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NASPER: WHY HAS THE NATIONAL ALL
SCHEDULES PRESCRIPTION ELECTRONIC
REPORTING ACT NOT BEEN IMPLEMENTED?

WEDNESDAY, OCTOBER 24, 2007

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

The subcommittee met, pursuant to call, at 10:05 a.m., in room
2123 of the Rayburn House Office Building, Hon. Bart Stupak
(chairman) presiding.

Members present: Representatives DeGette, Green, Schakowsky,
Pallone, Whitfield, Murphy, and Burgess.

Staff present: Kristine Blackwood, Joanne Royce, Scott Schloegel,
Kyle Chapman, Alan Slobodin, and Karen Christian.

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

Mr. STUPAK. The subcommittee will come to order. Today we
have a hearing on “NASPER: Why Has the National All Schedules
Prescription Electronic Reporting Act Not Been Implemented?”
Each Member will be recognized for a 5-minute opening statement.
I will begin.

More than 2 years ago, with wide-spread support in both the
House and Senate, Congress passed the National All Schedules
Electronic Reporting Act, otherwise known as NASPER. NASPER
established a grant program at the Department of Health and
Human Services to foster the development of prescription drug
monitoring programs in every State. These drug monitoring pro-
grams will provide a safe, comprehensive, and balanced approach
to stop the growing epidemic of prescription drug abuse by detect-
ing and preventing doctor shopping for addictive drugs.

I was pleased to join with my good friends, Ed Whitfield, ranking
member of this subcommittee, full committee Chairman John Din-
gell, Ranking Member Mr. Barton, as well as Congressman
Pallone, chairman of our Health Subcommittee, to work and have
Congress pass this comprehensive program to provide the tools nec-
essary to the physicians, pharmacists, and law enforcement for
fighting prescription drug abuse. In passing NASPER, Congress
recognized that prescription drug abuse cannot be fought only by
law enforcement. It is not enough to simply prosecute pill mills and
drug addicts to solve this complex problem. Identifying the pill
mills and prosecuting dealers occurs after the pill pushers have
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been in business for months or years, spreading the devastation to
the addicts, their families and communities.

Congress passed NASPER because we understand that, in addi-
tion to putting drug dealers behind bars, we must ensure that phy-
sicians, pharmacists, and public health officials have the resources
they need to identify and stop drug addiction before it begins.
NASPER would enhance that so physicians have immediate access
to patients’ prescription drug history. NASPER would give phar-
macists the ability to thwart doctor shopping by patients and drug
dealers. NASPER would ensure that patients are not being over-
prescribed pain medicine or taking dangerous combinations of pre-
scription drugs. NASPER would ensure that public health officials
could review prescribing patterns, educate, and warn physicians
about medication risk. At the same time, NASPER ensures that
law enforcement will have access to prescription drug data to sup-
port their investigations and prosecutions.

In short, NASPER recognizes that prescription drug addiction is
both a law enforcement, medical, and a public health problem. Con-
gress granted HHS oversight of the NASPER Program because we
believe that the program fits best within HHS’s public health mis-
sion. NASPER calls upon the Secretary of HHS to issue regulations
with public input to ensure uniformity among the States’ prescrip-
tion drug monitoring programs. If drug monitoring programs re-
ceive real-time and uniform electronic data, States can share criti-
cal drug data abuses while effectively protecting patient privacy.
The NASPER Program will benefit from HHS expertise and experi-
ence in addition to prevention, treatment, and medical privacy law,
health information, and e-prescribing technology. Moreover,
NASPER can be integrated with the prescription drug benefit pro-
grams run by Medicaid and Medicare programs and help the Food
and Drug Administration to monitor the post-market effect of pre-
scription drugs.

This administration has failed to provide any funding to imple-
ment the NASPER Program. Instead, the administration has pro-
moted and funded a drug addiction program at the Department of
Justice that was never authorized by Congress, a program that em-
phasizes the law enforcement aspect of prescription drug epidemic
at the expense of public health concerns.

The purpose of today’s hearing is to determine why the will of
Congress has been ignored. We will hear from three distinguished
witnesses this morning. First we will hear from Dr. Leonard
Paulozzi. Am I saying that correct, sir?

Dr. PAuLozz1. It is Paulozzi.

Mr. STUPAK. Paulozzi, from the Centers of Disease Control and
Prevention in Atlanta, and he is a nationally recognized expert on
prescription drug abuse trends. Dr. Paulozzi’s testimony will pro-
vide troubling evidence that the epidemic of prescription drug
abuse is getting worse, not better. Next, we will hear from Dr.
Westley Clark, the Director of the Center for Substance Abuse
Treatment at the Substance Abuse and Mental Health Services Ad-
ministration of HHS. Dr. Clark is an expert in addiction treatment
and prevention and leads the Agency’s effort to provide effective
and accessible treatment to Americans with addictive disorders.
Our third witness will be Dr. Andrea Trescot, the president of the
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American Society for Interventional Pain Physicians, or ASIPP. In
addition to her leadership role with ASIPP, Dr. Trescot is a Direc-
tor of Pain Fellowship Program at the University of Florida. Dr.
Trescot will provide the physician’s perspective on the importance
of implementing NASPER.

Let me advise members that we are setting up a meeting with
the Office of Management and Budget. This subcommittee re-
quested that OMB testify before us to gain a better understanding
of the administration funding goals. Unfortunately, Director Nussle
could not make it, but he will be meeting with us at 3:30 p.m.
Thursday. Let me be clear. This subcommittee and this committee
are committed to carrying out the NASPER Program, and we hope
the administration will join us. I thank the witnesses for appearing
today, and I look forward to their testimony.

Next, let me yield to my friend and one of the advocates of the
NASPER Program, Mr. Whitfield from Kentucky, for an opening
statement, please.

OPENING STATEMENT OF HON. ED WHITFIELD, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF KENTUCKY

Mr. WHITFIELD. Chairman Stupak, thank you very much. I want
to thank you for convening this important hearing.

