mr. SWEAT. That is correct.

Mr. BURGESS. It requested that you begin or intensify imme-
diately various efforts. How did that intensification of efforts, how
did that proceed?

Mr. SWEAT. We went back through the agricultural practices, the
good manufacturing practices, in our HACCP program that we use,
the FDA’s guidelines and their updated guidelines as it related to
leafy greens and fresh cut fruits and vegetables to make sure that
we were meeting or exceeding all those standards.

Mr. BURGESS. So have you, in fact, implemented all of the guide-
lines that were listed by the NDA at that time?

Mr. SWEAT. They were actually already implemented when re-
ceived a letter in 2005.

Mr. BURGESS. So accelerating that implementation, would that
have made any difference in the September 2006 outbreak?

Mr. SWEAT. No. The GAPs and GMPs and HACCP programs that
were implemented had been implemented and working for many,
many years.

Mr. BURGESS. How can you be sure that area water doesn’t con-
taminate the crops?

Mr. SWEAT. As part of our enhancements to the GAP programs
that we have done is we have increased the frequencies of testing
all the water for irrigation. And instead of testing for just generic
E. coli, which is an indicator of a potential pathogen, we actually
test for the pathogenic E. coli now.

Mr. BURGESS. Do you test for toxigenic E. coli?

Mr. SWEAT. We do.

Mr. BURGESS. To whom do you report that information?

Mr. SWEAT. That information actually from our growers gets re-
ported in to us, and then we keep all that data there.

Mr. BURGESS. Do you follow on with the California Department
of Health or the CDC? Do you tell someone about it?

Mr. SWEAT. If we were to have any positives on water, if it’'s a
municipal water supply, we would notify that municipality that
would be supplying it, and then we would also notify CDHS about
the issues of finding anything that would test positive.
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Mr. BURGESS. Just in regard to the spinach itself, how many
positives for toxigenic E. coli, how many of those positives do you
generally record in a year’s time?

Mr. SWEAT. Well, we started the testing on raw product 2 weeks
after the outbreak, so that was about the first week in October
when we implemented the raw product. To date there have been
23 raw product samples that have tested positive for E. coli, and
those products have been destroyed. And about 16 have tested posi-
tive for salmonella, and those have been destroyed. But none of the
finished goods that we have tested have tested positive for either
E. coli or salmonella.

Mr. BURGESS. But prior to September 2006, that data would not
be available?

Mr. SWEAT. No. We were not testing prior to the outbreak.

Mr. BURGESS. And what do you do with the affected crop? How
do you destroy it?

Mr. SWEAT. We actually put it into an incinerator and document
the photos of it that it’s being destroyed.

Mr. BURGESS. And you conform with the Clean Air Act when you
do that, correct?

Mr. SWEAT. Yes, we do.

Mr. BURGESS. Thank you, Mr. Chairman.

Mr. StupAK. I thank the gentleman.

Just a few questions from me for a wrap-up.

Mr. Sweat, of those, I guess, 39 positives you’ve received now, all
these washing, the good manufacturing and all these other operat-
ing procedures, none of that’s going to detect E. coli or salmonella
unless you test for it?

Mr. SWEAT. That’s our understanding is that it will not detect it.

Mr. STUPAK. So all these voluntary standards, in-house testing,
which I appreciate you doing, if you don’t do it, there’s no penalty
to you, there’s no stick, if you will, there’s no enforcement?

Mr. SWEAT. To my knowledge we are the only company that has
implemented this testing program to date.

Mr. StuPAK. I was going to ask you, we talked about Salinas Val-
ley being the lettuce bowl of America. Do the other producers in
that area do these testing that you are doing?

Mr. SWEAT. To my knowledge they don’t.

Mr. STUPAK. And there’s no requirement for them to do it?

Mr. SWEAT. There’s no requirement. But early on we said food
safety would not be a competitive advantage. Whatever we learned
we would share with our industry. And we are doing that. We are
sharing these testing programs that we have done with everybody
in our industry and all the associations.

Mr. STUPAK. I appreciate you are doing the testing now, but if
we did not have this spinach outbreak, you probably wouldn’t be
doing testing, would you?

Mr. SWEAT. That’s a hard one to go back on now, because once
you've crossed over and started it, it’s hard to envision something
you would do different.

Mr. STUPAK. I am not trying to discourage it.

Mr. SWEAT. But prior to that we had not had any reason not to
think our GAPs and GMPs and HACCPs weren’t doing their job of
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deterring that microbial contamination because we had not had
any of those outbreaks for later tests over the years.

Mr. StUPAK. Well, it seems like our food safety in this country
is reactive as opposed to proactive. I am disturbed when you tell
me that FDA comes to your place, they look at things, and they
never do any testing; they just look to see if you are washing this
or making sure that conditions are very sanitary. They don’t even
do testing when they are there. It seems like we are waiting for
something to happen, then we try to react. And our chance of recall
can take some time, as we have shown. That’s my only concern.

Mr. SWEAT. I think the testing is a way to validate the efficacy
of all of the controls from field to finished product.

Mr. STUPAK. Let me ask you this. I realize you are not into mar-
keting, but, Mr. Henderson, Mr. Sweat, Mr. Colo, has your com-
pany ever done marketing to test the attitudes of Americans?
Would they pay an extra 5 cents for a package of lettuce to assure
testing to be done? Is it a cost issue why it’s not being done or just
never been done? Mr. Henderson.

Mr. HENDERSON. No. Our company has never undertaken such a
study or formal inquiry with our customer base. Recognize that the
majority of the customers that we market to are essentially selling
their brands, and they are essentially the brand marketers in the
countries in which they transact business.

Mr. STUPAK. Mr. Sweat.

Mr. SWEAT. We haven’t done any research or focus groups from
a marketing standpoint on the thought process of what they would
pay. We haven’t really looked at the cost of all these programs we
have done. It’s just doing the right thing for our consumers to im-
prove our food safety program.

Mr. StupAK. Mr. Colo.

Mr. CorLo. I am not aware of any particular marketing studies
around that particular issue. Our approach is simply that you have
to do everything possible to ensure that the food that you are pro-
ducing is safe. So our policies are all geared towards that.

Mr. STUPAK. That’s been passed by the last few Congresses. It
says country of origin, but somehow that never seems to get imple-
mented. Do you think that would help at all in this situation?
Again, without testing, it doesn’t make any difference where the
product comes from, right? Mr. Sweat.

Mr. SWEAT. That’s correct. I think the countries of origin labeling
laws would help identify for the consumer where it’s coming from,
but you are still going to need to put in your testing protocols. And
as you look at that bag of salad, Mr. Chairman, you’ll notice there’s
lots of ingredients on there. So one of the challenges for us is that
when you bring in 10 or 12 ingredients from 10 or 12 different
farms, you don’t have a one-to-one correlation from a field-grown
product to a finished product.

Mr. STUPAK. Mr. Burgess.

Mr. BURGESS. Mr. Sweat, if I could ask one last take-home ques-
tion for the bag that has been famously passed around up here
today. It says triple washed or final washing. Do you advise con-
sumers to wash your product before they consume it?
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Mr. SWEAT. What we do with our consumer Web site and when
consumers call and ask should they wash their lettuce, we tell
them if they want to wash it, then they should wash it.

Mr. BURGESS. But that’s not a recommendation on the package.
And just like we heard testimony from the folks who were here ear-
lier today, they look at the package that says triple washed, ready
to eat, so they pop the bag and put it into the bowl. Would it make
any measurable difference if consumers, just like we tell them now
to cook their hamburger until it’s done, that we wash our spinach
even though the product may say it’s been triple washed?

Mr. SWEAT. I don’t think washing would have any further impact
on it, because typically just running water over it, there’s not the
chlorine that we use in our agitated work system as a deterrent for
a microbial load. So I don’t think washing would enhance that at
home. But we encourage our consumers if they want to wash it,
please do so.

Mr. BURGESS. So the bug is too sticky to just wash off the leaf
of spinach?

Mr. SWEAT. It can be.

Mr. BURGESS. Thank you.

Mr. STUPAK. One more question, Mr. Henderson, if I may. I have
a number of constituents and my dog. When are we going to get
our pet food supply back to normal? Will it take a while? I mean,
there’s a lot of it off the shelves, and you seem to be the main man-
ufacturer. When will we see the wet cat and dog food back up to
where they are? We are still having trouble in some parts trying
to find our favorite food, if you will.

Mr. HENDERSON. Actually from a size perspective, Menu is actu-
ally quite small in the marketplace. But relative to our steps, we
are still in the midst of the recall. That’s going on as I sit here
today. And the practice that we are going through is essentially to
make sure that with working in cooperation with the retailers, that
all of that product is back off the shelf so there’s no possible way
that it can get back. And once we have got certification that that
product has been cleared from the retailers’ shelves, cleared from
the reclamation centers and from the warehouses, we will begin
shipping them product manufactured with proven wheat gluten
going forward. I expect that it will start in the next week or two.

Mr. StUPAK. For all of you, if you may, Mr. Henderson, Mr.
Sweat, Mr. Colo, Mr. Miller, the committee would like you to give
us the—present to the committee the inspections of the USDA and
FDA at your plants, plural, if you have more than one. And if you
could do that within the next week, we would appreciate it. We do
have the FDA coming in in a couple of weeks. We are a little con-
cerned about inspections; how often they occur, what do they do.
There’s some question whether they do any testing or not. So if you
could provide those to us. So Mr. Henderson would you do that for
us please, try to get that to us in a week? If you have trouble, get
ahold of the committee.

Mr. HENDERSON. Certainly. Can you tell me how far back?

Mr. STUPAK. From 2000 to April 2007.

Mr. HENDERSON. Yes.

Mr. STUPAK. Mr. Sweat do you think you could do that?

Mr. SWEAT. Yes, we’ll provide that.
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Mr. StuPAK. Mr. Colo?

Mr. CoLo. Yes.

Mr. STUPAK. Mr. Miller?

Mr. MILLER. Yes. We have already done it. If you would like us
to go back further, we have already done it.

Mr. STUPAK. From 2000 through April 2007, if you would.

Mr. MILLER. Yes.

Mr. STUPAK. I appreciate that.

Mr. Burgess, I think, was questioned about the November 4,
2005, USFDA letter to California firms on the grow, pack process
for fresh-cut lettuce. That will be made part of the record.

Also the statements of Representative DeLauro, Representative
Pallone and Senator Durbin will also be made part of the record.

We have to have the exhibit binder that’s before us here without
objection be made part of the record.

That concludes all questioning. I want to thank our witnesses for
coming today and thank you for your testimony. I ask unanimous
consent that the record will remain open for 30 days for additional
questions for the record.

That concludes our hearing. Without objection, this subcommit-
tee is adjourned.

[Whereupon, at 1:45 p.m., the subcommittee was adjourned.]

[Material submitted for inclusion in the record follows:]

PAuL HENDERSON ANSWERS TO SUBMITTED QUESTIONS FROM HON. JAY INSLEE

Dear Congressman Inslee:

This letter is written in response to the additional questions from you set forth
in the letter dated June 21, 2007 from Chairman Dingell with regard to the hearing
“Diminished Capacity: Can the FDA assure the Safety and Security of the Nation’s
Food Supply?” on April 24, 2007.

The following are the answers to your questions:
Does Menu Foods sell “salvaged” and/or “distressed” pet food for use in
livestock feed?

No.

Did Menu Foods sell “salvaged” and/or “distressed” pet food from the No-
vember 8, 2006 through March 6, 2007 production runs that have been re-
called?

No.

If Menu Foods did sell “salvaged” and/or “distressed” pet food from re-
called batches, has any effort been made to track down buyers and deter-
mine whether this food has crossed into the human food supply?

No.
We appreciate this opportunity to assist the subcommittee in its efforts.

STATEMENT OF HON. RosA L. DELAURO AND HON. RICHARD J.
DURBIN

Mr. Chairman, we want to commend you for calling this hearing and thank you
very much for the opportunity to present written testimony.

We all saw the disturbing article in yesterday’s Washington Post that the FDA
has known for years about contamination problems at a peanut butter plant in
Georgia and on spinach farms in California, but took only limited steps to address
the problems and relied on voluntary actions by the industry. Based on the evidence
being compiled so far in the pet food recall situation, the FDA appears to be failing
its responsibilities to protect pets from unsafe food as much as it is failing to protect
American consumers.
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Mr. Chairman, the FDA’s response to this situation has been tragically slow, and
pet owners deserve answers. The uncertainty about which foods have been recalled
and what is safe to feed their pets has gone on far too long. We also learned last
week that the human food supply may be at risk because of contaminated pet food
that was provided to a hog feeding operation in California. After the disturbing rev-
elations that were outlined in the Post article yesterday, we fear that a full inves-
tigation will determine that FDA rarely, if ever, inspects pet food manufacturing
plants, and that the agency desperately needs to modernize its regulations to protect
our pets.

As we all know, the problems that have resulted in the pet food recall are being
traced to shipments of wheat gluten and rice protein and corn gluten from China
that was discovered to be contaminated with melamine. As FDA’s investigation con-
tinued, pet owners kept receiving assurances from the agency that only the foods
on the recall list presented a danger to their pets. However, pets remained vulner-
able despite these assurances because the recalls kept expanding dramatically. One
of the central reasons the recall keeps expanding is that FDA has refused to identify
the companies that have purchased rice protein concentrate batches from the same
contaminated shipment. Of the five companies that purchased from the contami-
nated shipment, only two have been identified.

The FDA knows the identity of the other companies that purchased ingredients
from the contaminated shipments, but is unable to disclose the information and
compel any action. Thus, consumers have not been able to avoid buying and feeding
potentially contaminated products to their pets, and contaminated pet food still may
be on store shelves. This is unconscionable.

And of course, we do not have to remind you Mr. Chairman that the FDA has
no authority to mandate recalls and instead relies on information submitted by com-
panies. As the Post article yesterday noted, we saw how that situation played out
in 2005 with the peanut butter plant in Georgia when company officials refused to
provide information to the FDA when the agency was investigating complaints
about a salmonella contamination—2 years later a salmonella outbreak in peanut
butter sickens over 400 people in 40 States.

Another very troubling aspect to this issue is the Chinese Government’s delay in
allowing FDA personnel to enter China to inspect the facilities suspected of produc-
ing the contaminated products. After FDA Commissioner Dr. von Eschenbach in-
formed us of this situation in our meeting with him last week, we wrote a letter
to the Chinese Ambassador to the United States asking that they allow our inspec-
tors into the country. We also asked that the ambassador meet with us to discuss
the larger issue of contaminated food being imported into the United States.

Just today, we learned that China has agreed to allow U.S. regulators to enter
China. Unfortunately, FDA’s request has been pending since April 4, 2007, an unac-
ceptable delay of 3 weeks during which time the health of our pets has been at risk.
Unlike the Food Safety Inspection Service (FSIS) of the U.S. Department of Agri-
culture (USDA) which has the authority to set up cooperative relationships with
trading partners and inspect their facilities, the FDA has no such similar authority
and must rely on ad hoc procedures when problems arise.

We are all aware of the disturbing statistics related to imported foods. The U.S.
now imports far more foods than it exports, but there are fewer inspectors for im-
ported foods. Currently, FDA inspects less than 1 percent of the food imported into
this country that it is responsible for regulating. Also, the FDA does not require ex-
porting countries to have food safety regulatory structures that are equivalent to the
U.S. standards. Given that the contaminated pet food appears to be connected to
products imported from China only heightens our concern about the agency’s ability
to inspect imported products. It i1s this aspect of the pet food recall crisis that is
particularly troubling and will be examined further in a follow-up hearing before the
House Agriculture Appropriations Subcommittee.

In addition, for the first several weeks of the pet food recall, the FDA did not
clearly communicate which brands and products were on the recall list. Rather than
bring together all of the relevant recall information in an easy to read, searchable
document, the FDA relied on links to corporate press releases on the voluntary re-
calls, each of which had a different format. This format was confusing and time con-
suming for concerned pet owners. We are both glad that FDA has taken our advice
and modified the format of their website.

It very well may be that FDA lacks the resources to adequately inspect pet food
facilities and imported products. And this is an area where we could work together
to make a direct impact. However, we also should examine whether this is a man-
agement issue. In response to a letter that we sent to FDA, the agency said it has
not determined whether changes in current law or resources are necessary based
on the pet food recall. We find it difficult to understand that this agency always re-
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fuses to even consider requesting additional authorities or resources to help it do
its job. This dismissive approach toward additional authorities is very frightening
and could continue to have serious repercussions to the safety of both pet and
human food.

The FDA likes to demonstrate its commitment to food safety by pointing out that
“food” is the first word in its name. However, its actions suggest otherwise, high-
lighting the need for legislation that would create a single food safety agency—a bill
that we have worked on for quite a long time now—the Safe Food Act of 2007.

This legislation would consolidate the various cross-cutting authorities in the area
of food safety and move them within a single regulatory structure. The goal is to
improve coordination, realize efficiencies, and streamline the number of oversight
committees responsible for food safety. This new independent agency would better
compete for resources and be in a position to strategically plot a national food safety
strategy. Today’s regulatory arrangement is fractured among multiple departments
and sub agencies and is in major need of reform.

In addition, we are working on legislation that will specifically address shortfalls
in FDA’s authority to prevent or react to situations similar to the pet food recall.
We hope to be ready to introduce a bill this week or next. As Dr. Robert Brackett,
FDA’s Director of Food Safety (CFSAN), was quoted as saying, “The outbreaks point
to a need to completely overhaul the way the agency does business...We have to get
out of the 1950s paradigm.” Our legislation will focus on the following five proposals
that, if in place, might have prevented or mitigated this recent contamination:

1. Mandatory Recall Authority;

2. Adverse Event Reporting Standards and Penalties;
3. Standing FDA Authority to Inspect Overseas;

4. Surveillance and Early Detection; and

5. Standardization of Voluntary Standards.

We look forward to FDA’s analysis of their oversight of pet food manufacturing
facilities and the final report on the actions that the agency took once the crisis fi-
nally ends. We also look forward to the results of your investigation, Mr. Chairman.
f\}Ve fee(li that it will play a key role in determining the best steps to take in moving

orward.

Thank you again, Mr. Chairman for allowing us to present testimony at this hear-
ing and we look forward to continuing to work with you on this issue.
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DENNLS B. FITZGIBBONS, CHIEF OF STAFF
GREGE A. ROTHSCHILD, CHIEF CDUNSEL

Ms. Lisa Shames

Acting Director

Natural Resources and Environment
U.S. Government Accountability Office
441 G Street N'W., Room 2T23A
Washington, D.C. 20548

Dear Ms. Shames:

Thank you for appearing before the Subcommittee on Oversight and Investigations on
Tuesday, April 24, 2007, at the hearing entitled “Diminished Capacity: Can the FDA Assure the
Safety and Security of the Nation’s Food Supply?” We appreciate the time and effort you gave
as a witness before the Subcommittee.

Under the Rules of the Committee on Energy and Commerce, the hearing record remains
open to permit Members to submit additional questions to the witnesses. Attached are questions
directed to you from certain Members of the Committee. In preparing your answers to these
questions, please address your response to the Member who has submitted the question(s) and
include the text of the Member’s question along with your response.

To facilitate the printing of the hearing record, your responses to these questions should
be received no later than the close of business Friday, July 6, 2007. Your written responses
should be delivered to 316 Ford House Office Building and faxed to 202-225-5288 to the
attention of Kyle Chapman, Legislative Clerk. An electronic version of your response should
also be sent by e-mail to Mr. Kyle Chapman at kyle.chapman@mail.bouse.gov in a single Word
formatted document.

MARSHA BLACKBURN, TENNESSES
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Ms. Lisa Shames
Page 2

Thank you for your prompt attention to this request. If you need additional information
or have other questions, please contact Kyle Chapman at (202) 226-2424.

JOHN D. DINGELL
CHAIRMAN

Attachment

cc: The Honorable Joe Barton, Ranking Member
Committee on Energy and Commerce

The Honorable Bart Stupak, Chairman
Subcommittee on Oversight and Investigations

The Honorable Ed Whitfield, Ranking Member
Subcommittee on Oversight and Investigations
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United States Government Accountability Office
Washington, DC 20548

July 6, 2007

The Honorable Ed Whitfield

Ranking Member

Subcommittee on Oversight and Investigations
Committee on Energy and Commerce

House of Representatives

Subject: Posthearing Questions Related to FDA Oversight of the Safety and Security of the
Nation’s Food Supply

Dear Mr. Whitfield:

On April 24, 2007, I testified before the Subcommittee on Oversight and Investigations
at a hearing addressing the Food and Drug Administration’s (FDA) role in overseeing
the safety of the nation’s food supply.’ This letter responds to your request that we
provide answers to questions asked after the hearing. Your questions, along with my
responses, follow.

1. Do you believe that we currently have in place the controls necessary to
protect the American people from Asian fish that may contain melamine
that was intentionally blended into the wheat gluten or other potentially
banned and dangerous chemicals?

When we reexamined FDA’s program for ensuring the safety of imported seafood
in January 2004, we found that, while the program had shown some
improvements, further improvements were needed.” For example, FDA had made
little progress regarding our January 2001 recommendation’ that FDA
communicate to U.S. port-of-entry personnel serious deficiencies identified during
inspections so that potentially contaminated imported seafood was examined
before it entered the United States. As part of our periodic follow up to determine
if agencies have taken actions in response to our recommendations, it appears
that FDA has not addressed most of our recommendations. For example, as of

' GAO, Federal Oversight of Food Safety: High-Risk Designation Can Bring Attention to Limitations in
the Government'’s Food Recall Programs, GAO-07-785T (Washington, D.C.: April 24, 2007).

* GAO, Food Safety: FDA's Imported Seafood Safety Program Shows Some Progress, but Further
Improvements Are Needed, GAO-04-246 (Washington, D.C.: January 2004).

® GAQ, Food Safety: Federal Oversight of Seafood Does Not Sufficiently Protect Consumers, GAO-01-
204 (Washington, D.C.: January 31, 2001).
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January 2007, FDA had yet to prioritize enforcement actions when violations that
posed the most serious public health risk occurred. In addition, FDA had not
established equivalence or other similar types of agreements with seafood-
exporting countries.

2. In an effort to protect the public, do you believe we have an obligation to
impose a temporary ban on all imported fish from China until we can
assure the American people that China is meeting the standards the
American people expect and deserve?

While we have not done the work necessary to determine if a broader ban should
be established, FDA placed several seafood products from China, including farm-
raised catfish, on detention without physical examination on June 28, 2007.
According to its public announcements, FDA will begin detaining these products
at the border until the shipments are proven to be free of residues from drugs that
are not approved in the United States. FDA reported that their import
surveillance program repeatedly found that farm-raised seafood imported from
China was contaminated with unapproved drugs or food additives from October
2006 through May 2007.

We appreciate the opportunity to comment and hope that these responses are of
assistance. If you have any additional questions, please do not hesitate to call me at
(202) 512-3841.

Sincerely yours,
Lisa Shames

Director, Natural Resources
and Environment

Page 2
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EOA  U.S. Food and Drug Administration <
CENTER FOR FOOD SAFETY AND APPLIED NUTRITION
EDA Home Page | CESAN Home | Search/Subject Index | Q & A | Help

CFSAN/ Office of Plant and Dairy Foods
November 4, 2005

Letter to California Firms that Grow, Pack,
Process, or Ship Fresh and Fresh-cut Lettuce

This letter is intended to make you aware of the Food and Drug Administration's (FDA's) serious
concern with the continuing outbreaks of foodborne illness associated with the consumption of fresh
and fresh-cut lettuce and other leafy greens. We also outline below what we plan to do and the
actions that we expect your industry will take to enhance the safety of these products.

FDA is aware of 18 outbreaks of foodborne iliness since 1995 caused by Escherichia coli 0157:H7
for which fresh or fresh-cut lettuce was implicated as the outbreak vehicle. In one additional case,
fresh~cut spinach was implicated. These 19 outbreaks account for approximately 409 reported cases
of iliness and two deaths. Although tracebacks to growers were not completed in alf 19 outbreak
investigations, completed traceback investigations of eight of the outbreaks associated with lettuce
and spinach, including the most recent lettuce outbreak in Minnesota, were traced back to Salinas,
California.

Because these products are commonly consumed in their raw state without processing to reduce or
eliminate pathogens, the manner in which they are grown, harvested, packed, processed, and
distributed is crucial to ensuring that microbial contamination is minimized, thereby reducing the risk
of iliness to consumers. In 1998, the FDA issued guidance to industry entitied "Guide to Minimize
Microbial Food Safety Hazards for Fruits and Vegetables.” This Guide recommends good agricuitural
practices (GAPs) and good manufacturing practices (GMPs) that growers, packers, and shippers may
undertake to address common risk factors in their operations, and thereby minimize food safety
hazards potentially associated with fresh produce.

On February 5, 2004, FDA issued a letter to the lettuce and tomato industries to make them aware of
our concerns regarding continuing outbreaks associated with these two commodities and to
encourage these industries to review their practices in light of FDA's GAPs/GMPs guidance and other
available guidance.

In view of continuing outbreaks associated with fresh and fresh-cut lettuce and other leafy greens,
particularly from California, we are issuing this second letter to reiterate our concerns and to strongly
encourage firms in your industry to review their current operations in light of the agency's guidance
for minimizing microbial food safety hazards in fresh fruits and vegetables, as well as other available
information regarding the reduction or elimination of pathogens on fresh produce. We encourage
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firms to consider modifying their operations accordingly to ensure that they are taking the
appropriate measures to provide a safe product to the consumer. We recommend that firms from the
farm level through the distribution level undertake these steps.

Foodborne illness investigations rarely pinpoint the point of origin of the contamination. However,
claims that "we cannot take action until we know the cause" are unacceptable. We believe that there
are actions that can and should be undertaken immediately to address this issue. For example, at
least some outbreaks may be related to contamination that may have occurred in the production
environment. In June 2004, the California Department of Health Services, Food and Drug Branch
(CDHS-FDB) initiated multi-agency, collaborative research aimed at identifying the environmental
reservoirs for E. coli 0157:H7, and understanding how lettuce may become contaminated. In a
preliminary report presented at the August 2005 annual meeting of the International Association for
Food Protection, E. coli 0157:H7 was isolated from sediment in an irrigation canal bordering a ranch
that had been identified in three separate outbreaks. The ranch is bowl-shaped; it sits upon a drained
lake, and is highly susceptible to localized flooding. Expanded sampling in the Santa Rita Creek and
the Salinas Valley area indicate that creeks and rivers in the Salinas watershed are contaminated
periodically with E. coli 0157:H7. The specific source of contamination that led to the outbreaks was
not identified. However, several possible sources of contamination were identified, both on the ranch
initially studied and upstream. Although it is unlikely that contamination in all 19 outbreaks was
caused by flooding from agricultural water sources, we would like to take this opportunity to clarify
that FDA considers ready to eat crops (such as lettuce) that have been in contact with flood waters to
be adulterated due to potential exposure to sewage, animal waste, heavy metals, pathogenic
micraorganisms, or other contaminants. FDA is not aware of any method of reconditioning these
crops that will provide a reasonable assurance of safety for human food use or otherwise bring them
into compliance with the law. Therefore, FDA recommends that such crops be excluded from the
human food supply and disposed of in a manner that ensures they do not contaminate unaffected
crops during harvesting, storage, or distribution. Aduiterated food may be subject to seizure under
the Federal Food, Drug, and Cosmetic Act, and those responsible for its introduction or delivery for
introduction into interstate commerce may be enjoined from continuing to do so or prosecuted for
having done so.

We have worked in partnership with the fresh produce industry in the U.S. and abroad since the
release of our GAPs/GMPs guidance in 1998 to promote our recommendations and to advance the
scientific knowledge applicable to enhancing the safety of fresh fruits and vegetables. We recognize
and appreciate the efforts that academia and some industry members have taken to date to provide
fresh produce that is safe to consumers, and we are confident that you will continue to work
proactively to pursue this goal. However, we are also aware that efforts by the CDHS over the last
three years to engage the lettuce industry have not yet resuited in a comprehensive, collaborative
plan to address the issue of E. coli 0157:H7 in lettuce. In light of continuing outbreaks, it is clear
that more needs to be done.

On October 18, 2004, FDA posted our 2004 Produce Safety Action Plan. FDA developed the 2004
Produce Safety Action Plan to minimize further foodborne iliness associated with the consumption of
fresh produce following comments from a public meeting and subsequent written comments. This
Action Plan is designed to incorporate “lessons learned"” in implementing the 1998 GAPs/GMPs
guidance and expand on existing produce food safety programs.
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There are four general objectives set out in the Action Plan: prevent contamination of fresh produce;
minimize the public health impact when contamination occurs; improve communication between all
parties; and facilitate research relevant to the contamination of fresh produce. For each objective, the
plan identifies steps or actions by the industry as well as regulators that could contribute to the
achievement of the objectives. We believe that many of the steps set out in the Action Plan are
relevant to the goal of reducing foodborne iliness caused by E. coli 0157:H7 associated with lettuce
and feafy greens.

Consistent with the Action Plan, we strongly encourage your industry to begin or intensify
immediately efforts such as, but not limited to, the following:

. Communication - actively participate in dialog with FDA, California Department of Heaith
Services and the California Department of Food and Agriculture (CDFA), academia, and other
industry partners to ensure widespread, active participation and support of activities to address
the issue of E. coli 0157:H7 contamination of lettuce and leafy greens; develop an industry
action plan with tangible measures of progress;

. Guidance - expedite completion of the industry-led lettuce and leafy green-specific supply
chain guidance. (We recommend that this guidance include what to do if crops are flooded.);

. Outreach - promote implementation of the lettuce and leafy green supply chain guidance and
other best practice recommendations; and

. Research - establish a coalition to identify critical, risk based research, including research to
address environmental reservoirs for E. coli 0157:H7; provide adequate support for such
research to ensure it is conducted; and facilitate technology transfer of research findings.

FDA stands ready to continue to engage and assist in these endeavors. FDA will soon publish a draft
guidance for the fresh-cut industry, which guidance we believe may be helpful to your industry.

We intend to meet with the California Director of Health Services and Secretary of Food and
Agricutture in the near future regarding this ongoing public health problem to explore ways we can
work together to prevent future outbreaks. Together with CDHS and CDFA, we also intend to meet
with the lettuce and leafy greens industry in the near future to engage the industry to prevent further
outbreaks.

As you are aware, food produced under insanitary conditions whereby it may be rendered injurious to
health is adulterated under § 402(a)(4) of the Federal Food, Drug, and Cosmetic Act ((21 U.S.C. 342
(a)(4)). FDA is investigating regulatory options and will consider enforcement actions against firms
and farms that grow, pack, or process fresh lettuce and leafy greens under such insanitary conditions.

Sincerely,

Robert E. Brackett, Ph.D.
Director ’
Center for Food Safety and Applied Nutrition

cc: A.G. Kawamura, Secretary, California Department of Food and Agriculture
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U.S. Food Safety Strained by Imports
By JUSTIN PRITCHARD, Associated Press Writer
Monday, April 23, 2007

(04-23) 12:45 PDT LOS ANGELES, (AP) --

The same food safety net that couldn’t catch poisoned pet food ingredients from
China has a much bigger hole.

Billions of dollars' worth of foreign ingredients that Americans eat in everything from
salad dressing to ice cream get a pass from overwhelmed inspectors, despite a rising
tide of imports from countries with spotty records, according to an Associated Press
analysis of federal trade and food data.

Well before contaminated shipments from China killed 16 cats and dogs and
sickened thousands more, government food safety task forces worried about the
potential human threat — ingredients are hard to quarantine and can go virtually
everywhere in a range of brand products.

When U.S. Food and Drug Administration inspectors at ports and border
checkpoints look, they find shipments that are filthy or otherwise contaminated.
They rarely bother, however, in part because ingredients aren't a priority.

Because these oils, spices, flours, gums and the like haven't been blamed for killing
humans, safety checks before they reach the supermarket shelf are effectively the
responsibility of U.S. buyers. As the pet deaths showed, however, that system is far
from secure.

Meanwhile, the ingredient trade is booming — particularly since 2001, when the
Sept. 11 attacks focused attention on the security of the nation's food supply.

Over the past five years, the AP found, U.S. food makers prospecting for bargains
more than doubled their business with low-cost countries such as Mexico, China and
India. Those nations also have the most shipments fail the limited number of checks
the FDA makes.

"You don't have to be a Ph.D. to figure out that ... if someone were to put some type
of a toxic chemical into a product that's trusted, that could do a lot of damage before
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it's detected," said Michael Doyle, a microbiologist who directs the University of
Georgia's Center for Food Safety.

Doyle sat on several federal task forces studying threats to U.S. food security; while
they discussed ingredients, he said, their findings are classified.

Read down most any food package’s label and there they are: strange-sounding
substances that keep soft drinks fizzy, crackers crispy and sauces from gooing up.
Gum arabic, extracted from acacia trees, helps give light whipped cream its texture;
maltodextrin is derived from starchy foods, then can be dusted on chips so spices
stick; caseins, a protein from milk, help the consistency of cheese substitutes.

While Americans are consuming more imported food and drink from preserved fruit
to coffee, demand among U.S. food makers for overseas ingredients is increasing
even faster.

In 2001, the United States imported about $4.4 billion worth of ingredients
processed from plants or animals, AP's analysis shows. By last year that total leaped
to $7.6 billion — a 73 percent increase. Other food and drink imports rose from
$38.3 billion to $63 billion — up 65 percent.

No single reason explains the increase. Profits are one factor; changing consumer
tastes play a role, too. There's a growing expectation that seasonal products will be
available year round, while immigrants may hanker for familiar flavors and others
want variety.

So U.S. food makers head overseas, where labor-intensive ingredients can be cheaper
to produce in low-wage countries. They're not expensive to ship, either, because
they're relatively compact and don't spoil easily, said David Closs, an expert in global
food supply at Michigan State University.

By its own latest accounting, the FDA only had enough inspectors to check about 1
percent of the 8.9 million imported food shipments in fiscal year 2006. Topping the
list were products with past problems, such as seafood and produce.

"I don't ever remember working on ingredients,” said Carl R. Nielsen, a former FDA
official whose job until he left in 2005 was to make sure field inspectors were
checking the right imports. "That was the lowest priority, a low priority."
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On Tuesday, a House Energy and Commerce subcommittee will hold a hearing on
the FDA's oversight of the food supply, with a focus on the recent cases of
contaminated spinach, peanut butter and pet food. The hearing is part of a broader
investigation by lawmakers into the FDA's handling of food safety.

There are other reasons ingredients aren't thoroughly examined. Unlike rotting fish
or moldy vegetables, ingredient testing often requires a laboratory. Analyzing
samples takes days and can irk importers who don't like the choice of holding their
product or risking a costly recall if they go ahead with distribution.

To cope with limited resources, the FDA requires that overseas companies announce
that a shipment is coming, notification that lets inspectors target products once they
arrive.

That leaves quality control, by and large, to American buyers and their suppliers. If
they don't do it, they run the risk of health problems that can devastate a brand and
generate huge lawsuits.

But except in rare cases, companies don't have to prove that a shipment of
ingredients is safe — no tests must show that it's pesticide-free, for example — and
the FDA rarely checks whether overseas processing conditions are up to par. That
contrasts with meat imports regulated by the Department of Agriculture, which must
be processed under conditions equivalent to those here.

"Unless there's a known problem," Nielsen said, "it's going to fly through."
FDA records over the past year reflect that reality:

_ Inspectors refused more than 650 food or drink shipments from China; only about
20 were ingredients. Catfish, eel, shrimp and vegetable products were among the
most rejected.

None of the barred shipments was either of the two tainted ingredients — wheat
gluten and rice protein concentrate — that led to nationwide pet food recalls. It took
the deaths of cats and dogs this spring to trigger tests that revealed an industrial
chemical somehow entered the food chain.

_ While inspectors refused the most shipments from India, they didn't turn back any
of the top ingredient import from there, a sticky plant extract that helps give frozen
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desserts their texture. Although there were no reports of problems with those
thickening agents from locust beans or guar seeds, it's unclear how many shipments
were inspected and let pass. The $118 million imported in 2006 made the category
the third-largest food from India, behind shrimp/prawns and cashew nuts, and well
ahead of rice.

The FDA issued two brief statements in response to interview requests, saying
imported food ingredients are treated "basically the same as with any food
commodity" entering the United States.

"We use a risk management approach and any regulated product, including food
ingredients, IS a priority to FDA if it poses a public health risk,” one statement said.
"If a food ingredient were to be identified as risk to public health, we are able to
quickly shift resources to handle.”

Exporting countries are supposed to help. But governments such as China, where
tainted food scandals are common, can have a stunning lack of oversight, said
William Hubbard, a top FDA official for 14 years who now advocates for stiffer food
safety regulations.

He recounted how one supplier drove a truck over tea leaves to dry them with
exhaust, which leached lead into the leaves. That was an unintended consequence of
a supplier taking a shortcut. Imagine, Hubbard said, what could be done by someone
intent on hurting people.

By late last week, federal officials said they were investigating whether the recalled
pet foods may have been intentionally spiked with the industrial chemical melamine
to boost their apparent protein content.

Ingredients aren't often blamed for outbreaks of human illness.

One reason is that they may be processed enough that microbes are killed, though as
the pet food case shows, chemicals can remain. Another reason is that connections
can be elusive: People sickened by casein, for example, might have consumed
anything from cheese to a bodybuilding shake,

Even when an ingredient is the suspected culprit, it can be hard to pinpoint.
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More than 1,200 children in at least seven states were sickened in 1998 after eating
school lunch burritos. Although flour tortillas were identified as the common link,
public health officials never determined what was wrong with them.

"Ingredients are more likely to go under the radar screen,” said Helen Jensen, an
Iowa State University economics professor who studies food safety and international
trade.

When they are bad, she said, they present particular problems: They're widely
distributed and often used in products with a long shelf life.

When Canadian pet food maker Menu Foods recalled its products last month, they
were pulled from shelves nationwide. Three weeks later, the FDA warned that
contaminated food may still be circulating.

Last year's list of leading ingredient suppliers reflected the globalized food chain.

While U.S. neighbors Canada and Mexico were first and third, Malaysia was second.
Forests in that Asian nation have been replaced by plantations of trees tapped for
palm oil, $250 million of which was sent here. China and India were fifth and sixth,
just after New Zealand, according to the AP analysis.

The top ingredient category was the catchall "food preparations,” followed by
industrial-sized blocks of chocolate, cocoa butter, casein and refined palm oil. Some
of the imports can be used in non-edible products; wheat gluten, for example, also is
used to make biodegradable "sporks,” the combination spoon-fork.

FDA officials have said none of the contaminated wheat gluten from China entered
the human food chain. That's little comfort to Jeff Kerner.

Kerner read food labels, paid for all-natural ingredients and figured that would keep
his Yorkshire terrier healthy. Instead, Pebbles died last month after eating tainted
food.

"All of us, I think, fall into that false sense of security that 'Well, if they put it in there,
it must be OK," he said. "I understand that it's the bottom line, but at what
expense?”
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Spinach growers warned about product safety last year
State, federal officials concerned by 20 reports of tainted greens

Stacy Finz and Erin Allday, Chronicie Staff Writers
Tuesday, September 19, 2006

Just 10 months before fresh spinach started sending people to the hospital, state and federal
officials warned Salinas Valley growers and packers to clean up their act after a decade of deadly E.
coli bacteria breakouts.

In November 2005, the FDA sent a letter to growers, packers, processors and shippers warning
them to improve produce safety.

"In view of continuing outbreaks," the agency wrote, "we encourage firms to consider modifying
their operations accordingly to ensure that they are taking the appropriate measures to provide a
safe product to the consumer."

The recent outbreak is the 20th time in a decade that leafy greens from Monterey County have been
contaminated by the deadly O157:H7 strain of E. coli bacteria. In this instance, a number of the
people infected said they had eaten packaged fresh spinach. Epidemiologists have since traced the
spinach to Earthbound Farm's Natural Selection label, which according to the company is grown in
the Salinas Valley and in neighboring San Benito County.

Investigators haven't been able to determine whether the source of the bacteria is in the farms or in
the processing plant where the vegetable is packaged, but said they are leaning toward the fields.

"We're trying to get to the bottom of this," said Dr. Mark Horton, state public health officer for the
California Department of Health Services. "But we've not been able to identify a smoking gun. A lot
more has to be done.”

Farmers say they are doing all they can.

"The safety of our products from the farm to the fork is our No. 1 priority," said Hank Giclas of
‘Western Growers, a trade association that represents California farmers, packers and shippers.
“We have begun an intensive process of examining everything we do to keep the bacteria from
getting into our products.”

The toll of people who have been infected in the recent epidemic has risen to 114 people in 21
states, including California, according to the Federal Food and Drug Administration. One of those
people, a 77-year-old woman from Wisconsin, has died, and 18 people have suffered kidney failure.

Horton said he expects more cases will be reported.

£x.3



151

Spinach growers wamned about product safety last year / State, federal officials concerned ... Page 2 of 4

Natural Selection has voluntarily recalled all its spinach products and River Ranch has pulled its
spring mix, which contains Natural Selection's spinach. But officials warn that consumers should
not eat raw spinach of any kind -- even organic. The FDA says spinach is safe to eat after cooking
the vegetable at 160 degrees Fahrenheit for 15 seconds. But state health experts advise against it.

"If you have something in your refrigerator that's contaminated, you throw it out,” said Dr. Kevin
Reilly of the state health department.

Canned and frozen spinach are safe to eat, according to both agencies.

Inspectors from the FDA and from California health services visited farms in Monterey County on
Monday evening to take samples and examine the fields for possible contamination. Investigators
have been running similar tests since 1995, when the first case of E. coli was reported by people
who had gotten sick after eating fresh lettuce. But the source of contamination was never found.

Attorney William Marler, who has represented a number of families infected with E. coli after
eating fresh vegetables from the Salinas Valley, said he thinks it is more than likely that water is
contaminating the crops.

"The common denominator in the other outbreaks was either surface water contamination,
flooding or irrigation," he said.

All water sources were tested, according to experts, but nothing came back positive for the bacteria.

E. coli is spread through mammal fecal matter. Symptoms such as diarrhea, cramping and bloody
stools typically occur within two to three days of exposure, but can take up to a week to manifest.

Healthy adults are more likely to recover from the bacteria, according to the FDA. Young children
and the elderly are the most vulnerable.

Marler has already filed federal lawsuits against Natural Selection and Dole, which sold Natural
Selection baby spinach under its own name, in Oregon, Wisconsin and Utah on behalf of victims
from those states. One of his clients, Gwyn Wellborn of Salem, Ore., suffered kidney failure,
requiring four blood transfusions and eight plasmapheresis exchanges, according to the suit.

Samantha Cabaluna, a spokeswoman for Natural Selection, said she wasn't aware that lawsuits had
been filed. Marty Ordman of Dole said he would not discuss the claim pending litigation.

E. coli outbreaks, especially in produce, have become increasingly common in the past two or three
decades. Experts in the agriculture industry said Monday they expect that trend to continue.

The country's centralized food processing system is at least partly to blame because produce from
one source is distributed all over the country. If just one corner of farmland becomes
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contaminated, bacteria can spread all over the United States.

"We don't see this disease in India, Africa, China. We only see it in highly technologically advanced
countries, and the reason is because of this highly centralized food processing system," said Lee
Riley, professor of infectious disease and epidemiology at UC Berkeley.

The FDA and state health departments need to develop more stringent regulations to control the
spread of bacteria, experts generally agree. And there are precautions that growers and food
processors can and should be taking -- not allowing potentially contaminated surface water to run
onto farmland, for example, and aerating land that might be tainted.

But the fact remains, there's only so much a farmer can do to protect a crop.

"We're still learning about what we can do to prevent contamination in the field," said Jenny Scott,
a microbiologist and vice president of food safety programs for the Food Products Association.
"Animals poop in the field, we have cattle grazing in the nearby field, we have water runoff. It can
be very difficult to prevent these outbreaks unless we grow everything in a greenhouse, which isn't
practical.”

Not only are outbreaks difficult to contain, but they're hard to investigate. In most outbreaks,
government agencies are able to trace the bacteria to a specific product, but more often than not,
the exact cause of the contamination is never known, said Trevor Suslow, a food safety researcher
in the plant sciences department at UC Davis.

By the time researchers are able to pinpoint a source of contamination, the conditions that led to it
no longer exist. On the farm, the product has been long harvested and the soil dug up and prepped
for the next product. In the factory, equipment has been cleaned.

The country's major E. coli outbreaks started in the early 1980s in the meat processing industry as
fast food became especially popular around the country and national regulations had trouble
keeping up with diet trends, Riley said.

Through the 1980s and into the early 1990s, most E. coli outbreaks were in meat and dairy
products, including a handful of highly publicized outbreaks at fast food restaurants. Now, as fresh
produce has become increasingly mass-processed, more cases are showing up in fruits and
vegetables.

And consumers have less control. With meat products, people can cook meat at home and kill any
bacteria themselves, With produce that is supposed to be eaten raw, the only thing consumers can
do is wash it - and with E. coli, that's often not enough. The bacterium can hide in leafy green
vegetables where it's difficult to wash off, and it only takes a very small number of E. coli cells - as
few as 10 -- for a person to become sick.
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"I don't think that the regulatory agencies are quite on top of how to approach produce yet," he
said. "They're beginning to address this issue in more detail and more closely. They need to
institute a more rigorous monitoring system, but it's hard. This problem is not going to go away.”

http://sfgate.com/cgi-bin/article,cgi?f=/c/a/2006/09/19/SPINACH.TMP

This article appeared on page A - 1 of the San Francisco Chronicle
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The 2006 Dole Spinach E. coli 0157:H7 Outbreak : Marler Blog:

Marler Blog

Posted at 6:31 PM on January 15, 2007 by E. coli Lawyer

The 2006 Dole Spinach E. coli 0157:H7 Qutbreak

On September 14, 2006 the U.S. Food and Drug Administration (FDA) released a “Warning on Serious
Food borng E. coli 0157:H7 Outbreak.” The FDA announced that a multi-state outbreak of E. coli
0157:H7 that “may be associated with the consumption of produce.” The FDA stated that, “preliminary
epidemiological evidence suggest that bagged fresh spinach may be a possible cause of this outbreak.”
As of that date, 50 cases of illness had been reported to the Centers for Disease Control and Prevention
(CDC), including 8 cases of HUS and 1 death. The impacted states were noted to include Connecticut,
Idaho, Indiana, Michigan, New Mexico, Oregon, Utah and Wisconsin.

In the ensuing three weeks, the FDA issued numerous press releases reporting on the expanding size and
scope of the outbreak. The releases also followed the FDA as it zeroed in on its conclusion that the
source of the outbreak was Dole bagged spinach.

On September 15, the FDA issues an additional press release advising, “people not eat fresh spinach or
fresh spinach containing products.” The FDA indicated that 94 cases of illness, including 14 cases of
HUS and 1 death were now associated with the outbreak. The outbreak was identified as affecting 20
states. Concurrently, Natural Selection Foods (NSF) recalled all of its products containing spinach with
“use by” dates from August 17, 2006 through October 1, 2006. The recall included Dole brand spinach.

New press releases on September 16, 17, 18, 19 updated the number of illness to 131, including 20 cases
of HUS, 66 hospitalizations, and 1 death in 21 states. By this time there were two recalls, including the
one initiated by NSF.

The FDA and CDC, in conjunction with local and state health agencies across the country continued its
investigation of the outbreak. On September 20, the FDA reported that the New Mexico Department of
Health had “linked a sample from a package of spinach with the outbreak strain of E. coli 0157:H7.”
The package had contained spinach eaten by a New Mexico outbreak member before becoming ill. The
package of spinach that tested positive was “Dole Baby Spinach, Best if Used by August 30.” At the
same time, the FDA indicated that it had no evidence that frozen spinach, canned spinach, or spinach in
pre-made meals manufactured by food companies were affected, and announced those products safe to

e
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eat,

The following day, September 21, the FDA confirmed that the genetic testing done on the Dole bag in
New Mexico was a match to the strain of E. coli 0157 that had sickened what was then a reported 157
people across the country. The list of affected states had grown to 23.

On September 22, the FDA announced that the implicated spinach had all been grown in one or more of
three counties in California, Monterey, San Benito, and Santa Clara. The FDA was working with the
CDC to further narrow the area of implicated spinach. The outbreak had grown to 166 illnesses in 25
states.

On September 24, the FDA announced further laboratory confirmation of the outbreak. The Utah
Department of Health and the Salt Lake Valley Health Department reported that another bag of Dole
baby spinach had tested positive for the outbreak strain of E. coli O157:H7. The list of victims on that
date included 173 illnesses, 27 cases of HUS, 92 hospitalizations and 1 death.

On September 29, the FDA announced its preliminary conclusions regarding the outbreak. The FDA
announced that:

...all spinach implicated in the current outbreak has traced back to Natural Selection Foods
LLC of San Juan Bautista, California. This determination is based on epidemiological and
laboratory evidence obtained by multiple states and coordinated by the {CDC].

The FDA also updated the number of ilinesses, and reported on numerous new laboratory findings of the
outbreak strain of E. coli 0157:H7 in bags of Dole baby spinach.

Over the ensuing 10 days, the FDA continued to update the number of illnesses, as well as the growing
number of Dole baby spinach bags that had tested positive for the outbreak strain of E. coli O157:H7.
On October 5, the U.S. Department of Justice issued the following press release:

The US Attomey's Office for the Northern District of California announced that agents of the FBI and
FDA Office of Criminal Investigations executed two search warrants today on Growers Express in
Salinas, CA, and Natural Selection Foods in San Juan Batista, CA, in connection with the September
2006 outbreak of E. coli 0157:H7 that the FDA has traced to spinach grown in the Salinas area...United
States Attorney Kevin V. Ryan stated that "I want to reassure the public that there is no indication in this
investigation that leaf spinach was deliberately or intentionally contaminated. We are investigating
allegations that certain spinach growers and distributors may not have taken all necessary or appropriate
steps to ensure that their spinach was safe before it was placed into interstate commerce...

On October 12, the FDA reported that test results from the investigation of the outbreak indicated that
environmental samples taken from the implicated fields on four ranches had tested positive for the
outbreak strain of E. coli 0157:H7. According to the FDA, the four fields were located in Monterey and
San Benito counties.

The most recent tally from the FDA included 204 illnesses due to E. coli O157:H7 reported the CDC.
This number included 31 cases of HUS, 102 hospitalizations, and 3 deaths. The FDA maintained its
conclusion that all the implicated spinach was traced back to NSF. The FDA also reported 13
“confirmed product samples that contain the E. coli 0157:H7 outbreak strain.” Each of these products
was bagged Dole baby spinach.
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Read more about E. coli O157:H7 outbreaks at Marler Clark. Read more on prior lettuce and spinach-
related E. coli O157:H7 outbreaks, specifically the Dole outbreak of 2005 below:

Past Outbreaks

E. coli O157:H7 outbreaks associated with lettuce or spinach, specifically the "pre-washed” and "ready-
to-eat” varieties sold under various brand and trade names, are by no means a new phenomenon. In
October 2003, 13 residents of a California retirement center were sickened and 2 died after eating E.
coli-contaminated "pre-washed” spinach. In September 2003, nearly 40 patrons of a California
restaurant chain became ill after eating salads prepared with bagged, "pre-washed" lettuce. In July 2002,
over 50 young women were stricken with E. coli at a dance camp after eating "pre-washed" lettuce,
leaving several hospitalized and one with life-long kidney damage. The Center for Science in the Public
Interest found that, of 225 food-poisoning outbreaks from 1990 to 1998, nearly 20 percent (55
outbreaks) were linked to fresh fruits, vegetables, or salads.

It is clear that the risks associated with E. coli O157:H7 and lettuce were well known to Dole and the
industry prior to the 2005 outbreak. For some time prior to the outbreak, the FDA had been aggressively
trying to get the industry to address serious deficiencies that were creating a critical risk to consumers.
The response by Dole and many of its industry brethren was woefully inadequate.

In November 2005, the FDA elucidated its past efforts and present concerns in its "Letter to California
Firms that Grow, Pack, Process, or Ship Fresh and Fresh-Cut Lettuce.” The letter begins:

This letter is intended to make you aware of the Food and Drug Administration's (FDA's)
serious concern with the continuing outbreaks of food borne illness associated with the
consumption of fresh and fresh-cut lettuce and other leafy greens.

The FDA goes on to identify 18 outbreaks of E. coli O157:H7 associated with fresh or fresh-cut lettuce,
resulting in 409 illnesses and two deaths since 1995. According to the FDA, completed trace back
investigations in eight of the outbreaks “the 2005 Dole outbreak included” were traced to Salinas,
California. The FDA further states that the industry's role in preventing these illnesses is crucial because
“these products are commonly consumed in their raw state without processing to reduce or eliminate
pathogens.”

The FDA efforts to lead the lettuce industry to safer practices were nothing new. In 1998, the FDA
issued guidance to the industry entitled "Guide to Minimize Microbial Food Safety Hazards for Fruits
and Vegetables." The guide is specifically designed to assist growers and packers in the implementation
of safer manufacturing practices. On February 5, 2004, the FDA issued a letter to the lettuce and tomato
industries to "make them aware of [FDA's] concemns regarding continuing outbreaks associated with
these two commodities and to encourage the industries to review their practices."”

The 2005 Dole outbreak prompted even more industry-admonition by the FDA: "In light of continuing
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outbreaks associated with fresh and fresh-cut lettuce and other leafy greens, particularly from California,
we are issuing this second letter to reiterate our concems and to strongly encourage finms in your
industry to review their current operations.” This November 2005 FDA letter explicitly rejected industry
excuses for not having taken prior action. Further, the FDA cited to research linking some or all of the
outbreaks to sewage exposure, animal waste, and other contaminated water sources. The research further
indicated that industry practices, including irrigation and field drainage methods, might have led directly
to the contamination of the lettuce with E. coli O157:H7. As a result the FDA stated that it considers
"adulterated” any ready to eat crops that have come in contact with flood waters. The FDA closed by
warning industry members that food produced under unsanitary conditions is adulterated under 8402 (a)
(4) of the Food, Drug, and Cosmetic Act, and that enforcement actions would be considered.

The 2005 Dole Outbreak

"DOLE Classic Romaine is triple washed and ready-to-eat. As a result, it is not necessary to wash the
salad prior to eating.”

On September 22, 2005 the Minnesota Department of Health (MDH) Public Health Laboratory (PHL)
received an E. coli O157:H7 isolate for confirmatory testing and Pulse Field Gel Electrophoresis
(PFGE) sub typing. PFGE results were reported on September 26 and uploaded to PulseNet, a national
database of PFGE patterns or "fingerprints" maintained at the federal Centers for Disease Control and
Prevention (CDC). The pattern derived from digestion with the restriction endonuclease Xba I was
assigned Pattern number EXHX01.0238. The isolate was soon tested with a second enzyme, Bln I, and
the resulting pattern was assigned pattern number EXHA?26.1040. Prior to September 19, the Bln I
pattern had not been posted on PulseNet.

Isolates obtained from culture of stool submitted by two new ill patients were received at the MDH PHL
on September 23, 2005 and subtyped. PFGE results showed that the two new isolates and the isolate
received on September 22 were indistinguishable by two enzymes. By September 29, 2005 isolates
obtained from seven more patients arrived at the MDH PHL for further analysis. Public health
investigators recognized that an E, coli O157:H7 outbreak was underway in Minnesota.

‘While laboratory testing was performed, MDH epidemiologists conducted preliminary interviews with
patients who were laboratory confirmed with E. coli 0157:H7. On the morning of September 28
investigators had identified pre-packaged lettuce produced by Dole Food Company, Inc. as the likely
vehicle of transmission for infection with E. coli 0157:H7. A supplemental questionnaire focusing on
the type and brand of lettuce consumed and where it was purchased, was developed and administered to
case-patients previously interviewed and newly identified cases. On September 29 Minnesota
Department of Agriculture (MDA) staff collected a bag of Dole lettuce at the home of a case patient and
began microbiologic testing for the presence of E. coli 0157:H7.

On September 30 the MDH issued a press release advising the public that 11 cases of E. coli O157:H7
had been identified in Minnesota residents who had eaten Dole lettuce purchased from at least four
different stores in the Twin Cities area. See Attachment No. 2, Minnesota Department of Health News
Release, September 30, 2005. Dr. Kirk Smith, an MDH food borne disease specialist, advised
consumers to discard Dole pre-packaged lettuce mixes with the "Best if Used by 09/23/05" date. Persons
with symptoms of E. coli were told to contact the MDH and their physician. Dr. Chris Braden at the
Food borne and Diarrheal Disease Branch at the CDC announced that no other states were reporting
outbreak-associated cases.

Meanwhile MDA microbiologists continued to process lettuce specimens obtained from households



158

Page 5 of 6

with cases of confirmed E. coli 0157:H7. On Monday, October 3 the agency reported that sample
number M-05-2310, Lot Number B250215B received on September 30 had tested positive for E. coli
0157:H7. The isolate obtained from the sample was sent to the MDH for PFGE analysis. The resulting
pattern was indistinguishable to the pattern identified in case-patients. A second specimen, M-05-2318,
lot number unavailable, would also yield positive results.

News of the positive lettuce specimen prompted the Food and Drug Administration (FDA) to issue a
nationwide health alert regarding Dole pre-packaged salads on October 2. The FDA announcement
reiterated warnings expressed in the MDH press release and further described the Dole products
associated with illness, Classic Romaine, American Blend, and Greener Selection. Although cases had
only been identified in Minnesota, the product was noted to have been distributed nationwide.

1t would not be long before cases of E. coli 0157:H7 in Wisconsin and Oregon would be recognized.
The Wisconsin case was a 12-year-old female with E. coli 0157:H7 who had a history of eating Dole
pre-packaged lettuce. PFGE sub typing showed that her isolate was indistinguishable to the
EXHX01.0238 pattern and one band different on the second enzyme pattern. Despite the one band
difference, MDH molecular epidemiologists considered the girl to be part of the outbreak concluding
that the difference was not enough to preclude the case from being considered outbreak related.

The Oregon case was indisputably associated with consumption of Dole pre-packaged salad mix. A 60-
year-old Portland resident was hospitalized and laboratory confirmed with E. coli O157:H7 on
September 21, 2005. The patient had experienced onset of symptoms on September 18, four days after
purchasing and consuming Dole brand "Classic Romaine" salad mix. Michael Roberson, representative
for Albertsons', the grocery store of purchase, confirmed that the chain's Portland area distributing cente
had received Dole Greener Selection and Dole Classic Romaine. A portion of the salad mix was still in
the patient's refrigerator. A photograph taken of the packaging documents that Ms. Scheetz purchased
Dole salad mix with a "Best if Used By" date of 9/23/05, lot number was B250215B. PFGE sub typing
showed that the Oregon isolate was indistinguishable by two enzymes to other ill Dole lettuce
consumers in Minnesota.

Aware of the potential severity of an E. coli O157:H7 outbreak, the FDA and the Food and Drug Branch
at the California Department of Health Services initiated an investigation at the Dole processing plant.
Preliminary information indicated that 22,321 cases of Dole pre-packaged lettuce with a "Best If Used
By" date of 9/23/05 and a production code starting with "B250" were shipped from a single Dole
processing facility in central California to 34 states in early September. Investigators estimated that
since each case contained between 6 and 12 bags, approximately 244,866 bags of lettuce had made it to
market.

On October 11, 2005 the MDH counted 23 laboratory confirmed cases of E. coli 0157:H7 and seven
epidemiologically linked cases. Illness onset dates ranged from September 16 to September 30. Two
cases had developed Hemolytic Uremic Syndrome (HUS). Oregon and Wisconsin reported one case
each. Case control study data show a statistically significant association between illness and consuming
Dole pre-packaged lettuce with a matched odds ratio of 6.8, 95% confidence interval, 1.4-31.9, and a p-
value of 0.01.
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The Jungle Revisited - 100 Years Later
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I agree with the American Meat Institute?

J. Patrick Boyle, President and Chief Executive of the American Meat Institute, wrote in part in the New
York Times regarding, "100 Years Later, the Food Industry Is Still “The Jungle,” ” by Adam Cohen
(Editorial Observer, Jan. 2), “Since 1999, the incidence of E. coli 0157:H7 in ground beef samples
tested by the Agriculture Department has declined by 80 percent to a fraction of a percent, a level once
thought impossible.” I agree with Mr. Boyle. In fact, according to the Centers for Disease Control and
Prevention, E. coli outbreaks linked to tainted meat have declined by 42 percent.

As a lawyer specializing in food-bome illness litigation, I've seen this happen, but I'm still as busy as
ever. A decade ago most of my clients had been sickened by tainted meat. In fact, between 1993 and
2002 I took over $250 Million from the meat industry in verdicts and settlements on behalf of my
clients, mostly children with kidney failure caused from consuming E. coli-tainted hamburger. Today,
my business comes almost entirely from people sickened by lettuce, sprouts, tomatoes, spinach, green
onions, and parsley.

To turn this mess with produce around, we need somebody like Michael Taylor, who was head of
USDA's Food Safety and Inspection Service in the mid-1990s, when undercooked hamburgers from
Jack in the Box sickened 650 people and killed four children. In the wake of that epidemic, Taylor stood
before the American Meat Institute and announced, "We consider raw ground beef that is contaminated
with E. coli 0157:H7 to be adulterated within the meaning of the Federal Meat Inspection Act." Taylor
was warning the industry "things were going to be different and there was going to be accountability.”

Taylor and FSIS introduced mandatory Hazard Analysis Critical Control Point plans, a risk management
system requiring meat processors to adopt precautions such as carcass washes, citric acid sprays, steam
pasteurization, and air-exchange systems. Today, the U.S. meat industry staffs in-house microbiologists
or contracts with outside labs to test for E. coli and other contaminants before meat is shipped to
consumers.

To prevent future outbreaks, we need to follow FSIS” and AMYI’s example, and serve notice to produce
processors that E. coli is an adulterant that will no longer be tolerated in our fresh produce supply. The
produce industry must adopt the same precautions that meat processors adopted years ago.

Here’s the reality: In recent weeks as many as 150 people across the Northeast and upper Midwest have
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become ill after eating at fast food restaurants. Many of those have landed in hospitals; some attached to
kidney dialysis machines, And it wasn’t just fast food that made them sick — it was the lettuce.

A few months ago, 200 people got sick and at least four died from eating E. coli-contaminated spinach.
A year earlier, in September 2005, over two dozen were sickened, including one young girl who
suffered acute kidney failure, after eating bagged, pre-washed lettuce. Similar outbreaks occurred in
2002 and 2003.

This recent history shows us that E. coli is no longer linked exclusively to tainted meat. The Food and
Drug Administration reports over 21 outbreaks related to fresh leafy produce in the last 10 years with
nearly 1,000 sickened.

But, putting the burden solely on produce producers will not be the “silver bullet” to control E. coli. We
need a broad approach. If I had a vote, I would demand Senate hearings to discuss not only what the
produce industry can do but also the following:

- Is the production of an E. coli vaccine for cattle to reduce or eliminate one large reservoir of the nasty
germ feasible?

- Is irradiation for all mass-produced foods, including produce, an option?
- Are our food safety regulations up to date given risks we face today from at home and abroad?

- Do we need mandatory State and Federal recall authority, or is industry-based, voluntary recall
authority sufficient?

- Is establishing one agency at the federal level responsible for all food safety to work directly with state
and local regulators and health departments to help industry prevent viral or bacterial contamination the
answer?

- Would an increase in funding for state health departments and CDC help in identifying outbreaks and
stopping them early?

- What is the best science available to help the victims of E. coli if they do become ill?

Having this discussion is long past due. There should be no more excuses for finding real solutions.
Finding solutions will ultimately help the business bottom line, but most importantly, finding solutions
will prevent innocent people from being sickened by eating what is supposed to be good for them.
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our food safety program from seed fo sale under the guidance
of some of the most respected food safety scientists in

the country. This feam of experts, many of whom serve on
our scientific advisory panel, is working with us to build &
systemn which radically improves the safety of fresh produce,
beginning with leafy greens and extending to all other fruits
and vegetables. We will continually monitor the efficacy of

these programs and improve them as necessary,

Earthbound Farm/Natural Selection Foods has reassessed

1. Seed to Harvest

« At the famm; seed, imigation water, soil, soil amendments, and plant
tissues are tested for pathogens®

+ Sanitation protocals for farm equipment, packaging supplies, and
transportation must meet specified GAP requirements.

+ GAP efficacy will be monitored through statistical process controf
(trending and tracking) of test data, in-house monftoring audits, and
third-party verification audits.

2. The Raw Material Firewall

+ Because microbial contamination of agricultural commedities
most commonly occurs at the farm level, where the environment
presents challenges to tntal control, we have implemented a
firewall to reduce the risk of contaminated raw matgrials entering
the processing environment.

+ That firewall is crested by a raw product Test & Hold program, baged
on guidelines from the intemational Commission on Microbiological
Specifications for Food (ICMSF). All salad greens are tested and held
until results retum negative for pathogens:* Only cleared product
refeased into production.

+ The firewall approach has been used effsctively by the beef industry to
help prevent contaminated products from emtering the market

*Current testing protocols include E. coli O157:H7, h

rhagic E. coli, and sal

3. The Processing Facility

« Qur busldings and processing equipment are designed to make daily
cleaning and sanitation efficient and effective,

« All processes will be reviewed and validsted on an angeing basis by our
cansulting scientists, in-house audits, and independent third-party audits.

+ The USDA's Qualified Through Verification (QTV) service validates our
Hazard Analysis Critical Control Poimt (HAGCP) program and certifies
compliance throughout the year with unannounced inspections
that keep us “inspection-ready” every day, Our participation in this
heightened program is voluntary.

+ We're guarding against fareign object contamination on every
packing line with state-of-the-art optical sorting systems that offer
an extremely high degree of dependability for remaving any non-leafy
chiect from the product stream.

4. The Finished Product Firewall
* As a final ssfequard to ensure that all of our food safety interventions have
been effective, we are implementing a second firewall,

* That second firewall Is created by a finished product Test & Hold program,
hased on ICMSF guidefines. Al salads are tested and held untl esuts
retumn negative for pathogens:” Only cleared product is released for

shipping and, ultimately, use by the consumer,
ey
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Our Food Safety Program

We are launching this program for all leafy greens and salad items. This program will NATURAL
be rolfed out ta cover all other vegetable and fruit commodities in the coming months, SELECTION

XYY

IMPLEMENTAION
PROCESS STASE PROTOCOL TS

Sampling Plan for Soil || COMPLETE
If evaluation is deemed necessary, the soil is tested for pathogens.”

Sampling Flan for Seeds -
Al seed lots are tested for pathogens™

Sampling Plan for irrigation Water I APRIL
Water sources are tested regularly for pathogens® Frequency is based on the souroe’s 27
assessed risk category.

Sampling Plan for Soli Amendments/Fertilizers I APRIL
Al Iots of soil amendments and composted materisis are tested for pathogens® 2007

All field harvesters are thoroughly trained in Good Agricuftural Practices (GAPs). Al harvest  }-—i COMPLETE
equipment is requiarly inspected and sanitized.

PRIMARY FIREWALL - Test & Hold Sampling Pian for incoming Raw Materials }-{ COMPLETE

: Al incoming leafy greens are tested for pathopens™ and clesred before being used for production,
FIREWALL Testing protocol follows the most rigorous recommendation of the ntemationsl Commission on
Microbiolagical Speeifications fur Food (JCMSF).

State-of-the-art optical sorting systems offer an extremely high degree of dependabiity for 1| COMPLETE
removing any non-eafy objest from the product stresm an every packing fina. Saled greens are
then washed in an apitated multi-stage system using chifled, sanitized water that is contimuously
mornitored. Qur processing program s validated by unannounced inspections by USDA's Quaified
Thrtugh Verffication (QTV), 2 voluntary program.

SECONDARY FIREWALL-Test & Hoid Sampling Plan for Finished Product | —| COMPLETE
A fnished saba products are tested for pathogens® hefore being shipped from our facity.
Testing protocol fulows the most rigors ICMISF recommendation,

| Shipped Product [ Ptttk e et et a a tnes.

*Current testing protocols include E, coli O157:H7, enterohaemorrhagic E. eoli, and salmonella.

www.ebfarm.com ¢ 1721 San Juan Hwy, San Juan Bautista, CA 95045 + (888) 624-1004
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Executive Summary

On September 13, 20086, the Genters for Disease Control and Prevention (CDC) alerted the
U.S. Food and Drug Administration (FDA) of a mulii-state Escherichla coll (E. colf) O157:H7
outbreak that appeared to be associated with consumption of bagged spinach. FDA
subsequently nofified the California Department of Health Services, Food and Drug Branch
(CDHS) on September 13. On September 14, FDA San Francisco District Office and CDHS,
waorking jointly as the Califomia Food Emergency Response Team (CalFERT), initiated an
investigation at Natural Selection Foods, LLC (NSF), doing business as Earthbound Farm,
located in San Juan Bautista, California. NSF was one of several processors implicated early
in the investigation and was ultimately the processor determined to have manufactured the
contaminated spinach products. Although other investigations were undertaken by FDA
districts as well as state and local health departments around the country, the scope of this
report encompasses CalFERT's investigations at NSF and at potential source fields of the
contaminated spinach in the central coast region of California.

CalFERT investigators examined the spinach washing, processing, and packaging process at
NSF and collected finished product and environmental samples. No E. coll O157:H7 was
identified in samples taken from the processor. No obvious sources for intraduction of the
pathogen were identified at the processing facility. However, a number of conditions were
observed that may have provided opportunities for the spread of pathogens, if pathogens
arrived on incoming spinach. Investigators conducted a traceback of spinach product codes
obtained from ill consumars, to identify potential source fields of contaminated spinach.
Nationwide, investigations identified thiteen bags of Dole brand Baby Spinach, manufactured
by NSF, collected from ili consumer households that contained £, coli Q157:H7 which
matched the outbreak strain by pulsed field gel electrophoresis (PFGE) testing using two
enzymes. Product codes were only available for eleven of these bags, all of which were Dole
brand Baby Spinach bearing product codes that began with “P227A," indicating production on
August 15, 2006. This code traced back to spinach harvested from four fields in Monterey
and San Benito counties.

E. c0liO157:H7 was found in environmental samples collected near each of the four fields
that provided spinach for the P227A product code. Howsver, E. coli 0157:H7 isolates
associated with only one of the four fields (located on the Paicines Ranch in San Benito
County) had a PFGE pattem indistinguishable from the outbreak strain. The PFGE paitern
was identified in river water, cattle feces, and wild pig feces on the Paicines Ranch, the
closest of which was just under one mile from the spinach fisld. Land on the ranch was
primarily utilized for cattle grazing by the large Paicines Ranch grass-fed beef operation. A
relatively small amount of land on this ranch was leased for ready-to-eat crop production by
Mission Organics. The ready-to-eat produce from this leased acreage was sold as
conventional produce but organic growing practices were used, as the leased acreage was in
the three year transition phase required for organic certification. Investigators observed
evidence of wild pigs in and around the cattle pastures as well as in the row crop growing
regions of the ranch. Investigators established that numerous wild pigs thrived alongside
grazing cattle in the riparian habitat of the Paicines Ranch. Potential environmental risk
factors for E. coli 0157:H7 contamination identified during this investigation included the
presence of wild pigs in and around spinach fields and the proximity of irrigation weils used
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for ready-to-eat produce to surface waterways exposed to feces from cattle and wildlife. In
the Paicines Ranch area, documented groundwater levels were higher in elevation than the
San Benito riverbed on the ranch during March, 2008, fell to the riverbed level in July, 2006,
and subsequently fell below the riverbed level later in the growing season. This potentially
allowed surface river water from the river flowing into the Paicines Ranch valley to percolate
into the ground agaln and recharge the groundwater basin during that period. Further
assessments are needed to determine the likelihood of this occurrence. No definitive
determination could be made regarding how E. coli 0157:H7 pathogens contaminated
spinach in this outbreak.

B round Inform Eplidemiol

On Friday, September 8, 2006, Wisconsin state health officials identifled a cluster of E. coif
0157:H7 ilinesses and submitted the PFGE patterns to GDC via PuiseNet. September 12,
2006, CDGC confirmed that the E. coli 0157:H7 strains from infected patlents in Wisconsin
had matching PFGE patterns (Pulsenet Pattern EXHX01.0124/EXHA26.0015). By
September 14, 2006, CDC had received reports from officials in eight states, reporting 50
cases of infection with E. coli ©157:H7, with many ill individuals recalling consumption of
fresh pre-packaged spinach in the week prior to symptom onset. Daily conference calls were
instituted with state and federal agencies. Early in the investigation, a number of processors
appeared to be implicated. As investigations into consumer illnesses progressed, it became
apparent that iliness was most often associated with Dole brand Baby Spinach manufactured
by NSF at a facllity located in San Juan Bautista, California. On September 15, following
discussions with FDA and CDHS officials, NSF initiated a recall of all of the products that
contained spinach in all of the brands they packed with “Best-if-used-by” (BIUB) dates of
August 17 through October 1.

As of January 2007, 205 confirmed illnesses and three deaths were attributed to the
outbreak. Of the 103 case patients who were hospitalized, 31 (30.1 percent) developed
hemolytic-uremic syndrome (HUS). The peak occurrence of onset of ifiness occurred
between August 30 and September 1, 2006. During the course of the investigation, 45
packages of prepackaged spinach were collected from case households in 14 states, 44 of
which were analyzed for E. coli 0157:H7. NSF manufactured 37 of the bags collected.
Thirty-four of these were Dole brand, including 17 with a product code beginning “P227.” Of
the 44 bags of pre-packaged spinach that were tested, 13 (29.5 percent) were positive for E.
coli 0157:H7. All of the positive bags had PFGE pattemns that were indistinguishable from
the outbreak strain and all 13 were Dole brand Baby Spinach. Eleven of the 13 (84.6
percent) had a product code with the prefix "P227A,” the other two did not have product
codes (they had been cut off by the consumer) but were aiso Dole brand Baby Spinach. The
single unopened bag collected from a case housshold contained baby spinach manufactured .
by Fresh Express. This product tested negative for E. coli 0157:H7. For additional
information on the epidemiological investigation, please contact GDC.

F Pro Ing Facil
At the onset of this investigation, NSF, doing business as Earthbound Farm, operated two
processing facliities in San Juan Bautista, California. The first, referred to as the “North”
facility, is located at 1721 San Juan Highway, San Juan Bautista, California 95045, The
second, referred fo as the "South” facility, was located approximately one mile from the North
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facility at 1275 San Justo Road, San Juan Bautista, California 95045. During the time period
of interest, NSF was in the process of purchasing the South facility from Pride of San Juan,
Inc (POSJ) and had taken over all operations at the South facility. NSF production in the
South facility started April 1, 2006. Subseqguent to this outbreak, NSF canceled the purchase
of the South facility. California state law requires all persons engaged in the manufacture of
processed foods be registered with CDHS. NSF manufactured food products at the South
faciiity from Aprif 1 through September 15, 2006. Records maintained by CDHS revealed
that NSF did not have a valid registration during this time period. NSF management told
investigators that they thought they could operate under the registration issued by CDHS to
the previous operator (POSJ) while they were in the process of purchasing the facility. NSF
had applied for registration with CDHS on September 12, 2006, but no inspection had been
conducted. NSF withdrew the application on September 26, 2006.

As the outbreak strain of E. coli 0157:H7 was identified in several bags of conventional Dole
baby spinach product obtained from confirmed cases, the investigation narrowed to one day's
production at the NSF South facility. Both North and South facliities processed a variety of
prepackaged salads and spring mixes for ready-to-eat consumption, many of which either
contained or were composed entirely of spinach (Exhibit 1 — Products Containing Spinach).
The North facility processed organic and conventional products while the South facility
processed only canventional products.

Investigators worked with Willlam C. Daniels, Director of Quality Assurance (QA) for NSF,
and Bryan S. Aguirre, Senior Vice President of Operations, to obtain the majority of NSF
information in this report. Atthe onset of the investigation, Drew Goodman was President
and Chief Executive Officer (CEQ) of NSF. He held this post until early November 2006,
when Charles Sweat, formerly Chief Operating Officer, became President and CEO of the
company. Refer to Exhibit 2 for organizational charts of NSF, d.b.a. Earthbound Farm, as it
was structured prior to November.

Operating hours at the South facility were Monday through Saturday, from approximately
6:00 a.m. through 2:00 a.m. of the foliowing day. Two production shifts took place during this
period. There was a short cleaning shift (approximately four hours) between production days
and a more extensive sanitation shift each Sunday. With the exception of the receiving area,
the production facility was refrigerated, with a target temperature of less than 41 °F, measured
every two hours during production shifts. The Daily Room Temperature iog for the month of
August of 2006 was obtained by CalFERT (Exhibit 3). This log was designed to record
thermometer calibration, time, and temperatures of the outside area, receiving room,
preparation room, mixing room, wash room, pack room, and storage area of mw and finished
product. The thermometers used to check the temperature were calibrated at the beginning
of each shift in an ice water siury. Raw and finished product storage temperatures were
identified as control points on the process flow document obtained, with a target temperature
of less than 41°F. The Daily Room Temperature logs indicated an operating range between
33 -41%. The Daily Room Temperature logs collected indicated that the temperature at the
control points were consistently maintained below 412F aithough there were occaslons where
temperature readings dropped below the minimum specified. On the occasions that the
temperatures dropped below 33 F, the log sheet stated that the issue was brought to a
supervisor's attention.
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Process Flow

NSF categorized spinach into two sizes, "baby” and “teen,” although no products were
marketed as “teen” spinach. There are no regulatory standards for the term “baby” and
"teen” spinach. The difference between baby and teen spinach was based solely on the size
of the leaf, otherwise the products were handled the same. According to Mr. Daniels, baby
and teen spinach may have been used interchangeably in processing if demand made it
necessary. A bag labsled, *baby spinach” manufactured at NSF, was not necessarily
composed of baby spinach under the firm’s specifications.

Spinach was field packed in either plastic totes (15 — 20 pounds) or bins (approximately 250
pounds). Spinach was transported from the field in refrigerated trucks except when the fields
were close enough to the facility to transport the product by tractor. Product was unioaded at
an outdoor loading dock, and then moved to the receiving area. The South facility receiving
area was not refrigerated. In the receiving area, a sample was collected from each load and
inspected as determined by Standard Operating Procedure (SOP) 108, "Raw Material
Inspection and Handling” (Exhibit 4). Raw material grading was conducted based on
commodity-specific specifications (see Exhibit 5 for baby spinach specifications). If the
product was accepted, each pallet was affixed with a pallet tag with a unique number and the
data for that bin or pailet (grade, product type, grower and grower ot number, harvest date,
net weight, and expiration date}. The tag affixed included a barcode but the South facility had
not yet incorporated the barcode tracking technology used in the North facility. According to
Mr. Daniels, if the product was rejected, the grower would have been notified and given the
option to retrieve the product. if the grower did not retrieve the product, it would have been
discarded.

After inspection, the product was cooled. Spinach packed in bins was received on the
grounds of the North facility and held outside until it was vacuum cooled. The temperature of
the product was recorded before and after cooling and recorded on the Cooling Tube Log
Sheet (Exhibit 6). Once cooled, it was sent to the South facility. No water shower was used
in the vacuum cooling process for spinach. Spinach packed in totes was received and cooled
inside the South facility by forced air. The firm's pre-storage target temperature for cooling
was less than 41F. After cooling, the spinach was moved to the raw material storage area
where it was stored for up to 72 hours prior to reevaluation or processing. The firmused a
first-in, first-out system for rotating raw product inventoty. According to Mr. Daniels, the first-
in, first-out system was monitored by warehouse employees whose task was to send the
oldest product to production first.

As pallets of spinach were removed from raw materials storage and sent to the processing
lines, sach pallet number was recorded by hand on the "Daily Depletion Log" (Exhibit 8). The
processing sequence at the South facility began with [JJlif mixing lines (See Exhibit 9 for the
Process Flow Quality Assurance Referencs, Attachment 1 for a pracess flow diagram). A
mixing line consisted of a conveyor beit onto which salad products were dumped. For mixed
salads, employees hand-dumped totes of each product onto the lines in the desired
proportions for the salad mix. A mechanical bin-dumper was used to dispense the larger bins
of product onto the lines. No physical mixing took place on the line, other than the act of
dumping multiple products on one conveyor belt, which resulted in a mixed salad at the end
of the process. To-produce Dole brand baby spinach, baby spinach, alone, was dumped
onto the mixing lines. Subsequently, the product moved over an inspection beft where two
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empioyees watched for visible quality and contamination issues, particularly foreign objects
among the products. Contamination observed among product at this or other points in the
manufacturing process was classified by the firm into three levels of severity: green, yellow,
or red (Exhibit 10). Product then traveled over a singulator, used to separate the leaves so
they would not enter the wash flume in clumps,

Each mixing line fed a separate wash filume. NSF used a two stage wash composed of two
wash flumes in sequence. The water in the flumes was re-circulated during the day and was
drained at the end of the day, after the two processing shifts (NSF water systems diagram,
Exhibit 11). The water in each flume was chlorinated (maintained between arts
per miltion (ppm) free chlorine) and pH adjusted (maintained at a pH between . The
chiorine leval and pH were manually monitored every half hour during operation and adjusted
by addition of chiorine or cltric acid as nesded. Chiorine and pH levels were recorded on the
wash iine logs (Exhibit 15). The firm used the same test kit (Hach Pocket Golorimeter Ii) to
measure the water color in the flume as they used to measure the free chiorine content of the
flume water. Mr. Daniels told investigators that NSF had determined that the water color
measured by the pocket colorimeter provided a gauge that they had found to be a reliable
indicator of the turbidity of the water in the flumes. The Hach Pocket Colorimeter 1i did not
offer a turbidity standard for use with the Pocket Colorimeter Il test kit. Mr. Daniels said the
meter was calibrated using a chiorine standard. Mr. Daniels said they had done some
validation of this method, but documentation of that validation was not recseived prior fo the

finalization of this report. The target turbidity based on the wash line monitoring log sheets
o E R Vi Danicls statod that the Unts for this
number were ppm. The results recorded on the wash line monitoring log sheets were not
actually turbidity, they were a measurement of water color. |f the turbidity (water color as
measured using a Hach Pocket Colorimeter) in the flumes approached the designated fimit, it
was adjusted using one of two methods. In the first method, a portion of the re-circulated
water was purged, with a corresponding amount of fresh water added (along with chlorine
and citric acid as needed). In the second method, all of the water in the first tank was
dumped and the water from the second tank then transferred to the first tank. New water was
then added to the second tank, followed by adjustment of pH and chlorine content in both
tanks. According to Mr. Daniels, during a production shift NSF staff would likely use the first
method because the second method created a half-hour of downtime. The target
temperature for water in the second flume was 36°F, not to exceed 412F, and was maintained
by recirculating the water through refrigerated chillers. Water in the first flume was chilled
prior to being added to the flume but it was not recirculated through chillers. The temperature
of the first flume was maintained below 45°F (documented on the wash line monitoring log
sheets) by addition of fresh chilled water or chilled water from the second fiume.
Investigators did not have an opportunity to test the chiorine and pH content of the flume
water in the South facility as NSF stopped production in that facility early in the investigation.
Sections of the wash flumes were designed to create turbulence in order to ensure
separation of the leaves and to pravent a condition known as “rafting” or “lily padding” where
leaves might float along on top of the flume and not get fully exposed to the wash water.