Back in 2005, many members of the Energy and Commerce Com-
mittee co-sponsored legislation, the NASPER legislation, which was
passed by the House of Representatives under the suspension cal-
endar, and about 3 days later passed the U.S. Senate, and then
President Bush signed NASPER into law on August 11, 2005.
NASPER was the product of strong bipartisan support. It was
passed by the committee by voice vote after hearing testimony
about the epidemic of prescription drug abuse in this country. The
members of this committee and the House and Senate felt com-
pelled to create a Federal prescription drug monitoring program to
reinforce the State programs and to ensure that these programs
were interoperable, that information could be shared, that the
NASPER law also provided a basic guideline and had mandates in
it so that every program had to meet certain specifications. It al-
lows physicians to obtain information about their patient so that
they can identify and treat a possible addiction. It also allows law
enforcement to access prescribing information so that they can
build investigations against doctors and patients who abuse the
healthcare system by improperly prescribing or obtaining prescrip-
tion drugs.

Yet almost 2 years after NASPER was signed into law by the
President, not a single dollar has been requested by the adminis-
tration, by OMB, and I am not sure, Dr. Clark, that even HHS has
asked for any dollars for this program when you compiled your
budget requests and sent them to OMB. As Chairman Stupak said,
we have talked to OMB, we invited OMB to come and testify, and
they said they would like to meet with us privately on this issue.
But I would like to stress what Chairman Stupak said. The only
program in existence today is a non-authorized program that the
Appropriations Committee decided that they would fund without
any hearings, without any checks and balance on the system. They
simply provided the money, and the first year after NASPER was
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signed, we all sat in a room, appropriators and Energy and Com-
merce people, and Chairman Barton was very emphatic in that
meeting that NASPER was going to be funded. We agreed to fund
NASPER to the tune of $5 million, and the Department of Justice
system was funded for $5 million, but due to the continuing resolu-
tion, funding for NASPER was never appropriated. And we asked
Chairman Dingell to get involved in this issue because it does go
to the jurisdiction of this committee. We have jurisdiction over this
issue, but more important than that, more important than jurisdic-
tion, is which program is the best program?

The DOJ program is focused on law enforcement. NASPER is fo-
cused on providing information for physicians so that they can best
treat their patients, who may be suffering from drug addiction, and
we know that drug addiction is a serious problem around the coun-
try. And I know that Dr. Paulozzi will talk about that in his testi-
mony. And I also noted that, Dr. Clark, we are glad you are here
today, but I noticed in your testimony you don’t mention anything
about NASPER. You are talking about the DOJ program, but the
DOJ program was not authorized by anyone, and appropriators
don’t have jurisdiction over the program. We have jurisdiction.

And so I look forward to the testimony today, because this is a
program passed by Congress, signed by the President, and someone
has the responsibility and obligation to fund this program, not be-
cause this committee passed it, but because it is the best program,
the one most likely to succeed. So, with that, Mr. Chairman, I will
yield back the balance of my time.

Mr. StuPAK. I thank the gentleman. I ask for unanimous consent
to enter Chairman Dingell’s statement in the record, and that
statement of all members will be entered in the record, whether
they appear or if they just provide a statement.

[The prepared statements of Messrs. Dingell, Barton, and
Pallone follow:]

PREPARED STATEMENT OF HON. JOHN D. DINGELL, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF MICHIGAN

Mr. Chairman, thank you for holding this hearing on implementation of the Na-
tional All Schedules Prescription Electronic Reporting Act (NASPER).

The NASPER legislation was passed by the 109th Congress and signed into law
by the President in 2005. Although the NASPER Program was enacted 2 years ago,
this administration has done virtually nothing to implement it and has failed to in-
clude any money for the program in its annual budgets. It is vitally important to
our system of government that when Congress establishes national policy by passing
laws, those laws are not simply ignored by the executive branch. Today, I hope we
learn more about the benefits of this program as well as the reason for the adminis-
tration’s failure to seek funding for it.

In order to solve the problem of prescription drug abuse, we need a multi-pronged
approach. We cannot solve the complex problems associated with abuse and addic-
tion with criminal enforcement alone. We need to enlist physicians, pharmacists,
and other healthcare professionals in the fight. A robust, nationwide system of pre-
scription drug monitoring programs will help medical professionals prescribe respon-
sibly. Strong monitoring systems can allow physicians to promptly identify patients
at risk for addiction and get them into treatment, and avoid patients who are “doc-
tor shopping” to feed their own addiction or to sell their drugs to other addicts.

NASPER would provide a strong monitoring tool to help not only law enforcement
but also the medical community stop the “pill-pushing” and “doctor shopping” that
has devastated so many of our communities over the last decade. Especially in rural
areas, where isolated physicians and pharmacies can easily be manipulated by ad-
dicts who travel from community to community to get their fix for illegal pharma-
ceuticals, NASPER would ensure that these healthcare providers know what drugs
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their patients have recently obtained or have tried to obtain in other communities
including those across State lines.

As you know, Mr. Chairman, our State of Michigan has a strong prescription
drug-monitoring program. Ninety-five percent of the requests Michigan’s program
receives are from doctors and pharmacists seeking to ensure that patients are get-
ting the medicine they need for genuine medical purposes, not medicine that will
be used for illicit purposes. I am interested in hearing from our witnesses how
Michigan’s program compares with others around the Nation and how NASPER
could enhance these programs.

I commend Ranking Member Whitfield for his leadership on this issue, and I
thank our witnesses for their testimony today.

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

Thank you, Chairman Stupak and Ranking Member Whitfield, for holding this
heargng on the status of the National All Schedules Prescription Electronic Report-
ing Act.

NASPER is the result of broad, bipartisan and bicameral cooperation of the kind
that we don’t see much anymore. It passed this committee over 2 years ago by voice
vote. The House passed it as a suspension bill, and the Senate passed it by unani-
mous consent. The President signed NASPER into law on August 11, 2005.