Product exited the flume over a de-watering beft and then was deposited into perforated
plastic centrifuge barrels. The product was centrifuged, and then manually dumped onto a
conveyor for one of the il packing lines. Product from a given wash fine could feed
multiple packing fines simuitaneously, or in another case, multiple wash fines could run the
same product and together feed & given packing line (Exhibit 12). Determination as to which
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packing line a particular centrifuge barrel fed depended upon the raw material needs of each
packing line. Once on the packing line, the product was mechanically weighed and deposited
into retail bags (4 ounce to 1.5 pounds), retail clamshell packages {5 ounce to 11 ouncs), or
food service bags (1.5 pounds to 4 pounds). NSF did not use a modified atmosphere pack
for bagged spinach. Packages were ali run through metal detectors and then packed into
boxes. The boxes were palletized and moved to finished product storage where they were
stored at a temperature below 41 F, Products in finished product storage were required to be
shipped out within ] hours of processing or else be evaluated and specifically allocated to
West Coast customers who required shorter shipping times, according to the firm.

Processing- Procedures, Monitoring, and Controls

The NSF South facility was operating under a Hazard Analysis and Critical Control Point
{HACCP) plan. According to the NSF hazard analysis document (Exhibit 13) and HACCP
Plan (Exhibit 14) obtained by CalFERT, there wers ]l processing critical control points
(CCPs) at the South facility. The location of CCP1 was The hazard of
concern was microbiological (e.g., E. coli, Salmonella, and Listeria) and the conirol measure
was chlorination of the wash water with a critical limit of ﬁ free chioririe set for
both conventional and oianic product. The firm also monitored and controlled the pH

{maintained between , the turbidity (actually water color as measured using a Hach
Pocket Colorimeter, maintalned at less than u,
and the temperature (maintained at less than 41 °F} and recorded these factors on the wash
line logs (Exhibit 15). Review of the NSF wash line log shest for the month of August 2006
showed that overall no major deviations {from limits set by NSF per parameter) were
observed for pH, free chlorine levels, temperature, and turbidity (water color as measured
using a Hach Pocket Colorimeter) fevels in [l flumes & {Attachment 2 lists
deviations observed on the wash line logs). The location for CCP2 was

with the hazards of concern being foreign materials. Control measures
were the use of functioning metal detectors, a preventive maintenance program in place, and
internal audits.

Production output records were obtained from NSF for the South facility for the month of
August 2006. Daily production volumes ranged from a low of [JJlf pounds on August 7 to
a high of Il pounds on August 24, 2008. The average dally production volume for the
month of August was ]l pounds. The production volume on August 15, 2006, was

pounds. The weekly average for the week of August 14-19 was the highest during
August at ]l pounds. The lowest average was calculated for the period between
August 1 and August 5, 20086, (this average only included five days as our initial production
periad of interest bracket did not include July 31) and was pounds.

Among the documents collected from NSF were a collection of e-mail exchanges
representing short reports on production matters at the South facility. All e-mails sent during
the month of August 2006 were requested, but according to Mr. Daniels, these e-maiis were
not sent every day. Most of the e-malis received were provided in Spanish and were
translated by CDHS staff. The subjects of these e-malils were the routine problems
encountered in daily production. Starting on August 13, there were a number of days where
the South facility experienced personnel shortages (August 13 = nine absent; August 15 =
seven absent; August 16 = five absent; August 17 = one absent, three on light duty; August
18 = one absent; August 20 = two absent). On August 17, the e-mail said that they received
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help from the drivers because they did not have enough people for shift B. NSF
management told investigators that the “drivers” were the forklift drivers who had been
trained in Good Manufacturing Practices (GMP)'s. On August 18, the e-maii said that a new
employee had started, and on August 20, the facility had six new workers. On August 22, the
email noted the anticipated arrival of five temporary employees to work the B shift. There
were no reports of worker shortage in the remaining e-mails. Personnet records reviewed by
CalFERT investigators revealed that a number of the absences were reported as being due
to personal illness or iflness in the family. CalFERT investigators could not determine the
nature of these ilinesses.

Contamination Procedures

According to Mr. Daniels, contamination was most often observed at the inspection stations
located after the mixing lines. Foreign objects observed among products at any point in the
manufacturing process were documented, classified, and acted upon. Through September of
20086, observed contamination was classified into three levels of severity: green, yellow, and
red. The firm's practices have since changed such that only green and red are used. SOP
112, *Contaminated Product Procedure,” dated September 28, 2008, lists the new practices
{Exhibit 10). Examples of green contamination would be a stick or a small non-sharmp piece of
wood. In Mr. Danlels’ words, green contamination could not cause harm to a consumer. Red
contamination refers to any foreign object observed that has potential to cause harm. This
could include sharp pieces of wood, plastic, or metal, and any item resembling feces. When
the classification of “yellow” contamination was in use, it referred to contamination with
questionable potential to cause harm.

Mr. Daniels informed investigators that when red contamination was observed at an
inspection station, the production line was haited and all product on the mixing line, wash
line, and six centrifuge bamels ahead of the mixing line was discarded. The line was then
cleaned and sanitized before production couid resume. If a second instance of red
contamination from the same lot of product were observed, then the entire lot was thrown out.
If a lot caused two red contamination events, then the plant QA Manager was informed in
order to authorize disposal of the lot. While the South facility was operating, Maria Ventura
was in training as the QA Manager, but Greg Komar, QA Manager at the North facility, had
authority in this position over both facilities. The two facility QA Managers reported to Mr.
Daniels, Director of QA. (Refer to Exhibit 2 for the organizational charts). Mr. Daniels
estimated that instances of red contamination classifiable as “fecal” were observed abaut five
times per year in the North and South facilities together. He emphasized that an inspactor
would err on the side of caution, for example, a suspicious clump of dirt might have been
classified as fecal, even if it was not a certainty. ¥f red or green contamination was
encounterad anywhere throughout the process, then the NSF form QA 485, titled, “Foreign
Object Investigation Form,” should have been filled out. Investigators reviewed Foreign
Object Investigation Forms provided by the processor for all incidents of red contamination
that occurred at the South facility from their first day of production at the facility on Aprit 1,
2008, through the final production day on September 15, 2006 (Exhibit 16). No
contamination classified as “fecal” was observed in the documents provided. Of 54 incidents
of red contamination documented between April 29, 2006 and September 6, 2006, 30 were
plastic materials, 18 were metal (9 of which were blades or knives), 2 were feathers, 1 was
glass, and 3 were not classified on the record and the item attached could not be identified on
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the copy investigators received. No red contamination was reported during the P227A
processing shift.

Cleaning and Sanitation

The South plant had a dedicated cleaning shift at the end of each production day. Cisaning
began at approximately 2:00 a.m. and lasted about four hours. A more extensive sanitation
shift took place each Sunday. The "EB-South Master Sanitation Schedule San Juan
Bautista” was used fo log completion of items during the weekly cleaning conducted every
Sunday (Exhibit 17). Copies of this schedule were collected for the period of NSF's operation
at the South facility. This document consisted of a list of rooms with subsets of areas within
that room that required sanitation periodically (weekly, biweekly, monthly, or yearly). Each
area was followed by a row of boxes which were filied in with the dates when the sanltation
was completed.

The "EB~South Daily Master Sanitation Schedule” was used to log completion of items done
during the daily sanitation shift (Exhibit 18). This schedule was obtained for the time period
of July 30, 2006 through September 2, 2006. This document consisted of a schedule of
sanitation activities with a checkbox for a supervisor to initial when the activity or operation
had been completed. Each sheet of records showed the room type (e.g., mixing room) and
location per room (e.g., Radicchio Line) where the sanitation activities took place.

Neither the daily schedule nor the master schedule were rigorous checklists that itemized
every task done by the cleaning crews. These logs did not record sanitation of processing
lines, conveyor belts, and food contact surfaces. While the frequency of Sanitation Standard
Operating Procedures (SSOP) 001, 002, 003, 004, 011, 017, 018, 020, and 024
(corresponding to: trim line chopping tables and chutes, trim line conveyor belts, trim line
“ranslicer,” sorting shaker, frash barrels and bins, facility drains, facility eating areas, facility
bathrooms, and facility hydro-vac cooling tubes) was set as daily in the SSOP, there was no
specific correlation to these areas on the dally sanitation log. However, it is possible they
could fali under one or more of the categories {e.g., room type and room location) outlined on
the daily schedule. Discrepancies were observed between the sanitation schedules and
certain SSOP’s on the frequency of cleaning and sanitation for certain areas. For example,
under SSOP 015, floors were required fo be cleaned on a daily and a monthly schedule.
However, the master sanitation schedule received by investigators listed bi-weekly for floors,
monthly for assembly mezzanine floors, and quarterly for shipping cooler floors. Under
SSOP 017, the drains were listed on a daily and a weekly schedule. On the master
sanitation schedule, however, the frequency was bi-weekly. Mr. Dariels informed
investigators that the SSOPs and sanitation schedules were not modified for the new plant;
instead experienced employees from the original NSF facility (the “North Facility”) were
transferred to the South facility to ensure consistency of cieaning and sanitation activities
between the two locations.

NSF conducted adencsine triphosphate (ATP) testing to verify sanitation (Exhiblt 19). Test
results were collected for the period between July 15, 2008 and August 30, 2006 (Exhibit 20).
According to Mr. Daniels, ATP testing should have been conducted on a daily basis at five or
more sites each day, randomly selected from the group of sampling sites used by the
microbiology lab for environmental sampling (please see "Microbiological Testing” section
below for details). Sites that failed the ATP test were supposed to be re-cleaned and re-
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sanitized and then tested again. During the time frame for which results were obtained, the
frequency of ATP testing varied from once a week to five times a week. On a given day on
which testing was done, between 5 and 16 samples were collected. During the production
week of August 14 -19, 2006, ATP testing was conducted on one day, Monday, August 14.
The next ATP testing did not occur until August 26, 2006. The records collected showed only
one occasion where a failed test was not repeated until the location passed. On August 10,
2006, a sample collected from the Mezzanine Line 3 Scale Vibrator failed but the
documentation did not show that a re-test was ever done. NSF did not document the re-
cleaning of the Mezzanine Line 3 Scale Vibrator so it was not possible for investigators to
verify that corrective action was taken in this Instance. Mr. Daniels could not determine
exactly why the re-test was not conducted. He repeated that the SOP required that the area
that failed would be re-cleaned and re-sanitized and then tested again, but he could not
provide a record showing that this had been done.

The firm owned two tote washing machines, one located at each plant {i.e., North and South).
Records for washing totes and bins at the South facifity were requested by CalFERT for the
month of August 2006. Documents received were for tote washing only and for the period
from August 1, 2006 through August 14, 2006 (Exhibit 21). The firm stated that they were
unable to locate the remaining documents. No logs were maintained for bin washing.

The tote washing log was designed to serve the North facility and included an area to
designate the types of totes being washed (conventional or organic) as a water wash step
was required prior o shifting from washing conventional to washing organic totes. The
records obtained showed that only conventional totes were washed at the South facility and
that no one filled In the verification check box on the tote washing logs.

Microbiological Testing

NSF contracted with a third party, Primus Group, inc. (Primus), that conducted routine
environmental sampling of the processing facility equipment and wash system water at the
South facifity on a basis, as well as Listeria (generic) tests, and [ raw
and finished product testing. SOP 011, *Third Party Microbiological Testing™ provides critical
limits for these tests and lists the actions to be taken when the critical limits are exceeded
(Exhibit 22). Samples of the processing facility equipment were collected at a series of pre-
set locations {Exhibit 23 — Sample Rotations) and were analyzed for Total Plate Count (TPC).
These locations were divided into groups and the groups were rotated. Sample results were
obtained for the sampling done on August 7 (n=39), 14 (n=30), 21 (n=31}, 28 (n=35) and
September 7 (n=25) and 11 (n=30), 2006. The ma;ority of these samples revealed total plate
counts below ten colony forming units {CFU)/50em*®, The exceptions were as follows: on
August 7, the L2 spinner No 4 result was 38 CFU/50cm?; on August 21 the L4 Flume No. 2
result was 120 CFU/50cm?; on September 7 the L2 autosplnner No. 9 result was 180
CFU/50cm?, the L2 incline belt No. 3 result was 20 CFU/50cm?, the L2 shaker bsfore scales
No. 3 result was 16 CFU/50cm?, the L2 shaker before scales No 4 was 13 CFU/50cm?; and
on Septembar 11, the L3 flume No. 2 result wag 30 CFU/50cm? (Exhibit 24 - results). None
of these results exceeded the critical limit listed in SOP 011. Samples were also collected
from flume water and analyzed for TPC. The flume water tests were supposed to be
conducted on a weekly basis but tests were only conducted on July 27, August 19 and
September 14, 2006. Sample results ranged from less than one to 565 CFL/mL {Exhibit 25).
Only two of the flume water samples in this date range exceed the criticat limit fisted in SOP
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011, the first on July 27 taken from A1 tank No.1(550 CFU/mL} and the second on August 19
taken from B2, tank No. 1 (565 CFU/mL). SOP 011 required that for findings between

Most Probable Number (MPN), the required action was a “focus on better
cleaning.” Mr. Daniels explained that the units used in the SOP (MPN) were incorrect and
had been transferred from a previous version when they should have been changed. No log
of this action was collected. NSF conducted Listeria sampling on September 7, 2008.
Results were reported as negative (Exhibit 26). NSF conducted microblological analysis on
raw and finished product samples on a * Samples were sent to Primus for
TPC analysis on July 27, 2006 (Exhibit 27). Sampie results for raw spinach ranged from
4,300,000 CFU/g to 16,000,000 CFU/g. Sample results for finished product (reported as
"paby spinach”) ranged from160,000 CFU/g to 5,100,000 CFU/g. The critical limft listed in
SOP 011 for raw and finished product testing was MPN. All sample results received
exceeded these levels. As explained above, Mr. Daniels explained that the units used for this
test in the SOP were incorrect. Mr. Daniels also said that the critical limit for raw and finished
product testing was based on an older version of the SOP when the firm tested for total
coliforms, not TPC. The required "Action if Limit is Exceeded” directed by SOP 011 for both
raw and finished product was, “See improvement from Raw to Finish products.”

NSF provided investigators results of environmental and raw spinach samples collected in
the South facility on September 17, 19, 21, and 25, 2006, which were tested for E. coli 0157
by JL Analytical, Inc (JL) (Exhibit 28). All results were negative.

Water — Fresh and Waste (Wash) Water

The water system for the South facility was registered with the California Department of
Health Services - Office of Drinking Water as a non-transient, non-community water system.
The documentation for this system was never changed from the existing POSJ name after
NSF assumed control of operations at the facifity. Investigators obtalned the POSJ water
system (No. 3500917) monthiy report to the Office of Drinking Water for the months of July,
August, and September 2006 (Exhibit 28). These documents included a monthly summary
on the distribution system for coliform monitoring and coliform reporting. The September
resuits included the quarterly report for disinfection residual compliance. According to the
document, routine testing showed absence of coliforms and E. cofiin the water and the firm
was meeting the standards set for disinfectant residual in systems using chlorine or
chioramines.

Mr. Joseph Torquato, NSF Facifities Engineer, explained that water used in the South facility
was from a well, pumped into an enclosed holding tank (NSF water systems diagram, Exhibit
11). There was no meter on the South facility well or any other way to determine how much
water was being drawn. Water from the South facility well was also used for POSJ farming
irrigation operations. Mr. Torquato said that POSJ used three types of water for irrigation:
Blue Valve water (Central Valley Project surface water used for irrigation, see Attachment 11,
an addendum report relating to irigation water issues), water from the NSF South facllity
well, and effiuent water from the NSF south discharge water holding pond. The holding pond
was filled with processing waste water. From inside the plant, waste water was deposited
into trench drains and carried outside to a lift station, which pumped the water to a settling
tank. From there it was pumped to the holding pond. According to Mr. Daniels, the process
waste water for the NSF South facility belonged to POSJ. The “Process Waste Water”
document provided io investigators by NSF included influent and effluent waste water data
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from June through September of 2006 (Exhibit 30). Mr. Torquato told investigators that the
figures reported on the form were provided by POSJ.

NSF operations at the South facility ceased September 15, 2006 and did not resume.
CalFERT investigators observed processing equipment and collected wastewater samples
there on September 21 and 22. Samples {n=13) of waste water and sediment were coliected
from the lift station, settling tanks, and holding pond. Ali samples were negative for E. col
0157:H7. Inside the plant, hoses used for washing equipment were observed to lack
backflow prevention. Ali hose bibs along the outside of the building aiso lacked backflow
prevention devices. The firm's chiller system for wash flume water was located outside the
facility. The overflow pipe on one of its two tanks was open to the air and lacked a screen. A
sight tube for the chiller tanks (to determine water level) had moid growing inside it. Also
observed in the area were a number of chiller system flexible plastic hoses, stored uncapped
with their ends touching the concrete pavement. Management stated that the facility was not
processing and if it had been, the hoses would not have been stored as observed.

Product Coding and Traceability

The code used on the retail bags of Dole brand Baby Spinach was transiated by NSF
management for investigators. For example, in the code P227A01, (P or J), P = South
processing facility, J = North processing facility; 227 = Julian date for August 15; A = shift
identification (A or B); and 01 = bagging/clam shell packing machine identification (01-07).
NSF also labeled retail packages with a “Best if Used By” (BIUB) date that corresponded to
the production date plus the shelf life. Forthe Dole brand Baby Spinach, the shelf life was 15
days, so the BIUB date for the example above was August 30.

Tracing From Product Codes to Fields

Epidemiological analysis provided by CDC to FDA on September 13, 2006, implicated retail
bags of baby spinach as the cause of consumer illnesses in this multi-state E. coli O157:H7
outbreak. Early in the investigation, a number of processors appeared to be implicated. As
investigations into consumer ilinesses associated with consumption of pre-packaged spinach
progressed, it became apparent that illness was most often associated with Dole brand Baby
Spinach manufactured by NSF. Forty-five packages of leftover spinach-containing products
were collected from case-patient houssholds in 14 states. Attachment 3 lists the product
codes obtained from these packages. Thirty-seven of the packages were manufactured by
NSF. Thirty-four of those were Dole brand, 17 of which had product codes beginning
“P227A". Thirteen of 44 (29.5%) spinach packages tested were positive for E, coli 0157:H7
with a PFGE pattern that matched the outbreak straln. All thirteen positive bags were Dole
brand Baby Spinach and eleven of the thirteen (84.6%) bore codes beginning with “P227A".
No code could be identified for the other two matching Dole brand bags, as it had been cut off
by the consumer.

The inventory tracking system used by NSF allowed the firm to determine the source fields of
raw products entered into production during a specific shift and day by manually linking
several different documents. Beginning with a product code from a consumer bag of Dole
brand Baby Spinach, for example, P227A03: NSF could identify fislds that supplied baby
spinach for production shift A on August 15, 20086, at the South NSF facility (“P*). It was not
possible to determine just those source fields that supplied a specific bagging machine (‘03"
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In this example). Nor was it possible to narrow the field inputs that went into a specific
varietal pack during a shift — the firm only tracked raw product input by shift.

To trace a product code, data from the firm's Dally Depletion Log was cross-referenced with
the firms receiving log (Raw Receipis Log, Exhibit 31). Depletion logs were hand written lisis
of pallet numbers, representing all types of raw materials utilized during a shift (baby spinach,
green romaine, mizuna, etc.). For the P227A processing shift, the depletion iog lists 243
pallet numbers. By matching pallet numbers from the depletion log to those in the receiving
log, the type of product, source field location, identity of grower, and date received can be
determined for each pallet.

NSF conducted a traceback from product code P227A to growing fields and provided the
results to investigators (Exhibit 32). Four fields on the Paicines, Wickstrom, Taix, and Eade
Ranches were identified as having supplied baby spinach used during the A" shift on August
15, 2006. Investigators verified the four fields to be an accurate traceback for P227A through
an analysis of processing records. An individual bag of baby spinach produced during the
P227A shift might have contained spinach from one or any combination of the four fields that
supplied that shift, depending on the depletion times for different lots of spinach from raw
materials storage and the processing sequence.

While the P227A code was implicated by laboratory results from opened bags of product and
the date range of case patient illnesses fit the expected shipping times, shelf life, and
consumption of this code, baby spinach from the implicated Paicines field (Paicines iot 1) was
received and processed at NSF through September 6, 2006. A relatively small amount (1002
pounds) of the spinach from Paicines lot 1, harvested on August 14, went into P227A; the
remalnder went into other product codes. Cther types of leafy greens were also harvested
from Palcines lot 1 and supplied to NSF between August 10 and September 13, 2006, (see
Attachment 4 for a comparison of receipt dates of Paicines products to processing dates of
product codes other than P227A obtained from case-patient housshoids).

NSF: Receiving and Processing of P227A Baby Spinach

The fields on the Paicines, Wickstrom, Taix, and Eade Ranches were the only sources of the
baby spinach utilized during shift A on August 15, 2006. There was no spinach classified as
“teen” utilized during shift A, although baby and teen spinach may be used interchangeably in
processing if necessary, according to Mr. Daniels. The Raw Product Recelving Log
documented the recelving time and conditions for raw materials. Exhibit 33 contains the Raw
Product Receiving Logs for the South facility from the month of August. Raw product from
the Wickstrom Ranch was harvested in bins which were received and vacuum cooled at the
North facility. Exhibit 34 contains the Raw Product Receiving Log for the baby spinach from
the Wickstrom Ranch received on August 14, 2006. in tracing the baby spinach used in
product code P227A back to Its origin, the following information was observed. Baby spinach
from the Paicines, Taix, and Eade Ranches was received in totes and forced-air cooled at the
South facility. The recorded tempsrature range for forced air cooled product during the
month of August 2006 was 37 to 42°F (Exhibit 7). Baby spinach from the Wickstrom Ranch
was recelved in bins and vacuum-cooled at the North facifity before it was transferred to the
South facility. The recorded temperature range for vacuum cooled product during August
was 36 to 38°F (Exhibit 6).
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According to Mr. Daniels, all raw materials received at NSF were subject to certain internal
quality criteria, set forth in SOP 108, titled “Raw Materials Inspection and Handling" (Exhibit
4). Thess criteria were listed on the “Earthbound Farm Field Grading Criteria” form (Exhibit
35) and the “Conventional Baby Spinach Raw Product Specifications” form (Exhibit 5).
Thase grades should not be confused with official United States Department of Agriculture
(USDA) grading standards which were not used by NSF. The Earthbound Farm Field
Grading Criteria rated product on a scale from A" to “D,” with A being the best quality and D
the worst. If the quality of the raw material exceeded the acceptable range for those defects
listed on the Field Grading Criteria, the procedure directed rejection of the load. When a
product was received with a C or D grade, it was reevaluated and, if possible, mixed with a
product of higher quality to produce a finished product of acceptable quality. Paicines Ranch
spinach was received on August 14, 2006, at 70°F, in a refrigerated truck, and was graded D
for “water log” and “insect damage.” Taix Ranch spinach was received on August 14, 2006
(4 different receipts), at 54 - 639F, in flatbed trucks, and was graded B for *long stem,” “dry
spots,” and *half leaf.” Talx Ranch is located within one mile of the processor, hence the use
of unrefrigerated frucks. Eade Ranch spinach was received on August 14, 2008, at 58°F, in a
refrigerated truck, and was graded D for “insect damage,” half leaf,” and “water log.”
Wickstrom Ranch spinach was received on August 14, 2006 (three different receipts), at 58 —
65 °F, in flatbed trucks, and was graded B for “insect damagse,” “dry spots,” "discoloration,”
and "weeds.” All spinach used in product code P227A was processed within one day of
recsipt

The D graded receipts from the Paicines and Eade Ranches both appeared on the firm's
Raw Product Disposition Report (Exhibit 36), which documented the condition of those
products considerad “Out of Specification” and the action taken: “use” or “dump.” The Raw
Product Disposition Report was produced by NSF to provide feedback to growers of the
products. Only those products received with grades of C or D appear on the disposition
report, in additian to products put on “hold.” Paicines and Eade spinach were marked with
the action, “use.” Mr. Daniels said that the receipts from Paicines graded D, for water iog,
indicated that the spinach had a physiological condition in which the spinach leaves retained
water. This condition, characterized by a “spongy” thick leaf, would have resulted in a
product that was susceptible to mechanical damage. Mr. Daniels explained that water logged
spinach was commonly seen when the weather was hot and it generally affected the entire
load. This condition was not one of the defects fisted on the Earthbound Farm Field Grading
Criteria. Mr. Daniels informed investigators that water log was not an the field grading criteria
list because a water logged load would be 100 percent afflicted and would receive a *D"
grade by default. He said that they could have processed water logged spinach by mixing it
with a higher grade of product or by running smaller quantities of the product through the
process at one time.

Of 243 pallets of raw product used in processing during shift A, 108 were pallets
{approximately 36,700 pounds) of baby spinach. The other pallets were a variety of products,
including but not imited to red chard, arugula, green romaine, beets (leaves), and mizuna.
Attachment 5, compiled by investigators, depicts quantities of baby spinach from the
Paicines, Wickstrom, Talx, and Eade flelds used in shift A and shift B. Attachment 6 depicts
the depletion times (and quantities) of spinach from the four fields used during shift A and
shift B, broken down by field. The timeframes of depletion in the chart were obtained from
the Daily Depletion Logs. Timeframes were recorded at irregular intervals. information for
product code P227B was obtained by investigators through a traceback analysis of
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processing records for that shift. While baby spinach from the four identified fields was used
in shift A, only baby spinach from the Paicines and Eade Ranches was used in shift B, along
with “teen” spinach frocm additional field sources. All P227 product positive samples were for
shift A and Dole Baby Spinach was not produced during shift B.

On August 15, 20086, Dole brand Baby Spinach (six ounce retail bags) was produced only on
packing lines 01, 02, and 03. A review of packing records revealed that lines 01 — 03
appeared to have been dedicated to producing Dole brand products during shift A, while lines
04 — 07 produced a variety of other brands (no Dole brands) during shift A. Refer to Exhibit
37 for the “Pack Out Monitoring Form: Safety,” on which the type of product and production
timeframes were hand-recorded for each of the seven packing lines. Refer to Attachment 7
to see those products produced over time on packing lines 01, 02, and 03 during shift A (this
chart was created by investigators through analysis of processing records). Dole brand Baby
Spinach was the first item produced during shift A on the three packing fines. Production of
the spinach began at about 7:00 a.m. and continued for five to seven hours on the three
lines. Packing for shift A ended between 4:00 p.m. and 5:00 p.m. (the seven packing lines
varied in their stop times). Packing for shift B began between 5:00 p.m. and 6:00 p.m.

In addition to six ounce retail bags of Dole brand Baby Spinach, the raw baby spinach from
the four implicated fields utilized during shift A on August 15, 2008, was incotporated into a
number of other P227A spinach-containing products on the seven packing lines. Spinach
from Paicines, as one of the four fields, may have gone into the products. These included
five ounce retail Dole Spinach with Red Leaf (on packing lines 02 and 03), five ounce retall
Dole Spinach with Radicchio (03), five ounce retail Dole Spring Mix (01, 02, 03), two pound
food service RAVE Spinach (04), four pound food service Pride of San Juan spinach (04),
three pound food service Pride of San Juan Spring Mix (04, 05, 06, 07) and six ounce retail
Emerils Spinach (07), to name a few. Exhibit 1 is a list of ali spinach containing products
manufactured by NSF. Attachment 8 compares the depletion data for spinach from the four
fields with the production data for packing lines 01 - 03 (which were producing only Dole
brand products during shift A, all of which contained spinach). Lines 04 — 07 were not
implicated by the 11 packages of P227A coded spinach that had PFGE patterns matched to
the outbreak strain. The bags with PFGE patterns matching the outbreak strain ended with
the following packing fine (bagging machine) numbers: "01” on four packages, “02" on four
packages, and “03" on three packages. The bagging machine number is unknown for one
package. Refer to Exhibit 38 for Packout Output Report, which quantifies each item
produced during the two shifts on August 15, 2006. There were 6,960 cases {six six-ouncs
bags per case), amounting to 15,660 pounds of retail Dole Baby Spinach (SKU: RBSDL66)
produced during shift A on August 15 and none during shift B. A small amount of six-ounce
Dole Baby Spinach with bilingual packaging (SKU: RBSDLB66) manufactured for Canadian
distribution was also produced during shift A: 120 cases, amounting to 270 pounds.

Shipping of Dole Brand Products

Dole brand products produced by NSF were shipped to either the Dole distribution center in
Marina, California, or to the Dole distribution center in Springfield, Ohio. All Dole brand Baby
Spinach with product code P227A was shipped out from NSF to Marina and Springfield
between 12:00 p.m. August 15, 2006, and 5:00 a.m. August 16, 2008 (Exhibit 39). CalFERT
investigators obtained racords documenting the distribution of products throughout the Dole
distribution system to their fina] destinations. P227A Baby Spinach was shipped to iocations
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throughout the United States and also to Ontario, Canada. Baby spinach went through one
to three Dole distribution centers and possibly one or more sub-distributors before reaching
the customer. Dole distribution centers that received P227A Baby Spinach from Marina or
Springfield {on the second or third leg of its journey through the Dole system) included those
in \’(uma, Arizona; Atlanta, Georgia; New York City (Bronx), New York; and Redding,
California.

CalFERT Environmental Sampling: NSF

Environmental sampling was conducted at both NSF facilities prior to the point in the
investigation when the focus narrowed to the South facility. Environmental swab samples
were collected from the North facility in the raw material receiving area (n=1), the vacuum
cooling tubes (n=4), and the tote and bin washing area (n=2). In the South facility, nine
environmental swab samples were collected from iocations throughout the processing area.
Eight Dole brand finished product retention samples, Baby Spinach Organics (J242A25;
J242A26), Baby Spinach and Radicchio (two samples of P242A03), Baby Spinach and
Radicchio (two samples of P242B03), and Baby Spinach and Red Leaf (two samples of
P242B01), were also collected. The retention samples were the oldest baby spinach-
containing products available, processed August 30, 2006. No E. colf 0157:H7 was detected
in any of these samples.

Harvester Investigations

Each of the four implicated fields traced from P227A was harvested by a different firm.
These firms all used mechanical harvesters. The harvesting machines varied in detall by
model but all could be generally described as a modified tractor with a rotating cutting blade
{bandsaw) set in front, followed by a series of conveyors. All four machines observed had
booms in front of the cutting blade from which either chains or ropss dangled, designed to
frighten away any animals that might be in front of the machine. The front unit could be
raised and lowered by the driver so that during harvesting, it could be set just above the
ground, but when maneuvering at the end of beds, it could be raised. The blade was
maintained between a quarter-inch and 1.5 inches above the ground for harvesting,
depending on the stem length of the crop. Each machine abserved also had a set of spray
nozzles that was mounted above a conveyor beilt. Chlorinated water was sprayed from these
nozzles onto the product. According to the individuals interviewed, the purpose of the spray
was primarily to prevent the product from wilting. The chlorine levels of the water spray
varied by harvester and are addressed in the harvester specific sections of this report. For
three of the four harvesters observed, there was a gap between the first conveyor belt and
the second. The spinach was “blown™ across the gap by means of upward facing fans
mounted between the two belts. According to firm representatives, this air gap served to
remove heavier contaminants from the product. The conveyor beits also were designed to
help remove smaller debris and undersized leaves. The machines observed alj had a waste
chute under the belt to remove the debris that feli through the links. Three of the four
harvesters fisld packed product into totes (15-20 Ibs) for NSF; the fourth field packed into
bins {(approximately 250 Ibs). The totes and bins were made of plastic. NSF was responsible
for cleaning and sanitizing the totes and bins (see NSF *Processing Facility” section for
details). NSF conducted weekly Good Agricultural Practices (GAP) harvest audits on
contracted harvest crews (Exhibit 40).
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Pride of San Juan, inc. (POSJ)

375 Sixth Strest, Hollister, California 95034
Contact: Steven F. Wyrick ~ GEO; Gary T. Shingai — Harvesting Supervisor
Implicated Fleld Harvested: Taix Ranch

POSJ harvests spinach and other baby leaf product using mechanical harvesting machines.
The model observed was manufactured by Ramsay Highlander Inc. Mr. Shingai said that
POSJ owns ] Ramsay Highlander machines. He said that they didn't know which of the
two machines was used to harvest the Taix Ranch. The harvester observed had a boom in
front of the bandsaw from which chains dangled. The POSJ machine did not have an air gap
between the first conveyor belt and the link beit.

Photo’s and figures have been redacted from this report version for users with diai-up
internet connections. A version of this report which Includes all photos and figures is
avallable at: hitp://www.dhs.ca.gov/fdb/HTML /F vinvRpt.h

POSJ Ramsay Highlander Harvest Machine

Mr. Shingai informed investigators that the chlorinated water sprayed onto product during
harvest had a target level of Jll ppm total chlorine. POSJ did not keep records monitoring the
chiorine content at the time of harvest.

Mr. Shingai stated that POSJ used a “spotter” crew while harvesting spinach, The spotter
crew consisted of two employees, one on each side of the bed being harvested. The spotters
walked in front of the harvester with garbage bins and picked out any foreign objscts
observed in the spinach beds. Mr. Shingal informed investigators that POSJ does not do any
manual harvesting using knives or sickles.

Mr. Shingai told investigators that the harvesters were cleaned after each day of use at the
POSJ yard but would not have been cleaned in betwsen fields harvested on the same day.
He said that the machings would be pressure washed, brushed with a foaming detergent, and
then rinsed. The water used to pressure wash the machine was either from a well or from the
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San Benito Water District ("Blue Valve™ water), and was added to a nurse tank to which
chlorine was added with a target level of [ ppm total chiorine (Exhibit 41).

Mr. Shingai informed investigators that employees wore haimets and gloves while working in
the fisld. The gloves used were of the single-use disposable type. Employees were
reportedly given a two hour GAP, sanitation, and SOP training on a yearly basis (Exhibit 42).
Attendancs at this training was documentsd on a sign-in sheet (Exhibit 43). Refresher
sessions were given each week during the regular safety meeting and lasted from a half hour
to one hour. These refresher sessions took place on Fridays when employees were picking
up their checks. Attendance at these sessions was also documented on a sign-in sheet
(Exhibit 44). Mr. Shingai said that employees would be excluded from working if they
exhibited symptoms of gastro-intestinal (Gl) ifiness as determined by the crew foreman. Mr.
Shingai said that portable toilets were brought to the side of the fieids for employee use
during all harvests. He said that the toilets were serviced every other day. CalFERT
investigators did not observe any portable toilets during this visit.

CalFERT Environmental Sampling: POSJ

On November 11, 2008, CalFERT investigators collected four environmental swab samples
from various portions of one of the two harvesting machines described above. No E£. col/
0157:H7 was detected in any of these samples.

Seco Packing Company, LLC. (Seco)

510 Broadway Strset, King Gity, California 93930

Contacts: Kevin A, Silacc — Harvesting Supervisor; Vanessa Delbosque — Human Resource
and Safety Manager; Jesse Ramirez — Safety Coordinator

Implicated Field Harvested: Wickstrom Ranch

Seco was unique among the four firms visited in that their harvester machine packed into
bins Instead of totes (see NSF Processor Facility section for details of the distinction between
bins and fotes). The model observed was manufactured by Valley Fabrication (located in
Salinas, California) and had tracks instead of tires. Mr. Sifaccl said that Seco owned i
harvester machines used for conventional harvesting. The Wickstrom Ranch was harvested
by machines numbered 01 and 14.
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Photo’s and figures have been redacted from this report verslon for users with dial-up
Internet connections. A version of this report which includes all photos and figures Is
available at: 3 .dhs.ca. TML/F: vinvRpt.htm

Blns Containing Spinach Harvested By Seco Packing Company

According to Mr. Ramirez, the spraying array on the harvester machine had a target level of

ppm total chiorine. On November 1, 2006, investigators obsarved Seco during a
harvest. The most recent log entry at the time investigators were in the field was 50 ppm
totai chiorine. investigators checked the spray water and detected 50 ppm tota! chiorine and
20 ppm free chlorine at a pH of 6.5. Seco monitored the chiorine level of this spray on a daily
basis during harvesting operations (Exhibit 45).

During the harvest, two employees walked in front of the harvester on either side of the bed
being harvested. These spotters picked out any foreign objects observed in the spinach
beds. Mr. Silacci informed investigators that Seco did not do any manual harvesting.

Mr. Silacci told investigators that the harvesters were cleaned after each day of use. He said
that Seco had a concrete slab on the Brown Ranch near the Wickstrom Ranch where
equipment located in that area was cleaned. The cleaning procedure for the harvesting
machines included the machine being dry cleaned, then pressure washed, brushed with
“Suds N Stuft” detergent, and rinsed. The water used to pressure wash the machine was
from a well and was added to a nurse tank. Chlorine was added to the nurse tank with a
target leve! of ]l pem tota! chiorine. A log was kept of the cleaning {Exhibit 46).

Employees wors hairnets, gloves, sleeve guards, and aprons while working in the field. The
gloves used were re-usable. Employees were required to remove their equipment when they
left the field for any reason. Prior to returning to the field, they were required to dip their
gloves in a hand dip containing sanitizer. The firms last log entry for the hand dip indicated
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that it contained 190 ppm total chiorine. Investigators checked the chiorine levels during their
visit on November 1, 2006, and found that the concentration was greater than the sirips being
used could detect (200 ppm total chlorine and 120 ppm free chlorine).

According to Mr. Ramirez, employees were given GAP, sanitation, and SOP training upon
hiring. This training was part of a 45 minute new hire training. An additional 1.5 hour training
session was provided fo supervisors and above. Mr. Ramirez said that employees were
given 10 - 20 minutes of additional training each month devoted 1o food safety issuss
including Seco’s iliness exclusion policy (Exhibit 47). Employees wers trained to stay home if
sick. Mr. Silacci reported that only harvest foremen and supervisors received sick leave. Mr.
Ramirez said that if employees came to work with symptoms of Gf iliness, they would be sent
home and a log would be kept. He claimed that this had not happened in the 2008 harvest
and he attributed it to the training. Portable toilsts on a trailer wers parked on field access
road for employee usage. Mr. Silacci said that the tollets were serviced every other day.
CalFERT investigators did not observe any objectionable conditions with the portable toilets
present on the day of their visit.

CalFERT Environmental Sampling: Seco Harvesting

On November 11, 2006, CalFERT investigators collected six environmental swab samples
from various portions of harvesting machine number 14 at the end of a harvest. No E. coli
O157:H7 was detected in any of these samples.

Mission Organics, LLC. (Misslon Organics)

1140-A Abbott Street, Salinas, Califomia 92902

Contacts: Otto Kramm — Partner; Austreberto Lopez — Harvest Supervisor; Jaime
Ramirez — Harvest Foreman

Implicated Field Harvested: Paicines Ranch

Mission Organics uses harvester machines manufactured by Valley Fabrication. Mr. Kramm
said that Mission Organics owns JJl harvester machines of various models. Mission
Organics harvested into plastic totes.

According to Mr. Kramm, the spraying array on the harvester machine had a target Jevel of i
ppm free chlorine. The firm did not keep a log of the chiorine tevels but had free chlorine test
strips (Water Works Free Chiorine High strips, range 0-120 ppm). Investigators checked the
spray water on October 25, 2006, and detected 40 ppm free chlorine at a pH of 6.0.
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Photo’s and figures have been redacted from this report version for users with diai-up
Internet connections. A version of this report which includes all photos and figures is
avaliable at: http: .dhs.ca.govifdb/H Food/EnvinvRpt.htm

Valley Fabrication Harvesting Machine Pictured With Empty Totes Prior to Harvesting
and Packing

During the harvest two employees walked in front of the harvester on either side of the bed
being harvested. These spotters picked out any foreign objects observed in the spinach
beds. Mr. Kramm informed investigators that Mission Organics sometimas used sickles for
manual harvesting but not on a dally basis. These sickles had a basket attached to catch the
product. Mission Organics did not keep a record of sickle usage nor of the cleaning of the
sickles. Mr. Kramm said that the sickles were used to harvest around a hazard or other
problem in a field. He said that after use, the sickies were cleaned along with the harvester.

Mr. Kramm told investigators that the harvesters were cleaned at the yard after each day of
use. They may have been used in muttiple fields during a day, and if so, they would not have
been cleaned between fields. The exception was if the machine moved from a conventional
field to an organic field. The cleaning procedure for the harvesting machines started in the
field where employses dry cleaned the machine and removed discarded product and debris.
The machine was then moved to the yard area where they pressure washed the machine,
then brushed it with detergent, and finally rinsed it. The water used to pressure wash the
machine was from a well and was added to a 2000 gallon nurse tank. The water in the nurse
tank was chlorinated. No logs were kept of the chiorine content of the water in the nurse tank
but investigators checked the chiorine level and found ten ppm free chiorine.

According to Mr. Kramm, employees wore hairnets, gloves, sleeve guards, and aprons while
working in the field. The gloves used were re-usable. Employees were required to remove
their equipment when they left the field for any reason. Prior to returning to the fieid,
employees were required to dip their gioves in a hand dip containing sanitizer. The firm did
not keep a log of the chiorine concentration in the hand dip. Investigators checked the
chiorine levels on October 25, 2006, and found that the concentration was greater than the
test strips could detsct {greater than 120 ppm free chlorine).

Accarding to Mr. Kramm, the Mission Organics harvesting crew works year-round and fravels
to the areas where Mission Organics harvests. Mr. Kramm sald that their retention rate for
the baby leaf harvesting crew was close to 100 percent. Mr. Kramm said that the harvesting
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employees received regular food safety updates from NSF auditors; he estimated at ieast
monthly. Mr. Ramirez said employees were excluded from working if they displayed
symptoms of Gl iliness but added that employees generally did not come to work if they had
those types of symptoms. On October 25, 2008, when investigators observed a Mission
Organics harvest, traller mounted portable toilets were parked on the dirt road adjacent to the
field for employee usage. Mr. Kramm said that the toilets were serviced twice a week.
CalFERT investigators did not observe any objectionable conditions with the portable toilets
present on the day of their visit.

Sebastian Harvesting, Inc. (Sebastian Harvesting)

Highway 101 North, Soledad, Califomia 93360

Contacts: John Y. Bryce — Vice President of Operations; Carson Braga — Harvesting
Manager; Laura Penera — Human Resource Manager

Implicated Field Harvested: Eade Ranch

Sebastian Harvesting uses several types of harvester machines. The model observed was
manufactured by Ramsay Highlander inc. and was the same type that would have been used
to harvest the Eade Ranch. The harvester had tracks instead of tires. Mr. Bryce said that
Sebastian owns [JJJll Ramsay Highiander machines and leased another for the 2006 harvest
season. The machines were referred to by number. The machine used to harvest the
implicated field was machine number two. Mr. Braga said that they harvested into totes and
cardboard boxes. He said that the customer determined the type of container used and if a
liner was to be used in the cardboard boxes.

According to Mr. Braga, the spraying array on the harvester machine had a target level of
Il oo free chiorine. The most recent log entry at the time of our visit was 80 ppm free
chiorine. {nvestigators checked the spray water and detected 40 pprn free chlorine at a pH of
7.0. Mr. Braga said that the firm did not monitor the chlorine leve! of this spray untli after the
outbreak.

During the harvest, two employees walked In front of the harvester on either side of the bed
being harvested. These spotters picked out any foreign objects observed in the spinach
beds. Mr. Braga informed investigators that harvest employees sometimes used sickles for
manual harvesting but not on a daily basis. These sickles had a basket attached to catch the
product. Sebastian Harvesting did not keep a record of sickle usage nor of the cleaning of
the sickles. Mr. Braga said that after use, the sickles were cleaned along with the harvester.

Mr. Braga told investigators that the harvesters were cleaned after each day of use at the
Braga Home Ranch. He said that the conventional fields they farmed were large enough that
they would not switch fields in the middle of a day but that some of the organic fields were
smaller and they might have maved from one organic field to another without cleaning the
equipment. Mr. Braga said that after the outbreak occurred, Sebastian Harvesting created
written procedures for the daily harvester wash (Exhibit 48). The cleaning procedure for the
harvesting machines included the machine being dry cleaned, then pressure washed,
brushed with detergent, then rinsed. The water used to pressure wash the machine was from
the Braga Home Weli No. 3. JJJl ounces of Hasa Multi-Chlor was added to 1000 gallons of
water in the nurse tank (theoretical yield = [} ppm) with a target free chiorine level of
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ppm. Logs were kept of the harvester cleaning (Exhibit 49) but they did not include a test of
the chlorine concentration.

According to Mr. Braga, employees wore haimets, gloves, sleeve guards, and aprons while
working in the fieid. The gloves used were re-usable. Employees were required to remove
their equipment when they left the field for any reason. Prior to returning to the field,
employess were required to dip their gloves in a hand dip containing sanitizer. The firm did
not log the chlorine concentration in the hand dip prior to the outbreak. The last log entry for
the hand dip on the day investigators observed a harvest (October 26, 2006) indicated that it
contained 140 ppm free chiorine. Investigators checked the chlorine levels and found that
the concsntration was greater than the test strips could detect (greater than 120 ppm free
chiorine).

According to Mr. Braga, employees were given approximately one hour of GAP, sanitation,
and SOP training upon hiring and then during weekly 15 — 20 minute tailgate sessions, they
were given additional food safety-related training. Mr. Braga said employees were excluded
from working if they displayed symptoms of gastro-intastinal iliness. On the day investigators
observed a harvest, portable toilets on a trailer were parked on the dirt road that ran
alongside the field for employee usage. The toilets were serviced three times per week
according to ths invoice from Safe Sanitation, Inc for services rendered in the month of
August. (Exhibit 50). CaiFERT investigators did not observe any objsctionable conditions
with the portable toilets present on the day of their visit.

Eield investigations

Early epidemiofogical information led CalFERT investigators to ten fields located on nine
different ranches In Califomia. The focus of investigations later narrowed to the four fields
that supplied baby spinach for NSF product code P227A. One hundred eleven environmental
samples were collected at the other six fields, all of which were negative for E. coli 0157:H7.
The remaining four fields under investigation were located on the Paicines, Wickstrom, Taix,
and Eade Ranches. Extensive investigations and sampling were conducted at the four fields,
which are located in Monterey and San Benito counties in Galifornia.

Independent environmental sampling was conducted in fields by IEH Laboratories and
Consulting Group (IEH) for NSF and JL for Mission Ranches. IEH collected 368 samples of
product, feces, and water, among other items at flelds under investigation between
September 22 and October 5, 2006. No E. colf 0157:H7 was detected in these samples. JL,
working as an expert consultant for Mr. Kirk Wagner, an attorney retained by Mission
Ranches, attempted to duplicate samples collected by CalFERT investigators at the
Wickstrom Ranch. Results of the JL tests at Wickstrom were provided te investigators; the
samples were all negative for E. colf 0157:H7. JL also conducted duplicate sampling at the
Paicines Ranch. Mr. Brad Sullivan, an attorney retained by Mission Organics informed
investigators that Earthbound Farms and Mission Ranches both own 42.5 percent stakes in
Mission Organics. Mr. Sullivan explained that at the time investigators were collecting the
field samples, Earthbound had retained JL to conduct the duplicate sampling at the Paicines
Ranch. Mr. Sullivan said that he has not received a copy of those results. Investigators were
unable to obtain copies of the resuits of the duplicate sampling.
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Palcines Ranch: Lot 1
Mission Organics, LLC
1140-A Abbott Street
Salinas, California 93902

Paicines Ranch is located just west of Cienega Road at its intersection with Airline Highway,
south of Hollister, in San Benito County. Otto Kramm, COO and Dan Soliman of Mission
Organics, LLC, were interviewed during the investigation at the Paicines Ranch. The
following individuals hosted investigators at the Paicines Ranch during one or more
occaslons, although they were not employees of Mission Organios: Kevin A. Silacci, Spinach
Supervisor for Mission Ranches and John W. Eade Jr., QA Food Manager for Growers
Express. Mr. Kramm stated he asked Mr. Silacci and Mr. Eade to host investigators at
Paicines on a day when hs was unavallable. Mission Organics, Mission Ranches, and
Growers Express are separate entities; however, there is one common partner of the three
firms and of NSF: Stan Pura. Mr. Kramm explained that Mission Ranches representatives
were present for the investigation at Paicines because, like Mission Organics, they supplied
spinach to NSF and were hosting CalFERT investigators at other fieids. Growers Express
had a previous business relationship with Mission Organics: the company had conducted
food safety auditing for Mission Organics several years before, in a different location, for
lettuce being harvested and sold to Growers Express. Mission Organics had no existing
business relationship with Growers Express at the time of the investigation.

Gordon Brock, Vice President Business Development, and Lucio Premi, Research and
Development, from JL were present at Paicines to replicate sampiles callected by
investigators during field investigations. In addition, the following individuals associated with
the nearby Paicines Grass-Fed Beef Ranch were interviewed: Chris Ketchum, Manager;
Sallie Calhoun, Owner. Investigators made numerous visits to the Palcines Ranch, the
Paicines Grass-fed Beef Ranch, and the surrounding areas for investigations between
September 20 and November 29, 2006.

Mission Organics grew and harvested baby spinach on lot 1 (see Exhibit 56, the Paicines
Ranch map, as well as the definition of iot in Glossary of Terms) of the Paicines Ranch. This
lot was 50.9 acres in size and was one of four source fields that supplied spinach for
processing into product code P227A. Lot 1 of the Paicines Ranch was subdivided into
smaller portions, {abeled A — U, pianted with a variety of different crops (baby ieaf, baby
mustard, and baby spinach) on different dates (Exhibit 51). Well No. 1 Is located in the
center of the Paicines Ranch Lot 1 and was used as a reference point for the sub-division of
the field. The sub-sections were sequentially denoted as A - | starting at the well, going
south, Starting at the weil and going north, the sub-sections were sequentially denoted as

J - U (Attachment 9). All product grown on the Paicines Ranch was supplied solely to NSF.
The baby spinach from the Paicines Ranch that supplied product code P227A was grown on
segment A of lot 1. This segment was approximately 2.8 acres with a wet date of July 22,
2006, (a wet date is when seeds are first watered, usually within a couple of days of planting).
It was harvested on August 14, 20086, (Lot 1 Harvest Record, Exhibit 52). The grower code
for this spinach was “PAGO1AT1",

Crops on the Paicines Ranch were grown in an organic fashion, but were sold as
conventional products. Paicines Ranch was transitioning from conventional o organic, but
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the land had not yet been cultivated using organic techniques for the three year period
required to achieve organic certification. There were a variety of crops planted on lot 1 with
staggered planting dates, all of which were harvested for NSF. Segments A, B, D, 1, O, J,
and U of lot 1 were planted entirely with spinach. Harvest dates ranged from August 14 to
September 5, 2006. Segments C, E, H, K, N, Q, and R were planted with crops classified by
the grower as baby mustard, including green chard, red chard, and mizuna. Each segment
contained a combination of these crops; for example, segment E was planted with two beds
of green chard, two beds of red chard, and two beds of mizuna, Harvest dates for the baby
mustard ranged from August 10 to August 28, 2006. Segments F, G, L, M, P, and S were
planted with crops classified by the grower as baby leaf, inciuding lolla rosa, green oak, green
romaine, red thunder, tango, and red leaf (red wood and red cloud). Harvest dates for baby
leaf ranged from August 25 to September 11, 2006.

Lot 2 of Paicines Ranch, adjacent to lot 1, was planted by Mission Organics with the same
assoriment of crops as listed above, including spinach (Exhibits 53). Wet dates for spinach
on lot 2 ranged from August 31, 2006 to September 11, 2006, but spinach was never
harvested from this figld, due to the onset of the outbreak. Baby mustard and baby leaf were
harvested from lot 2 beginning September 9, 2006 and September 13, 2006, respectively.
Harvests of these crops were halted by Mission Organics at the request of NSF following the
harvest of each on September 25, 2006, due to ongoing federal and state investigations at
the ranch, according to Mr. Kramm (Lot 2 Harvest Becord, Exhibit 54). -

Mr. Kramm explained that the acreage of crops planted on the Paicines Ranch was
determined by the projected demand of the processor, NSF. Prior to planting, the processor
projected the need for certain conventional products and allocated quotas of these products
to Mission Organics. Mission Organics then planted the necessary acres on the Paicines
Ranch to fulfill this demand. Lots 3 — 6 on the ranch were fallow during the 2006 growing
season, as there was only demand enough from the processor to fiil fots 1 and 2.

Spinach grown on the Paicines Ranch was irrigated with well water via sprinklers. Well test
records dated July 31, 2006 showed total coliform at 2 MPN/100 ml in well number 1, an
absence of total coliform In well number 2, and £. cofi at less than 1 MPN/100 ml for both
wells (Exhlibit 55). Available records indicate that none of the three agricultural wells used for
irrigation at Paicines Ranch were grouted. Peaicines wells number 1 and number 2 are
connected by plumbing and can be used to water any cultivated field on the ranch that is east
of the river.

The cultivated fields on Paicines Ranch were near where the San Benito River flows through
the ranch. Flow in the San Benita River in the area of Palcines Ranch was reguiated by
Hernandez Reservoir, which was approximately 40 miles south of the Ranch. Winter runoff
was captured in the reservoir, then released in the dry season for percolation into streambeds
to recharge groundwater. The Paicines area groundwater basin tended to fill up during the
winter with percolation from the San Benito River (Attachment 11). As part of their routine
monitoring program, the San Benito County Water District monitored groundwater levels in
the area via well number 2 during 2006 (labeled by the San Benito County Water District as
Observation Well for Water Level Changes number 5§). Documented groundwater ievels at
Paicines Ranch were higher in elevation than the San Benito riverbed in March 2006.
Because groundwater ievels were higher than the riverbed at this time, water in the river
would flow past the area rather than percolating into the ground. Over the course of the

{nvestigation of an Escherichia coll 0157:H7 26
Outbraak with Dole Pre-F d Spi

Finak: 3.21.07



189

growing season, groundwater levels tended to drop as water was pumped for irrigation. In
July, the groundwater level dropped to the same level as the riverbed, and in subsequent
months it fell below the riverbed level. This potentiaily allowed surface river water to
percolate into the ground again and recharge the Paicines area groundwater basin during
that period.

Heat treated, palletized chicken manure was applied to the field using a machine spreader
during pre-plant on July 15, 2006. The pellets {called 8-1-1 fertilizer) were manufactured by
True QOrganic Products, Inc., located in Helm, California. Please refer o the “Chicken Pellet
Manufacturer: True Organic Products, Inc.” section of this report for additional information.

CalFERT Investigators determined that Mission Organics did not contract for a third-party
GAP audit on the Paicines Ranch in the time since Mission Organics took up the lease from
the landowner, prior to the 2006 growing season.

The Paicines fields sit in a valiey surrounded by hills. Lots 2 — 4 extend in sequence to the
south of lot 1, while lot 5 sits adjacent to lot 2 on its west side. Lot 6 is separated from the
rest, located southwest of lot 1, across the San Benito River at a higher elevation. Refer to
Exhibit 56, a Paicines Ranch map of crop fields, obtained from Mission Organics. Grape
vineyards stretch across the hills on the east side of the valley. The San Benito River runs
northward through cattle grazing areas on the west side of the valley, approximately one-half
mile from lot 1 at its closest point. The San Benito River is listed as being impaired by fecal
coliforms and sediments/siit by the State of California, Central Coast Regional Water Quality
Control Board (CCRWQCB), as dssignate for the U.S. Environmental Protection Agency
(EPA) under provisions of the federal Clean Water Act. Cattle as well as wild animals have
free access to this waterway both on the free range cattle ranch adjacent to the row crop
growing region and at various points upstream. Pescadero Creek also runs through the
cattle ranch, where it empties into the San Benito River. A diversion canal, used to divert
water from the San Benito River info the Paicines Reservoir, runs parallel to and just east of
Cienega Road on the opposite side from the crop fields. Seasonal and year-round creeks
flow through the cattle pastures on the ranch. Mr. Kramm reported no flooding events during
the year prior to the outbreak.

The Paicines Reservoir is located in a grazing area approximately one mile north of lot 1, ata
higher elevation. The reservoir is owned by the San Benito Water District and Is used to
augment groundwater recharge during the dry season. Cattle drink from the reservoir, and
according to Mr. Kramm, it was not used for irrigation. A smaller reservoir is located
approximately one mile south of the field and adjacent to the San Benito River {slough area).
According to Mr. Kramm, this water was not used for imigation either; the reserveir functions
to collect irrigation runoff from the fields, which is then piped into the San Benito River.

There were no composting or waste management facilities observed on or near the Paicines
Ranch. Worker housing Is located approximately 100 feet uphill and west of iot 1. Another
worker housing area is about 50 feet to the east of Cienega Road. Both of the housing areas
were on septic systems. No leakage of the septic systems was observed at the time of the
investigation.
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Photo’s and figures have been redacted from this report verslon for users with dial-up
Internet connections. A version of this report which Includes all photos and figures Is

avaliable at: htip://www.dhs.ca.qov/fdb/HTML /Food/EnvinvRpt.him

San Benlto River on the Paicines Ranch: Cattle Crossing

Approximately 2,000 head of cattle graze on the rangeland of the Paicines Ranch, the
majority of which is west of lot 1. The rangeland covers 8,000 acres and consists of grassy
pastures on the hills, along with patches of dense vegetation surrounding the San Benito
River, Cattle and wildlife have access to the river at multiple points on the ranch. The cattle
grazing areas closest to lot 1 include one directly across the paved road leading to the ranch
office, just north of lot 1, and a second about 700 feet west of the field, on the other side of a
hill below worker housing. No cattle have been present in the pasture just north of lot 1 since
July 21, 2006. Cattle were observed grazing in the irrigated pasture 700 feet west of the fisid
during investigations. Goats, sheep, and a young calf were brought into pens September 27,
2006, (new fencing was installed) across Cienega Road from lot 1. Livestock trucks do not
travel on the dirt roads between lots, but they travel out of the ranch via the paved road from
the ranch office that passes just north of lot 1. Dogs were seen in kennels near the worker
houses. Investigators observed diverse wildlife in the cattle grazing areas on the ranch. Wild
pig sightings and signs (tracks, fecal materiai, and rooting) wera most commonly observed,
followed by ground squirrels, deer, cottontail rabbits, coyotes, and raccoons. Smali birds and
raptors (owls, hawks, and eagles) were also frequently observed. Refer to Attachment 12,
and addendum report from USDA Wildlife Services, which contains a detailed account of
wildiife issues observed on the Paicines Ranch.

All cattle pastures on the ranch were enclosed by fences. Crop fields were partially
surrounded by fences, along borders where they abutted cattle pasture or wildlife habitat.
Field (mesh wire)} fencing with barbed wire at the top and bottom extended along the wastemn
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border of the crop fields as a whole, separating them from the areas of dense vegetation
where cows grazed along the San Benito River. Lot 1 was open to the paved road on its
northern border, but the grazing area on the other side of the road had a barbed wire fence.
The eastem and southemn borders of the crop fisids (lots 1 — 5) had no fencing. The
vinayards 1o the east of the fields had no fencing around them. Many areas of the ranch had
new fencing, but investigators obsarved that in some areas wildiife had penetrated the fences
through holes created by washes from irrigation runoff or by digging under the fence (wild
pigs, in particular).

Photo’s and figures have been redacted from this report version for users with dial-up
internet connections. A version of this report which includes all photos and figures is
avallable at: hitp://www.dhs.ca.qov/fdb/HTML/Food/EnvinvApt.him

Field Fencing with Barbed Wire on Paicines Ranch

Photo’s and figures have been redacted from this report version for users with dial-up
Internet connections. A verslon of this report which includes all photos and figures Is
avallable at: hitp: .dhs.ca.qov/fdb/l L/Food/EnvinvRpt.him

Hole Under Field Fencing on Paicines Ranch, Apparently Repaired With Posts in the
Ground
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The growsr reported animal sightings limited to smal birds in the field while the spinach was
growing in lot 1. During the investigation, there were no food crops growing in iot 1. The field
had been tilled. No animal tracks were observed by investigators in the hardened dirt of the
field; however wildlife tracks {primarily pig, but also some deer, raccoon, coyote, rodert,
rabbit, and bird) were observed in the immediate vicinity of other crop fields on the ranch
during visits in September and October. Fresh wild pig tracks were observed in recently
prepared row crop beds south and west of ot 1. Wild pig tracks were also observed on the
dirt road next to Paicines Ranch lot 5, where it bordered iot 3. The tracks went from the road
into lot 5, which had vegetation (not crops) growing in it at the time. Wild pig fecal material
and rooting were observed in a field belonging to a different grower, located approximately
1.7 miles south of iot 1, while decaying spinach plants were still present in the field. Coyote
feces were seen on the dirt road between the crop fislds and the river, near the small
irrigation collection pond. Growers from both vineyards (southeast and northeast of the field)
reported damage to their vineyards caused by pigs during thinning and harvesting in late
summer and fall. Wild pig tracks observed on the roads and through prepared beds in lot 1
during visits in September indicated that the wild pigs could be crossing from the riparian
areas to the vineyards on the far side of lot 1.

Photo’s and figures have been redacted from this report version for users with dial-up
internet connections. A version of this report which includes all photos and figures is

avaliable at: hitp://iwww.dhs.ca.qov/fdb/HTML /Food/EnvinvRot.him

Pig Tracks on Dirt Road, Heading Into Misslon Organics Lot 5, Palcines Ranch
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CalFERT Environmentai Sampling: Palcines Ranch

Investigators collected 351 environmental sampies in and around the Paicines Ranch,
including cattle feces, wild pig feces, other animal feces, soil, and water. Of thess, 45 (13
percent} samples were found positive for E. coli O157:H7 and 26 of these 45 (58 percent)
matched the outbreak strain as determined by PFGE analysis (Attachment 10). Positive E.
coli 0157:H7 sample locations are mapped in Figure 1. Locations of positive samples that
were PFGE matched to the outbreak strain are mapped in Figure 2.

Investigators sampled the San Benito River downstream of the Paicines Ranch and at g
number of points upstream in the 40 mile stretch between the ranch and the Hernandez
Reservoir. The reservoir was also sampled. Two samples of river water taken approximately
25 miles upstream were positive for E. coliO167:H7, but did not match the outbreak strain.
The samples were taken in an area where grazing cattle and wildlife had access to the river,
both above and below the sampling point. All other water samples from the San Benito River
taken downstream and upstream of Paicines were negative for E. colf 0157:H7. The CDG
addendum report, “Irrigation Water issues Potentially Related to 2006 E. colf O157:H7 in
Spinach QOutbreak,” explores regional water issues in depth (Attachment 11).
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Photo’s and figures have been redacted from this report verslon for users with dial-up
internet connections. A version of thls report which includes all photos and figures is

available at: Hl X OV d/EnvinvRpt.h

Figure 1: Paicines Ranch Posltive E. colf 0157:H7 Sample Locations
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Photo’s and figures have been redacted from this report version for users with dial-up
internet connections. A version of this report which includes all photos and figures is

avallable at: http:/www.dhs.ca.qov/fdb/HTML/Food/EnvinvRpt.htm

Figure 2: Paicines Ranch Posltive E. colf 0157:H7 Samples PFGE Matched to the
Outbreak Straln
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Chicken Pellet Manufacturer: True Organic Products, Inc. (TOP)

20225 West Kamm Ave
Helm, California 93627

The following individual was interviewed during the investigation at TOP: Jake Evans,
Ownar. On February 20, 2007 a CalFERT investigator met with Mr. Evans at his facliity in
Helm, California.

Mission Organics purchased [l tons of 8-1-1 chicken psllets in bulk bags (approximately
one ton each) from TOP {Exhibit 57). Mission Organics was responsible for the spreading of
the pellets on Paicines Ranch. The 8-1-1 chicken pellet blend spread on Paicines Ranch on
July 15, 2006, was produced from feather meal and chicken manure that were both supplied
by Foster Farm chicken ranches in the San Joaquin area. On July 6 -7, 2008, the chicken
pellets were shipped to the Paicines Ranch via a common carrier. Chicken manure was the
only animal manure composted or stored at the 35 acre facility. Lot numbers were not
assigned to finished products or shipments. Mr. Evans stated that he is able to track raw
ingredients to shipment by date of incoming raw ingredients. Mr. Evans stated that he can
trace shipment of finished product to raw ingredients using the shipping date. This is
possible because there are usually only two-shipments per year of raw manure.

Mr. Evans stated that his company did not have an organic composting certification, but did
follow the composting requirements for the National Organic Program (NOP). Mr. Evans
supplied composting temperature logs for chicken manure composted in January 2006 and
incorporated into the 8-1-1 pellets sold to Mission Organics in July 2006 (Exhibit 58). An
October 12, 20086, iab analysis showed a [l carton to nitrogen ratio (C:N) (Exhibit 59).
The NOP standards for C:N ratio is between 25:1 and 40:1. True Organics composting
operations were not monitored by an outside agency.

The chicken manure was composted on site by TOP. Chicken manure was the only animal
manure composted or stored at the 35 acre facility. The composted chicken manure
(containing chicken litter) and feather meal were combined in a mixer. This mixture was then
pelietized and dried to produce the final product. The pelletizer heated the mixture to
180-200 2F. The pellets were carried on a conveyor bel, transferred onto the dryer belt, and
then entered the multi-level dryer chamber. Gas burners heated air which blew on the pellets
for approximately 30 minutes. On February 20, 2007, the air temperature of the dryer
chamber was Mr. Evans stated that the target temperature was [JJ]l} Before being
dumped into an outside concrete bunker, the pellets moved over a screen to remove partial
pellets. Mr. Evans stated that the ]l heat process was the critical control point for a
pathogen kill step. Finished product was sold in either bulk bags (bags weighed
approximately 2,000 pounds) or in bulk trailers. Shipping was either arranged by the grower
or TOP. TOP did not do any spreading or hauling of finished products.

One loader was designated for finished product only and was not ussd for raw ingredients,
according to Mr, Evans, This ioader was pressure washed with hot water each day. After
washing, the ioader bucket and arms were sprayed with 100 percent household bleach. The
tires of the finished-product loader did not enter the bunker when removing product for
shipment. Once a month the raw ingredient loaders were washed and sanitized as described
above.
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Prior to August 20086, Mr. Evans collected one sample a month from the finished product
conveyor belt for microbial testing. Only one type of product was sampied during this time.
The products were tested for E, coff and Salmonella. Test resuits for April, May, and June
2006 were < 3MPN for E. cofi and negative for Salmonella (Exhibit 60). Beginning August 9,
2006, TOP began testing finished products for £. coli 0157:H7 and testing more than one
product per month. August 9, 2006, and August 28, 20086, tests for 8-1-1 finished products
were negative for both £. coli 0157:H7 and Salmonelia and < 3 MPN for E. coli (Exhibit 61).
A few handfuls of finished product were composited for each sample tested. The 8-1-1 blend
used on the Paicines Ranch in July 2006 was not tested. TOP SOPs requires retesting of
lots with positive pathogen sample results {Exhibit 62). During the audit of the firm’s records,
there were no positive pathogen test results observed by CalFERT investigators.

Wickstrom Ranch: Lot 817

Mission Ranches Company, LLC
100 Broadway Street
King City, California 93930

Wickstrom Ranch is located at the intersection of Carpenteria Road and Quarry Road, in the
city of Aromas, California in San Benito Gounty. The following individuals were interviewed
during the investigation at Wickstrom Ranch: Kevin Silacci, Spinach Supervisor, Mission
Ranches Company, LLC (Mission Ranches) and Saco Packing Company, LLC (harvesting
arm of Mission Ranches); John Hitchcock, Ranch Supervisor, Watsonviile, Mission Ranches
{growing arm); John W. Eade Jr., QA and Food Manager, Growers Express (separate entity
providing food safety training and audits); and Stan Pura, Pariner, Mission Ranches and
Growers Express. Gordon Brock, Vice President Business Development, and Lucio Premi,
Research and Development, from JL were present at Wickstrom to replicate samples
collected by investigators during field investigations. Investigators made five visits to the
Wickstrom Ranch area for investigations between September 19 and October 3, 2006.

Spinach from ot 817 of Wickstrom Ranch was grown by Mission Ranches and harvested by
Seco. Lot 817 was one of four source fields that supplied spinach used at NSF in product
code P227A. Lot 817 is 7.5 acres in size, subdivided into A and B. The baby spinach
supplied to P227A was grown on section A, with a wet date of July 24, 2006, harvested
August 14, 2006, grower code I (Exhibit 63). According to grower records, this was
the only crop of spinach harvested from lot 817 during the 2006 growing season. Seco also
supplied baby spinach from I to another processor, Taylor Farms.

While on the field, the spinach was irrigated via sprinklers with well water from Brown Ranch,
located about 1.5 miles from the field. Investigators observed that the casing on the welf was
damaged. Brown Ranch well tests (Exhibit 64), dated September 18, 2006, showed an
absence of E. coli (E. coli < 1 MPN/100 mi). The grower did not regularly take environmental
or product samples. Chemical fertilizer was used on the Wickstrom 817. According to

Mr. Hitchcock, no manure or compost was used. The grower reported that there were no
flooding events during the year prior to the outbreak.

An audit of the ranch, conducted by Primus in June 2006, gave the ranch & passing score
(Exhibit 65). A review of the audit by CalFERT investigators revealed no significant findings.
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Bordering the south side of Wickstrom Ranch is a railroad track built on a berm, which
separates the ranch from Quarry Road. About 150 feet west of lot 817 is the Pajaro River,
lined with foliage and tall trees. The bed of the Pajaro River was significantly lower {15 ~20
feet) than the fieid. Lot 817 is bordered to the northeast and southwest by additional growing
areas on the Wickstrom Ranch. A dirt road separates lot 817 from the adjacent lot (816) to
the southwest (Exhibit 66). At the time of the investigation, about half of a romaine crop was
Jeft unharvested in iot 818 due to quality problems, according to the grower. Some of the
romaine appeared stunted or damaged with broken leaves. Immediately to the east of lot
817 are several buildings, including trailers and a tile factory, that are on septic systems.
Investigation of these systems was not pursued after E. coli O157:H7 with matching PFGE
patterns to the outbreak strain was found in samples from the Paicines Ranch based on an
assessment of the probability of finding E. coli O157:H7 in low-usage human septic systems.
There was evidence that the road between lots 817 and 816 was used by the public to gain
access to the Pajaro River. Motorized vehicle tracks were seen at the river and an area with
toilet paper was observed near a trail along the river. Investigators observed workers with
shovels and bags cleaning in this area during one of the ranch visits. There was also
evidence of apparent homeless camps along the river below the field. Two strawberry
greenhouses were located approximately 400 feet north and at a higher elevation from lot
817. A pile of horse manure/shavings compost was observed near these greenhouses. it
appeared to be trucked into the location and not formally “composted.”

There was no crop in lot 817 at the time of the investigational visits. No fencing was present
around lot 817. The grower reported animal sightings limited to smal! birds in and around the
field. investigators observed canine tracks, rodent burrows, and a jack rabbit adjacent 1o the
field. Several cattle were seen grazing on a hill in a fenced pasture about 50 feet from the
field on the opposite side of Quarry Road. A drainage pipe was identified under the ralfroad
berm, which couid potentially lead from the pasture to lot 817. On the other sids of the
Pajaro River, about one-third mile west of ot 817, were several trailer homes with dogs
chained in the yard. There were also several houses in this area, one of which had an
attached animal corral with goats inside.

CalFERT Environmental Sampling: Wickstrom Ranch

CalFERT investigators collected 44 environmental and product in and around Wickstrom
Ranch, including water, Moore swabs (Pajaro Rliver), soil/'sediment, and romaine lettuce from
an adjacent field. One (2 percent) Moore swab sample was positive for E. coli 0157:H7.
However, the PFGE pattern of the isolate did not match the outbreak strain (Attachment 10).
The positive sample location is mapped in Figure 3.
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Photo’s and figures have been redacted from this report version for users with dial-up
Internet connections. A version of this report which includes all photos and figures is
available at: http://www.dhs.ca.gov/fdb. Envl

Figure 3: Wickstrom Ranch Positive E. colf 0157:H7 Sample Location
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Taix Ranch: Lot 1TA1

POSJ
375 Sixth Street
Hotlister, Califomia 95034

Taix Ranch is located on San Justo Road near Prescott Road, in the city of San Juan
Bautista, California, in San Benito County. The following individuals were interviewed during
the investigation at the Taix Ranch:

Stephen F. Wyrick, CEO, POSJ. (grower and harvester); Gary T. Shingai, Harvest Manager,
POSJ; and Colleen Little, Safety Director, POSJ. Investigators made six visits to the Taix
Ranch area for investigations between September 20 and October 4, 2006.

Spinach from lot 1TA1 of the Taix Ranch was grown and harvested by POSJ. Lot 1TA1 was
one of four source fields that supplied baby spinach used by NSF for processing into product
code P227A. The Taix Ranch lot 1TA1 is 27 acres in size. Baby spinach from the Taix
Ranch that supplied product code P227A had a wet date of July 18, 2006, and was harvested
on August 14, 2006, along with associated grower lot code (Exhibit 67).
The first spinach from 1TA1 supplied to NSF during the 2006 growing season was harvested
August 11, 20086, (sent to the processor that day). The last harvest of spinach sent to NSF
from 1TA1 for the season was the harvest on August 14, 2006. POSJ did not supply spinach
from this harvest to any other processors.

Spinach grown on the Talx Ranch lot 1TA1 was irrigated with wel!l and Blue Valve water via
sprinklers. Colleen Little, POSJ’s food safety manager, said a Primus GAP audit had been
conducted of Taix Ranch on August 1, 2006 (Exhibit 68). Weli test records, dated September
18, 2008, showed an absence of coliform and E. coll (Exhibit 29), Tests conducted by
Primus of the spring mix in the fisld on September 21, 2006, were negative for E. colf
01587:H7 (Exhibit 69). Chemical fertilizer was used. The grower reported that there were no
tlooding events during the year prior to the outbreak.

Taix Ranch is bordered by San Justo Road on the northeast side with fammland on the
opposite side of that road (Exhibit 70). The ranches sit on farmland between the two NSF
processing facilities. Taix Ranch is adjacent to the South facliity. A reservoir sits just north of
a neighboring ranch next to San Justo Road, within a quarter mile of Talx. San Juan Canyon
Creek (alsa referred to by growers as the “canal”), which collects spent NSF processing
water and drainage from the nearby hills, runs along the southwest side of Taix Ranch. The
San Benito River flows past the Talx Ranch, approximately one-half mile northeast of lot
1TA1. Neighboring crop fields separate 1TA1 from the follage surrounding the riverbed area.
Steer/bull pens are located at Nyland Ranch, 130 San Juan Highway, San Juan Bautista,
approximately one-half mile south of Taix Ranch. No composting or waste management
facilities were observed near the ranch.

Baby greens (a generic term that includes such items as immature green and red lettuces,
mustard greens, and kale) were observed growing in Field 1TA1 during investigations,
These were voluntarily destroyed by the grower prior to harvest. No fencing existed around
the field. Animal presence in and around the fields was limited to birds and squirrels,
according to the grower. Investigators observed blackbirds and swallows in the fields.
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Grazing cows were seen on the hills to the south, approximately one-half to one mile away on
Nyland Ranch. San Juan Highway and San Juan Canyon Creek (Canal} separate Taix
Ranch from the hills,

CalFERT Environmental Sampling: Talx Ranch

CalFERT investigators collected 133 environmental and product samples in and around Taix
Ranch, including baby greens, cattle and bird feces, soil/sediment, Moore swabs, drag
swabs, and water. Of these, four samples (3 percent) of soil adjacent to cattle feces at the
Nyland Ranch were found positive for E. coli O157:H7. However, the PFGE patterns of the
isolates did not match the outbreak strain (Attachment 10). Positive sample locations are
mapped in Figure 4. Investigators sampled the San Justo and San Luis Reservoirs in San
Benito County, which feed the Blue Valve water supply system. Samples were negative for
E. cofi O157:H7 at the time of investigation (Attachment 10). The addendum report,
“frrigation Water [ssues Potentially Related to 2006 E. coli O157:H7 in Spinach Outbreak,”
elaborates on the reservoirs and the Blue Valve system {Attachment 11).
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Photo’s and figures have been redacted from this report verslon for users with dial-up
Internet connectlons. A version of this report which includes all photos and flgures is

avatlable at: htto:/www.dhs.ca.qov/fdb/HTML/Food/EnvinvRpt.htm

Figure 4: Taix Ranch Positive E. coll 0157:H7 Sample Locations
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Eade Ranch: Lot 6

Braga Ranch, General Partnership
33750 Moranda Road
Soledad, California 93960

Eade Ranch is located south of San Lucas, California, approximately five miles east of
Highway 101 on Gattlemen Road, near the intersection of Cattlemen and Pine Valiey Roads
in Monterey County. The following individuals were interviewed during the investigation at
Eade Ranch: John Y. Bryce, Vice President of Operations, Braga Ranch (grower); Rod
Braga, Managing Partner, Braga Ranch; Burt Silva, Ranch Manager, Braga Ranch; Carson
Braga, Harvesting Manager, Sebastian Harvesting; Laura Penera, Human Resources
Manager, Braga Ranch and Sebastian Harvesting (worker training, health); Raul Garnica,
Director of Harvest, Earthbound Farm; Christopher Glynn, Supply Management Senior
Manager, Earthbound Farm. investigators made five visits to the Eade Ranch area for
investigations from September 21 through October 4, 2006.

Spinach from lot 6 of the Eade Ranch was grown by the company, Braga Ranch, GP and
harvested by Sebastian Harvesting, a related company to Braga Ranch. The Eade Ranch
Lot 6 was one of the four source fields that supplied baby spinach used by NSF for
processing into product code P227A. Lot 6 is 42.1 acres in its entirety and is subdivided into
sections A through E, all of which were planted with spinach. The baby spinach supptied to
P227A was grown on section C which was eight acres with a wet date of July 21, 2006 and
was harvested on August 14, 2006 (Exhibit 71). The first spinach supplied to NSF from lot 6
during the 2006 grawing season was harvested an May 30, 2006. Lot 6 supplied spinach to
NSF throughout June of 2008. Additional spinach was planted and the next harvest suppiied
to NSF occurred on July 31, 2006. The last harvest supplied to the processor from lot 6 for
the season occurred on August 14, 2008, Sebastian Harvesting also supplied half of the
spinach from the Eade 6 section C harvest to another processor, Ready Pac of Irwindale,
California. Spinach was immgated via sprinkiers with well water from Eade well number 2.
Investigators observed that well number 2 was not grouted and lacked good drainage and a
concrete slab. Test records for well number 1, dated Apnil 20, 2008, showed an absence of
E. coll (E. coli <1 MPN/100 ml), with total coliform = 1 MPN/100 mi (Exhibit 72). No results
were provided for well number 2 on this date. Following the outbreak, tests dated
September 20, 2006 report well number 2 negative (<1 MPN/100 mi) for both total coliform
and £E. coli (Exhibit 73). No environmental or product sampling was conducted, according to
the farm manager.

Chemical fertilizer was used on the Eade lot 6. No manure/compost was used. The grower
reported that there were no flooding events during the year prior to the outbreak. NSF did not
provide oversight during the growing process, but inspected the field three to five days prior
to harvest.

An audit of the ranch, conducted by Primus in Aprii 2006, gave the ranch a passing scors
(Exhibit 74). That audit reported that the ranch used composted animal manure fertilizer.
According to Mr. Bryce, Braga Ranch has not used compost on the Eade Ranch in the past
ten years. Mr. Bryce said that the Primus auditor made a mistake on the audit and he is
working with them to correct that mistake.
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, ata
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field
retained imigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell
pepper tield from cattle pastureland above it on the hills. Cattle graze in the hilis during
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are
moved o a feedlot located 1.6 miles south of lot 6 section C, which contained about 3,500
head of cattle between June and September. A small herd of goats, a few horses, and some
dogs were also observed on the premises.

West of Eade lot 6 is a dirt farm road, followed by railroad tracks, Cattlemen Road, another
farm fiekl, and the Salinas River. The river is three-fourths to one mile west of the fieid, at a
lower elevation than the field. Approximately one-fourth mile northeast of the field is &
reservoir used for pre-planting irmigation and dust control on the farm roads. No composting
or waste management operations were observed in the area. Investigators observed a pile of
compost stored approximately two and one-half miles north of the subject field, which was
gone a few days later.

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations.
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small
birds around the field areas. He stated they put out 100 warfarin bait stations for ground
squirrels. Investigators observed tracks of raccoon, coyote, and birds on roads, near ponds,
and in mud near a standpipe in the immigation system. The area near the catch pond had a
large number of ground squirrel burrows. On October 4, 2006, wild pig tracks were observed
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat
collected near the river contained partially digested carrots. In sarly October, the farm
manager reported they started having problems with feral pigs around ot 9, which was
planted with carrots. Lot 9 is about 1-1.3 miles north of lot 6C.

CalFERT Environmental Sampling: Eade Ranch

CalFERT investigators collected 102 environmental and product samples in and around Eade
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the
river), water, and sediment. Of these, nine samples (nine percent) of cattle faces from the
feedlot and one sample {one percent) of water from & cattle water trough were positive for £.
¢oli 0157. No matches to the outbreak PFGE pattem were identified in these samples
{Attachment 10). Posifive sample locations are mapped in Figure 5.
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Photo’s and figures have been redacted from this report version for users with dial-up
Internet connections. A version of this report which includes all photos and figures is
available at: Hl .dhs.ca.qov. HTML/Fo nvinvR

Figure 5: Eade Ranch Positive E. coll 0157:H7 Sample Locations
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Thir ratory Techniques Discussion

A number of the firms involved in this investigation made use of third party laboratories during
the course of this investigation, either as part of their own food safety monitoring or in an
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third
party laboratories for detection of E. coli O157:H7. Presumptive testing by Primus involved
enrichment of a sample for 20 hours and then testing for E. coli O157:H7 using the
“RapidChek” test kit. Following presumptive positive test results, the confirmatory
methodology used a commercially available latex agglutination test (E. coll Pro 0157). JL,
which is wholly owned by IEH, provided sampling and testing services for Mission Ranches.
The samples were pre-enriched for eight hours and then each sample was tested using both
a lateral flow test (manufactured by Neogen, AOAG approved for recovery of E. coli O157:H7
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that
showed a reaction for E. coli O157:H7 were purified using immunomagnetic bead separation.
The resulting concentrated sample was tested by multiplex PCR using a different set of
primers.

1EH provided sampling and testing services to NSF. IEH reported using the same technique
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual
(BAM) approved method to conflirm positive resuits. There are many quick tests in the
market place for analysis of E. coll O157:H7. However, tests vary in sensitivity and
specificity, as well as the matrices for which they have been validated.

Summary of Observations

CalFERT investigators collected information, records, environmental samples, and product
samples at the NSF processing facility, implicated harvesters, and implicated fields pertaining
to this E. coli O157:H7 outbreak associated with Dole brand Baby Spinach.