NASPER was so successful as legislation because its purpose was so transparent
and simple. The law created grants to help fund state prescription drug monitoring
programs. The idea, as I noted 2 years ago when we passed NASPER, is that States
be able to work with each other to stop the abuse of prescription drugs. NASPER
starts the States on the road to cooperation by making certain that they each collect
the same information. So instead of 50 separate monitoring programs with 50 dif-
ferent data sets that don’t jibe, States collect the same data and then share it. Real
interoperability means we can detect illicit prescription-drug operations when the
drug dealers shift across state lines. Without NASPER, unfortunately, drug abusers
and their dealers can still prescription-shop in some States because some informa-
tion isn’t being shared. That’s a problem, and we’re here today to start fixing it.

The Energy and Commerce Committee was also concerned about protecting the
privacy of Americans whose information is held in the prescription drug databases.
NASPER establishes strict criteria governing the use and disclosure of the informa-
tion that states must meet in order to receive funding. Without NASPER, there are
no minimum standards to protect the personal information held in prescription drug
monitoring program databases.

Despite these positive features, NASPER has not yet been funded. Although the
President signed the bill, funding for this important program was not included in
the President’s budget. On January 10, 2006, several of us on the committee—in-
cluding Chairman Dingell, Mr. Whitfield, Mr. Stupak, Mr. Deal, and Mr. Pallone—
wrote to then-director of the Office of Management and Budget Joshua Bolton, re-
questing the inclusion of $15 million in the administration’s fiscal year 2007 budget
for NASPER. To get NASPER launched, there has to be a budget request. At the
February 6, 2007 full committee hearing on the HHS fiscal year 2008 budget, HHS
Secretary Michael Leavitt testified that HHS supported the program, but that OMB
decided not to include a budget request for it. I understand that we have not even
received a reply to the January 10, 2006 letter.

We had hoped to have a witness from the Office of Management and Budget here
today to explain OMB’s reluctance. Instead, I understand that OMB Director Jim
Nussle has agreed to meet with Mr. Whitfield and other members of this sub-
committee in the near future to discuss the status of NASPER'’s funding. I hope that
Director Nussle can finally answer the question we put to two of his predecessors:
Why hasn’t the administration included a request to fund NASPER in its budgets?
The problem of prescription drug abuse doesn’t seem to be curing itself, and it isn’t
as if the issue is either partisan or even mildly controversial. We are here today
to find out why nothing has happened.

I am committed to ensuring that NASPER is funded. Last year, I raised a point
of order to the appropriations bill for the Commerce, Justice, and State Departments
because funding was included in that bill for an unauthorized prescription drug
monitoring program at the Justice Department while no appropriations were pro-
vided for NASPER. I trust now that they are in the majority, Committee Chairman
Dingell and Subcommittee Chairman Stupak will continue to make this committee’s
concerns about the lack of funding for NASPER known to our colleagues here in the
House and to the Administration. I suspect I can count on it, in fact.
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Thank you, again, Chairman Stupak and Ranking Member Whitfield. I yield back
the balance of my time.

PREPARED STATEMENT OF HON. FRANK PALLONE, JR., A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF NEW JERSEY

Thank you, Mr. Chairman, for holding this hearing and allowing me to partici-
pate. I am pleased to be here today to discuss the importance of prescription drug
monitoring. The bipartisan legislation we are reviewing today was signed into law
by President Bush in 2005, But today, more than 2 years later, it has still not been
funded. As the only program authorized in statute to assist states in combating pre-
scription drug abuse, it is crucial that we work to ensure the Act receives the fund-
ing needed for implementation.

At the time this legislation was passed, members on both sides of the aisle agreed
that rampant prescription drug misuse and abuse was a growing problem. And now,
2 years later, it is still a growing problem. In fact, the diversion of prescription
drugs is one of the fastest growing areas of drug abuse in our Nation today. It is
a problem that is blind to geographic regions, blind to age, and blind to income-lev-
els. And according to the data, it affects 9 million Americans.

In my home State of New Jersey alone, 4.1 percent of our residents have abused
prescription drugs in the past year. The per capita retail distribution of the pain
medication oxycodone increased 181 percent between 2000 and 2005. For
hydrocodone, another pain medication, it increased 66 percent during that same
timeframe.

Some States have already begun developing the means to stop this escalating
trend, and Congress agreed back in 2005 that the NASPER Act was the best way
to aid States in their efforts to ensure that prescription drugs are only being used
for medical purposes, in the correct way, and that they are not getting into the
hands of people who would abuse them.

The solution presented through NASPER is to create a better monitoring and
tracking system for prescription drugs. And studies have shown these types of pro-
grams to be very effective. The five States with the lowest number of oxycodone,
specifically OxyContin prescriptions per capita, have long-standing prescription
monitoring programs and report no significant prescription drug diversion problems.
While at the same time, the five states with the highest number of OxyContin pre-
scriptions per capita do not have prescription monitoring programs and have re-
ported severe abuse problems.

This data strengthens the argument that health care practitioners and phar-
macists desperately need electronic monitoring systems to ensure that they are pre-
scribing and dispensing Schedule II, III, and IV Controlled Substances that are
medically necessary. And NASPER assists them in this area.

As passed in 2005, NASPER would provide grants to help States develop or ex-
pand a prescription drug-monitoring program that has the ability to communicate
with monitoring programs in other States. Any Controlled Substance II, III, or IV
that is prescribed would be electronically reported by the physician or pharmacist
to the State’s primary monitoring authority. Upon certified request, physicians and
law enforcement can access the information in these databases, in an effort to pre-
vent prescription drug addiction and to crack down on bad actors who are contribut-
ing to the problem.

Without these interconnected databanks, practitioners and pharmacists have no
way of knowing with any certainty whether a particular patient has received the
same drug or another incompatible controlled substance already from another prac-
titioner.