NSF Processing Facllity investigation

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes
beginning "P227A", traced back to four fields located in Monterey and San Benito counties in
California. The fields were located on the Paicines, Wickstrom, Talix, and Eade Ranches.
NSF operated two processing facilities, both located in San Juan Bautista, California at the
time this investigation began. NSF initiated operation in the South facility on April 1, 2006.
information and documents obtained from NSF revealed the firm did not update nor review
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation
of production at the South facility. The firm intended for these procedures to apply to both
facilities, but the procedures were not customized for South facility operations.
Environmental samples that were collected by CalFERT investigators from the North NSF
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. colf O157:H7.
Finished product retention samples (n = 8), manufactured at the South NSF facility on August
30, 2006, were also collected and found negative for E. colf 0157:H7. During the production
week from August 14 — 19, 2006, the NSF South facility had the highest weekly production
volume of the month, Between August 13 — 20, 2006, production email exchanges revealed
that the South facliity underwent a string of personnel shortages, including nine absent
employees on Sunday, August 13, the date of the weekly extended sanitation shift.
Personnel records revealed that a number of employee absences were due to iliness or
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illness in the family. Investigators were unable to determine the nature of the ilinesses. NSF
did not conduct ATP testing on a dalily basis as required by the firm's SOP. No ATP testing
was conducted from August 15— 25, 2006. One ATP test collected from a scale vibrator
failled on August 10, 20086, and no retest was documented. While the firm maintained flume
water within its specifications for pH, chlorine, and temperature for the entire period of time
reviewed, the parameter recorded as turbidity and used to determine the frequency of water
changes was actually a measure of water color as determined using a Hach Portable
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to
be an acceptable substitute for turbidity but no validation of this method was provided and the
firm did not have a turbidity standard for calibration. NSF maintained logs recording the
washing of the harvesting totes for the month of August, but NSF was only able to provide
logs from August 1 - 14. NSF did not keep a record that documented the washing of
harvesting bins.

Harvester Investigations

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.;
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During
operations observed, the blade of the spinach harvester was maintalned between a quarter-
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting
machine had to rely on the spotters who walked in front of the machine to remove debris or to
signal to fift the biade. The harvesting machines were obsarved to be complex pieces of
equipment that incorporated numerous moving food contact surfaces. Cleaning and
sanitation of these machines was observed to be a detailed process and all of the harvesters
conducted the cleaning and sanitation outdoors.

Fleld Investigations

Extensive investigations and sampling were conducted at the four fields that supplied product
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches.

On the Paicines Ranch, crop fields were partiaily surrounded by fences. Lot 1 was irrgated
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July
2008, and subsequently feil below the riverbed later in the growing season. This potentially
allowed surface water from the river flowing into the Paicines Ranch valley to percolate into
the ground again and recharge the Paicines area groundwater basin during that period. The
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The
San Benito River is listed by CCRWQCB as being impalred by fecal coliforms and
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle
grazing area adjacent to the row crop growing region and at various points upstream.
Seasonal and year-round creeks fiow through the cattle pastures on the ranch and potentially
recharge ground water during certain times of the year. The Paicines Reservoir, located in a
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry
season.
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Approximately 2,000 head of cattle graze on the Paicines Ranch in the hills and patches of
denss vegetation along the San Benito River. Wild pigs and wild pig signs (tracks, feca!
material, and rooting), were observed in the cattle grazing areas, in addition to deer, smali
mammals, and birds. In the hardened dirt of Iot 1, no animal tracks were observed by
investigators. However, wild pig tracks were observed in and around other lots on the
Paicines ranch. Wild pig fecal material and rooting were seen in a field belonging to a
different grower, located approximately 1.7 miles south of ot 1. Coyote feces were seen near
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by
pigs during thinning and harvesting in late summer and fail.

Photo's and figures have been redacted from this report version for users with dial-up
internet connections. A version of this report which includes all photos and figures is

avallable at: htip://www.dhs.ca.qov/fdb/HTML/Food/EnvinvRpthtm

Pig Rooting and Tracks, In Fleld Belonging to Neighboring Grower to Misslon Organies

CalFERT invastigators collected 351 environmental samples on the Paicines Ranch,
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45
sampies (13 percent) were positive for E. coff 0157:H7 and 26 (58 percent} of these 45
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were
found in cattle feces, wild pig feces, soil, and river water samples.

On the Wickstrom Ranch, no fencing was prasent around lot 817. Investigators observed
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past
the ranch, approximately 150 feet west of the field, in a riverbed that is 15-20 feet lower in
elevation than the field. Several cattie were seen grazing on a hill in a fenced pasture about
50 fest from the field. Beyond the Pajaro River, approximately one-third mile from the field,
trailer homes with chained dogs and a house with corralled goats were observed. A pile of
horse manure/shavings was observed 400 feet north and at a higher elevation than the field.
Forty-four environmental and product samples were collected, including water, Moore swabs,
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab
sample from the Pajaro River was positive for £, colf O157:H7. However, the PFGE pattern
of this sample did not match that of the outbreak strain.
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On the Taix Ranch, no fencing existed around lot 1TA1. The crops grown there were
irrigated using well and Blue Valve water. San Juan Canyon Creek runs along the southwest
side of Taix Ranch, containing spent NSF processing water and drainage from the nearby
hills. The San Benito River flows past the Taix Ranch, approximately one-half mile northeast
of lot 1TA1. Steer/bull pens and cows grazing in hills were observed one-half to one mile
south of fot 1TA1, on Nyland Ranch. CalFERT investigators collected 133 environmental and
product samples in and around the Talx Ranch, including baby greens, cattle and bird feces,
soll/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent)
of soil adjacent to cattle feces at the Nyland Ranch was found positive for E. coli O157:H7.
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Biue
Valve water supply system. Samples were negative for E. coli O157:H7.

On the Eade Ranch, lot 6C was not fenced. Crops wers irrigated with water from a well that
was not grouted and lacked good drainage and a concrete slab. The Safinas River flows past
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a

300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hifls. A
feed lot was located 1.6 miles south of lot 6C, home to approximately 3,500 head of cattle
between June and September. A small herd of goats, a few horses, and some dogs were
also observed on the feedlot premises. Pig tracks were observed at the catch pond above
the east side of lot 6C and at another pond on the property. Pig scat was collected near the
Salinas River and contained partially digested carrots. The farm manager reported problems
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about
1-1.3 miles north of iot 6C. CalFERT investigators collected 102 environmental and product
samples in and around the Eade Ranch, including red leaf product, cattie feces from the
feediot, wild pig feces (collected from the edgse of the river), water, and sediment, Of these,
nine samples (nine percent} of cattie feces from the feedlot were positive for E. coli C157:H7,
and one sample {one percent) of water from & cattle water trough was positive for E. coli
0157. The PFGE patterns of these samples did not match that of the outbreak strain.

Gl f T

Field: A "field” is a contiguous stretch of land used for growing crops, usually bordered by a
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A
field is usually separated from an adjacent field by a dirt road.

Grower: In this report, “grower” is used to refer to a business entity that leases or owns a
particuiar “ranch” and cultivates crops on that land. The grower is responsible for ali aspects
of that cultivation, from preparing the land through harvesting. The grower usually contracts
with separate business entities for services such as pesticide application or harvesting.

Harvester: In this report, “harvester” is used to refer to a business entity that is responsible
for cutting spinach in the field and packing it into bins or totes. The harvester is usually a
separate entity from the grower, but not always.

Lot: In this report, “lof" is used synonymously with “field.” Growers number the different
fields or lots on a ranch, calling them, for example: “Lot 1, Lot 2, Lot 3, eic. A lot may be
iaveatigation of an Escherichia cof O15T:HY 47
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which
different types of crops are planted or areas in which the same crop has been planted on

different dates.

Moore Swab: A “Moore Swab” is a plece of sterilized cotton gauze with a string attached.
Moore Swabs are left in flowing water for an extended period of time (usually 4 — 6 days)
prior to collection and analysis. These swabs appear to “capture” E. coli O157:H7.

Ranch: A “ranch” Is a delineated region of agricultural land with a specific name, usually
owned by one entity. Investigators observed that a ranch may consist of land used to grow
crops, or it may also include land used for domestic animal grazing or domestic animal
operations. Growers generally lease land from a ranch owner to use for growing crops.
Crops are tracked in growers’ and harvesters’ records by their growing locations, using ranch
name and lot number.

Exhibits
Exhibit 1 NSF: List of Manufactured Products That May Contain Spinach
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06
Exhibit 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06
Exhibit 4 NSF: SOP 106, Raw Material Inspection and Handiing, issued 10/23/06
NSF: Conventional Baby Spinach Raw Product Specifications, lssued
Exhibit 5 10/3/04
Exhibit 6 NSF North: Vacuum Cooling Tube Records, 8/1/06 - 8/31/06
Exhibit 7 NSF South: Pressure Cooling Tube Logs, 8/1/06 - 8/31/08
Exhibit 8 NSF South: Daily Depletion Log, 8/15/2008
NSF: Process Fiow: Quality Assurance Reference (QAR) 002, Issued
Exhibit 9 3/30/06
Exhibit 10 NSF: SOP 112, Contaminated Product Procedure, Issued 9/28/06
Exhibit 11 NSF South: Water Systems Diagram
Exhibit 12 NSF South: Site Diagram, Equipment Area Layout
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06
Exhibit 14 NSF: HACCP Plan, Revised 3/14/06
Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06
Exhiblt 16 NSF South; Foreign Object Investigation Records, 4/29/06 - 9/12/06
NSF South: EB-South Master Sanitation Schedule San Juan Bautista,
Exhibit 17 5/7/06 - 9/10/06
Exhibit 18 NSF South: EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, issued 6/21/05
Exhibit 20 NSF South: ATP Testing Results, 7/15/06 - 8/31/06
Exhibit 21 NSF: Tote Washing Logs, 8/1/06 - 8/14/06
Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06
NSF South: Third Party Microblological Testing Sample Rotation Schedule;
Exhibit 23 Printed 10/4/06, 10/5/06 )
NSF South: Primus Labs Environmental Sample TPC Analysis Results;
Exhibit 24 8/7/06, 8/14/06, 8/21/06, 8/28/06, 9/7/06, 9/11/06
NSF South: Primus Labs Flume Water Sample TPC Analysis Results;
Exhibit 25 7/27/08, 8/19/086, 9/14/06
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NSF South: Primus Labs Environmental Sample Listeria Analysls Results,

Exhibit 26 9/7/06

NSF South: Primus Labs Quarterly Raw and Finished Product Samples TPC
Exhibit 27 Analysis Results, 7/27/06

NSF South: JL Analytical Services Post-outbreak Raw Product and
Exhibit 28 Environmental Sample Analysis Results; 9/17/06, 9/19/08, 9/21/06, 9/25/06

NSF South: POSJ water system (no. 3500917) Monthly Report/ Bracewell

Engineering Well Water Sample Analysis Results, Weil #1, July - August,
Exhibit 29 2006 -
Exhibit 30 NSF South: Process Waste Water Volume, 6/1/06 - 10/1/06
Exhibit 31 NSF South: SJB2 (South Facility) Raw Receipts Log; 8/14/06, 8/15/06
Exhibit 32 NSF South: Traceback of Spinach in Product Code P227A03 to Fields
Exhibit 33 NSF South: Raw Product Receiving Log, 8/1/06 - 8/31/06

NSF South: Raw Product Receiving Log, Mission Ranches/Seco (Wickstrom
Exhibit 34 Ranch), 8/14/06
Exhibit 35 NSF: QAR 126: Earthbound Farm Field Grading Criteria, Revised 9/29/05
Exhibit 36 NSF: Raw Product Disposition Report, 8/1/06 - 8/31/06
Exhibit 37 NSF South: Pack Out Monitoring Form: Safety, 8/1/06 - 8/31/06
Exhibit 38 NSF South: Packout Output Reponrt, 8/1/06 - 8/31/06

NSF South: Product Distribution Records, All Products Manufactured
Exhibit 39 8/15/06

NSF: Harvest Audits, Good Agricuitural Practices Summary, 7/10/06 -
Exhibit 40 8/26/06

Pride of San Juan Harvesting Nurse Tank Chiorine Level Log, 8/5/06 -
Exhibit 41 B/21/06
Exhibit 42 Pride of San Juan Yearly Safety Training Outline, 7/20/06
Exhibit 43 Pride of San Juan Yearly Safety Training Sign-in Sheet, 4/2006

Pride of San Juan Weekly Safety Refresher Training Sign-in Sheet, 6/7/06 -
Exhibit 44 8/25/06
Exhibit 45 Seco Packing Harvest Spray Water Chiorine Log, 7/15/06 - 9/4/06
Exhibit 46 Seco Packing Harvester Sanitation Log, 7/15/06 - 9/8/06
Exhibit 47 Seco Packing Safety Training Log, 5/12/06 - 8/18/06
Exhibit 48 Sebastian Harvesting Harvesting Machine Sanitation SOP, 10/2006
Exhibit 49 Sebastian Harvesting Harvesting Machine Sanitation Log, 8/8/06 - 8/20/06
Exhibit 50 Sebastian Harvesting Crew Toilet Maintenance Involce, Serviced 8/2006

Mission Organics: Paicines Lot 1 Planting Records by Field Section, 7/22/06
Exhibit 51 - 8/14/06

Mission Organics: Paicines Lot 1 Harvest Record All Crops, Harvested
Exhibit 52 8/10/06 - 9/11/06

Mission Organics: Paicines Lot 2 Planting Records by Field Section, 8/15/06
Exhibit 53 -9/11/06

Mission Organics: Paicines Lot 2 Harvest Record All Crops, Harvested
Exhibit 54 9/9/06 - 9/25/06

Mission Organics: Primus Labs Well Water Sample Analysis Results,
Exhibit 55 Paicines Ranch Well #1 and #2, 7/31/06
Exhibit 56 Mission Organics: Paicines Ranch Map

True Organic: Chicken Pellet Invoices and Purchase Related Documents;
Exhibit 57 7/6/08, 7/7/06
Exhibit 58 True Organic: Chicken Pellet Production Temperature Logs, 1/3/06 - 1/26/06
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Exhibit 59
Exhibit 60
Exhibit 61
Exhibit 62
Exhibit 63
Exhibit 64

Exhibit 65
Exhibit 66

Exhibit 67
Exhibit 68
Exhibit 69
Exhibit 70

Exhibit 71
Exhibit 72

Exhibit 73
Exhibit 74
Exhibit 75

Attachments

Attachment 1
Attachment 2
Attachment 3

Attachment 4
Attachment 5
Attachment 6
Attachment 7
Attachment 8

Attachment 9
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True Organic: Manna Pro Corporation Chicken Manure Carbon/Nitrogen
Lab Analysis, 10/12/2006

True Organic: Manna Pro Corporation E. coli and Salmonella Test Results;
4/10/06, 5/23/06, 6/28/06 -

True Organic; Manna Pro Corporation E. coll and Salmonella Test Results;
8/9/06, 8/28/06

True Organic: SOP Part 5.0 (Lab Analysis) and Part 6.0 (Lot Release and
Recall), Revised 10/1/06

Seco Packing: Baby and Teenage Spinach Harvest Records, Multiple
Ranches Including Wickstrom, 7/17/06 - 9/2/06

Driscoll Strawberry Associates, Inc. for Mission Ranches: Primus Labs Well
Water Sample Analysis Resuits Brown Ranch; 4/19/06, 9/18/06

Mission Ranches: Wickstrom Ranch Primus GAP Audit, 6/7/06

Mission Ranches: Wickstrom Ranch Map

Pride of San Juan: Spinach Harvest Records, Multiple Ranches Including
Taix, 7/17/06 - 9/1/06

Pride of San Juan: Talix Ranch Primus GAP Audit, 8/1/06

Pride of San Juan: Taix Product Tests by Primus, 9/21/06

Pride of San Juan: Talx Ranch Map

Sebastian Harvasting: Eade Ranch Spinach Harvest Records, 6/1/06 -
9/1/06

Braga Ranch: Monterey County Well Water Sample Analysis Resuits, Wall
Eade #1, 4/24/06

Braga Ranch: Monterey County Well Water Sample Analysis Results; Wel!
Eade #1, #2, #3, #4, Reservoir; Tested 9/18/06

Braga Ranch: Eade Ranch Primus GAP Audit, 4/19/06

Eade Ranch Map

NSF South Facility Process Flow Diagram

List of Wash Line Log Deviations (Translated)

All Product Codes Obtained Off Packages From Case-Patient Households
(CDC}

Chart: Paicines Receipts

Chart: P227 Quantities of Baby Spinach Used In Shift A and B

Chart: P227 Spinach Depletion Times

Chart: P227 Packing Line Production

Chart: P227 Spinach Depletion Times Compared to P227 Packing Line
Production

Chart: Paicines Lot 1 Sections Layout, Products, Acres

Attachment 10 Environmental Samples From Farms and Watersheds

Attachment 11

CDC Addendum Report

Attachment 12 USDA Wildlife Services Addendum Report

Investigation of an Escherichia coll O157:H7 50
Qutbreak Agsoctated with Dole Pre-Packaged Spinach

Final: 3.21.07
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New CDC Data Show Increases in E.coli, Salmonella and Vibrio ~ Newsroom ~ News fr... Page 1 of 2
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CENYTER FOR SCIENCE IN THE PUBLIC INTERESY

New CDC Data Show Increases in E.coll,

For Immediate Salmonella and Vibrio
Release: Statement of CSPI Food Safety Director Caroline Smith DeWaal
April 12, 2007

The Centers for Disease Control and Prevention’s {atest report shows that
Related Links: infections from E. coii O157:H7, Sa/monella, and Vibrio are ali on the rise.
CDC Report on E. coli cases reported to CDC's FoodNet rose 50 percent since 2004, and

AN P . Vibrio, another potentially deadly pathogen in shellfish, rose a whopping 78

FoodNet data in percent since FoodNet began (1996-1998).
MMWR

The new data show that federal food safety agencies are failing in their job
Letter to FDA on to protect Americans from foodborne iliness. In the last six months, huge
Vibria outbreaks associated with spinach, tomatoes, peanut butter and lettuce

shook Americans’ confidence in the safety of the food supply. Even pet
food has been recalied after an outbreak affecting thousand of cats and
dogs. The Government Accountability Office recently put food safety on the
fist of high risk programs. Clearly, these programs are failing and need to

Keep Updated: be fixed.

Email updates XML ] Consider the 78 t hik: rted today in il due to Vibrit

: arion Y onsider the 78 percent hike reported today in ilinesses due ibrio, a

RSS syndication b3 dangerous, often deadly bacteria found in raw oysters and other raw
shelifish, The Food and Drug Administration leaves it to an industry-
dominated Interstate Shellfish Sanitation Conference to keep shelifish safe.

Print Version That approach has obviously failed.

Food safety in Washington is a shell game, with one cabinet secretary in
charge of E. coli on beef and another cabinet secretary in charge if it shows
up on spinach. The food safety programs are under funded and minimaily
staffed. Vacancies and reductions in force are rampant. CDC's report
clearly shows that the programs aren’t working, and Congress should
intervene to provide increased funding to the FDA in the short run and
ultimately dismantle this regulatory hodgepodge and create a single, strong
agency to ensure the safety of our food.

€y (0
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CENTER FOR
Scxel_lce IN THE
Public Interest

Behind CSPI’s Outbreak Data:
A look at the Produce Outbreak Numbers

» Outbreaks in produce have doubled between 1998,
which had 44 outbreaks, and 2004, which had 85 . N Cases Per
ocutbreaks. This change may be due to enhanced Year | Outbreaks | Cases | Gumeas
outbreak surveillance efforts by the CDC starting in 1890 20 1,563 78.2
1998. 1991 14 666 476
1992 7 293 419
» Between 1990 and 2004, there have been a total of 1993 17 988 58.1
639 outbreaks in produce. 1994 16 500 56.3
1995 22 830 37.7
» CSPI's Outbreak Alert Database tracks foodborne 1996 23 2,557 12
illness outbreaks by food source using data from 1997 28 2,450 84.5
CDC and other highly reliable sources. Our database 1998 44 2,149 62.5
contains 5000 outbreaks with both food and hazard 1999 80 2,906 36.3
identified spanning 1990 to 2004. 2000 738 3,185 42.5
2001 76 3,045 40.1
» If you have questions about CSPI’s database or about 2002 73 3,007 41.2
foodborne illness outbreak data, please contact 2003 58 3,176 548
Farida Bhuiya at 202-777-8377 or 2004 85 3,181 374
fbhuiya@cspinet.org. Total 639 31495 49,3
Yearly Trends in Produce Qutbreaks
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DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration
Tifton, GA Resident Post
P.O. Box 1709
Tifton, GA 31794

MEMORANDUM

Date: 2/13/04

From: Janet B. Gray, CSO
Tifton, GA RP

Subject:  Follow-up for Complaint 422892

To: Blake Bevill, SI
Atlanta, GADO

On 1/28/04, 1 was notified by my supervisor, Blake Bevill, to conduct a follow-up investigation for
a consumer comnplaint that was received by the KAN-DO on 1/12/04. The complaint involved an 18
oz. plastic jar of Reduced Fat Crunchy Peter Pan Peanut Butter that had reportedly had a misprint on
the nutritional labeling for the correct amount or percentage of carbohydrates. See ATTACHMENT
A for a copy of the Consumer Complaint Report. Fhe-complainant, Ms. noticed on a
container of reduced fat peanut butter that she had purchased from Wal-Mart Superstore in located
in Jefferson City, MO, the nutritional labeling stated 5 grams of carbohydrates per 2 tablespoons
instead of the normal 14 grams of carbohydrates. The manufacturer of the product is ConAgra
Foods, Inc., 101 S. Seabrook Dr., P.O. Box 585, Sylvester, GA 31791. The lot code on the product
was “S32202311D".

Ev [3
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On 1/30/04, 1 contacted Ms. {jiff#¥and ask for details concerning her compliant. Ms. Qi said
that she is a diabetic, and she has been controlling her diabetes by restricting the amount of
carbohydrates in her daily diet. She said that the low-carbohydrate diet was recommended by her
dietician and she has been on the regime since November of 2003. She says that she has been able to
control her diabetes and since she has been on the diet she has not had to take insulin. She said that
she has lost 15 Ibs. since November. Ms.; informed me that since she is on a low-
carbohydrate diet, she reads all nutritional labels for everything she eats, so that she will not go over
her recommended intake of 195 grams or less of carbohydrates each day. She said that she routinely
purchases reduces fat peanut butter, and she is aware of the normal amount of carbohydrates per
serving. She said that she had just purchased a new jar of reduced fat crunchy peanut butter and she
noticed that the nutritional label stated 5 grams of carbohydrates instead of the usual 14 grams of
carbohtydrates per 2 tablespoons. She said that she was concerned because there might be other
people that are on a low carbohydrate diet for health reasons and she didn’t want someone to over-
do it thinking that they were getting fewer carbohydrates than they actually were. She said that she
called the phone # listed on the jar for comments, and she talked to a man that looked up the lot
code # for the peanut butter on a computer, and he said that their computer showed that the
nutritional label listed that the product had 15 grams of carbohydrates. Ms.wold the man
that she was looking right at her jar and it said 5 grams. The man said that he would look into it. Ms.
said that several days later, a woman from Peter Pan left a message on her answering '
machine; stating that there was a misprint with the labels and it had been taken care of. Ms.
added that she had recently received some coupons and a letter from the manufacturer stating that
the problem with the mislabeling had been corrected and that the label should have read 14 grams

not 5 grams.

Ms,“said that on 1/10/04 while shopping at the same Wal-Mart Superstore, she noticed that
the labels on the Peter Pan Reduced Fat Peanut Butter still had 5 grams of carbohydrates instead 14
grams. At this time, she decided to notify FDA. Ms..‘ stated that she didn’t know if the lot
codes were the same. Ms. JJil#said that she didn’t know the specific dates or names of the
representatives from Peter Pan that she had talked, Ms. ~said that she went back to the same
store again on 1/24/04 and she looked through all of the jars and didn’t find any declaring 5 grams.
She said that they now said 15 grams and that it appeared that they had gone vp a gram. Ms.

felt that the misbranded amount of carbohydrates could throw off her diet and other people that had
to watch their carbohydrate intake. I thanked Ms. *for her concerns and time, and told her
that there would be a follow-up investigation at the manufacturer.

On 2/3/04, 1 visited ConAgra Foods, Inc. located in Sylvester, GA. Credentials were presented to
and the FDA-482, Notice of Inspection, was issued to Mr. Selvin L. Smith, Plant Manager, and the
most responsible individual for the operations at the firm, see ATTACHMENT B- Mr. Michael
Matis, QC Manager, was also present during the initiation of the inspection. I explained that the
purpose of my visit was to follow-up on a consumer complaint that we had received concerning a
misprint for the amount of carbohydrates per serving on their Reduced Fat Crunchy Peter Pan
Peanut Butter. Mr. Matis immediately knew what I was referring to and he told me that they had
been notified and the problem had been corrected. He said that they were notified by their corporate
office in Irvine, California on1/7/04. Mr. Matis stated that he wasn’t sure where the consumer got
the 14 grams from because the product had always had 15 grams. Additionally, Mr. Matis said that
he thought that the product involved was their Smart Choice brand not Peter Pan, He said that they
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were never told why there was a misprint, but they had pulled all of the labels that had the incorrect
carbohydrate amount on the label. He said that all of the old labels were in his office. Ms. Matis
stated that the printing of labels as well as the label review are handled by their corporate office. He
said that they do a cursory label review for the correct weights, product name, brand name, and
kosher symbol. He said that they do not review the nutritional label. Mr. Matis showed me the
misprinted labels that were pulled and kept in his office. He also took me to the label and packaging
storage area to show me that all of the labels stating 5 grams had been removed. I observed that aj}
of the labels present for reduced fat peanut butter stated 15 grams of carbohydrates. Mr. Matis ask
what the lot code was on the consumers jar and I told him that it was “S32202311 (D or 0)”. He
said that the last letter was a D because they do not use O in their coding system. Mr. Matis
explained that they had developed a new coding system since the last inspection. He said that the §
is for Sylvester; 3 is for the year; 220 is for the julian date; 2311 is for the time of packaging; and D
is for the production line. Mr. Matis said that this particular lot was produced on 8/8/03. At this

" time, Mr. Matis checked to see if they still had any of this product on hand, but he said that all of
this particular lot had already been shipped. He said that he was not surprised because they usuaily
ship the product out shortly after production.

A closing discussion was held with Mr. Smith and Mr. Matis. Management said they had not
received any more complaints to this nature that they were aware of. Mr. Matis said that all

- complaints or comments were handled by their home office located in Omaha, Nebraska, Mr. Matis
said that they did not issue a recall or product removal because they didn’t feel that it was a health
risk, and since the product was produced in August they felt that there was probably just a small
amount of product under this lot code in distribution. Management informed me if I had any other
questions concerning when and how the complaint was received that I should call Dave Navarrette,
Director of Regulatory Affairs, who is located in Irvine, CA. I was also informed that I would have
to issue a written request for information before I would be able to get any information from their
corporate office. I thanked them for their time and cooperation and concluded the inspection.

While at the firm, I coilected sample #254933 consisting of 12/28 oz. plastic jars of Peter Pan
Creamy Peanut Butter for aflatoxin analysis as per FY” 04 mycotoxin surveillance assignment.
ATTACHMENT C is a copy of the collection report for the above sample. The FDA-484, Receipt
for Samples, was issued to Mr. Michael Matis, see ATTACHMENT D.

ATTACHMENT A: Consumer Complaint Injury Report; 3 pages
ATTACHMENT B: Notice of Inspection; 1 page

ATTACHMENT C: Collection Report for Sample # 254933; 3 pages
ATTACHMENT D: Receipt for Samples; 1 page ’

anet B. Gray/CSO
Tifton RP .
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Amarica’s -.
Drive-In.

**PRODUCT RECALL NOTICE***
READ IMMEDIATELY

Date: February-16, 2007

Memo To:  Sonic Partners that sell Peanut Butter Topping from Con Agra Foods
From: Nelson Taylor ~ Sonic Quality Assurance and Food Safety

Subject: PEANUT BUTTER TOﬁPING CLASS | RECALL

Con Agra Foods, the supplier that produces peanut butter topping for Sonic, is voluntarily
recalling all peanut butter topping in the Sonic system. The product is being recalled out of
an abundance of caution due 1o a potential link between Peter Pan Peanut Butter and some
foodborne ilinesses in the United States. Originally focdservice product was not impacted,
but Con Agra has since expanded the recall to include all foodservice product. There is no
indication at this time that our customers are or were in any danger of becoming sick.
Additionally, this recall only impacts liquid peanut butter topping. No other peanut or peanut
butter products are involved in the recall.

Con Agra has asked that we remove ALL PRODUCT from service and destroy any
remaining inventory. At this time, we are asking you to remove all opened and
unopened peanut butter from service, Sonic product code 68585, If you have
unopened peanut butter topping in your inventory, open the can and discard. Once
you have secured and recorded your inventory of opened and unopened product,
please contact your distributor to arrange for a credit. At this time, we are working to
source replacement product as quickly as possible. Additional communication will
follow. ’

Talking points to answer customer questions are attached to this memo. Please direct all
media inquiries to Christt Woodworth, director — external communications, 405.627.1260,

Please complete the attached recall affidavit and send it to the fax number shown. Due to
the fact that this is a CLASS | RECALL, we must ensure that all drive-ins with peanut butter
topping have been contacted and the RECALL NOTICE s clearly understood,

All drive-ins and owners/supervisors that have received the impacted product are receiving
this notification, and we must receive a product recall affidavit from each drive-in.

if you have any questions, please feel free to contact:

Nelson Taylor at 800-517-6642, ext. 4904 or 405-225-4504
Randy Giwer at 800-517-6642, ext. 4906 or 405-225-4906
Tom Hall at 800-517-6642, ext. 5326 or 405-225-5328

Thank you for your urgent response.

&y Y
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America’s =
Drive-in.

PRODUCT RECALL AFFIDAVIT

4 Digit Drive-In Number:

Drive-in Address:

i (Print Name) do affirm that | have read and

understand the attached Product Recall Notice concerning the Peanut Butter
Topping, Sonic Item #68585. 1 have reviewed all peanut butter topping inventory
in my drive-in. 1 am confirming that} DO / DO NOT (Circle One) have peanut
butter topping. 1 am also confirming that | have taken the appropriate action as
outlined in the Recall Notice. The above product has been implicated In a CLASS
I RECALL. if you DO have the product in question, please note the 14 digit UPC
code and quantity below and discard as instructed . The UPC code should bé

on the can and the case.

Product Code/Pack Date: Quantity:
Product CodefPack Date: Quantity: .
Product Code/Pack Date; Quantity:
Product Code/Pack Date: Quantity:
(Print Name and Title)
{Signature) (Date)

+#+p EASE RETURN VIA FAX TO (405) 225-5987*+
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5 Drive-Im.
TO: Sonic Pariners who sell Peanut Butter products from ConAgra Foods
FROM: Christi Woodworth, Director-External Communications
DATE: 16 February 2007
RE: Peanut Butter products recall talking points

Attached to this memo, you will find a Food Safety Alert that Sonic has faxed to all affected
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to

the

recall,

Customer Q&A:
Q. 1 heard about the peanut butter recalf on TV. Should | be concemed about my favorite

peanut butter topping at Sonic?

— Although we have not had any incidents related to our peanut butter products, our
peanut butter supplier issued a precautionary recall and we have removed impacted

peanut butter products from the drive-in.

- There is no indication at this time that our customers are or were exposed to an unsafe

product.

— We can continue to serve menu items with Reese’s Peanut Butter Cups and

Butterfingers.

. So, when will | be able to order my favorite peanut butter shake or sundae?

— At this time, we aren’t sure when we will receive new peanut butter topping. As soon as
we have it, we'll be ready to serve your favorite peanut butter menu items,

Media Protocol — Direct All Media Inquiries to Christi Woodworth, 405.627.1260

Do

Don't

Do buy time.

Tell the medta it is company policy to refer ali media
inquires to Sonic's corporate headquarters, and thata
company spokesperson will cail them back.

Don't allow photographers or
reporters inslde the drive-in.

You can't teil what the camera lens
Is seeing.

2 Do interview the reporter. Don't say "No comment” because this
Ask the reporter the following questions so that you will | implies guilt.
have information that Sonic’s Corporate Communications
Department will need in order to assist you: Instead, say, “A company
* What is your name and the name of the media spokesperson will call you back. May |
organization you represent? piease hava your contact information?
s  What Is your telephone number?
»  What questions do you have?
» Whatis your deadiine?
3 Do call Sonic’s Communications Department at During a crisis, don’t allow
(800) 569-66586, ext. 5602 or ext. 5604 or by pagerat (877) | reporters or photographers on the
221-4552. drive-in jot. Thay can fiim from

Report all media inquiries (positive or negative) to Sonlc’s
Communications department PRIOR to allowing the media
to interview or photograph anyone or anything at the
drive-In. Communications will help you determine the

best way to manage the media query.

across the street if they wish.
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February 16, 2007

To:  Carvel Franchisees
From: Gary Bales
President

Re:  ConAgra Foods — Peanut Butter Voluntary Class Recall

n A Y Peanut Butter Situation:
ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that ConAgra’s Peter
Pan Peanut Butter products may be finked to the food bomne iliness salmoneila. Although the peanut
butter products used by Carvel are not produced in the affected Sylvester, GA plant (they are produced in
the Humboldt, TN plant), ConAgra Foods is yoluntarily recalling al! varieties of Peter Pan Peanut Butter.

Extensive product testing has not shown any salmonella, however ConAgra Foods is taking this
precautionary because cc health is their number one priority.

How does this affect Carvel?
Carvel utilizes ConAgra’s Pegnut Butter Fudge Topping, Item #420.

What do I doif I have this Peanut Butter Fudge Topping in my store?

If you currently have this Peanut Butter Fudge Topping in your store, please remove it from your shelves,
fill out the attached **Certificate of Destruction” form to send to your distributor to receive credit, and then
destroy the product. You will receive credit for the full amount of the purchase price of the Peanut Butter
Fudge Topping product that you destroyed.

What about my finished ice cream flavors and products that contain Peanut Butter Fudge
Toppings?

If you currently have finished ice cream flavors in your dipping cabinet that contain Peanut Butter Fudge
Topping, including the flavors Chocolate Peanut Butter, Peanut Butter Treasure, or Peanut Butter & Jelly
(along with any other flavors that you personally created using Peanut Butter Fudge Topping), please
immediately remove and destroy them. Also, please discontinue making the Reese’s Peanut Butter
Sundae Dasher until this issue has been resolved.

Can I produce the flavors and products listed aboye using a different brand of Peanut Butter Fudge
There are currently no substitutes in our distribution system for Peanut Butter Fudge Topping, so you will
not be able to produce and sell these flavors.until further notice.

What about the peanut butter related toppings on my toppings bar?

Other peanut butter related products in our stores — Ground Reese's Peanut Butter Cups (Item #567),
Peanut Butter Cups (Item #585), and Reese’s Pieces (Item #546) — are not affected by this voluntary
recall, and are safe for continued use.

ers i ask if Carvel has been affec the Peanut Butter recall?
Carvel's Peanut Butter Fudge Topping is produced by ConAgra Foods, who has issued a voluntary recall
. for this peanut butter bmd product. ’s Pe, F
almonella

precautlonary measure only, ConAgra Foods and Ca.rvel hnve remaved the Peanut Butter Fudge Topping
product from our stores until ConAgra Foods and the FDA has deemed it safe,

Ex (s
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t do I tell 8 customer who has a 1 tions or questi hat I cannot answer?
Please direct any additional customer questions to ConAgra Foods at 1-866-344-6970, where food
production experts are available to answer their specific questions.

at if | have additiona i arding this volunta) duct recall?
If you have any additional questions, please contact your Franchise Consultant, Director of Purchasing
and Distribution Martin Folk (mfotk@focusbrands.com / 404-705-2057), or Director of Quality
Assurance Juan Carlos Banderas (jbanderas@focusbrands.com / 770-452-9227).

We will continue to ‘monitor the ConAgra Foods Peanut Butter recall, and will communicate any
information as needed to protect the integrity of the Carvel brand. If you have any questions, pleasc don't
hesitate to call the franchisee hotline at 1-877-UCARVEL.



** Please Post In Stores or Share with Customers As Needed **
February 16, 2007
Dear Carvel Franchisees:

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that
ConAgra Foods’ Peter Pan Peanut Butter products may be linked to the food bome illness
salmonella.

Although the peanut butter producté used by Carvel are not produced in the affected Sylvester,
GA plant (they are produced in the Humboldt, TN plant), ConAgra Foods is voluntarily recalling
all varieties of peanut butter. Extensive product testing has not shown any salmanella, however

ConAgra Foods is taking this precautionary measure because consumer health is their number
one priority.

Until further notice, Carvel has removed our Peanut Butter Fudge Topping and all products made
with this ingredient from our stores, including:

Chocolate Peanut Butter hand dipped flavor

Peanut Butter Treasure hand dipped flavor

Peanut Butter & Jelly hand dipped flavor

Reese’s Peanut Butter Cup Sundae Dasher

Any other store-specific hand dipped or soft serve flavor

ShwWN=

All other Carvel peanut butter related products are pot affected by this voluntary recall, and are
safe for continued use, including:

1. Ground Reese’s Peanut Butter Cups
2. Reese’s Mini-Peanut Butter Cups
3. Reese’s Pieces

If you have any additional questions regarding the ConAgra foods voluntary recall, please
contact them directly at 866-344-6970 where food production experts are available to answer any
questions.

Thanks for your patronage,

T

Gary Bales
President of Carvel
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Tate Assigned: 01/18/2005 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005
m Name & Address: ConAgra Grocery Produets , 101 S Seabrook Dr, P.O, Box 585 Sylvester, GA 31791-0585 US
Firm Mailing Address: 101 S Seabrook Dr/Pob 585, Sylvester, GA 31791 United States

FEL: 1038538 JDITA: 26 County: WORTH Est Size: 50,000,000 - and over
Phone: (229)776-8811 District: ATL-DO Profiled: No

‘ Conveyance Type: % Interstate: Inspectional Responsibility:
Endorsement

Previous inspection of this peanut butier manufacturer was 8/3/2000 and was a foliow-up to collect an additional mycotoxin sample
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin Bl in an initial surveillance sample. Inspection found the fot
in question had been shipped and management cited corporate policy in refusing to attow review of production and shipping records.
The current inspection was conducted in resp to several plaints including most recently, number 29134, an anonymous
complaint alleging poor sanil poor facilities mai and poor quality progr Specifics in that 1l

include an aileged episode of posmve findings of Salmoneila in peanut butter in October of 2004 that was related to new equipment &
that the firm didn't react to, insects in some equipment, water leaking onto product, & inability to track some product.

During this EI, local management acknowledged that an amount of product was placed on a "micro” hold in October 0f 2004 and was
destroyed. Management refused to provide details to include the exact cause of the hold and the type/s of product involved.
Management did repart that each day's production is tested for Salmoneiia and for coliforms, and atiowed review of testing results for
2 specific dates in October of 2004 when new votators, or heat exchangers were insialled in the peanut butter manufacturing line.

Inspéc}mn did not disclose any leaking water lines or overhead condensation, efc. leaking into any exposed product, either on
packaging lines or in the raw and roasted peanut handling areas. The latter areas muludmg product elevators and elevator boats, bins

“ ame of which are open at the top), aspiration lines, foreign material chutes, (conti: in Insp v)

iass: NAL
F/U: Routine

Dist:

O: ATL-Fife

C: Tifton-RP

C: Complaint Coord/PS
C: CB/FMD-145

Endorsement Location: FACTS

Inspector Name Date & Time of Signature Supervisor Narue Date & Time of Signature
Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 03/17/2005 03:45PM ET
Jate: 04/23/2007 Page:1 of §

eyl
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FEI:1038538 Inspection Start Date:  02/23/2005 Inspection End Date: 02/24/2005
irm Name & Address: ConAgra Grocery Products , 101 S Seabrook Dr, P.O. Box 585 Sylvester, GA 31791-0585 US

Related Firm FEL: Name & Address of Related Firm:

Registration Type Registration Dates
There are no Registration Types

Establishment Type . Industry Code

M Manufacturer 23 ‘Nuts/Edible Seed
District Use Code:

3 TO BE EDITED

ate: 04/23/2007 Page:2 of §
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FEJ; 1038538

Inspection Start Date: 02/23/2005

Inspection End Date: 02/24/2005

Firm Name & Address: ConAgra Grocery Products , 101 8 Seabrock Dr , P.O. Box 585 Sylvester, GA 31791-0585 US

I tion Basis: C Complai

Inspected Processes & District Decisions

Products/ MQSA Reschedule Re-Inspection Inspection
PAC  Establishment Type Process Insp Date  Priority Cenclusions
03803  Manufacturer 23C DT No Action Indicated (NAT
Finat District District Decision
Decision? Decision Date District Decision Type Made By Org Name
03/17/2005 No Action Indicated (NAT) Bevill, Andrew B ATL-IB-BB
Remarks: )
i Products/ MQSA Reschedule Re-Inspection Inspection
PAC  Establishment Type Process Insp Date  Priority Canclusions
03803  Manufacturer 23C H T No Action Indicated (NAT
Final District District Decision
Decision? Decision Date District Decision Type Made By Org Name
03/17/2005 No Action Indicated (NAT} Bevill, Andrew B ATL-IB-BB
Remarks:
Products/ MQSA Reschedule Re-Inspection Inspection
PAC  Establishment Type Process Insp Date  Priority Conclusions
03R801 Manufacturer 23C H T No Action Indicated (NAT
Final District District Decision
Decision? Decision Date District Decision Type Made By Org Name
03/17/2005 No Action Indicated (NAT) Bevill, Andrew B ATL-IB-BB
Remarks:
sate: 04/23/2007 Page:3 of §
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Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005

4irm Name & Address: ConAgra Grocery Products, 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US

Products Covered

Product Code  Est Type
23C H T 07 Manufactucer

23C D T 07 Manufacturer

Description

Peanut, Butter; Nonflex Plastic; Packaged Food (Not
Commercially Sterile}

Peanut, Butter; Laminated; Packaged Food (Not
Commercially Sterile)

Assignees Accomplisbment Hours

Employee Name Pasition Class Hours Credited To PAC Establishment Type
Douglas, Jackie M NV ATL-DO 03803 Manufacturer
Douglas, Jackie M INV ATL-DO 03803 Manufacturer
Douglas, Jackie M mv ATL-DO 03R801  Manufacturer

sate: 04/23/2007

Page:4 of §

Additional Product

Description
Process Hours
23CDT 15
23CHT 15
2Z3CHT 5

Total Hours: 35
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FEI: 1038538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005

<irm Name & Address: ConAgra Grocery Products , 101 § Seabrook Dr, P.O. Box 585 Sylvester, GA 31791-0585 US

Inspection Result

EIR Location Trips Num
Hardcopy to ATL-DO/ Turbo EIR

Inspection Summary
{continued from Endorsement)

destoners, blanchers,electronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or
activity was noted. Peanut skins/meal collected during p ing and sold locally for animal feed was examined and no insect
activity was observed in this material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks
of shelled peanuts are pneumatically unioaded.