This is particularly troubling in light of the fact that physicians are increasingly
more hesitant to prescribe these medications out of fear that they will be the ones
to take the fall if a patient is in fact “doctor shopping” and abusing these sub-
stances. More and more patients have to suffer from intense pain because doctors
are overly cautious in prescribing the medications they need. A program like the one
we are discussing today would protect the innocent provide them with the informa-
tion they need to make the correct decisions for their patients.

The NASPER bill passed Congress and was signed into law in August 2005.
Thanks to its passage, I firmly believe that we will move one step closer in provid-
ing a strong and effective approach to addressing prescription drug abuse and crime.
But our fight is not over, just because the bill has passed. Now we need to get the
program funded so we can provide the necessary money to States.
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Because of the strict timetable set forth in NASPER, it is vital that funding be
included in fiscal year 2008 to ensure that HHS is able to promulgate regulations
and seek public input, thereby allowing grants to be awarded this year.

My colleague from Kentucky, Ed Whitfield, and I are busy working towards
achieving that goal. We have sent a letter to appropriators requesting $15 million
in funding for NASPER in fiscal year 2008. I have the letter here, Mr. Chairman,
and would like to submit it for the record. We have also been speaking with mem-
bers of the appropriations committee urging them to fulfill our request.

And I would like to thank you again, Mr. Chairman, for having this very impor-
tant hearing today. I am hopeful that we will be able to get this program funded
this year. I would also like to thank all the witnesses for joining us and I look for-
ward to your testimony.

Mr. StuPAK.With that, next I would move to Mr. Green for open-
ing statement, please.

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

Mr. GREEN. Thank you, Mr. Chairman, for ordering this hearing
on prescription drug monitoring programs and the NASPER Pro-
gram, which Congress enacted in 2005. High-ranking member Mr.
Whitfield was the author of the National All Schedules Prescription
Electronic Reporting Act, and I was proud to be a co-sponsor and
support it when it went through both our committee and both the
108 and 109th Congress. The need for NASPER is clear to us,
being on both the law enforcement level and a drug safety level.
With State prescription drug monitoring programs sporadic and not
interoperable, it was relatively easy for individuals who abuse pre-
scription drugs to doctor shop for controlled substances or obtain
the prescription drugs illegally with little detection from physicians
or law enforcement.

The Texas prescription drug monitoring program, called the
Texas Prescription Program, was established more than 25 years
ago, in 1981. Each year the Texas Prescription Program collects 3.3
million prescriptions and monitors Schedule II prescription drugs.
During the first year of the Texas Prescription Drug enactment,
the number of Schedule II prescriptions filled in the State fell by
52 percent. The program helped the State crack down on pill mills
and forged prescriptions, but it is clearly a law enforcement pro-
gram and housed at the Texas Department of Public Safety. With-
out question, prescription drug monitoring programs offer signifi-
cant benefits for law enforcement. They should go hand in hand
with the drug safety and public health benefits. It is disturbing
that the administration doesn’t recognize these dual needs and im-
plement the NASPER Program.

Mr. Whitfield, this committee purposely housed NASPER with
the Department of HHS to strike the appropriate balance between
law enforcement activities and public health safeguards. In fact,
the criteria for grant awards ensured a certain level of interoper-
ability, timely reporting by pharmacies, and assurances for pa-
tients of privacy. By giving physicians access to the data compiled
by prescription drug monitoring programs, NASPER would also
help physicians coordinate care and reduce the number of contra-
indicated drugs prescribed to patients. The administration’s refusal
to implement this program suggests it is only interested in law en-
forcement aspects of prescription drug monitoring programs.
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Secretary Leavitt supported this conclusion when he appeared
before this committee earlier this year and cited OMB’s decision to
review these programs as law enforcement tools, while the admin-
istration’s synthetic drug control strategy and drug monitoring pro-
gram is at the Department of Justice. The problem is, neither the
administration’s synthetic drug control strategy nor the DOJ grant
program ever has been authorized by Congress. My State received
the welcomed grant funding through the DOJ programs, but the
DOJ programs only provide half a loaf. Within the DOJ program,
there is no real strategy for interoperability, which is critical if we
want to stop folks from hopping across State lines to obtain pre-
scription drugs illegally and escape detections from their home
State monitoring programs. The DOJ programs also have none of
the safeguards for patient privacy and pay little to no attention to
public health ramifications.

Like my colleagues, I wish OMB Director Nussle would have ap-
peared before us today and explained the administration’s rationale
for failing to implement NASPER. However, I am pleased that he
has agreed to meet with our Chair and ranking member to discuss
the important issue. I hope that Mr. Nussle, as a former member
of this chamber, will be able to understand the frustrations we feel
when the administrations ignore Congressional intent. And I would
like to thank the Chair and the ranking member for holding this
hearing and needed oversight over the administration’s inaction on
this issue and shed light on the administration’s missed oppor-
tunity to address the problem of prescription drug abuse in an ef-
fective manner. And again, I am glad our witnesses are here.

Mr. Chairman, I yield back my time.

Mr. STUuPAK. Thank you, Mr. Green. Mr. Burgess, for an opening
statement, please.

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

Mr. BURGESS. Thank you, Mr. Chairman, and I appreciate very
much you holding this hearing today. Back in my home State of
Texas, in the city of Dallas, the Dallas Morning News ran a series
of several articles, 2003, 2004, 2005, on a physician who ran a pill
mill. And it seems that everyone knew about the pill mill. He didn’t
make appointments, but he saw a lot of patients, and the patients
were seen, I guess you would call it kind of a modified wave meth-
od of making appointments. The patients would sleep in the park-
ing lot so they would be the first in line to get in the door the next
day, and in fact sometimes the clinic had to hire off-duty police offi-
cers to kind of keep order in the parking lot before the clinic
opened. The doctor would see 200 patients a day. They were mostly
Medicaid and Medicare beneficiaries. In fact, this office was the
source for the largest single source of Diazepam prescriptions for
Medicaid prescriptions in the State of Texas. Now, at least 11 of
his patients died, and they died of drug overdoses or drug complica-
tions, and after a very long investigation, culminating just a few
weeks ago, this doctor received probation. I think, had this pro-
gram, had NASPER been up and running and functioning, I think
he certainly could have been contained much earlier, and I think
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some patients and their families could have foregone some needless
suffering, and perhaps we could have even avoided loss of life.

Now, when NASPER was signed into law, August 11, 2005, it
was the only congressionally authorized program to assist State
prescription drug monitoring programs. The previous program es-
tablished by the Department of Justice was created with a lack of
adequate Congressional oversight and appropriate administration
by the Justice Department. Both parties agreed that such a pro-
gram should have strict guidelines and that Health and Human
Services is better suited to administer such a program than the De-
partment of Justice. So NASPER must be funded, especially to
guard against scenarios such as this that has been well docu-
mented in my papers back home.

Well, Chairman Stupak, I thank you and ranking member
Whitfield for holding the appropriators accountable, and I join in
asking them to make the Appropriations Committee aware and to
fund this program.

And NASPER could allow doctors to find out what medications
a patient is currently taking and what he or she has taken in the
past. Without a database in place for doctors to track patient his-
tory, doctors have no way of knowing who is really in pain and who
is looking to abuse the system, and I speak of this with some au-
thority because I was a practicing physician back in Texas for 25
years, and I certainly know. I got caught in similar situations. I do
have some questions. I have some questions about how this is af-
fected by our current HIPAA laws, and then, going further, how is
the law that we recently passed, the Genetic Information Non-Dis-
crimination Act, how is that going to affect the sharing of informa-
tion, because that bill was fairly broadly constructed and I think
may have more of an effect on this that will curtail the sharing of
data. Now a database is extremely powerful, extremely powerful in
helping to manage a patient’s care and helping to provide informa-
tion to caregivers about a patient’s status.

We had a situation in Dallas right after Hurricane Katrina land-
ed in New Orleans 2 years ago. A lot of folks were taken from the
Superdome in Louisiana and delivered to the parking lot outside
Reunion Arena in Dallas. Many of these people were patients who
were on multiple medications. Many of them had been without
their medications for several days, and some were just a few steps
away from getting into serious trouble with their underlying ill-
ness. One of the chain pharmacies set up a mobile unit right out-
side Reunion Arena, and doctors were able to quickly access the
database, get information about the patients. Obviously Charity
Hospital didn’t have electronic medical records up online, but this
data was available to the doctors who were receiving those patients
and triaging those patients in the parking lot of Reunion Arena,
and within a very short period of time were able to accommodate
those patients’ needs. And I think out of the many, many thou-
sands of people who were transferred from New Orleans to Dallas,
only a few required hospitalization, because they got timely treat-
ment and timely recognition on the night of their arrival. So it just
underscores how powerful a database can be if used appropriately.

Mr. Whitfield alluded to how important it is to have interoper-
ability of databases, and I certainly think that is key if we are
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going to have two side-by-side systems. Clearly they need to be
able to communicate with each other in efficient fashion. But real-
istically if we could have a single system that worked and was
funded, I think that is the preferable route to go.

With that, Mr. Chairman, I will yield back the balance of my
time.

Mr. StupPAK. Thank you. Next opening statement, Ms.
Schakowsky, please.

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

Ms. SCHAKOWSKY. Thank you, Mr. Chairman. This is an impor-
tant hearing for a couple of reasons. First, we all know that pre-
scription drug abuse is rising and that accidental deaths from over-
dose have increased dramatically. But in addition, we know that
over 2 years ago this Congress passed, and the President signed
into law, aimed at fighting this growing problem. And yet to date,
as people have said, but I think it bears repeating, no funds have
been included in the President’s budget for the implementation of
this bipartisan bill, the NASPER.

Without a doubt, there is a need for a tool to reduce prescription
drug abuse. For many of our communities, this is an ever-growing
problem that has resulted in the death of too many friends and
neighbors and family members. According to this committee’s
records, when HHS Secretary Michael Leavitt testified before this
committee on the President’s 2008 budget, he stated that the De-
partment supported the program and that it was a program that
he would gladly administer. Yet, when pressed further, he deferred
to the OMB, stating that it was up to them to make a final deci-
sion. And meanwhile, over the past several years, the Department
of Justice has made annual grants to a number of States for the
purpose of establishing or strengthening a prescription drug mon-
itoring program. These grants have been supported both through
Congressional earmarks and the President’s budget requests, so
the question I look forward to answering today is why NASPER
has yet to be implemented or funded despite administration sup-
port for the prescription drug monitoring. Additionally, I look for-
ward to hearing from our witnesses regarding what appears to be
this administration’s preference to house the prescription drug
tracking program at a law enforcement agency, as opposed to the
Department of Health and Human Services. I have concerns about
what this means for patient privacy and preserving the relation-
ship between patients and their physicians.

It is also important that we examine the disadvantages of relying
on the DOJ grant program, a competitive grant program which has
yet to reach all States. Furthermore, State PDMPs have remained
largely incompatible. If our best interests lay in exposing bad ac-
tors within the prescription drug arena, our system must be inter-
operable and attainable for all States. So I look forward to getting
some answers from our witnesses, and I thank them all for being
here today, and I yield back.

Mr. STUPAK. I thank the gentle lady. Mr. Pallone was here, and
he had to step out, but unfortunately Mr. Pallone is not a member
of the subcommittee, so he may not be allowed to make an opening
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statement but may be back to ask questions. But it should be
noted, as I noted in my opening statement, it was Mr. Pallone, as
ranking member of the Health Subcommittee, who helped push
this legislation through and critical in getting it passed and signed
into law. We appreciate his continued interest, and hopefully he
will be able to make it back in time for questions. With that, Mr.
Murphy, for an opening statement, member of the subcommittee.