Management expressed concern over the complaints and reported that some of the allegations are time-related to a recent employee
dismissal, and that recent plant mechanization resulting in a number of employees losing their jobs has resulted in some employee
dissent.

No FDA 483 was issued, but several concerns were verbally discussed. Sample 308388 was collected from current production and
submitted to SRL for micra analysis per PAC 03803D.

1B Suggested Actions

Action Remarks

eferrals
Org Name Mail Code Remarks

Refusals

Inspection Refusals:

Samples Collected Recall Numbers Related Complaints
Sample Number Recall Number Consumer Complaint Number
308388 29134

FDA 483 Responses

483 Issned?: 483 Locatjon:

Response  Response
Response Type Mode Date Response Summary

Jate: 04/23/2007 Page:5 of 5
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United States Food and Drug Administration
Consumer Complaint / Injury Report

This is an accurate reproduction of the original electronic record as of 04/23/2007

TcompLAINT | # 20134

Complaint Receiving Accomplishing How Complaint Complaint Complaint
Date Organization District Received Source Received By Status
01/13/2005 ATL-DO ATL-DO Letter Former Harris,Georgette  Closed
Company P
Employee

Complainant Identification
Name Address
ANONYMOUS GA

Phone (W) Phone (H) Source POC Name Source Phone

Complaint/Injury

Complaint Description Adverse Event Adverse Event  Injury / Hlness
Result Date

Complainant, who wishes to remain anonymous, reports issues at None
firm, to include: poor sanitation practices, poor quality program
management and poor facilities mai: See h for
additionai details.

Notify Notification Attended Required Emergency Room/  Reported Need addnl.
DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact?
Ne
Remarks

Compiaint Symptoms

Sympton Systern Affected Onset Time Duration Remarks

Health Care Professional
Provider Name Address Phone Occupation

Hospital Informatio

Hospital Name Address Phone - Dates of Stay
Emergency Room/Outpatient Visit
Hospital Name Address Phone ERDate

Product and Labeling

Brand Name Product Name Product Cod  Product Description PAC UPC Cade
various 23CYTO7 Peanut, Butter;Not Eisewhere
Classified (NEC);Packaged Food

(Not Commercially Sterile)

Date: 04/23/2007 Page:1 of 3



231

_nm plaint # 29134

Qty/ Unit / Package Lot/ Exp/Use Purchase Product Amount
Serial # by Date Date Used Consumed/Used
No
Date Date Amount Imported Country of Label
Used Discontinued Remained Product? Origin Remarks
No
Retall Problem Ingredient Group
Name Address
Manufacturer/Distribwtor
FEI Name & Address Home District  Firm Type
1038538 ConAgra Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL-DO Manufacturer
Sylvester Georgia United States 31791-0585
Initial Evaluation/Initkal Disposition
Problem Keyword Problem Keyword Details
Initial Evaluation Initial Disposition Dispasition Made By Disposition Date
FDA Action Indicated Immediate Follow-Up Harris,Georgetie P 01/13/2005

Initial Disposition Remarks

Referrals
Org Name

There are no Cosmetics details for this Complaint.

HHS Mail Code

There are no Adverse Event details for this Complaint.

Date: 04/23/2007

Page:2 of 3
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!Comphint #29134

COMPLAINTS FOLLOW - UP

Grouped Follow - Up Operations

Operation
id
2232873
2236760
2291937
2292631

Operation
Code

13

i2

31

41

Disposition Summary

Is Consumer

Responsible? FEI

No

1038538

Follow-Up Disposition

Surveiilance Information for

Next EI

Disposition Remarks

Follow-Up Sent To

Organization Name

Date: 04/23/2007

Responsible Address

A A pl Performing Sample PAF  Status Status
Numb Organi Organization Numb Date
604839 ATL-DO ATL-IB-BB Compieted 03/17/2005
604839 ATL-DO ATL-IB-BB Completed  03/11/2005
604839 ATL-DO ATL-IB-BB 308388 Completed  02/25/2005
604839 SRL SRL-MBTK  308388-0 MIC  Completed 03/09/2005
Name Firm Type

101 8 Seabrook Dr P.O. Box 585 ConAgra Grocery Products Manufacturer

Sylvester Georgia United States

31791-0585

Disposition Made By Disposition Date

Harris,Georgette P 03/31/2005

HHS Mail Code

Page:3 of 3
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Establishment Inspection Report FEIL 1038538
ConAgra Grocery Products EI Start: 02/23/2005
Sylvester, GA 31791-0585 EI End: 02/24/2005
SUMMARY

The current inspection of this large peanut butter manufacturer was conducted under the Domestic
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675,
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity.

The latter complaint included some specific allegations (microbial problems at the firm in Qctober of
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and
maintenance and poor quality program management. To preserve the requested anonymity, the copy
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the
district under separate cover.

The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one
of at Jeast two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 Ib.
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment
including new equipment installation, complaint handling, and quality contro} activities including
finished product testing and release.

Inspection revealed the following concems: 2 areas on production lines where filled containers of
peanut butter were not completely covered from overhead contamination, an accumulation of
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are
pneumatically unioaded. Examination of raw and roasted peanut cleaning, sorting and blanching
equipment, including elevator boots and buckets and aspiration collection points and discharges
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally
discussed with management.

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the
cardboard baffle was discarded.

Management verbally reported that each day’s production is tested in-house for Salmonelia and
coliforms prior to release of the production for sale. Firm acknowledged that there was some
production in October that did not meet product specifications and was put on a Micro hold, and was
subsequently destroyed. However, management would not report the exact reason for the hold, nor
the amount of product affected.

1of 13 ZF (1
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Establishment Inspection Report FEI 1038538
ConAgra Grocery Products EI Start: 02/23/2005
Sylvester, GA 31791-0585 EI End: 02/24/2005

The fimm did provide a review of micro testing results on 2 dates in October that were reported to be
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and
sanitized. Tests on both dates were “negative” for Salmonella and coliforms.

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and
submitted to SRL for microbial analysis per PAC 03803D.

ADMINISTRATIVE DATA

Inspected firm: ConAgra Grocery Products
Location: 101 S Seabrook Dr

P.O. Box 585
Sylvester, GA 31791-0585

Phone: 229776-8811

FAX:
Mailing address: 101 S Seabrook Dr/Pob 585
Sylvester, GA 31791

Dates of inspection:  2/23/2005, 2/24/2005
Days in the facility: 2
Participants: Jackie M Douglas, Investigator

HISTORY

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods,
Inc. The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge
Street, Omaha, NE.

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter.
The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s
Wholesale stores. The firm has no FDA regulatory history.

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previou:

20f13
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Establishment Inspection Report FEL 1038538
ConAgra Grocery Products Ef Start: 02/23/2005
Sylvester, GA 31791-0585 . ElEnd: 02/24/2005

FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling
declaration on the product.

INTERSTATE COMMERCE

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in
Atlanta, GA and Jacksonville, FL. The firm ships some product directly to Wal-Mart or Sam’s
stores.

JURISDICTION

During this inspection the firm manufactured creamy peanut butter and packaged it under the Peter
Pan label in 18 and 28 oz. plastic jars, and a 6 Ib. composite can. Refer to Exhibits 4 through 6 for
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz.
plastic jars.

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut
butter spreads which the firm also produces.

Management reports the firm uses only domestic peanuts in its production of peanut butter products.

RESPONSIBILITY

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the
attached (see Exhibit 1) Plant Confidentiality Agreement. I advised her I would read it but could not
sign it. [ read it and asked if I could keep a copy and she agreed.

1 asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document)
issued to Mr. Gentle. Present also at this time were Mr. Michael I. Matis, Quality Assurance
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied.
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484,
Receipt for Samples, was issued to and signed by Mr. Gentle.

The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and
that had been handled by the firm’s corporate office.

I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by
recent complaints and 1 provided some background information to them. Refer to the heading
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Establishment Inspection Report FEL: 1038538
ConAgra Grocery Products EI Start: 02/23/2005
Sylvester, GA 31791-0585 El End: 02/24/2005

Complaints/ Product Defects for the content of this discussion and additional information related to
the firm’s handling of complaints.

Messrs. Gentle and Matis provided information related to complaint handling, history of business,

chain of command, and general processing operations. Mr. Matis answered questions related to the
firm’s quality control operations. Mr. Young answered questions related to equipment operations,

maintenance, and sanitation and pest control activities.

On 2/23/05, Mr. Matis cited corporate policy in initially delaying review of written quality
procedures related to microbial testing of peanut butter. He said he would have to check with the
firm’s corporate offices before allowing it. On 2/24, Mr. Matis provided a verbal overview of the
firm’s microbial testing program and showed to me test summaries on finished product. He reported
having obtained permission to do so from the firm’s legal counsel, Ms. Sondra Morar, Esq., 1601
Dodge Street, Suite 3700, Omaha, NE 68102. Mr. Matis declined to answer a question as to whether
or not aflatoxin test results posted on lot identifications of raw peanut bins were the results from in-
house tests or from vendor/USDA supplied certificates.

Mr. Matis reports directly to Mr. Gentle. Mr. Gentle is the most responsible person present here on a
day to day basis. Mr. Gentle reports to Mr. Joe McSherry (Omaha NE), Director of Operations for
the ConAgra Grocery Products Division. Mr. McSherry, in turn reports to Mr. Greg Smith, Vice
President of Operations, and Mr. Smith to Mr, Dean Hollis, President of the Grocery Products
Division. Messrs. Hollis and Smith are located at Irvine, CA. (PO Box 57079, Irvine, CA 92619-
7078). Mr. Bruce Rhode was identified as president of ConAgra Foods of Omaha, NE.

MANUFACTURING CODES
The code in use is best explained through an example, as follows:

Given the following code of “21115055 00 1037A BEST BY AUG242006”, the key 1s: “2111" is
the Sylvester, GA plant identifier; “5” is the year 2005; “055” the Julian date, in this case 2/24/05;
“00” is a space filler; 1037 is a variable military time for filling; and “A” is the A line (firm also has
B, C, and D lines for consumer products). The “Best By” date is 18 months from the production
date. Note that at one time the firm’s plant identifier character began with the letter “S”". Mr. Matis
speculated that this character was misread as a “5” in some of the complaints FDA had received.

Codes are inked on jar lids and on the plastic over wraps of cases. Exhibit 2 shows a case labe] with
the code occupying the 2 lines left of the bar code. Case codes are basically the same, but with the
time following the line indicator. Note display units assembled for Wal-Mart stores lack case over
wraps. However, individual jars within each flat are coded and the firm records jar codes on shipping
documents for each pallet of display units prepared. Mr. Matis showed this to me and explained that
in some instances these displays may contain commingled codes.

40f13
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Establishment Inspection Report FEL 1038538
ConAgra Grocery Products E! Start: 02/23/2005

Sylvester, GA 31791-0585 EI End: 02/24/2005

Incidentally, this is the only location that makes Peter Pan brand. The same code is used on Great
Value products made here. Great Value is a Wal-Mart brand, and at least 1 other manufacturer also
makes peanut butter for Wal-Mart.

3
COMPLAINTS / PRODUCT DEFECTS ;
Since the previous FDA contact here was conducted to follow-up complaint 22892 received on
1/12/04, only complaints received by FDA since were covered during the current inspection. Copies
of the FACTS complaint entries for each are attached and can be reviewed for additional details.

These complaints include:

24675 dated 4/16/04, reporting a blonde or gray hair found in an 18 oz. jar of Peter Pan Peanut
Butter;

25509 dated 6/7/04, reporting an open or loose jar seal and what the consumer described as injection
sites in 2 40 oz. jar of Great Value Peanut Butter;

27728 dated 10/15/04, reporting a small, triangular piece of plastic in an 18 oz. jar of Crunchy Peter
Pan Peanut Butter,

27977 dated 10/28/04, reporting what consumer described as mouse droppings, in an {8 oz. jar of
Peter Pan Honey Roasted Crunchy Peanut Butter;

28611 dated 12/8/04, reporting two pieces of uncooked rice in a 40 oz. jar of Peter Pan Creamy
Peanut Butter;

29134 dated 1/13/05, an anonymous complaint reporting several issues at the firm that in summary
allege poor sanitation practices, poor quality program management and poor facilities maintenance

On 2/23 1 briefly summarized each of the complaints above by providing to Messrs. Gentle, Matis
and Young the following information for each: date (FACTS date) of the complaint, the
geographical (city & state) location, the problem reported, and any specific product identification
reported by the consumers.

Regarding complaint 29134, I reported to them the allegations of microbial problems in peanut
butter and firm’s inadequate response to such, inadequate cleaning of new equipment, and insect
activity in the plant. I summarized the complaint in the same manner it is summarized on the
attached FACTS complaint report, reporting to them the complaint contained additional allegations
that indicated poor sanitation practices, poor quality program management, and poor facilities
maintenance.

Mr. Gentle said the firm’s policy is to openly communicate complaint information it receives to
employees. He said this is done at meetings with employees and with informational postings, and is
done so that employees can look out for the potential sources of complaints.
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Establishment Inspection Report FEL 1038538
ConAgra Grocery Products EI Start: 02/23/2003

Sylvester, GA 31791-0585 El End: 02/24/2005

He said there was a micro hold of some product in October of 2004 and the product was destroyed,
and the employees here knew this. He said the firm has and continues to install new equipment here
and this activity has resulted in the reduction in the number of employees, and he reported that there
has been some dissent here related to a number of people losing jobs. Mr. Gentle reported the 'firm is
going to automated jar handling equipment including finished product palletizing and that equipment
is cleaned before it is put into use, but added that is not in an area where the product is contacted.

Mr. Matis reported the firm does perform micro testing and finished product is not released until
tested and found within specifications. He added that the micro information in this complaint
appeared to be in the same time frame as the dismissal of a production manager in November of
2004. He reported corporate human resources personnel came to the firm to handle the dismissal. He
did not elaborate other than to say the dismissal resulted from behavioral issues with other
employees. :

I inquired as to the reason for the micro hold and how much product was destroyed but Messrs.
Gentle and Matis said they could not provide that information untii checking with corporate
officials. On 2/24 they subsequently reported that the product in the October incident did not meet
specifications and was destroyed, but they could not provide any further specific details.

On 2/23 during the course of the inspection I was shown new votators that had been installed on the
peanut butter line in October of 2004. Votators are heat exchangers that, in this application, are used
to cool the butter temperature from approximately 150 degrees F prior to it being pumped to the
fillers where it is filled at a temperature of about §9-90 degrees F. The interior piping of the votator
1s a food contact surface, with the pipe passing through a cooling medium to effect the temperature
change. I inquired then as to how this new equipment had been cleaned. Mr. Young reported the
votators were dismantled, cleaned and sanitized, and that documentation would record that. I asked
if the equipment was swabbed or checked in some manner to validate the effectiveness of the
cleaning. Mr. Matis said it was most likely swabbed, I asked to see the records of this cleaning and
results of any testing verifying its adequacy as an example of the firm’s procedures for new
equipment installation.

On 2/24, Mr. Matis reported that the votators in question were cleaned and sanitized in place with
alcohol. He said that the votators were sealed up following the sanitizing before QA got to them, so
no swabs were collected, However, after consultation with his corporate office, he said he had been
authorized to show me the finished product testing results from the installation date and the date the
votators went on-line. One date shown to me was for the production date of 10/6-7/04, the date the
units were installed, and the other for 10/12-13/04, the date the units were placed on line. He said the
finished product tests on both dates were negative for Salmonella and <10 cfu/gram for coliforms. I
examined these 2 pages and observed the tests for Salmonella on both dates were recorded at 0.03,
and at <]0 for coliforms.
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Establishment Inspection Report FEI: 1038538
ConAgra Grocery Products EI Start: 02/23/2005
Sylvester, GA 31791-0585 El End: 02/24/2005

Addressing the hair complaint (24675), Mr. Matis reported the firm has changed to requiring
employees to wear the solid type hair nets as opposed to the ones with open-weaves.

¥
Regarding complaint 25509, [ advised this was handled as a retail tampering complaint, but I was
providing the firm this for informational purposes. Mr. Gentle asked again what was reported and |
explained that the consumer reported what looked like injection sites in the butter beneath the
unsealed foil.

Mr. Gentle asked if the complainant (27728) had provided the color of the triangular piece of plastic.
1 told him no. He said this could possibly be a piece of plastic from the rim of the jar.

Mr. Gentle said that dark or burnt pieces of peanut would account for something that looked like
mouse droppings (27977).

Mr. Matis said the creamy product (28611) is completely homogenized, so there should be no rice in
it. I asked if the firm used any palletized glue, etc. in production and was told no, there was nothing
that would appear as nice.

I asked to review the firm’s complaint file. Mr. Matis reported the firm had no complaint file per se,
and he explained how the firm receives and handles complaints. He reported the firm normally does
not receive consumer complaints directly here, but at the corporate level (note a toli free number for
questions or comments is printed on product labels). He said the firm receives an electronic
notification from corporate headquarters advising of any complaint and the nature of the complaint.
Locally, the complaint is investigated and appropriate action taken if necessary. He indicated the
firm was aware already of some of the complaints I had reported.

Later, during the plant inspection, he pointed out a complaint posting on an employee bulletin board
in a production area. The posting was a to-date summary (for firm’s 2005 fiscal year, which runs
from May to May) of the numbers and types (by several categories) of complaints. I did not record
this information for every category, but thus far and since May of 2004, the firm has received
approximately 40 plastic, 30 insect, 20 hair, and 30 foreign object complaints.

OPERATIONS, PERSONNEL, AND EQUIPMENT
The firm is currently operating from 4 to 6 days per week, running 2/10 hour shifts per day. The first
shift runs from 6 AM to 4 PM, and the second shift from 4 PM to 2 AM. Sanitation operations are
staffed 24 hours per day, with any major clean-ups performed during the down time from 2 to 6 AM.
Other sanitation functions are conducted as needed and where needed throughout the production
shifts.

Sanitation/Microbial Testing/Pest Control
Equipment is cleaned in place or broken down for cleaning, and sanitized with alcohol. Any wet
cleaning is performed in one specific area and any equipment wet cleaned is dismantled and
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Establishment Inspection Report ‘ FEL: 1038538
ConAgra Grocery Products EI Start: 02/23/2005

Sylvester, GA 31791-0585 El End: 02/24/2005

removed to that area for the cleaning. Any new product contact equipment installed is reportedly
cleaned and sanitized with alcohol at installation, and normally microbial swabs taken. Mr. Matis
reported the firm has a routine swabbing program that includes different areas and/or equtpmem

each week. The swabs determine coliform levels and total plate counts.

On 2/24/05 and after having consulted with his corporate office, Mr. Matis provided a verbal
overview of the firm’s finished product microbial testing program. All finished product is tested in
house for Salmonelia and coliform. Samples of sealed jars are collected across the shift’s production
and tests are performed on composites from those samples. All product is held pending results which
are returned typically in about 25 hours for 1 shift production, and 48 hours for 2™ shift production.

Product must test negative for Salmonella and must coliform test at no more than 500 cfu (colony
forming units) per gram. If tesied at 100 cfu/gram or lower, the product is released for distribution.
Only the QA Manager or the firn’s Microbiologist can release a lot based upon this testing, and one
or the other is always present for this purpose.

The firm attempts to identify a cause for any findings above 100 CFU/gram in finish product, and
this is addressed by an action plan which requires the plant to contact its corporate headquarters for
guidance. Product testing at between 100 and 500 cfu may be sold as other than top grade product,
but that decision rests with the corporate office, as is the disposition of any testing at over 500 cfu.
Mr. Matis did not elaborate as to what dispositions are made.

Pest contro} is handled by an outside national contractor, Copesan, whose local agent is McCall Pest
Control. Mr. Young reported that McCall comes to the firm every Tuesday and provides a total
contro} package for insects and rodents. I observed rodent catch traps placed near exterior openings
and Mr. Gentle reported insect pheromone traps were placed throughout the facility.

In light of the complaint alleging insect infestation, I inspected equipment in the pre-cleaning,
sorting blanching and roasting areas, including bins, conveyors, elevator boots and buckets. I also
examined several bulk (and previously used) cardboard boxes in which floor sweepings are
accumulated for disposal. [ examined the aspiration system at collection points over destoners,
blanchers, etc., and traced the overhead lines to the maintenance shop where the material is
collected, and from there augured on to the exterior trailer loading area where peanut skins and meal
are dumped into a trailer and shipped locally for animal feed use. I examined some of this material in
one of the trailers being loaded as well.

Accumulated spilled ingredient material along the wall/floor junctures on the sides and behind the
air handling cabinet in the ingredient room (equipment here meters salt, sugar and stabilizer into the
process) was examined. I found no insect activity in or around any of this equipment or locations,
nor did I note any webbing, frass, or other evidence except for 1 moth as described below.
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Establishment Inspection Report FEL: 1038538
ConAgra Grocery Products E1 Start: 02/23/2005

Sylvester, GA 31791-0585 EI End: 02/24/2005

The moth was flying about an area immediately outside the door from the precleaning room to the
enclosed garage where bulk trucks of peanuts are unloaded. 2 tanker truck trailers were parked in
here at the time and an emplayee was connecting one to the firm’s piping line that pneumatically
unioads the peanuts into storage bins within the plant. As we exited the door from the precieaning
room, an employee in the garage was closing one of the 2 fabric-type doors that trailers enter
through (the other was aiready close). Note that when the precleaning room door is opened, an air
curtain device mounted overhead automatically directs a strong air flow away from the door opening
into the garage.

General Processing Flow/Equipment

The equipment and process found here appears typical to the industry. No unique or unusual
equipment was observed. Only a brief description of the process follows.

Raw peanuts are received in bulk trucks and pneumatically off-loaded into bulk bins for ternporary
holding. Mr. Matis said the firm normally received only bulk trucks of peanuts, but in years when
aflatoxins are a concern in the local crop and the firm gets in shipments from blanching facilities, it
does receive peanuts in bulk cardboard totes. A system is here for unloading these totes, but it was
not in use.

From the bulk holding bins the raw nuts are conveyed to a de-stoning operation that mechanically
removes foreign materials through vibratory screening and aspiration. Equipment here is typical of
peanut shellers (LMC Gravity Separators). Cleaned peanuts are then conveyed to a holding bin that
gravity feeds the stainless belt of the firm’s roasting oven. Roasting times vary depending on the
desired results for product applications. The oven has 8 roasting zones and 4 cooling zones and the
belt moves the peanut bed (about 4 Y4 inches in depth) through each zone in 3 to 4 minutes. Mr.
Matis reported in general, peanuts are roasted up to about 350 +/- degrees F. The times and
temperatures within the roaster are monitored in a control room where the information is
electronically charted.

Afier roasting, nuts are conveyed in a vertical bucket elevator to holding bins that feed the blanchers.
The firm’s split nut blanchers remove the skins from the roasted nuts (skins are aspirated from the
flow after blanching), and the nuts are then conveyed through an electronic sorting system (8-
channel ESM Satake Scan Masters) which rejects dark nuts, foreign matter, etc. from the product.
Rejects go through additional blanching and electronic re-sorts before finaj rejects are discarded and
peanuts passing through the sorts go to the primary grinders or mills. From the point peanuts enter
the primary mills the butter is made in a closed system.

Up to this point it should be noted that the firm does have some open-topped bins in which raw and
roasted peanuts are held, and in places, the product flow is not totally covered, including an area near
the exit end of the roaster. I examined these areas when I encountered them and this includes
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Establishment Inspection Report FEL 1038538
ConAgra Grocery Products El Start: 02/23/2005

Sylvester, GA 31791-0585 EIl End: 02/24/2005

examining the tops of some bulk holding bins. I did not find any insect evidence, leaking water
pipes, condensation, flaking paint, or other potential overhead contaminants in the areas | examined.

. 3
Otl and other ingredients are added at the primary and secondary mills, and the resulting butter is
pumped in stainless piping through a series of stainless holding tanks, de-aeration tanks,
homogenizers, and then the votators before going to filling machines. At the filling machines the
process is again open between the filling equipment and the closing equipment.

Only creamy peanut butter was observed in production. To make crunchy peanut butter, roasted
peanuts are diverted in the product flow prior to the primary mill and go through a chopping process,
and then mixed with butter at the filling locations.

The firm has 4 filling or packaging lines (5 counting a drum filler), designated A through E.

During this inspection the firm was filling creamy peanut butter into 18 oz., 28 oz., and 6 1b.
containers. Empty jars or containers are inverted and blown out prior to filling and jars pass through
a detector to insure they are right side up before filling. Empty jar/container lines are covered from
the inversion points to the fillers. The firm is in the process of installing completely autornated
container handling systems which eliminate any manual removal of containers from cases.

Peanut butter is mechanically filled at about 83 to 90 degrees F on rotating fillers and the filled jars
or containers exit the fillers and pass on a conveyor through fill weight and metal detectors before
being capped or closed. With a couple of exceptions noted in the next heading and reported to the
firm, the conveyors transporting the filled but uncapped containers are covered. After capping, jars
pass through a dud detector that checks for proper cap seating. Jars pass through a Lepel heat sealing
machine which applies heat to the tops necessary to attach the foil seal to the jar im beneath the cap.

After heat sealing, jars are labeled (composite cans are received labeled from the supplier)
jar/container lids are coded, then mechanically assembled into tray packs (cases) which are shrink
wrapped in clear plastic, which is case coded.

The firm does assemble display units for Wal-Mart stores in which the individual cases are not over
wrapped in order that customers may easily remove jars from the display. Consequently, these cases
lack the case code, but individual jars are coded and the code information is recorded on shipping
documents prepared during the display assembly. These assemblies are basically standard pallets
upon which unwrapped cases of peanut butter are stacked, and contain cases of both crunchy and
creamy peanut butter. These may contain commingled codes if assembly runs from one day to the
next.

Finished products are initially stored on-site in the firm’s warehouse. The warehouse is also used for
storage of packaging materials (jars, cases, etc.).
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Sylvester, GA 31791-0585 EI End: 02/24/2005

Management reported that in general, regular creamy and crunchy peanut butter is shipped out
within a couple of weeks of production, and some of the slower moving items would go out i about
a month of production. Mr. Matis said that product is shipped to ConAgra distribution sites. If the
site is within 24 hours or less from Sylvester, the product is shipped by regular truck,.if further, by
refrigerated truck.

Mr. Matis reported the firm has not recalled any product, other than in successful episodes of mock
recalls.

INSPECTIONAL OBSERVATIONS
No FDA-483 was issued at the inspection’s conclusion. However, several observations were noted
and discussed with the firm’s management on 2/23 and on 2/24.

On 2/23/05 it was noted that there were areas on 2 packaging lines where filled, but un-closed,
containers of peanut butter were not completely covered. One area was an approximate 3 foot
section on the conveyor transporting filled 18 oz. plastic jars to the capper on line A, near the jar
entrance to the capper. Here the jars veered at a slight angle toward the capper, away from the cover
in place overhead. This resulted in the jars having no overhead protection, even though a cover was
present.

The 2™ such area was on the D line, used for packaging the 6 Ib. composite cans. On this line, there
was an approximate 6 foot Jength of the conveyor exiting the filling machine that was not covered at
all. Filled 6 1b. containers of peanut butter passed through this section of conveyor with no overhead
protection.

As noted previously, a live moth was observed in the truck unloading garage.

There was an accumulation of spilled ingredient materials at the wall/floor junctures to the sides and
behind a large air handling cabinet in the ingredient dispensing room.

A piece of cardboard was observed being used as a baffle on an empty jar line, as the jars changed
direction on conveyors from an inverter to a filling machine. The jars came into contact with this
cardboard.

REFUSALS

Mr. Matis cited corporate policy in refusing to provide review of written microbial testing
procedures and written equipment cleaning/validation procedures. He did however, provide verbal
overviews and he allowed access and review of results of finished product microbial testing on
peanut butter made on dates in October of 2004 when new votators were installed.
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Mr. Matis declined to answer a question regarding whether or not posted aflatoxin test results on raw
peanut bins were from USDA certificates received with the lots or the result of in-house aflatoxin
testing. !
GENERAL DISCUSSION WITH MANAGEMENT

During the inspection and then at the conclusion of the inspection | verbally identified the issues
reported above under inspectional observations. Mr. Matis reported the firm welcomed the
inspection as it afforded an outside perspective on the operations here. He reported on 2/24 that both
the areas on the filling lines had been corrected between 2/23-24/05 (I confirmed this on the A line
during sample collection). He reported the cardboard baffle had been removed and the jars moved
along like they were supposed to anyway so he had no idea why it was there in the first place.

Mr. Matis said the area in the ingredients room was a difficult area to clean, and the material
accumulated quickly there.

I did not issue any wamings. I advised of my intentions to collect a sample of peanut butter for
microbial analysis.

VOLUNTARY CORRECTIONS
See the above discussion.
SAMPLES COLLECTED

On 2/24/05 1 collected sample number 308388, Peter Pan Creamy Peanut Butter in 18 oz. plastic
jars, from the firm’s packaging line. A copy of the collection report is attached. The sample consists
of 15 jars collected in duplicate at the rate of 2 from each of 15 full cases removed from the
production line at approximate S minute intervals beginning at 10:05 AM. Approximately 90 cases
passed per 5 minute interval. The sample was submitted to SRL for microbial analysis (Salmonella,
Listeria, and coliforms).

Mr. Matis advised the firm would voluntarily hold the production from this date pending a report of
the FDA analytical results.

EXHIBITS
1- Plant Confidentiality Agreement
2- Case Labeling
3- Miscellaneous Shipping Ticket (for sample 308388)
4- 18 oz. Peter Pan Creamy Peanut Butter Labeling
5- 28 oz. Peter Pan Creamy Peanut Butter Labeling
6- 6 lb. Peter Pan Creamy Peanut Butter Labeling

12 of 13
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FEL
EI Start:
El End:

1038538
02/23/2005
02/24/2005

ATTACHMENTS

FDA-482, Notice of Inspection

" FDA-484, Receipt for Samples

Copy of Collection Report 308388
Complaint Report 24675
Complaint Report 25509
Complaint Report 27728
Complaint Report 27977
Complaint Report 28611
Complaint Report 29134

|
2

Jdckie M Douglas, Investigator
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Subject: RE: CAERS Notices
Jim -

Thank you for the opportunity to read your product destruction
guidelines and Instructions. We have run the guidance procedure that
you supplied by a few of our scientists and have no issues with the
peanut butter disposal process as written. The CDC is reviewing the
precautions section related to protecting human health, as we will
provide you that information as soon as we hear back from them.

Please understand that this message is not an endorsement by the agency
of the practices in the document. Additionally, any guidelines or
practices related to transportation of the recalled product through the
U.S. that you may want to share with us can be routed through the
appropriate FDA district office.

David

From: Astwood, Jim (Enterprise Services}
fmailto:Jim.Astwood@conagrafoods.com}
Sent: Tuesday, March 13, 2007 1:09 PM
To: Acheson, David
Subject: RE: CAERS Notices

Thanks. - Jim

From: Acheson, David
{mailto:david.acheson@fda.hhs.gov]
Sent: Tuesday, March 13, 2007 10:04 AM
To: Astwood, Jim {Enterprise Services)
Subject: Re: CAERS Notices

It has been changed - but there may still be some in the
works.

————— Original Message —----

From: Astwood, Jim {Enterprise Services)
<Jim.Astwood@conagrafoods.com>

To: Acheson, David

Sent: Tue Mar 13 10:17:57 2007

Subject: CAERS Notices

David,

.. = A great stack of CAERS reports landed on my desk yeskerday.
The stack more or less meandered its way here. For future ones, can
you use my name as the primary contact for CARERS reports? Currently
they are addressed to Pat Verdun who left the company about a year ago.
Many thanks and regards,

- Jim

+++

James D. Astwood, Ph.D.

Vice President

Nutrition, Scientific and Regulatory Affairs

&y (9
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ConAgra Foods

Center for Research, Quality and Innovation
Six ConAgra Drive, 6-475

Omaha, NE USA 68102

Phone: 402-595-6050
Mobile: 402-212-9734
E-mail: jim.astwood@conagrafoods.com

Dr. David Acheson

Chief Medical Officer

Center for Foods Safety and Applied Nutrition
US Food and Drug Administration

David,

Consumers are sending to ConAgra Foods jars of recalled Peter Pan or the lids. The jar lids
have the code numbers and this faciliates the reimbursment process for consumers requesting
refunds. We have a short guidence procedure for handling the full jars and lids at the fullfiliment
center which is based in Mexico. Could you or one of your colleagues review the attached
document from Ken Juliot below with a view to agreeing with or suggesting improvements to the
procedure? Our colleagues in Mexico will be interested in FDA's advice in this matter.

Thanks very much and | appreciate your time.
Regards,
- Jim Astwood

+++

James D. Astwood, Ph.D.

V.P. Nutrition, Scientific and Regulatory Affairs
ConAgra Foods

Center for Research, Quality and Innovation
Six ConAgra Drive, 6-475

Omaha, NE USA 68102

Phone: 402-595-6050
Mobile: 402-212-9734
E-mail: jim.astwood@conagrafoods.com

From: Jufiot, Kent (Enterprise Services)
Sent: Tuesday, March 13, 2007 10:11 AM
To:  Astwood, Jim (Enterprise Services)
Cc:  Bond, Susan (Enterprise Services)
Subject: Instructions to Archway

Jim,
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Aftached are the instructions that we sent to Archway Fulfiliment Center for handling and
destruction of the lids and possibly some jars that people sent in to us via the mail for a refund. In
addition to these instructions, Archway has place hand sanitizer on the fines.

<<Peter Pan Peanut Butter Product Destruction Guidelines and Instructions.doc>>

The Mexican Dept of Heaith is asking for assurance that these practices will protect the workers
from incidental contact and that the FDA concurs with these recommendations.

Thanks in advance for assistance on this request.

Kent Juliot

Director, Operations Quality
ConAgra Foods

Desk: 402-595-5289

Cell: 402-980-6540

FAX: 402-517-4134

You should get a call soon from CAG to clarify. I am pretty confident
that we are NOT sending the stuff down there but I've gpt folks
checking. I am at ILSI today in DC but we'll get right back.

This message was sent using a ConAgra Foods wireless email device
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G012
Page 3

PURPOSE

It is the purpose of this procedure to guide plant and warehouse managers (as well as
other employees of the Company) in the course of their dealings with certain authorities
who, by law, are authorized to enter upon plant or warehouse premises for the purpose
of inspecting the same, or for the purpose of examining certain books and/or records.

It is the further purpose of this procedure to assist in the establishment of a harmonious
relationship between the company and the agencies mentioned herein.

RESPONSIBILITY

The following management personnel have defined responsibilities in the implementation
of this procedure:

Plant Manager

Quality Control Manager

Vice President Manufacturing or Operations
Supply Chain Director

Vice President Supply Chain

SUMMARY PROCEDURE FOR REGULATORY AGENCY INSPECTIONS

Following is a summary of the procedure to be followed in the event of a regulatory agency
inspection:

A. FDA inspectors must present proper identification and a written Notice of Inspection
before beginning any inspection.

B. FDA inspectors must be accompanied by a Production and Technical Representative
at all times.

C. Scope of inspection FOR OTHER THAN LOW-ACID FOOD PRODUCTION:

1. FDA inspectors are entitled to the following:
a. Ingredient statements
b. Labels
c.. Product Samples:

1) A receipt signed by the inspector, indicating product, quantity and value
must be obtained.
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III. SUMMARY PROCEDURE FOR REGULATORY AGENCY INSPECTIONS (Continued)

C. (Continued)

f.

2) Duplicate samples are taken by the Technical Representative and
held for reference. Specific sampling instructions are outlined in
Table I, pages 20-21.

Ingredient Samples:

1) Duplicate samples are taken by Q.C. Specific sampling
instructions are outlined in Table I.

Physical examination of equipment (swabs, scrapings, etc.) - the Technical
Representative should attempt to take duplicate samples or make specific
record of location, condition, etc., of sample. Specific sampling instructions
are outlined in Table 1.

Visual inspection of any and all plant and warehouse operations.

2. FDA inspectors are generally NOT entitled to the following (if the inspector insists
on any of the following and he is not claiming to be acting under the authority of the
Bioterrorism Act (see #3), ask that he direct a written request to the corporate office
in Irvine):

a.

Codes (However, we do supply copies of all our codes to FDA regional offices,
and inspectors should be referred to their regional office to obtain a copy.)

Records - this includes:

1) QCrecords

2) Seam examination records
3) Warehouse records

4) Production records

5) Consumer complaint records
Plant locations

Distribution center locations
Product formulae

Process specifications

Photographs (Except state inspections in California and Wisconsin. See pp. 14
and 18.)

Names of suppliers
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m. SUMMARY PROCEDURE FOR REGULATORY AGENCY INSPECTIONS (Continued)

C. (Continued)

3.

Under the regulations implemented under the Public Health Security and
Bioterrorism Preparedness and Response Act of 2002, an Agency inspector is
entitled to inspect some records if he has a REASONABLE BELIEF that the food is
adulterated or presents the threat of serious adverse health consequences or death to
humans or animals. If the inspector has such a belief, he is entitled to review all
records relating to manufacture, processing, packing, distribution, receipt, holding,
or importation. In the event that an inspector should make a request under the
Bioterrorism Act, the Vice President, Operations or Manufacturing, the Quality

Control Manager and Sandra Morar at McGrath, North, Mullin & Kratz should be
contacted immediately.

Questions pertaining to any other item not outlined above are to be referred to the Legal
Department, Irvine, for answer. In an emergency or if the Legal Department is unavailable, refer
questions to Sandra Morar at McGrath, North, Mullin & Kratz in Omaha.

D. Scope of inspection FOR LOW-ACID FOOD PRODUCTION

In addition to the rights in C.1. above, the inspector is entitled to:

L

Upon written request - The inspector may inspect and copy any and all records
of processing, deviation in processing, container closure inspections, and other
records which we are required to keep under Part 113 (low-acid GMPs).

Upon written demand - "any information" concerning processes and procedures
which is deemed necessary "by the inspector to determine the adequacy of the
process.” Whenever possible, supply this information verbally. If the inspector
starts to give you a written demand to see policies, procedures or other records (not
covered by Paragraph 1. above), attempt to question the inspector to try to get
him to be as specific as possible before he writes out the request. In some cases,
only a small part of a procedure is all he is interested in. Once the inspector has
given a written demand, give the information either verbally or in a written
summary, or by showing him that part of any documents, policies or procedures
that he is specifically interested in and that would go to "determining the
adequacy of the process.” The inspector may take notes but may not take a
photocopy of the policy or record unless it is covered by Paragraph 1. above.

Any time we receive a written demand for the information or records described in
Paragraphs 1. and 2. above, a letter (Attachment I'V) should be given to the inspector and
mailed by certified mail return receipt requested to the FDA district office.

E. Inevery case, FDA inspectors are entitled to examine and copy records of interstate

shipment, and state inspectors are entitled to examine and copy records of intrastate
shipments, if the request is in writing. Always insist on a request in writing.
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. SUMMARY PROCEDURE FOR REGULATORY AGENCY INSPECTIONS (Continued)

F.

Following an inspection, there should be a meeting with the inspector and Plant and

QC Managers, or the representatives who accompanied the inspector, for the purpose of
reviewing the inspector’s findings. A complete report of the inspection is to be made by
the Plant Manager, with appropriate copies to Legal, Production and QC personnel as
soon as possible.

In the event that an FDA inspector calls after "normal” working hours (8 am. to 5 p.m.),
the Plant Manager and the Quality Control Manager must be notified immediately.

The Plant Manager and/or the Quality Control Manager may then designate a
representative or may request that the FDA inspector wait until they arrive at the plant
before beginning the inspection.

All inspectors are to be treated courteously, answering all questions they are entitled

to know, referring all others to the Corporate Office, Irvine. Answer only to direct
questions; never volunteer information or elaborate on answers beyond the basic
question. Do not sign any documents unless it is a simple acknowledgment that samples
came from a particular batch.

In the event that the FDA inspector makes a demand, i.e., destruction of merchandise,
inspection of records, right to question plant personnel (other than Plant Manager, Quality
Control Manager or designated representatives) which is not within the inspector’s
authority, the following people should be contacted immediately.

In the case of Canneries:
Vice President, Supply Chain - or -
Vice President, Operations or Manufacturing
Legal Department, Irvine

This procedure MUST be reviewed by everyone likely to be involved in inspections.

NOTE: Under California law, a State inspector has a very broad right
of inspection, including certain plant records. (See page 15 on State Inspection
procedures.) Also note procedure on photographs during California and
Wisconsin inspections. (See pp. 14 and 18)
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INSPECTION OF FACTORIES AND WAREHOUSES BY FEDERAL FOOD AND
DRUG INSPECTORS

The Secretary of the Department of Health, Education and Welfare is charged with the
responsibility of administering the Federal Food, Drug and Cosmetic Act. For the purposes
of enforcement of the Act, officers or employees duly designated by the Secretary are
authorized by law to perform certain acts. The Secretary has appointed the Food and Drug
Administration and the employees therein to enforce the Act. One of the responsibilities of
the Food and Drug Administration (FDA) is to enter and inspect factories, warehouses or
establishments in which food, drugs, devices or cosmetics are manufactured, processed,
packed or held for introduction into Interstate Commerce or held after such introduction.
The FDA also has the responsibility and right to enter any vehicle being used to transport
or hold such commodities in Interstate Commerce.

Entry and inspection may be done only at the following times and in the following manner:
A. To enter at reasonable times (during working hours).
B. To inspect at reasonable times and within reasonable limits and in a reasonable manner.

Inspection generally consists of the inspection of all pertinent equipment, finished and
unfinished materials, containers and labeling therein.

C. A separate notice must be given for each such inspection.
Such written notice may be given by the FDA inspector at the time he presents his
credentials to the owner, operator or agent in charge of the factory or warchouse. A
sample of the general form of notice of factory inspection is attached hereto as
Attachment I, page 22.

D. The inspector must also present his credentials at the time of his request to inspect.

Inspector's credentials consist of a small card showing his connection with the FDA
as an inspector.

Each inspection must be commenced and completed with reasonable promptness.
At the conclusion of each inspection, the inspector is required to give a report of
inspection to the Plant or Warehouse Superintendent in general form, substantially
as shown in Attachment II, page 23.

DO NOT CONFUSE FACTORY OR WAREHOUSE INSPECTION WITH:
EXAMINATION AND COPYING OF RECORDS OF INTERSTATE SHIPMENT

BY FEDERAL FOOD AND DRUG INSPECTORS, AND OF INTRASTATE
SHIPMENT BY STATE INSPECTORS.
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INSPECTION OF FACTORIES AND WAREHOUSES BY FEDERAL FOOD AND
DRUG INSPECTORS (Continued)

GENERAL INSTRUCTIONS:

‘Whenever a person presents himself at a factory gate or warehouse entrance and requests
that he be permitted to inspect the factory or warehouse, the Plant Manager or Warehouse
Manager, as the case may be, should be notified immediately. The individual should be
denied entrance onto the premises except on the authority of the Plant or Warehouse
Manager or, in that person’s absence, the next person in authority.

Upon receiving notice that an inspector is at the plant or warehouse entrance, the Plant
Manager should immediately interview the individual for the purpose of determining his
authority to make such an inspection.

First, the inspector should be requested to show appropriate credentials.

Second, the inspector should be requested to produce a written notice of inspection. Such
written notice of inspection should be in the same general form as Attachment I.

If the purported inspector does not have credentials, he should be denied entry into the
plant or warehouse proper. If the notice of inspection is not in the same general form as
notice attached, the purported inspector should be denied entry into the plant or warehouse.

If entry is denied, give the inspector the exact reason for denying entry; i.e., that the inspector
does not have credentials or has not shown the written notice of inspection. At this time,
request the purported inspector to give the following information:

G. Name;
H. The address and phone number of the FDA office he purports to represent; and

1. The name of the person in charge of that office or a person in that office who can
be contacted by the company.

The inspector who does not have proper credentials should be requested to remain until the
Plant Manager has had an opportunity to communicate with the corporate office at Irvine and
that office has had an opportunity to communicate with the FDA office.

Immediately telephone the Irvine Legal Department, giving full details of all information
received from the inspector. The Legal Department will contact the FDA office and relay
further instructions to the Plant Manager as quickly as possible. It should be noted that, due
to differences in time, the Plant Manager may not be able to contact the Legal Department
immediately. In such event, contact the Vice President, Supply Chain[1]. If this individual is
unavailable, then contact the following: If a factory or warehouse, contact your Vice President
of Operations or Manufacturing. If the Warehouse is a distribution warehouse, contact the
Supply Chain Director. On receiving the report, one of the above individuals will contact a
member of the legal staff. Further instructions will be received by the Manager from a
member of the legal staff.

[1]Refer to Attachment VII for phone numbers.
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INSPECTION OF FACTORIES AND WAREHOUSES BY FEDERAL FOOD AND
DRUG INSPECTORS.(Continued)

GENERAL INSTRUCTIONS: (Continued)

After the Plant Manager has ascertained that the credentials of the inspector are in order and
that the notice of inspection is proper, or has received instructions from the Legal Department
to permit the inspector to enter, the Plant Manager and the Quality Control representative
should personally escort the inspector through the plant or warehouse. It would be well for the
Plant Manager to have an assistant present at all times during the inspection for the purpose of
observing inspection procedures so that more than one person in the plant or warehouse will
be familiar with the activities of an inspector during factory or warehouse inspections.

There will be occasions when the inspector will be accompanied by an assistant or a superior
officer. Attempt to keep the inspectors in a group. Do not permit one to wander
unaccompanied by a responsible company employee.

Since the law requires the inspection to be within reasonable limits, comment will not be made
with regard to the scope of inspection. Naturally, every minute phase cannot be covered and
the Plant Manager must use some "feel" in the course of the inspection. As a rle of thumb, it
can be stated that the inspector will generally request to see much more than is authorized

by law.

The law is not intended to authorize a "fishing expedition" into private papers such as books
and records, financial accounts, laboratory records, ordinary personnel records or payrolls.
The law is intended to provide the FDA with sufficient inspection authority to protect

the public. Basically, the inspection procedure is a visual inspection.

Although the inspector is not authorized to demand secret formulae and the like, he may
demand a list of ingredients contained in the finished product. The inspector can request
such information for the purpose of proving falsity of claims made for the product in
question and for other legitimate purposes. (This information may be made available
through the factory Quality Control Department.)

The inspector may ingunire whether the person in charge of safety controls is qualified by
training and experience, but he cannot inquire into that person's entire life history by an
examination of his personnel records.

The inspector has no authority to order destruction of merchandise.

The inspector may attempt to bring a camera or recording equipment onto the premises

and may or may not request permission to do so. The law does not require that inspectors
be allowed to take photographs or record conversations and consequently this right should
be politely refused. If the inspector persists, ask him to submit a written request to the Legal
Department in Irvine.
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INSPECTION OF FACTORIES AND WAREHOUSES BY FEDERAI FOOD AND
DRUG INSPECTORS (Continued)

GENERAL INSTRUCTIONS: (Continued)

The inspector has the right to obtain samples in the course of his inspection, but upon
completion of inspection and prior to leaving the premises, he must give a receipt describing
the samples obtained. The general form of receipt for samples prepared by FDA for use by
its inspectors is shown on Attachment III, page 24. When an inspector takes samples during
the course of his inspection, like samples should be taken by the person accompanying the
inspector. Specific sampling instructions are outlined in Table I. The law provides that the
results of analyses made on samples taken during an inspection be promptly furnished to the
owner/operator of the plant. At the time the samples are taken, advise the inspector of the
name of the plant Quality Control Manager who should receive the "Report of Analysis.”
Samples should be turned over to the Plant Quality Control Manager and will be held by him
until receipt of further instructions. If no instructions are issued, samples may be disposed
of after being held twelve months.

SCOPE OF INSPECTION FOR OTHER THAN LOW-ACID PRODUCTION:

For other than inspection of low-acid food production, the warehouse or factory inspection

is a visual inspection. The inspector’s questions regarding equipment which he is inspecting
or which he desires to inspect should be answered politely and briefly. Questions regarding
qualifications of personnel operating technical equipment should be answered politely and
briefly. Questions involving company policy, volume of pack, codes, places of shipment,
customers and other questions not calculated to aid the inspector in his visual inspection of
the factory or warehouse should not be answered. He should be notified politely that the
request for information regarding these matters should be referred in writing to the Corporate
Office at Irvine, California.

If the inspector appears to be adamant in any request which the Plant Manager believes to be
unreasonable, and for that reason was not given or answered, the Plant Manager should, at the
conclusion of the inspection, invite the inspector into his office and at that time telephone the
Irvine Legal Department. He will be instructed further at that time. In the event inspection is
completed before or after Irvine office hours, contact the Vice President, Supply Chain. If this
individual is unavailable, then contact the following: If a factory or warehouse, contact your
Vice President of Operations or Manufacturing. If the warehouse is a distribution warehouse,
contact the Supply Chain Director. Upon receiving the report, one of the above individuals
will contact a member of the Legal Department. Further instructions will be received from the
Legal Department.

SCOPE OF INSPECTION - PRODUCTION OF LOW-ACID FOODS

Under 21 C.F.R. Part 108 - Emergency Permit Control Regulations covering the thermal
processing of low-acid foods in hermetically sealed containers, the scope of inspection is much
broader

than for other foods.

‘When requested by an FDA official in writing, a commercial processor engaged in the
processing of low-acid foods shall provide "any information” concerning processes and
procedures which is "deemed necessary” by the FDA to determine the adequacy of the
process. This request may be made in writing by the inspector on the spot or it can be made
by telephone and confirmed by a telegram or letter. (If the request is made by telephone, start
assembling the information, but do not release it until the telegram or letter is received.) Be
sure to retain the written demand.
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INSPECTION OF FACTORIES AND WAREHOUSES BY FEDERAL FOOD AND
DRUG INSPECTORS (Continued)

SCOPE OF INSPECTION - PRODUCTION OF LOW-ACID FOODS (Continued)

Further, upon written demand, the FDA official has the right to inspect

and copy any and all records of processing, deviations in processing, container closure
inspections and other records which we are required to keep under Part 113 of the regulations
(low-acid GMPs). Always insist that this request be in writing and be sure to retain a copy
of the request in your file.

NOTE: Only the records mentioned in the preceding paragraph (and interstate or intrastate
shipment records) may be copied or photocopied upon written request. I the inspector
gives you a written demand for information he "deems necessary to determine the
adequacy of the process” that involves information not found in these records, provide
this information (after consultation with Irvine), if at all possible, either verbally or in a
written summary. If the information he requests can be found in one or more of our
policies or records not covered by the preceding paragraph and he insists on seeing it, try
to get the inspector to be specific about the portion he is interested in. Show him that
portion only, and while he may make personal notes, do not allow him to photocopy these
documents. If the inspector asks to see a copy of our Recall Procedure, tell him this will
be provided by Irvine upon written request.

In every case where records are inspected and copied by an FDA official: 1) Give him a copy
of the letter (Attachment IV), asking him to sign the acknowledgment. (The inspector may
refuse. If he does, just give him the copy.) 2) Send the same letter (Attachment IV) to the
District FDA office by certified mail, return receipt requested. Keep a copy of the letter and
the receipt in your file.

The inspector should be treated politely and courteously at all times and be shown through
the factory or warehouse in a reasonable, courteous and casual manner. Remember always
that any showing of hostility or reluctance to permit reasonable inspection will cause the
inspector to be far more critical and detailed in the inspection and lead to a possible strain in
the relations between the local FDA office and the company.

DO NOT VOLUNTEER INFORMATION OR SIGN ANYTHING

Upon the conclusion of the inspection, if defects are noted, the inspector is required to submit
a inspection report. The Plant or Warehouse Manager should always request a copy of the
inspection report if the inspector does not offer to give it. Inspection report generally takes the
form as shown in Attachment II. When the inspector has observed no defects, the inspector
will not prepare a report.

The law does not require the signing of any document, but it is usually not objectionable to
sign an acknowledgment that samples came from a particular batch or an acknowledgment
that an inspection was made. Outside these exceptions, do not sign any document without
prior authority from the Legal Department in Irvine.
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INSPECTION OF FACTORIES AND WAREHOUSES BY FEDERAL FOOD AND
DRUG INSPECTORS (Continued)

SCOPE OF INSPECTION - PRODUCTION OF LOW-ACID FOODS (Continued)

Immediately after the conclusion of the factory or warehouse inspection, the Plant Manager
should prepare a written report, setting forth in detail all that transpired during the inspection.
The report should indicate action taken or proposed in connection with points outlined in the
inspector's report. The Plant Manager should also attach copies of any documents left by the
inspector. The report should carefully note any comments the inspector the inspector made
during the inspection. In the case of the Operations Division, forward copies of the report with
Attachment IX as a cover sheet to the appropriate Vice President of Operations or
Manufacturing, Vice President Supply Chain, the Legal Department, Supply Chain Director
and Quality Control Manager and in the case of a Distribution Warehouse, forward copies of
the report to Supply Chain Director, Legal Department and Quality Control Manager.
Additional internal distribution may be directed in departmental supplements to this procedure.
Send a copy of Attachment IX to the Senior Vice President, Technology.

In the event that defects have been noted, the Plant Manager should respond to the FDA in
writing, setting forth any changes which are to be made or have been made in accordance
with the inspection. In the case of future changes, a follow-up letter should be written once
changes have been made. All such correspondence must be reviewed with the Legal
Department prior to sending it out.

EXAMINING AND COPYING OF RECORDS OF INTERSTATE SHIPMENT BY
FEDERAL FOOD AND DRUG INSPECTORS

Carriers engaged in interstate commerce and persons receiving food, drugs, devices or
cosmetics in interstate commerce, or holding such articles so received, are required, at

the request of an FDA inspector, to permit the inspector to have access to and copy

records showing the movement in interstate commerce of such merchandise or the holding
thereof during or after the movement, including the quantity, shipper and consignee thereof.

Inspection and copying of records of interstate shipment may be done only at the following
times and in the following manner:

A. Atreasonable times (during working hours).

B. A request to examine and copy records of interstate shipment must be accompanied by
a statement in writing specifying the nature or kind of food, drug, or device or cosmetic to
which such request relates.

‘Whenever an inspector requests permission to examine and copy records of interstate
shipment in a factory or warehouse, the Plant Manager should require an inspector to present
the written statement specified above before permitting examination and copying of records.
Only those records specifically requested in writing should be produced for examination and
copying. If at all possible, contact the Irvine Legal Department before permitting the inspector
to examine and copy records, but do not unreasonably delay him to a point where he can be
considered to have been denied permission to have access to and copy the records so
requested. If before or after Irvine office hours, contact the persons designated in 1IL.G. page
5.
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V. EXAMINING AND COPYING OF RECORDS OF INTERSTATE SHIPMENT BY
FEDERAL FOOD AND DRUG INSPECTORS (Continued)

In connection with records of interstate shipment, do not volunteer information. Let the
records speak for themselves. Refer any questions the inspector may have to the Legal

Department at Irvine. All records examined by the inspector should be duplicated at the
conclusion of inspection and should, together with any other documents examined by the

inspector, be attached to a written report prepared by the Plant Manager, setting forth in detail
al] that transpired during the inspection. Reports should be submitted in the same manner as

in factory and warehouse inspections on page 10.

VL
OF AGRICULTURE INSPECTORS

A. Representatives of the Department of Agriculture will inspect plant or warehouse

INSPECTION OF FACTORIES AND WAREHOUSES BY FEDERAL DEPARTMENT

premises or merchandise or other items therein only upon request by the Company. The
Plant and Warehouse Manager will be notified in advance of any such arrangement made

by the Company.

Reports should be submitted in the same manner as in factory and warehouse inspections

on page 10.

B. Inspections and re-inspections at our meat processing plants by the USDA Inspector
in Charge (II. C.) are not within the scope of this procedure. Routine contacts with
the II.C. are best handled by Plant Management. If non-routine issues arise, contact
the Irvine Legal Department for gnidance.

C. Occasionally the USDA’s Food Safety and Inspection Service (FSIS) may request
access to the plant for the purpose of examination and inspection to prevent the use
in commerce of any adulterated product. This investigation will be conducted by the
field Compliance Officer(s) (CO) in two types of enforcement procedures: criminal
investigations and HACCP enforcement.
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VI. INSPECTION OF FACTORIES AND WAREHOUSES BY FEDERAL DEPARTMENT
OF AGRICULTURE INSPECTORS (Continued)

C. Continued

1.

A criminal investigation begins when the FSIS has reason to believe a
company has violated the law. This belief may arise from a complaint by a
disgruntled employee, a customer, a competitor, USDA inspection personnel,
or a State official. The investigation is conducted by the field CO, who will
atterpt to ascertain the facts by using statements from relevant individuals,
company records and if applicable, laboratory analysis. If a CO arrives at the
plant with proper identification and announces the purpose of the visit is an
actual or potential criminal investigation, the Plant must immediately contact
the Legal Department for instructions and advice concemning legal
representation. Once approval has been obtained from the Legal Department
the following guidelines will be followed:

a. If arequest is made to speak to an employee by a government official, the
interview should be on company time and on the company premises.

b. A company representative will request to be present in any interview with an ™
employee to ensure the employee does not accidentally divulge privileged
information.

c. All written statements must be reviewed by Sandra Morar at McGrath, North,
Mullin & Kratz before they are signed.

d. The CO has the same records access authority as the IIC, however, the Legal
Department should be notified of the nature of the request to ensure that trade
secrets or confidential commercial documents can be identified to the CO.

e. The CO should be accompanied by a company representative while at the
plant (the same as a FDA inspector).

Enforcement actions under HACCP are handled differently than compliance

cases. Although compliance is involved, CO’s should play more of a supporting
role to inspection personnel. The IIC will provide notice to the plant during the
weekly meetings if there is a system failure caused by repetitive deficiencies. If the
IIC’s concerns are not addressed he can then contact the District Office. The
District Manager (DM) will review the matter and most likely send out a CO to the
plant to investigate. If the DM believes that there is a system failure due to either
the shipment of adulterated product or a referral from the IIC, the DM will notify
the plant in writing of the Agency intent to take enforcement action and provide
the plant an opportunity to either show that a system failure has not occurred or

to present a preventative action plan.
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VI. INSPECTION OF FACTORIES AND WAREHOUSES BY FEDERAIL DEPARTMENT

OF AGRICULTURE INSPECTORS (Continued)
C. 2.(Continued)

A diligent effort should be made to cooperate with the IIC so the CO does not get
involved. However, there may be times, especially when the matter involves a
factual dispute with the [IC whether direct product contamination is occurring,
when the company cannot avoid contact with the CO. In this case the plant should
ensure that the Corporate HACCP team and the Legal Department are aware of
the dispute and agree with the plant’s position prior to the issue being taken to the
DM by the IIC. If a CO amives at the plant with proper identification and
announces that the purpose of his visit is to investigate HACCP deficiencies, the
Legal Department must be notified and the guidelines in section 1 above must be
followed.

Any records copied by the inspector should be duplicated and attached to the
written report prepared by the plant manager in the same manner as in the
factory and warehouse inspections on page 10.

VII. ENTRY INTO FACTORIES AND WAREHOUSES BY FEDERAL IMMIGRATION

AUTHORITIES

At certain locations, the immigration authorities, due to a prevalence of illegal entry

the United States, are very active. The immigration authorities can enter private premises
without a warrant within a distance of 25 miles from any external boundary of the United States
for the purpose of patrolling the border to prevent the illegal entry of aliens into the United
States. Other entry onto private premises would appear to be prohibited without a warrant.

GENERAL INSTRUCTIONS:

If immigration authorities present themselves at plant or warehouse premises, the Plant
Manager should immediately be notified. The Plant Manager should first determine

whether or not the purported immigration authorities have credentials. Secondly, the

Plant Manager should determine whether or not the authorities are attempting to enter

with or without a warrant. If no warrant is presented, the Plant Manager should detain the
authorities and immediately contact the Legal Department. In the event the request for

entry is made before or after Irvine office hours, contact the Vice President Supply Chain. If this
individual is unavailable, then contact one of the following persons. If a factory or warehouse,
contact your Vice President of Operations. If the warehouse is a distribution warehouse, contact
Supply Chain Director. Upon receiving the report, one of the above individuals will contact a
member of the legal staff. Further instructions will be received by the Plant Manager from a
member of the legal staff.

In a case where immigration authorities have a warrant for the amrest of an individual and that
individual is on the plant premises, the Plant Manager should cooperate with the authorities, but
the arrest should be made as quickly and quietly as possible. Attempt to get the person to be
atrested out of the general plant or warehouse area. If at all possible, the arrest should be made
out of the sight of the other employees.

Although immigration authorities should be given every courtesy and the fullest cooperation,
every attempt should be made to limit the scope of their activities on the premises.
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INSPECTION OF FACTORIES AND WAREHOUSES BY STATE AND LOCAL

INSPECTORS

State inspectors carry out the same type of inspection as federal inspectors. Inspections by
state and local inspectors should be generally treated in the same manner as inspections by
Federal Food and Drug Administration inspectors.

Specifically, state inspectors have the right to examine and copy records of intrastate
shipments, identical to the right of Federal FDA inspectors to examine and copy records of
interstate shipments as outlined in V. B., page 10.

Remember, however, that certain state inspectors do have the right to inspect retort and other
records in connection with supervised packs.

Always limit the records you furnish for examination to those specifically requested and do
not volunteer any records or information.

Any records copied by the inspector should be duplicated and attached to the written report
prepared by the Plant Manager and submitted in the same manner as in factory and warehouse
inspections on page 10.

A. CALIFORNIA

In California, foods are regulated by the state's Sherman Food, Drug and Cosmetic Law,
which is administered by the California Department of Health Services.

Plants operating under the California Cannery Inspection Act have daily visits when
operating on low-acid and pH controlled products, since they are required to check
processing records and the operations before release of merchandise. All State inspectors
carry identification but do not have factory inspection forms. Arrangements are usually
made for access of inspectors without the usual formalities when the plant is operating
under the California Cannery Inspection Act.

The California law on factory inspections is broader than the federal law. In

California, inspectors have the right to "inspect all records, files, papers and processes
which have a bearing on whether or not the food is adulterated, misbranded, or falsely
advertised.” Thus, they do have the right to see batch production records and formulae,
for example, without submitting a written request. Attempt to contact the Legal
Department in Irvine for guidance prior to inspection of any records. They are not
entitled to:

1. Financial data
2. Sales data

3. Pricing data
4

Personnel data, except generally as to qualifications of technical and professional
personnel.
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VII.  INSPECTION OF FACTORIES AND WAREHOUSES BY STATE AND LOCAL

INSPECTORS (Continued)

B.

CALIFORNIA (Continued)

California inspectors are required to take the position that they have the right to take
photographs of significant violations, while making an inspection. If an inspector
requests the right to take photographs, tell him he may do so if he insists that he has the
legal right to do so. Once the inspector advises you that it is the Department of Health's
position that they have the legal right to take photographs, give him a copy of the letter
(Attachment V) and allow him to proceed with the picture taking. Ask him to sign the
acknowledgment, showing that he received the copy. (If he refuses, just hand it to him.)
A second copy of the letter (Attachment V) is to be sent by certified mail to the State of
California Department of Health, Attention: Chief, Food and Drug Branch, 714 P Street,
Sacramento, California 95814.

The inspectors are only supposed to photograph specific alleged violations. When the
inspector takes a picture, ask him what the alleged violation 1s and make a note of it.
Then take your own photograph or photographs of the same alleged violation as well as
the general area to get a broader view for perspective. At the conclusion of the picture
taking, ask the inspector to send you copies of his photographs. They will do this and
bill you for the cost of the copies.

California inspectors have the right to obtain samples during inspections, but upon
completion of inspection and prior to leaving the premises, the inspector must give a
receipt describing the samples obtained. When an inspector takes samples during the
course of his inspection, like samples should be taken by the person accompanying the
inspector. Samples should be turmed over to the Plant Quality Control Manager and
will be held by him until receipt of further instructions. If no instructions are issued,
samples may be disposed of after being held twelve months. After the inspection is
completed, a written request should be made for the results of analyses made on samples
obtained. See Attachment VI, for letter to be sent to the appropriate regional office.

‘When you are requested to sign the "Report of Observations" form prepared by the
inspector at the completion of his inspection, add the words "Copy Received" above
your signature.

Company representatives accompanying these inspectors should take notes of the
inspector's comments as the inspection is being made. Reports should be submitted
in the same manner as in factory and warehouse inspections on page 10.

GEORGIA

Food in Georgia is regulated under the state's Food Act administered by the Department
of Agriculture.

The inspector shall have free access at all reasonable hours to any factory, warehouse or
establishment in which food is manufactured, processed, packed or held for introduction
into commerce and any vehicle being used to transport such foods for the purpose of (1)
inspecting such factory, warehouse, establishment or vehicle; and (2) of securing samples
of any food after offering to pay for such samples. There is no right to inspect or copy
records.
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VIL.  INSPECTION OF FACTORIES AND WAREHOUSES BY STATE AND LOCATL

INSPECTORS (Continued)

C.

LLINOIS

In Illinois, foods in commerce are regulated under the state's Food, Drug & Cosmetic
Act, administered by the state's Director of Public Health.

For purposes of enforcement of this Act, inspectors, upon presenting appropriate
credentials and a written notice to the Plant or Warehouse Manager, are authorized (1)
to enter at reasonable times any factory, warehouse or establishment in which foods are
manufactured, processed, packed or held for introduction into commerce and (2) to
inspect at reasonable times and within reasonable limits and in a reasonable manner
such factory, warehouse, establishment or vehicle and all pertinent equipment, finished
and unfinished materials, containers and labeling. There is no right to inspect or copy
records, except that records regarding the movement of a product in commerce must be
provided after a request to inspect those records is made in writing.

Upon completion of the inspection, and before leaving the premises, the inspector shall
give a written report to the Plant or Warehouse Manager that sets forth any practices
observed by him which in his judgment indicate that any food may have become
contaminated or rendered injurious to health. A copy of such report shall be

sent promptly to the Director of Public Health.

If the inspector has obtained any samples, he shall give a receipt describing the samples
obtained before leaving. If an analysis is made of such samples, a copy of the results
shall be furnished promptly.

MINNESOTA

Food in commerce in Minnesota is regulated under the Minnesota Food Law,
administered by the state's Department of Agriculture.

For purposes of enforcement of the Minnesota food law, an inspector, upon presenting
appropriate credentials, is authorized to (1) enter at reasonable times any factory,
warehouse or establishment in which food is manufactured, processed, packed or held
for introduction into commerce or to enter any vehicle being used to transport such
food; (2) to inspect at reasonable times and within reasonable limits and in a reasonable
manner such establishment or vehicle and all pertinent equipment, finished and
unfinished materials, containers and labeling; and to obtain samples; and have access to
and to copy all records of carriers in commerce showing the movement, the quantity,
shipper and consignee. There is no right to inspect or copy other records.

At the conclusion of the inspection, and prior to leaving, the inspector shall give a written
report setting forth any conditions or practices observed by him which in his judgment
indicate that a food may have become contaminated or rendered injurious to health. A
copy of such report shall be sent promptly to the Commissioner of Agriculture. If the
inspector took any samples, he shall give a receipt to the Plant or Warehouse Manager.

If any analysis is made of any samples taken, a copy of the result of such analysis shall

be promptly furnished.
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VII. INSPECTION OF FACTORIES AND WAREHOUSES BY STATE AND LOCAL
INSPECTORS (Continued)

E. MISSOURI

In Missouri, the laws governing food are administered by the state’s Department of
Health and Senior Services.

Inspectors shall have free access at all reasonable hours to any factory, warehouse, or
establishment in which foods are manufactured, processed, packed, or held for
introduction into commerce, or to enter any vehicle used to transport or hold food. The
inspector may also secure samples or specimens of food after offering to pay for the
samples. The samples will be examined to determine whether the food is adulterated or
misbranded. The inspector, after providing a specific written request, may have access to
and copy all records showing the movement of goods in commerce, including the
quantity, shipper, and consignee.

F. OHIO

In Ohio, foods are regulated under the state's Pure Food and Drug Law by the Director of
Agriculture.

The inspector shall have free access at all reasonable hours to any factory, warehouse,

or establishment in which foods are manufactured, processed, packed or held for
introduction into commerce, or to enter any vehicle being used to transport such food

for the purpose of (1) inspecting such establishment or vehicle; and (2) to secure samples
or specimens of any food after offering to pay for the samples or specimens. The samples
shall be examined to determine whether or not any provisions of the Pure Food and Drug
Law are being violated. There is no right to inspect or copy records.

G. PENNSYLVANIA

Pennsylvania law governing adulteration and misbranding of food is administered by
the state's Department of Agriculture.

Inspectors have free access at reasonable hours to enter a food establishment or a vehicle
used to transport food for the purpose of (1) inspecting such establishment or vehicle and
(2) securing samples or specimen of food. The inspector is authorized to seize any food
that is suspected of being adulterated or misbranded. There is no right to inspect or copy
records.

H. TENNESSEE

Foods in Tennessee are regulated under a basic act administered by the state's
Commissioner of Agriculture.

Inspectors shall have free access at all reasonable hours to any factory, warechouse

or establishment in which foods are manufactured, processed, packed or held for
introduction into commerce, or to enter any vehicle being used to transport such foods
for the purpose of (1) inspecting such establishment or vehicle; and (2) to secure any
samples or specimens after offering to pay for such samples. The samples shall be
examined to determine whether or not provisions of the statute are being violated.
Inspectors have the right to inspect and copy intrastate shipment records. Always ask
that this request be put in writing before producing the shipment records. Inspectors do
not have the right to inspect or copy any other records.
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VII. INSPECTION OF FACTORIES AND WAREHOUSES BY STATE AND LOCAL
INSPECTORS (Continued)

. TEXAS

Foods in Texas are regulated under a basic statute administered by the state's
Commissioner of Health.

An inspector shall have free access at all reasonable hours to any factory, warehouse

or establishment in which foods are manufactured, processed, packed, stored or held

for introduction into commerce, or to enter any vehicle being used to transport such
foods for the purpose of (1) inspecting such establishment or vehicle and (2) taking
samples or specimens of any food after offering to pay for such samples. The sample
must be examined to determine whether or not any provision of the statute is being
violated. Whenever samples are taken, an equal amount of the product sampled may,
upon request, be given to the Plant or Warehouse Manager. There is no right to inspect
or copy records except that a person receiving or holding food in commerce must permit
an agent access to and the copying of records showing movement in intrastate commerce
after such a request is made in writing.

J.  WISCONSIN

Food in Wisconsin is subject to statutory provisions administered by the state's
Department of Agriculture.

For the purpose of enforcing the statutory provisions, an inspector may, at reasonable
hours, enter and inspect any farm, factory, warehouse, building or establishment
where foods are manufactured, processed, packed, stored or held for sale, and may
enter any vehicle used to transport the foods. The inspector may also secure sampies
or specimens of food and any product or substance that may affect food, examine and
copy relevant documents and records, and obtain photographic and other evidence
needed to enforce the statute.

IX. INSPECTION OF FACTORIES AND WAREHOUSES BY U.S. ARMY VETERINARY
CORPS

Inspections by the U.S. Army Veterinary Corps should be generally treated in the
manner as inspections by Federal Food and Drug inspectors. These inspections usually
follow along sanitation lines for plant approval under government purchasing requirements.

Reports should be submitted in the same manner as in factory and warehouse inspections on
page 10.

X. REGULATORY VISIT FOR NET WEIGHT COMPLIANCE (FEDERAL, STATE OR
LOCAL)

When visited by one of the above regulatory agencies for net weight compliance, the visit
should be handled in the same manner as a Food and Drug inspections. Your written report
should be the same as detailed on factory and warehouse mspection on page 10 and include
Attachment IX.

This attachment is intended to further detail the manner samples were secured, especially if
the inspector did not take them in a random sequence.
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SAMPLING OF RAW PRODUCTS OR BY-PRODUCTS USED FOR ANIMAIL FEED
FOR PESTICIDE RESIDUES BY FEDERAL FOOD AND DRUG INSPECTORS OR
STATE INSPECTORS.

Food and Drug Administration inspectors or a State Inspector may present themselves at
plants and field receiving stations for the purpose of obtaining samples of raw products or
by-products used for animal feed. The purpose of this sampling is for analysis of pesticide
residues. At the time the samples are taken, advise the inspector of the name of the Plant
Quality Contro] Manager who should receive the "Report of Analysis.” Samples should also
be taken by the person accompanying the inspector as specified in Table I (pages 20 and 21).

Notice of sampling should be given immediately to the Quality Control Manager, and

the shipment from which the sample was taken shall be handled in the manner directed. Youw
written report should be the same as detailed in the Factory and Warehouse Inspection section
on page 10.

SAMPLING OF FINISHED PRODUCT FOR PESTICIDE RESIDUES BY FEDERAL
AND STATE AGENCIES

Food and Drug Administration or a State Inspector may present themselves at plants for the
purpose of obtaining samples of finished product. If the purpose of this sampling is for
analysis of pesticide residues at the time the samples are taken, advise the inspector of the
name of the Plant Quality Control Manager who should receive the "Report of Analysis.”
Samples should also be taken by the person accompanying the inspector as specified in
Table L.

Notice of sampling should be given immediately to the Quality Control Manager and the lot
from which sample was taken shall be handled in the manner directed. Your written report
should be the same as detailed in the Factory and Warehouse Inspection section.

DUPLICATE SAMPLING INSTRUCTIONS (See Table I)

In the event a Regulatory Agency takes samples, duplicate samples must always
be taken, following the plan outlined in Table L.

All product which is sampled by a Regulatory Agency must be placed on hold.
Notify the Supply Chain Director with the identity of the affected lot.

In the event a records examination reveals an out-of-specification incident of significance
to a Regulatory Agency, or codes of product are recorded for the same reason, the product
involved should be placed on hold and the Supply Chain Director notified immediately.
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Page 24
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GI012
Page 26

DERPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SBERVICE
FOOD AND ORUG ADMINETRATION
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ATTACHMENT IV

GI012
Date Page 27

TO: Food and Drug Administration

We acknowledge receipt of your written request dated:
for information or to inspect and copy records pursuant to 21 C.F.R. 108.35 (c) and (h) purportedly

issued on the authority of Section 404 of the Federal Foods, Drug and Cosmetic Act. We intend to comply
with the regulations by furnishing such information or furnishing for inspection and copying the requested
records of processing, deviations in processing, container closure inspections and other records kept
pursuant to Part 113, but the constitutional right to object to use of any of this information or these records
in any prosecution of a natural person is, however, specifically reserved for the protection of anyone
adversely affected in any appropriate forum pursuant to section 701(e), () (1), (3), (4) and (6), or charged
in any such prosecution under Section 303 of the Act, or otherwise as permitted by law.

Signature

In California, add the following paragraph:

We further reserve the right to challenge the applicability of the record keeping and request for information
or records provision of Section 108.35 to California facilities in light of Section 108.35 (j).

Copy Received:

By:

Date:
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ATTACHMENT V

Date

TO: State of California Department of Health

This is to acknowledge your demand to take photographs of our facility purportedly under the authority
of Section 26234 of the California Health and Safety Code. We have complied with your demand but
specifically reserve the right to challenge your interpretation of your rights under California law. We
further reserve the constitutional right to object to the use of any such photographs as evidence in any
prosecution or proceeding.

‘We claim these photographs to be exempt from the provisions of California Government Code Section
6250 et. seq., "Inspection of Public Records," under Government Code Section 6254 (b) and Evidence
Code Section 1060,

Copy Received:

By:

Date.
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ATTACHMENT VI

FOR USE IN CALIFORNIA ONLY

Date,

State of California

Department of Health, Food and Drug Section
2151 Berkeley Way

Berkeley, CA 94704

State of California

Department of Health, Food and Drug Section
1449 West Temple Street

Los Angeles, CA 90026

State of California

Department of Health, Food and Drug Section

7147744 "P" Street

Sacramento, CA 95814

To Whom It May Concern:

During an inspection of our facility completed by your department this date, the following described samples

were coliected, the receipt of which was acknowledged by your inspector on the attached form.

(Briefly describe samples, enclose copy of receipt
for Department's identification)

It is requested that the results of any analyses made on these samples be promptly provided the under-
signed.

Very truly yours,
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ATTACHMENT VII
COMPANY CONTACTS
Office Telephone Numbers

Vice President Supply Chain

Vice President Operations or Manufacturing

Supply Chain Director

Legal Department, Irvine
Georgia Ingram (949) 437-2230

McGrath, North, Mullin & Kratz, PC, 11O

S. Morar (402) 341-3070

Home Telephone Numbers: A list of home telephone numbers
for the above persons will be maintained in
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ATTACHMENT VIII
NET WEIGHT - REGULATORY

Net Weight Regulatory Information Form

Date: Plant:

Hour: a.m. of p.m. Product:
Regulatory Agency:

Samples: Taken random - yes 1o,

If no, explain how it was taken:

Signed
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ATTACHMENT IX
ConAgra Grocery Products Company
REPORT OF PLANT/WAREHOUSE REGUILATORY INSPECTION
PLANT/WAREHOUSE LOCATION:
DATE(S): TIME STARTED: ENDED:
IRVINE INDIVIDUAL CALLED WHEN INSPECTOR ARRIVED AT PLANT. NAME: TIME:___.__
INVESTIGATOR'S NAME(S):

PLANT PERSONNEL ACCOMPANYING
INVESTIGATOR(S):

TYPE OF INSPECTION: FEDERAL | | STATE| |COUNTY| |CITY | |

OTHER:

AGENCY REPRESENTED:

PURPOSE OF INSPECTION:

AREAS INSPECTED:

INGREDIENTS AND/OR PRODUCTS EXAMINED BY
INVESTIGATOR:

SAMPLES TAKEN BY INVESTIGATOR:

PURPOSE OF TAKING SAMPLES:

CODE OR LOT NUMBER OF DUPLICATE SAMPLES TAKEN BY PLANT
PERSONNEL:
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(Over)

ATTACHMENT IX (Continued)

DISPOSITION OF DUPLICATE SAMPLES COLLECTED BY PLANT
PERSONNEL:

TYPE OF PRODUCT LABELS TAKEN BY INVESTIGATOR:

DISPOSITION OF DUPLICATE LABELS TAKEN BY PLANT PERSONNEL:

TYPE OF PLANT RECORDS REQUESTED AND SHOWN:

PLEASE ATTACH YOUR REPORT OF THE INSPECTION INCLUDING QUESTIONS ASKED AND
ANSWERED,

OBSERVATIONS AND COMMENTS MADE, WHAT ACTIONS YOU HAVE TAKEN AS A RESULT OF
THIS INSPECTION, AND ALL DOCUMENTS LEFT BY THE INVESTIGATOR.

SIGNATURE: DATE,
NAME:
MAIL THIS REPORT AND ALL ATTACHMENTS
TO; VP OF MANUFACTURING OR VP OF
DISTRIBUTION
VP SUPPLY CHAIN
MAIL A COPY OF THIS REPORT ONLY TO: R. BILLINGSLEY, EXECUTIVEVICE PRESIDENT,
TECHNOLOGY
3353 Michelson Drive

Irvine, CA 92612
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Six ConAgra Drive ~ Mail Stop 6-405 OO dehsat- K

Omaha, NE 68102-5006

Phone: (402) 595-6001
FAX: (402} 595-7660

DATE: _2. 7. 27 7 O}

T0:
Name: ‘S‘osegf; ge."—%
company: _CES A—IJ, FDA
FAXNo: (R0] ) 434 -2717
FROM:

Name: ‘bau Newnes
Phone number: YpZ 595- 4818

Number of pages including this cover Ieffer.;___LL_____
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C
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To:  Jack Douglas, Inspector, FDA
Joe Baca, Director, Office of Compliance, CESAN, EDA

From: Don Jones, Sr. Director Enterprise Quality and Food Safetf@
Date: February 27, 2007

Re:  Peter Pan Peanut Butter Recall -- Sylvester, GA facility 2004 Salmonelia product
positives

As discussed, and in response to FDA’s request, we are providing documentation of the
results of Salmonelia testing for two production dates, October 2, 2004 and Octaber 29,
2004, at the Sylvester, GA ConAgra Foods facility.

In summary, ConAgra Foods® routine monitoring for Salmonella in finished product
manufactured at its Sylvester, GA facility identified a potential issue for the two
production dates noted above. In connection with the company’s investigation of cach
incident, 677 additional product samples where tested, with 22 Salmonella positives
found. The resuits of the additional product testing (which reflects both individual and
composite samples) are attached.

In each case, ConAgra Foods wes able to isolate the potentially affected finished product
and place it on hold at the plant during the testing. Once the additional product testing
confirmed the presence of Salmonella, the affected finished product was disposed of ina
landfill. Further, the following cleaning process was used to clean the plant following
cach event:
1) Certain accessiblé arcas of the plant were wet cleaned,
i.e.. the equipment that could be disassembled and taken to the COP “clean out of
place” washroom.
2) Other open arcas were alcohol cleaned.



299

02/27/2007 22:4% 14825957660 ENTERPRISE QUALITY PAGE  03/14

Closed quimmt between the mill and the filler were not wet washed due to
concems of introducing water into the process. The following process was used on
the closed equipment after each event;
1) Product was emptied from the mill to the filler and destroyed.
2) The pipe line was filled again between the mill and the filler with clean
product
3) Product was emptied from the mill to the filler and destroyed
4) The pipe line was filled again between the mill and the filler with clean
product
5) The finished product was placed on hold and tested. The product was released
only after the testing confirmed negative for Salmonella.

Please note that the information provided above and in the attached documents is
confidential and proprietary information of ConAgra Foods, and that the documents are
stamped as such. Given the confidential and proprietary nature of the documents, they
cannot be provided by the Food and Drug Administration (FDA) to any third partics,
including in response to any request for such documents or the information contained
therein pursuant to a Freedom of Information Act (FOIA) request. Should FDA receive
an FOIA request for such documents/information, please promptly inform ConAgra
Foods. Otherwise, once FDA has completed its review of the documents, please return
them to ConAgra Foods or shred.

Please also note that ConAgra Foods’ willingness to provide the attached information in
connection with FDA’s investigation in this matter is not Intended to, and does not, waivc
any applicable privilege or other legal basis under which the information may not be
subject to production. By the production of these documents, ConAgra Foods does not
intend to and has not waived the attomey-client privilege or any other protections.