OPENING STATEMENT OF HON. TIM MURPHY, A REPRESENTA-
TIVE IN CONGRESS FROM THE STATE OF PENNSYLVANIA

Mr. MurpHY. Thank you, Mr. Chairman, and thank you for hold-
ing this important hearing. In particular because we are all very
concerned about the abuse of prescription drugs, it should be noted
that high school students in the United States and college students
are declining in their abuse of illicit drugs for consecutive years,
but there is an increasing level of the abuse of prescription drugs
among youth and adults. And it is cause for concern, and it is an
area that we need to closely monitor. And what we are considering
today is a mechanism by which we can do this.

I would like to quote briefly from an article that appeared in the
Pittsburgh Post Gazette earlier this year, in March, where in ref-
erence to an interview with a Dr. Neil Capretto of the Gateway Re-
habilitation Center in Pittsburgh, he said, “There has been a grow-
ing non-medical addictive use of prescription drugs, particularly
opioid drugs like Oxycontin, codeine, morphine, Percocet, Vicodin,
and Dilaudid. Opiates possess more properties characteristic of
opioid narcotics like heroin and morphine but are not derived from
opium poppy.” He went on to say, “The good news is, we are treat-
ing pain better than we did 10 years ago. The bad news is, there
are more people abusing and misusing prescription drugs. Unfortu-
nately, from our end, I am really afraid it is going to get worse be-
fore it gets better.”

As of 2003, 6.3 million Americans used prescription drugs for
non-medical purposes. In 2002 almost 30 million people had used
prescription pain relievers for non-medical purposes. Prescription
medications are now involved in close to 30 percent of drug-related
emergency room visits. The most recent monitoring, the Future Re-
port from University of Michigan, found that 5.5 percent of all high
school seniors abuse Oxycontin. Oxycontin abuse has increased 26
percent since 2002 among 8th- and 9th- and 12th-graders. The
abuse of prescription drugs cuts across gender, race, and virtually
all groups.

As we look at programs like NASPER, it is disappointing that it
has not been funded, and that is why we are here today. The Ap-
propriations Committee continues to fund a program out of DOJ
that focuses solely on enforcement. Although we are pleased that
DOJ has this program, and I don’t necessarily have a problem with
the DOJ program, but we have rules in place for a reason. Why
should we fund an unauthorized program when we have an author-
ized program that accomplishes the same mission? With that said,
we do agree on the mission, to prevent prescription drug abuse. In
my many years of practice as a psychologist, I saw the wretched
examples of drug abuse first-hand. And as we look at this, my
questions will be, how can we make these programs work together?



12

How can we make them be effective and efficient, not redundant
or exclusive? How can we gather and share data and databases so
we can work with law enforcement officials, we can work with drug
treatment programs, and we will work with effective funding here
in Congress?

I don’t believe there is anybody here who does not consider it a
high mission of this Congress to make sure we do all we can to re-
duce prescription drug abuse and all drug abuse, for that matter.
Because people understand how they can doctor shop, because
databases are not clear, it stands as a barrier to enforcement. It
stands as a barrier to treatment, and unfortunately it is the system
that the drug abuser has figured out how to get around for now.
We have to close those doors if we are going to help people. And
again, reflecting on the statistics I read earlier, about 8th- and 9th-
and 12th-graders, it would be a real tragedy if we did not work to
make this program work, to make this program and the Depart-
ment of Justice program find a way of working together so that our
goal of Justice and our goals in Congress of reducing and eliminat-
ing prescription drug abuse are met.

I look forward to hearing the testimony of this hearing of how
we can reach those goals, and I yield back my time, Mr. Chairman.

Mr. STUPAK. Thank you. Ms. DeGette, for an opening statement,
please.

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

Ms. DEGETTE. Thank you, Mr. Chairman. Mr. Chairman, I will
submit my full statement for the record, but I just want to say that
a couple of months ago I read one of those articles that really opens
your eyes in the New York Times Magazine—about patients who
truly have chronic pain that affects their whole ability to conduct
their lives. And these patients are really stuck in a whipsaw, be-
cause on the one hand they are trying to get medications that will
help solve their pain, and there are many legitimate doctors now
who say that patients like these really do need very high doses of
pain medication. But these patients are caught because they are
identified as abusers of these medications. And, at the same time
then, you have people who really are abusers of these medications,
and they are illegally obtaining these drugs. I think that NASPER
would really help to bring some sense to this situation and allow
the legitimate patients to get the drugs that they need, so that they
can get pain relief while at the same time giving law enforcement
the tools to track and identify both the abusers of these drugs and
the physicians who are participating in some of the abuses. So I
think it is a real shame on behalf of the patient and on behalf of
law enforcement that we haven’t funded NASPER, and I know that
talks are continuing. I would hope that the administration would
really put some funding behind this very important program.

With that, Mr. Chairman, I will yield back.

[The prepared statement of Ms. DeGette follows:]
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PREPARED STATEMENT OF HON. DIANA DEGETTE, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF COLORADO

Mr. Chairman, let me begin by thanking you for holding this hearing on the Na-
tional All Schedules Prescription Electronic Reporting Act, a vital tool for ensuring
public health and safety.

Sadly, drug abuse has become an all-too-familiar issue, whether it be illicit drugs
or drugs prescribed for pain relief. Chronic pain, for example, is a legitimate concern
with legitimate treatment options, yet prescription pain killers are often abused. We
need a way to allow patients access to such drugs when they are appropriate, while
at the same time adequately controlling access and identifying patients who are at
risk of addiction or are so-called “doctor shoppers.” We passed NASPER and signed
it iélto law in 2005 for exactly these reasons, yet nothing has come of the program
to date.

NASPER would give law enforcement personnel access to drug monitoring data
that relates to illegal prescribing, dispensing, or procurement of controlled sub-
stances, while also providing reliable data to doctors in the form of “prescription his-
tories” for their patients. Prescription histories not only help to identify doctor shop-
pers, but also help doctors identify patients who might at risk of addiction and
would therefore be better-suited to an alternative, less addictive drug. Just as im-
portantly, it would enable doctors and patients to avoid potentially deadly drug
interactions that occur when patients see multiple doctors for different conditions
but neglect to inform the doctor of other prescriptions they may be taking.

NASPER does all this while providing privacy safeguards for patient protection
and without placing pressure on doctors to avoid prescribing medicine that is legiti-
mately needed.

NASPER has the potential to be of immense value, yet because the Administra-
tion has failed to provide funding for it, it has not been able to help a soul.

In fact, the administration has instead funded a different, unauthorized prescrip-
tion drug monitoring program through the Department of Justice. This does not
make much sense to me, especially given that the DOJ program lacks some of
NASPER’s key components.

For example, the DOJ program lacks interoperability requirements that would
allow States to share data—a key problem that we are seeing repeatedly with cur-
rent Health Information Technology initiatives. NASPER, on the other hand, in-
cludes such interoperability provisions.

Mr. Chairman, I would like to know why the administration is yet again dismiss-
ing Congress’ authority—by not only failing to fund NASPER, but by instead fund-
ing an unauthorized program.

I yield back the balance of my time.

Mr. StuPAK. Thank you. That concludes the opening statements
by members of the subcommittee.

We have our first panel before us. On our first panel we have Dr.
Westley Clark, Director of the Center of Substance Abuse Treat-
ment within the Department of Health and Human Services, Sub-
stance Abuse and Mental Health Services Administration,
SAMHSA, as we call it, and Dr. Len Paulozzi, a medical epi-
demiologist at the Centers for Disease Control and Prevention. It
is the policy of this subcommittee to take all testimony under oath.
Please be advised that witnesses, under the rules of the House,
have the right to be advised by counsel during testimony. Do either
of you gentlemen wish to be advised by counsel during your testi-
mony?

Dr. PAuLozz1. No.

Dr. CLARK. No.

Mr. STUPAK. Both indicate they do not. Therefore I will ask, since
it is tradition to take testimony under oath, please rise, and raise
your right hand to take the oath.

[Witnesses sworn]

Mr. STUPAK. Let the record reflect both witnesses replied in the
affirmative. You are now under oath. We will begin with your open-
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ing statements. Dr. Paulozzi, would you like to go first for 5 min-
utes for an opening statement, please, and thank you again for ap-
pearing.

TESTIMONY OF LEN PAULOZZI, M.D., MEDICAL EPIDEMIOLO-
GIST, DIVISION OF UNINTENTIONAL INJURY PREVENTION,
NATIONAL CENTER FOR INJURY PREVENTION AND CON-
TROL, CENTERS FOR DISEASE CONTROL AND PREVENTION,
U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

Dr. PAULOZZ1. Good morning, Chairman Stupak, Ranking Mem-
ber Whitfield, and distinguished members of the subcommittee. My
name is Dr. Leonard Paulozzi, and I am a medical epidemiologist
at the Centers for Disease Control and Prevention. I am here on
behalf of the CDC Director, Dr. Julie Gerberding. My remarks will
focus on drug poisoning involving prescription drugs in the United
Staé:fsd as a public health problem. Can I have the second slide?

[Slide]

By way of background, this figure shows the leading causes of
unintentional or, if you will, accidental injury death in the United
States in 2004. The green bar is motor vehicle deaths. The yellow
bar in the center is poisoning, which ranks as the second-leading
cause of unintentional injury death, with approximately 20,000
deaths from this cause in the year 2004, of which 95 percent of
these poisoning deaths are drug overdoses. Next slide.

[Slide]

The problem here is this upward trending line. This is drug poi-
soning death rates in the United States from 1970 through 2004.
You can appreciate the trend line and the dramatic increase in the
1990’s and the first years of this decade. We can explain some of
the earlier blips with black-tar heroin or crack cocaine, but the
problem was explaining what happened in the later years of the
1990’s. Next slide.

[Slide]

We did a study which looked at the death certificates to identify
the drugs that were listed there as causing these deaths. We broke
it down into three types, heroin in white, cocaine in yellow, and the
red line at the top, pointed by my marker, is the opioid analgesic
category. You can see it is going up dramatically. It outnumbers ei-
ther heroin or cocaine by the year 2004. And this opioid analgesic
category, of course, is the narcotic painkillers like Oxycontin and
Vicgiiiin ]that you have heard so much about. Next slide, please.

[Slide

Again, this is the drug mortality death rate line that you saw be-
fore. I have paired it with opioid sales, shown here in green. These
are sales per capita, shown from 1997 on. From 1997 to 2004, the
opioid sales increased six-fold, and the line closely tracks the death
rate in drug poisoning. The other thing to note is that, 2005 and
2006 sales continued to go up, so we expect further increases in the
drug poisoning death rate in 2005 and 2006. Indeed, preliminary
information from 2005 suggests that the death rate did rise in
2005. Next slide, please.

[Slide]

This shows the drug poisoning death rates in the United States.
The dark States are those with the top third of death rates. I would
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like to point out that we have traditionally high rates in the South-
west. Louisiana, Maine, are also high, but we have a band of
States, Appalachian States, from Tennessee to Pennsylvania, with
some of the highest rates in the country. And as late as 1990, these
same Appalachian States had some of the lowest rates in the coun-
try. So this has really affected rural States more than urban States
in gilfi particular prescription drug problem. Next slide.

[Slide]

Well, death certificates don’t tell you circumstances of the death.
So how do you know whether these are accidents of people taking
too many pills, or are these abuse? We think that these are pri-
marily related to misuse and abuse of prescription drugs, for three
reasons. People dying of the prescription drugs are largely middle-
aged males: the same groups who died of heroin and cocaine in ear-
lier years. Surveys from SAMHSA have annually shown steady in-
creases in prescription drug misuse, non-medical use rates in the
United States. And lastly, studies done by medical examiners have
found that the decendents from prescription drug deaths typically
or cs(inclimonly will have a history of substance abuse. Next slide.