If you have any questions please feel free to call me directly.
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FOOdS Microbiology Analysis

84/14

OMAHA MICROIOLOGY Rep ort
LABORATORY
Six ConAgra Drive PDL-105
Omshs, NE 68101
(402) 5957812
To: Matis, Mike
Ce: Work Request #: a0
From: Omaha Microbiolagy Leboratory Work Type: Product/Ingredients anatysls - By Samplc
Nunber
Date: Oxtoter 11, 2004 Somples Received: 10762004
Subject:  Microbivlogy Amalysis Report Anslysh Comp
..é“ﬁl:;:l;{ General Description Test Type Results Commants
1 AsLing Beginning 11114276
(opened) G0E603A
B
Salmoneita Negative
2 AdLine Middie (opened) 21114276
0021074
M
Salmoneiia + Posiive
3 A-Linc End {opened) 21114276
0000024
E
Salmonella . Positive
4 B.Line Beginning 21114276
(opened) 0015568
B
Salmoncila Negztive
5 B-Line Middie {opened) 21114276
0020548
M
Salmonella Positive
L] B-Line £nd (epened) 21114278
0023538
B .
Salmonella . Positive
7 A-Lloe Beginning 21114276
(unopened) 001603A
Salmoneila Negtive
L} A-Line Middle (unopened) 11114276
0021D7A
M
Saimonelia « Positive
[ A-Line End (unopened) 21114276
00000ZA
E
Salmoneiiz Negative
Mondsy, Oslober 11, 2004 & W Lo Poge 1 of2

CONFIDENTIAL AND PROPRIETARY
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P2/27/2897 22:46 14825957660 ENTERPRISE QUALITY PAGE 85/14
Sample G enera) Descripti Test T, Res
Number enera) cription est Type olty Comments
4 B-Line Beginning 21114278
{unopened) 0015560
B
Sulmonelie Negative
11 BoLine Middic (unopened) 21134276
0020548
™M
Saimonells , Positive
73 BeLinc End (unopsned) 21114276
002353B
E
Saimoueita Negative
1 1CS Brath ics
Saimonclin ~ Positive
i4 Composite Sample Composit
€
Satmoncila " Positive

CONFIDENTIAL AND PROPRIETARY

Mondry, October 11, 2004 Fage2of2
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-02/27/2007 22:48 14025957660 ENTERPRISE. QUALITY PAGE B85/14
. R .
O . . 3 [
FOO . Microbiology Analysis
OMANA MICROBIOLOGY Rep ort
LABORATORY
Six ConAgra Drive PDL-105
Omaha, NE 68102
(402) 595-7012
To: Maris, Mike
Ce: Chris Horan; Seff Miller ‘Work Request #: 928
Fram: Ormahe Mierobiology Labaratory Work Type: mwm analysiy - By Sample
Date: Oxtober 11,2004 Samples Recefved:  10/7/2004
Subjest: Microbiology Analysis Report Annlysis Comp
;S;u :r’: General Description z‘::. Floar TetType Results Comments
H 18 oz Peter Pan Pemut 21114427 1600  AlLinc it
Butter . 600 cof 10
Salmonelis Negative
2 18 ox; Peter Pan Peanut 21414427 1200 Aline Composit
Bruiter 400 eof 10
Salmonelia Negative
3 1B oz Peter Pan Peamn U4 1800 Aline  Compotit
Burter 600 eof 10
Salmoncis Negative
] 18 o2 Peter Pam Peanut WM 1900 ALine  Compesit
Burer 600 eof 10
Sulmanelia Negative
E 18 oz Petcy Pan Peanut 23118427 20:00  Aline  Composit
Bumer 600 #541-50 cofi0
Salmonelin Negative
& 18 oz Peter Pan Peanut 21114427 20:00 Aline  Composit
Butter [0 W's$1-60 eof 10
Salmoneity Positive
? 18 oz Peter Pan Peanut 21114427 23,0045  Aline  Composit
Butter 600 8110 eof 0
Salmancila Positive
L] 4 oz Peter Py Pomun 21114427 21:00Wa  AlLine  Composit
Burer 800 71-30 cof 10
Satmonclia Positive
9 18 oz Peter Pan Pesnur 2111427 21008 Alime  Compesit
Butter 800 350 eofil
Saimonetla Positive
1o 18 oz Peter Pan Peanut 23114927 22°00¥: AlLine  Compa:it
Bumer 600 91.100 cof 10
Salmonella Negattve
11 18 ox Peicr Pan Prannt 21114427 2200#'s  A-Line  Composit
Buher 600 JARAL] eof10
Salmonelia Nepative
12 18 ox Peier Pxn Peanut 21114427 2300 A-Line  Composit
Bermer 600 cof 10
Salmontlta Negative
REPORTED
Mandny, October 11,2004 o0 l” L,: Pagelof2
L’ /

CONFIDENTIAL AND PROFRIETARY



303
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Mf Hoer
::::l:r Genera) Description c,:. Test Type Resulu Commenty
1 18 oz Peter Paa Peanut 114427 24:00  A-lline  Composit
Buter §00 eof 10
Safmaoneils Niagative
RIETARY
CONFIDENTIAL AND PROF

Menday, October §1, 2004 Page 2 of2
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ENTERFRISE QUALITY PAGE

Microbiology Analysis

Report

88/14

OMARA MICROBIOLOGY
LABORATORY
Six CovAgra Drive PDL-105
Omaha, NE 68102
{402) $95-1822
To: Matis, Mike
Ce: Work Request #: 927
From: Omaba Mierobiciogy Laborstory Work Type: PNt;:\IWInpcdienu analysis « By Sumple
her
Date: Ontober 13, 2004 Saeples Reeelved:  10/11/2004
Subject:  Miorobialogy Analysis Report Annlysis Completed: 10/13/2004
Sample e
Number. Geners] Description Tust Type Resulta Commentx
1 28 ox Peter Pam peanut 21342260 16:00  BLine  Compasit
buter ] hour ecfl0
jos
Sumonclfa Negative
2 28 oz Petce Pan pesmn. 21142760 700 Bline  Composit
butier 0 hour eof 10
e
Salmoncita Negative
3 2B 02 Peter Pan peanut 21142750 1800 BLline  Composit
buner ] hour eoftd
jars
Saimonctla Negative
4 28 az Persr Pan peanut 21142760 19:00 BlLline Compasit
buttec ] hour eof 1}
jors
Samonclie Negative
5 28 ox Peter Pan peanut 21142760 20:00  Bline  Composit
utcr ] o #41- cof 10
50 Jars
Saimonctis Negstive
1] 28 o2 Peter Pan peanut 21142760 20.00 Bline Compasit
buner 0 hour #51- eof10
50 Jans
Satmonella Negative
? 28 az Peter Pon peanut 21142760 21:00 Blinc  Composit
butter 0 hour #61- eof 10
70 jars
Saimonetla Potitive
] 28 oz Petey Pan peanin 21142760 21,00 Bline Composit
butier 0 henr #71 eofl0
80 jars
Salmoneifa Negative
5 28 vz Prtcr Pan peanut 21042760 20:00 Bline Composit
butter 1] hovr 681 cof10
%0 Jars
Saimonells Positive
Pags 1 of2

Wednesday. October 13, 2004

CONFIDENTIAL AND PROPRIETARY
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B2/27/2887 22:48 14825957668 ENTERPRISE GUALITY PAGE 89/14
’ S::ph General Description Test Type Resuls Commants
HJ 28 o3 Pestr Pan pranut 211421760 2200 BLine Composic
Tumer .0 hour sof 10
jors. .
Saimonchia Positive
H 28 ez Peter Pan peanut 21142760 23100  Blire Composit
buter 0 hour eofl I0
Jurs
Salmonella Positive
2 28 oz Peter Pan peanuit 17142760  00:00 PLine  Composit
butier L4 bour cof 10
jars
Suimonelta Negative
3 18 ox Peter Pan peanut 21142760  22:00 Bline Composit
buter howr cofi0
#121-130 jors
Salmonelin Povitive

CONFIDENTIAL AND PROPRIETARY

‘Wedncsduy, Ocleber 13, 2004 Page2of2
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92/27/2007 22:45 14825357660 ENTERPRISE QUALITY PAGE 10/14
OFOO Microbiology Analysis
OMAHA MICROBIOLOGY Rep 0 l't
LABORATORY
Six ConAgra Drive PDL-105
Omahs, NE 68102
(402) 595-7822
To: Matis, Mike
Ce: Cheis Horan Work Request #: 1383
From: Omzha Microbielogy Laboratory Work Type: ;mdml(n.nd:‘em anslysis - By Ssmple
umber
Date: November 15, 2004 Swmples Received: 1171172004
Subject:  Microbiology Analysis Report Analysis Completed:
:::p! ':r General Description 2:’:, “;r.’ vre Test Type Resuits Commuats
1 1B oz Reduced Fut Peavit 21114276 19549 /D 45300002 Composit
Buner 00 27 cofi2
Salmonelia/375g Negative
2 18 oz Reduced Fai Peama 21114276 2007/D 45300002 Composit
Buner 1] 27 cof 12
Selmonelin /375 Negative
k] 19 oz Reduced Fat Peanut 20114275 2021/D 45300003  Composit '
Butter o0 b2 cof 12
Salmonelia/375g Nepafive
4 10 ax Redueed Fat Peanut 21114276 2024 /D 45300002 Composit
Bhrter 00 7 cofl2
Salmoncila /375g Nepative
§ 18 o Reduced Fit Peanut 21114276 2035/D 45300002 Comiposit
Butter 00 27 cofi12
Salmonella7375g Nepative
L 18 0z Reduccd Fat Peanut 21114276 2036/D 45300002 Composit
Butter a 21 eofi2
Salmonella/375g Negstive
? 18 ox Reduoed Fat Pesmst 21114276 2044/D 45300002 Composit
Butter L] 27 eofl2
Salmonctia/ 3755 Negative
9 19 o2 Reduced FatPeamut - 21114276 2048/D 45300002 Composit
Butiey [ 27 cofi2
Saimonelia/375g Negative
L 18 0z Reduced Fat Pesnut 21114276 2103/D 45300002 Compotit
Burer 00 27 eofi2
Sumonella/375g Negative
10 38 oz Reduced Fat Pranut 21114276 2103/D 45300002 Composit
Bunmer 00 27 eofi2
Salmonelta/ 175g Negative
i1 18 0z Redvced Fat Pesnut 21114276 2104 /D 45300002 Composit
Butter 00 27 eof12
Sobmonciia/ 375g Negative
12 1 o2 Reduced PatPeanut 21114276 2114/D 45300002  Composit
Buter 00 27 cof 12
Soimonelin/ 375¢ Negative
Mondxy, November 15, 2004 Page ! of3

CONFIDENTIAL AND PROPRIETARY .
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B2/27/2007 22:48 14925957660 ENTERPRISE BUALITY PAGE 11/14
) .
:w:"" General Description. ooy, ome/  UFC Test Typs Besuls  Comments
A} 18 oz Redvced FmPranut 21314276 2120/D 45300002 Composit
Buoer 0 7 eof12
SalmoneRa /)15 Negative
4 18 ox Reducod FatPeanut 21114276 2134 /D 45300002 Composit
Butter 00 27 eof 12
Satmoneila /375g Negative
15 18cx Reduced FstPeanut 21114276 2144/D 45300002 Cemposit
Butter ] 21 eofl2
Satmonclls / 375g Negative
18 (3o Reduced FatPeanot 21104276 214B/D 45300002 Composit
Butter o4 T eof§2
Salmanelia /374 Nepative
17 183tz Reduesd FarPosm 21114276 2224 /D 45300002  Compoxit
Buucy 00 2?7 eofl2
Solmonella/375g Negative
18 18 0z Reduced Fat Pesnut 21114276 2226/D 45300002 Compasit
Buter 0 . 27 col{2
SalmaoneHa/ 375g Negalive
» 12w Reduocd P Poanut 21114276 2235/D 45300002  Compasit
Butter o0 17 sofi2
Saimonedia/ 3753 Negative
20 180z Reduced Pt Peanut 21114276  2240/D 45300002  Compotit
Buttay o 17 eof 12
Salmaenelfa /3753 Negative
21 180z Reduced FatPesnut 25114276 2248/T 45300002 Composit
Butter ] 7 eofl2
Sulmoncila/ 3758 Negative
2 1Boz Reduced Fat Peonue 21114276 2152/D 45300002 Compesit
Butcr oo 7 tafl2
Salmoncile / 375g Negative
2 1R oz Reduced Fat Pesmue 21114276 2203 /D 45300002  Comporsit
Buner 4 27 eof i2
. Saimonelta/ 3758 Negetive
24 180z Reduced Fat Pesrut 21114276 230B/D 45300002 Compoti
ey o4 7 eofi2
Salmonctln /3758 Nepxive
1 180z Reduced P Peantt 21114276 2318/D 45300002 Composit
Butter (0] 27 eof 12
Salmonciia /3758 Negative
26 18 oy Reduced FxtPoonut 21114276  1322/0D 45360002 Composit
Butter ) 27 sofi2
Saimonella/375g Negative
27 18 oz Reducod Fat Fomnut 21104276 2329 /D 45200002 Comapoait
Buner a0 . 7 eaf12
Sulmonelia/ 375 Positive 1D 3. ententidis
P 18 oz Reducrd Fot Posnut 21114276 2330/D 45300002 Compesit
Butter o0 n eofi2
Salmonciha /3755 Negative
29 18 oz Reduced Fat Peanut 21154276  2335/D 45300002 Composit
Bumer o 27 eof12
X 3almoaelia/ 375 Negativa
30 18 oz Reduced Fat Peanut 21314276 2336 /D 45300002 Composit
Buter [ 7 eof 12
Salmanclis/ 3758 Negative
Page2of3

Monday, November 15, 2004

CONFIDENTIAL AND PROFRIETARY
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.82/27/2007 22:45 14825957660 ENTERPRISE QUALITY PAGE 12/14
Sample L ME Time/ vec B .
Ny : o General Deseription - code ~ ~ Lint - Test Type Romlty Comments
EH 180z Redueed FatPeanut 21114278 234870 43300001 Composit
Butter 4] 27 eof 12
Saimonelia/ 375 Nrgstive

2 18 oz Reduced Fat Pesnut 11114276 2345 /D 45300002 Composit
Buger 00 1 eof 12
Saimonclin/ 375g Nepotive

Monday, November 15, 2004 éONFIDEN'ﬂ AL AND PROPRIETARY Peged of 3
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.82/27/2907 22:48 14825957660 ENTERPRISE QUALITY PAGE 13/14
™
. » s
FOOCIS‘ Microbiology Analysis
OMAHA MICROBIOLOGY Rep ort
LABORATORY
Six ConAgrs Drive PDL-105
Omaha, NE 68102
(402) 5957521
Tot Matis, Mike
Cu: Chris Heren Work Request §: 1206
From: Omaha Mierohiology Laboratory ‘Work Type: mnm“ sralysis - By Sampls
.3
Date: November 8, 2004 Samples Received: 1122004
Subject:  Microdiology Analysis Report Anslysis Completed: 11/3/2004
Sample N My Time  Line
Nu m= op Ocueral Description  code Test Type Results Comments
' 1802 PP Creesry Opened 21314303 1600 A 45300299
Iar o0 1
Salmenetta Negative
2 18 ox PP Creamy Opened 21114303 1800 A 25300299
v 00 11
Salmonelia Negative
3 IR ox PP Crcsmy Opened 21114303 2058 A 45300299
Sar [ 1
Salmonelta Nepative
4 18 ax PP Creamy Opened 21114303 2055 A 45300299
b no H
. Salmonstls Negative
H 130z PP Creamy Opened 21114303 0{00 A 45100299
Jar 00 1t
Salmoncila Negative
[ 18 o2 PP Cremmy Opened 21114303 0100 A 45300299
Jar [ ] i
Salmenelly Negative
7 18 oz PP Creamy 21114303 1600 A 45300299
Unopened Jar 00 i
Salmonelta Positive 1D; 8. Enteritidis group
c
3 18 2. PP Creamy 2111490 2055 A 45300259
Unopened Jar 00
Salmonelia Negative
5 18 ca PP Cresmy 21114303 010 A 45300289
Unopened Jar ] i1
Selmonclis Negative
10 28 0z PP Crewmy Opercd 21114303 1600 8 45300299
Jar 00 0s
Salmenells Negative
1] 2% 02 PP Creamy Opened 231714203 2054 B 45300299
Jar ] [
Saimenelia Positive 1D 5. Enteritidis proun
[}
12 28 bz P Crommy Opened 21114303 G056 R 45300289
dur o0 ]
PR . Salmonetln Negative
Monday, Navember 08, 2004 Page lof2

CONFl'leNTIAI. AND PROPRIETARY
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B2/27/2807 22:4% 1425957668 ENTERPRISE GQUALITY PAGE 14/14
Th Ui
Sn':ple’ Geoeral Description 2’5. e " Test Type Resuits Commenty
13 180z PP Croxmy 21714303 1500 45300299
Uncpened Jar 00 o
Salmonells Positive 1D: 5, Enteritidis group
ct
14 28 02 PP Creamy 21114303 054 B 45300299
Unopentd Jar 00 o4
Sulmenelh Negative
15 28 0z PP Cresmy 21114303 056 B 45300259
Unepened Jar ] 0
Salmonella Negative
16 §1b PP Creamy Opened N4 1555 )=} 45300002
I 2] e
Saimonelia Positive 1L, §, Eneritidis prowp
[~}
17 & 1t PP Creamy Opened 21114203 2050 ):} 45300002
Jur ] 98
Satmonelia Negative
i¥ 6 b PP Creamy Opened 21114303 0042 D 45300002
Jar 00 5
Samonella Negative
9 6 14 PP Crewmy Unapened 21114303 1558 ):} 45300002
Jar 00 o8
Salmonella Negative
0 6 }b PP Creamy Unopened 21114303 2050 1 45300002
Ist ] (4]
Samoncila Nepative
21 615 PP Cresmy Unopened 21114303 0042 D 45300002
I 00 L]
Salmoncila Negative
n Original Composite in
Buffered Peptone Water
Salmenella Negative
il ICS Broth
Salmonella Negative
CONFIDENTIAL AND PROPRIETARY
Pege20f2

Monday, November 08, 2004
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Peanut Butter Recall Extended to Products
Made as Early as 2004

Peter Pan, Great Value Peanut Butter Linked to Wide-Ranging Salmonelia
Outbreak

By James R. Hood
ConsumerAffairs.Com

March 10, 2007

ConAgra is extending its recall of all Peter Pan and Great Value
peanut butter beginning with product code 2111, including
peanut butter toppings, back to October 2004, the U.S. Food and
Drug Administration (FDA) said.

The extension was a result of the agency's “ongoing investigation”
of a Salmonella outbreak that has been linked to the two brands of
peanut butter, both produced at ConAgra's Georgia plant.

Consumers who have purchased any of the products since
October 2004 should discard them, FDA said. The agency is
advising consumers not to eat any Peter Pan or Great Value
peanut butter beginning with the 2111 product code,.

FDA is still looking into how the peanut butter became
contaminated and said it will issue advisories if it finds any other
products that may have been made with potentially contaminated
peanut butter, such as candies or ice cream toppings.

Three deaths and hundreds of ilinesses have been unofficially
linked to the oubreak.

Mary Halstead, 85, of Weston, WV, died Jan. 10 after becoming ill
on December 23, 2006, according to her son, Larry Halstead.

Halstead said his mother became ill after eating a peanut butter
sandwich, one of her favorite foods. During her hospitalization at
Stonewall Jackson Memorial Hospital in Weston, she repeatedly
asked the staff to serve her a peanut butter sandwich but they
refused, saying peanut butter was not on their standard menu.

"So, dumb old me, I made her a peanut butter sandwich at home
and brought it to her at the hospital, because it was just about the
only thing she wanted to eat,” Larry Halstead said. "In no time,
she got just 100% worse." Halstead said his mother then became
semi-comatose and died.

After his mother's death, Halstead heard the news of the

Sl

http://www.consumeraffairs.com/printme.phpTurl=/news04/2007/03/peanut_butter_recalll... 4/19/2007
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Salmonella infestation and looked at the jar of peanut butter he
had used to make his mother's sandwich. It was Peter Pan peanut
butter with the "2111" serial number.

An elderly Chicago area man, George Baldwin, was said to be in
relatively good health just before his recent death from
complications of food poisoning, shortly after he ate a peanut
butter sandwich.

"He puts the peanut butter on toast, eats the toast, in six hours he
develops fever, nausea, diarrhea and vomiting - all of which are
signs of salmonella poisoning,” Baldwin family attorney Don
McGarrah said.

A 76-year old Pennsylvania woman, Roberta Barkay of
Philadelphia, died in January from complications of food
poisoning, and family members contend she too ate peanut butter
shortly before her death. The family has hired an attorney who
has filed suit against the manufacturer, ConAgra.

Investigation Continues

FDA Inspectors found salmonella samples at ConAgra's Sylvester,
Georgia, plant, where the recalled Peter Pan and Great Value
peanut butter was made, FDA said. At the same time, the agency
said peanut butter from the contaminated plant was spread to at
least one other plant, located in Tennessee.

It was at the Humboldt, Tenn., plant that peanut butter was
processed for ice cream and dessert toppings.

The FDA says the fact that its inspectors found Salmonella in the
plant environment further suggests that the contamination likely
took place prior to the product reaching consumers.

Last week, tests by several states identified Salmonella in many
open jars of Peter Pan and Great Value peanut butter recovered
from consumers. In these instances, the Salmonella found in the
plant and in the open jars matched the outbreak strain recovered
from consumers who became ill.

The following products were used by the affected businesses until
Feb. 16, 2007 when the products were recalled:

* Sonic Brand Ready-To-Use Peanut Butter Topping in 6 Ib. 10.5

0z cans.
¢ Carvel Peanut Butter Topping in 6 Ib. 10 oz. cans.

http://www.consumeraffairs.com/printme. php ?url=/news04/2007/03/peanut_butter_recalll... 4/19/2007
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The following Carvel products, purchased before Feb. 16, 2007
can be returned to a Carvel outlet for a refund:

® Chocolate Peanut Butter

* Peanut Butter Treasure

¢ Peanut Butter & Jelly

* Reese's Peanut Butter Cup Sundae Dasher

* Any other customized products containing the Peanut Butter
Topping, including peanut butter flavored ice cream in ice cream
cakes

* J. Hungerford Smith Peanut Butter Dessert Topping in 6 Ib. 10
oz. cans, The topping is used by retail outlets and restaurants
nationwide but is not available for direct purchase by the public,
the FDA said.

Carvel's Reese's Peanut Butter Cup Sundae Dasher is not being
recalled because of the peanut butter found in the Reese's Cups,
but rather, because of the peanut butter topping applied to the
sundae, Carvel spokeswoman Karen Gailey said.

ConsumerAffairs.Com has not received any related complaints on
the above products.

What To Do

Persons who think they may have become ill from eating peanut
butter should consult a physician if they do not get better in a few
days. If the illness affects small children, the elderly, pregnant
women or those with compromised immune systems, a doctor
should be consulted promptly.

The FDA and other agencies have been advising consumers who

have Peter Pan peanut butter or Great Value peanut butter with a
product code beginning with 2111 to discard the jar and keep the
lid.

However, attorneys advise that, if consumers were seriously
harmed by their illness, they should seal the jar in a plastic bag
and store it out of the reach of children or others in the household,
so that it is available as evidence.

Although a few lawsuits seeking class action status have been
filed, one experienced consumer attorney who asked not to be

identified expressed doubt such actions would be successful.

"The vast majority of suits will be individual actions. A class suit
would be difficult to certify,” he said.

ConAgra has publicly offered to repay the money consumers

http://www.consumeraffairs.com/printme. php?url=/news04/2007/03/peanut_butter_recalll... 4/19/2007
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spent on the peanut butter and any attempt to recover medical
costs and wages lost to illness would require the filing of an
individual personal injury suit. Such suits are usually not
economically feasible unless consumers have suffered serious
injury or death.

Consumers could also file in Small Claims Court
(http:/fuwww.consumeraffairs.com/consumerism/small_claim_01htm) if
they have well-documented expenses and a firm diagnosis.
Consumers should note that they cannot claim punitive damages
for pain and suffering in most small claims cases.

Symptoms

Most persons infected with Salmonella develop diarrhea,
fever, and abdominal cramps 12 to 72 hours after infection.
The iliness usually lasts 4 to 7 days, and most persons
recover without treatment. However, in some persons the
diarrhea may be so severe that the patient needs to be
hospitalized. The elderly, infants, and those with impaired
immune systems are more likely to have a severe illness.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
College Park, MD 20740

APR 1 2 2007

Mr. Gary Rodkin

CEO

ConAgra Foods, Inc.

.. ConAgra Drive °

Omaha, Nebraska 68102-5003

Pear Mr, Rodkin:

This is to inform you that the Food and Drug Administration (FDA) considers the Peter Pan
brand and Great Value brand of peanut butter that your firm recalled beginning on Febrary
14, 2007, to have posed an acute, life-threatening hazard to health. Your recall included all
varieties of Peter Pan Peanut Butter and Great Value Peanut Butter beginning with product

code 2111 as well as individual packets of Peter Pan Peanut Butter.

“The FDA has designated this recall as class I due to the potential for the peanut butter to be
contaminated with Salmonella Tennessee. The Certers for Disease Controf and Prevention
have linked your peanut butter to an outbreak of Salmonella Tennessee illness. Additionally,
several states have reported finding the outbreak strains of Salmonella Tennessee in opened
jars of peanut butter collected from il individuals. FDA has found the outbreak strains in the
environment of your Sylvester, Georgia facility and in intact jars of peanut butter.

Salmonella infection can cause gastroenteritis and can result in several serious clinical
conditions including septicemia, arterial infections (i.e., infected aneurysms), endocarditis,
and septic arthritis. Debilitated patients and individuals who have compromised immune
systems are particularly subject to terminal infections with this pathogenic organism.

Due to the seriousness of this situation, you should assure that all of your direct accounts have
been notified of this recall and that those direct accounts who have subdistributed the product
are conducting effective subrecalls.

FDA’s Atlanta District office will remain in contact with you until this matter is resolved.

TN L)
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information regarding your recall will be listed in the weekly FDA Enforcement Report.
The FDA’s policy regarding recalls is published in Title 21, Code of Federal Regulations, Part 7.

Sincerely yours,

anice F. Oliver
Deputy Director for Operations
Center for Food Safety
and Applied Nutrition
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The New York Times

April 12, 2007 Thursday
Late Edition - Final

Some Suspect Chemical Mix In Pet Food
BYLINE: By DAVID BARBOZA

SECTION: Section C; Column 6; Business/Financial Desk; Pg. 1
LENGTH: 1214 words

DATELINE: XUZHQU, China, April 10

Behind an unmarked gate in this booming city well north of Shanghail lies a
large building at the heart of an investigation over tainted pet food that has
killed at least 16 cats and dogs in the United States, sickened 12,000 and
prompted a nationwide recall.

This is the property of the Xuzhou Anying Biologic Technology Development
Company, a small agricultural products business that investigators have
identified as the source of contaminated wheat gluten that was shipped to a
major pet food supplier in the United States.

Some American regulators suspect there was deliberate mixing of substances.
They are looking into the possibility that melamine, the chemical linked to the
pets' deaths, was mixed into the wheat gluten in China as a way to bolster the
protein content, according to a person who was briefed on the investigation.

Though American and Chinese regulators are searching for answers, local
residents and workers are unwittingly providing clues about how the pet food
supply may have become contaminated.

The case is also exposing some of the enormous challenges confronting the
global marketplace as China becomes a worldwide supplier of agricultural
products.

There are strong indications that Xuzhou Anying, a company with a main
office that seems to consist of just two rooms and an adjoining warehouse here,
possessed substantial supplies of melamine and even sought to buy guantities of
it over the Internet.

If melamine was intentionally blended into the wheat gluten, the findings
could become a vast setback for agricultural trade between the United States and
China, a country known for lax food-safety regulations.

Stephen Sundlof, director of the Center for Veterinary Medicine at the Food
and Drug Administration, said at a news conference last week that the agency had
found unusually high concentrations of melamine in some batches of wheat gluten,
as much as 6.6 percent.

Xuzhou Anying, though, has tried to distance itself from the pet food
recall in the United States, saying it does not manufacture or export wheat
gluten and acts only as a middleman trading in agricultural goods and chemicals.

In a telephone interview last week, the company's manager, Maoc Lijun, said
he had no idea how wheat gluten with his company‘s label ended up in the United
States or how melamine, a chemical commonly used to make plastics, fertilizer
and fire retardant, was mixed into a product that was eventually shipped there.

v 1Y



318

Page 2
Some Suspect Chemical Mix In Pet Food The New York Times April 12, 2007 Thursday

Mixing melamine and wheat gluten is an unlikely practice here, according to
local industry participants. Nonetheless, the company's wheat gluten, tainted
with melamine, ended up in millions of packages sent to the United States and
Canada, leading to one of the biggest pet food recalls ever.

ChemNutra, the Las Vegas-based company that acknowledges it imported the
wheat gluten from Xuzhou for sale to pet food producers in North America, says
Xuzhou anying provided chemical analyses that showed no impurities or
contamination in the packages of wheat gluten.

Though some American scientists still question whether melamine is toxic
enough to kill pets, the chemical is not approved for use in human or pet food
in the United States. The F.D.A. says it may have led to kidney failure in some
animals,

The guestion that regulators, agriculture experts, and food producers and
distributors may now be asking is. whether other substances added to food imports
can broadly contaminate the American food supply. The F.D.A. has said none of
the contaminated wheat glutem leaked into human food.

Here in Xuzhou, a metropolitan region of about 1.6 million, Mr. Mao turned
away visitors to his office, declaring that he had nothing more to say on the
matter.

But there are indications that Xu-zhou Anying has manufacturing facilities
in this area and also had access to melamine, which is sometimes used as a
fertilizer in Asia. For instance, in recent months Xuzhou anying has posted
several requests on Web trading sites seeking to purchase large quantities of
melamine.

In a March 29 posting on a site operated by Sohu.net, a big Chinese
company, officials of Xuzhou Anying wrote, ‘'‘'Our company buys large quantities
of melamine scrap all year around.'' There were also postings on several other
trading sites like ChemAbc.net.

A truck driver parked across the street from the company's main office here
said that Xuzhou Anying did operate manufacturing facilities and that he carried
goods for the company.

''Yes, they have a factory that makes wheat gluten,''® said the man, who did
not give his name and then telephoned the manager of Xuzhou Anying to check
whether he could take visitors to the factory.

On Tuesday, a reporter visited one of the facilities the truck driver
identified in the village of Wangdian, about 10 miles south of company
headgquarters, but the gate to the building was padlocked.

Storage sacks that appeared to hold grain or agricultural supplies were
stacked outside the site in a vast wheat- and garlic-growing region here in
Jiangsu Province.

*'They used to have their headguarters right over there,'' said Chen Wei, a
technology director at Nanjing Shibide Biologic Technology, an animal-feed
company next door. '‘They’'re pretty well known for their products.':'

Chinese regulators say they are now carrying out a nationwide inspection of
wheat gluten supplies. American regulators have banned all wheat gluten from
China, but there has been no domestic recall so far of gluten produced by Xuzhou
anying; the company's wheat gluten can be used to make bread, baked goods and
other food.

Li Jundang, manager of Shandong Binzhou Tianjian Biotechnology, a wheat
gluten producer in the city of Binzhou, about 200 miles north of here, said,
''We never heard the news of tainted pet food.'' Another gluten exporter,
Shandong Rongchang, also said it was unaware of any problems with Chinese wheat
gluten.

Nor, it seems, have journalists in Xuzhou, who work under state censorship.
'*I didn't know this news about Xuzhou Anying,'' said Li Ning, news director at
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The City Morning Post, a daily newspaper here. '‘'And even if we had heard about
the news, we wouldn't be able to report on it because it's negative news.'

Most experts on wheat gluten in the region said they had never heard of
mixing it and melamine.

'*If you add chemicals into the wheat gluten, it is no longer called wheat
gluten protein, ' says Jiang Shaotong, a professor of food engineering at Hefei
University of Technology in nearby Anhui Province. ''I can't think of any reason
why melamine is needed in the production process.''

Chinese customs officials do inspect or sample products planned for export,
but those inspections are not thought to be stringent enough to detect the
presence of every chemical or impurity.

Asked about the investigation, a Chinese official working for the
inspection and guarantine bureau declined to comment.

But lax food-safety regulation and standards are a problem; food producers
sometimes dye meats to make them look fresher and even sell fake milk powder for
babies.

This week, the Chinese government reported that an elderly woman died and
202 people were sickened at a hospital north of here after they consumed a
breakfast cereal that turned out to be laced with rat poison.
URL: http://www.nytimes.com
LOAD-DATE: April 12, 2007
LANGUAGE: ENGLISH
GRAPHIC: Photos: A wheat gluten processing factory, left, near Xuzhou, China.
The Xuzhou Anying Biologic Technology Development Company there has recently
come under scrutiny in connection with gluten exports for pet food. (Photographs
by Ryan Pyle for The New York Times) (pg. C4)
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EDA  US. Food and Drug Administration < #3453

FDA Home Page | Search FDA Site | FDA A-Z Index { Contact FDA

Recall -- Firm Press Release

FDA posts press releases and other notices of recalls and markat withdrawals from the
firms involved as a service to consumers, the media, and other interested parties. FDA
does not endorse either the product or the company.

Natural Balance Pet Foods, Inc. issues A Voluntary Nationwide
Recall on Specific Venison Dog and Cat Food Products

Contact:

Consumer inquiries:
(800) 829-4493
Media Inquiries:
Daniel Bernstein
310-275-0777

FOR IMMEDIATE RELEASE -- Pacoima, CA - April 17, 2007 - Natural Balance, Pacoima,
CA, is issuing a voluntary nationwide recalit for alt of its Venison dog products and the dry
Venison cat food only, regardiess of date codss. The recalled products include Venison and
Brown Rice canned and bagged dog foods, Venison and Brown Rice dog treats, and
Venison and Green Pea dry cat food. Recent laboratory resuits show that the products
contain melamine. We bslieve the source of the melamine is a rice protein concentrate.
Natural Balance has confirmed this morning that some production batches of these
products may contain melamine.

The recall was prompted by consumer complaints received by Natural Balance invoiving a
small number of cats and dogs that developed kidney failure after eating the affected
product.

Dogs or cats who have consumed the suspect food and show signs of kidney failure (such
as loss of appestite, ethargy and vomiting) should be seen by a veterinarian. We
recommend our customers immediately stop feeding our recalled venison products
regardiess of date code and return unused product to their retailer for a full refund.

The products are packaged in bags, cans and zip lock treat bags and sold in pet specialty
stores and PetCo nationally.

No other Natural Balance products are invoived in this voluntary recall as none of our other
formulas include the rice protein concentrate.

Although the problems seem to be focused on a particular praduction period of the venison
products, over the last four days we have notified our distributors and retailers by phone
and e-mail to immediately stop selling and return all recalied Venison dog foods and treats
and the Venison dry cat food. Venison canned cat food is not involved.

The source of the melamine appears to be a rice protein concentratse, which was recently
added to the dry venison formutas. Natural Balance does not use wheat gluten, which was
associated with the previous melamine contamination.

Zx &S
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Natural Balance Pet Foods, Inc. Issues A Voluntary Nationwide Recall on Specific Venis... Page 2 of 2
None of Natural Balance’s other dry formulas, none of our other canned or roll products and
none of our other treats are involved with this voluntary recall.
We continue to work closely with the FDA in their ongoing investigation.

Consumers with questions may contact the company at 1-800-829-4493 or visit the website
at www.naturalbalance.net.

#HHE

RSS Feed for FDA Recalls Information [what's this?

Get free e-mail alerts about Class | recalls

FDA Newsroom

FDA Website Management Staff
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EXECUTIVE SUMMARY

In the United States, foodborne illness has been estimated to cause 5,000 deaths and 76

million illnesses per year. Responsibility for food safety is divided among at least a dozen
federal agencies involved in monitoring, surveillance, inspection, enforcement, outbreak
management, research, and education, Despite recent improvements, significant gaps in the
federal food-safety structure continue to put consumers at risk. To help fill one of these gaps, the
Center for Science in the Public Interest (CSPI) maintains a database of foodborne illness
outbreaks that have been linked to specific foods.

Findings

CSPI tracked a total of 5,000 foodbome illness outbreaks, involving 152,097 individual cases
that occurred between 1990 and 2004. The food categories most commonly linked to foodbome
illness outbreaks were:

» Seafood and seafood dishes: 984 outbreaks involving 9,969 cases of illness

« Produce and produce dishes: 639 outbreaks involving 31,496 cases of illness
« Poultry and poultry dishes: 541 outbreaks involving 16,280 cases of illness

- Beef and beef dishes: 467 outbreaks involving 13,220 cases of illness

« Eggs and egg dishes: 341 outbreaks involving 11,027 cases of illness

Multi-ingredient foods (such as salads, pizza, and sandwiches) where the contaminated
ingredient was not identified were linked to 948 outbreaks and 27,812 cases of foodborne illness.

Foods regulated by the U.S. Food and Drug Administration (FDA), such as seafood, produce,
eggs, and dairy, were associated with more than twice as many outbreaks as foods regulated by
the U.S. Department of Agriculture (USDA), which include meats and poultry.

Recommendations

The Centers for Disease Control and Prevention (CDC) should continue to improve
outbreak reporting and surveillance. The CDC has made improvements in its reporting and
surveillance system, but gaps still remain. For example, nearly half of all states do not follow
national standards to track disease outbreaks. Those gaps are particularly troubling, given current
concerns about bioterrorism.

Congress should pass legislation to form a unified, independent food-safety agency

with increased authority. Outbreaks occur, in part, because of inadequate regulatory authority,
inadequate monitoring, and inadequate funding. Those problems will not be corrected until the
underlying government structure is fixed. Congress needs to create a single food-safety agency,
and to invest that agency with greater authority (such as the ability to recall food from the market
and to penalize companies that produce contaminated products) than existing regulatory agencies
have.



327

INTRODUCTION

In recent decades, changes in food production and consumption have
impacted the safety of food. The food industry has evolved from being
local to global, where production and processing are centralized in
different parts of the country and world. Large-scale “farms” and feedlots
can be breeding grounds for pathogens that are further dispersed in fast-
paced slaughterhouses and processing plants. Additionally, large-scale
processing can easily spread germs into large volumes of processed food,
as evidenced by the September 2006 outbreak of E. coli 0157:H7 in
prepackaged spinach which sickened over two hundred people across the
country. Furthermore, some foodborne pathogens have become more
virulent, while our population is aging and increasingly vulnerable to
foodbome illness.’

Unsafe foods cause an estimated 76 million illnesses and 5,000 deaths
each year in the United States.* Although people from all walks of life can
develop foodborne illness, those who are most at risk include the elderly,
young children, pregnant women and their fetuses, and the immuno-
compromised. While most illnesses occur as isolated cases, outbreaks of
foodbome illness are clusters of illness that result from ingestion of a
common contaminated food. A single outbreak can affect hundreds, or
even thousands, of people.

Foodborne illness outbreaks are primarily investigated by state and local
health departments. These local officials sometimes call on the federal
Centers for Disease Control and Prevention (CDC) to help investigate
large or multi-state outbreaks. The CDC is also responsible for nationwide
surveillance of outbreaks and for tracking new and emerging pathogens.
But many, perhaps most, outbreaks fall through the cracks because the
states are not required by law to report foodborne illness outbreaks to the
CDC.

In the United States, at least a dozen federal agencies have jurisdiction
over some aspect of food-safety regulation. That highly fragmented
system divides regulatory responsibility based on food products. However,
the CDC’s system for reporting outbreaks does not synchronize easily
with the regulatory system. Instead of emphasizing the foods that cause
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outbreaks, the CD(C’s lists of outbreaks are organized by pathogen and
include outbreaks with unknown etiology and foods.

The primary agencies that inspect and regulate food are the United States
Department of Agriculture (USDA), which oversees meat, pouliry, and

Figure 1. Food Safety
Expenditures FY 2006
(% Millions)

Figure 2. Qutbreaks Linked
to FDA- and USDA-Regulated
Foods

“We are working under
a Meat Inspection Act
that pre-dates the
Model T.”

-Ann Veneman, USDA
Secretary of
Agricufture, March
2003°

processed egg products, and the United States Food
and Drug Adminstration (FDA), which oversees all
other foods. Although FDA-regulated foods are
linked to two-thirds of the outbreaks with known
causes, the FDA’s budget is just 38 percent of the
total federal budget for food safety.® And while meat-
processing plants are inspected by USDA daily,
plants processing potentially contaminated seafood,
eggs, lettuce, or processed foods containing less than
two percent meat are inspected by FDA on average
just once every five to ten years.” When foodborne
illness outbreaks do occur, neither the USDA nor the
FDA has the power to order recalls of contaminated
food. They must ask food companies to volurntarily
remove foods from the market. The current system of
voluntary recalls can delay the recall and increase the
number of illnesses in an outbreak. Also, lawsuits
brought by the meat industry have curbed USDA’s
ability to close down plants producing contaminated
meat. The regular occurrence of foodbome illness
outbreaks in the United States today is evidence that
the current food-safety system needs to be improved.

The Center for Science in the Public Interest (CSPI)
has examined outbreaks linked to specific foods. Such
data alert consumers to food-safety hazards, allow
consumers to make informed risk decisions about the
foods they eat, and provide better information to
government for setting priorities for food-safety

resource allocation. The findings presented here are from the 2006
Outbreak Alert! database, and are accompanied by a list of the most
common foods associated with foodbome illness outbreaks, suggested
food-safety interventions for each type of food, and CSPI's
recommendations for improving the safety of America’s food supply.
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A DATABASE OF FOODBORNE ILLNESS OUTBREAKS

Data Collection

CSPI maintains a database of foodborne illness outbreaks, compiled
largely from CDC and state health department annual outbreak line
listings, reports by the CDC’s Foodborme Outbreak Response and
Surveillance Unit, and peer-reviewed journal articles. Since 2001, CDC
outbreak data for 1990-1998 and subsequent years have been available as
yearly line listings on the Internet.? Prior to 2001, the CDC outbreak data
was unpublished, and obtained by CSPI via Freedom of Information Act
requests. Additional outbreaks were obtained from scientific articles,
federal government

publications, state health Figure 3. Cases Linked to Outbreaks, 1990-2004
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information was obtained.

Incidents of foodborme illness were only included in the CSPI database if
they met the CDC’s definition of an outbreak: when two or more people
have consumed the same contaminated food and come down with the
same illness.” In addition, each outbreak must have an identified etiology
and food vehicle,'® must have occurred in the U.S. or its territories
between 1990 and 2004, and must have been reported by a reliable source.
QOutbreak reports that met CSPI’s inclusion criteria were further evalua