[Slide]

How can the problem be addressed? Obviously this is a multi-fac-
torial, complicated problem, and solving it depends upon input
from multiple Federal and State agencies. CDC will continue to re-
spond to this problem, as it has, through surveillance activities, ep-
idemiological work, and through evaluation of potential interven-
tions. In the next year, CDC will focus on a study of prescription
drug deaths and poisoning victims. We will also start an evaluation
of prescription drug monitoring programs, and we are working with
the Association of State and Territorial Health Officials to look at
State-specific policy responses to this problem.

Thank you for the opportunity to appear here today to make you
aware of the serious health consequences of this growing misuse of
prescription drugs in the United States, and I will be happy to an-
swer any questions you may have.

[The prepared statement of Dr. Paulozzi follows:]
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Good morning Chairman Stupak, Ranking Member Whitfield, and distinguished
members of the Subcommittee. My name is Dr. Leonard Paulozzi, and f am a
medical epidemiologist with the Centers for Disease Control and Prevention
(CDC), an agency of the Department of Health and Human Services (HHS).
Thank you for the opportunity to appear before you on behalf of CDC to discuss
our Agency's research and prevention activities addressing unintentional
poisoning deaths. Thank you also for your continued support of CDC's goal of

healthy people throughout all stages of their lives.

Today, our nation and the world are focused on threats such as pandemic
influenza, natural disasters, and terrorism. While these threats require and
deserve our immediate attention, we cannot lose sight of the pressing realities of
public health issues that we face every day, such as unintentional poisonings,
which are now the second leading cause of unintentional injury death, exceeded

only by motor vehicle fatalities.

Definitions

A poison is any substance that is harmful to your body when ingested (eaten),
inhaled (breathed), injected, or absorbed through the skin. Any substance taken
in excess, including a prescription drug, can be a poison. Therefore, the CDC
categorizes drug overdoses as drug poisonings. Drug poisoning does not include

adverse reactions to medications taken in the correct amounts.

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
House Energy & Commerce Subcommittee on Oversight & Investigations Page 1
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Drug poisonings can be intentional or unintentional. Intentional poisoning is the
result of a person taking or giving a drug with the intention of causing harm.
Suicide using drugs falls into this category. If the person taking a drug did not
mean to cause harm, it is considered an unintentional poisoning. Unintentional
poisoning includes the use of drugs for recreational purposes in excessive
amounts. It also includes the unintentional exposure of a toddler to drugs, or a
confused person taking too much medication. When the intent of the person
taking a drug resulting in death is unclear to a coroner or medical examiner, as is
sometimes the case despite a thorough investigation, the label of undetermined

poisoning may be applied.

Today, my remarks will pertain to unintentional drug poisonings. | will focus on
fatal drug-related poisonings because such events are extensively investigated,
coded in a standardized way, and available for analysis in annual mortality files
created by CDC’s National Center for Health Statistics (NCHS). | will discuss
data through 2004, the latest year for which mortality statistics are available for

the United States in this extensive level of detail.

Historical Trends in Mortality Rates
The mortality rates from drug poisoning (not including alcohol) have risen steadily

since the early 1970s. Over the past ten years they have reached historic highs.

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
House Energy & Commerce Subcommittee on Oversight & Investigations Page 2
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Rates are currently more than twice what they were during the peak years of
crack cocaine mortality in the early 1990s, and 4 to 5 times higher than the rates
during the year of heroin mortality peak in 1975. This upward trend has continued

through 2004.

Trends in Mortality Rates: 1990-98

During most of the 1990s, the categorization of drug poisoning deaths did not
aliow easy distinction between deaths caused by prescription drugs and deaths
caused by street drugs. Major data categories included opiates, cocaine, other
drugs, and unspecified drugs. During this time period, rates rose in all major
categories, including opiates and cocaine. The label “opiates” did not distinguish
between heroin and prescription opiates (also known as opioid analgesics) so it
was difficult to determine how much of the change in opiate deaths was
attributed to heroin and how much to prescription opioid analgesics. Prescription
drugs used for psychotherapeutic purposes (including sedatives and
antipsychotic drugs) also caused an increasing number of deaths during the
1990s, but such deaths represented a much smaller share of the total than

deaths attributed to opiates.

Trends in Mortality Rates: 1999-2004
Beginning with 1999 data, a new coding protocol was introduced that combined

heroin, prescription opioids, and cocaine into one category called “narcotics,” and

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
House Energy & Commerce Subcommittee on Oversight & Investigations Page 3
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combined “other” and unspecified drugs into another category. Sedatives and
other psychotherapeutic drugs continued to be tracked separately. Increases in
death from these categories of drugs, as seen during the 1990s, continued from
1999 through 2004. By 2004, at least 20,000 unintentional drug poisoning deaths
occurred annually in the United States. By comparison, just over 17,000

homicides occurred that year.

The new coding protocol also allowed researchers to determine specifically
which drugs were involved in these deaths by allowing disaggregation of the
“narcotics” and “other/unspecified” categories into their 3 largest components:
opioid analgesics, cocaine, and heroin. Opioid analgesics include derivatives
from opium, such as oxycodone or hydrocodone, as well as synthetic drugs with
similar action, such as methadone. Analysis of these data, published last year,
showed that the slow increase in cocaine-related mortality seen earlier continued
after 1999, while the number of deaths involving heroin stabilized. In contrast,
the number of deaths involving prescription opioid analgesics increased from
roughly 2,900 in 1999 to 7,500 in 2004, an increase of 160% in just 5 years.' By
2004, opioid painkiller deaths numbered more than the total of deaths involving
heroin and cocaine. For the first time, it became apparent that prescribed

controlied substances were driving the upward trend in drug poisoning mortality.

! Paulozz, LJ, Budnitz, DS, Xi, Y. Increasing deaths from opioid analgesics in the United States.
Pharmacoepidemiol Drug Saf 2006; 15: 618-627. (originally published last year and recently
updated)

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
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Characteristics of Those Dying from Drug Poisoning

This rapid increase in prescription drug poisoning has changed the epidemiclogic
patterns of drug poisoning. A map of the United States shows that the highest
unintentional drug poisoning mortality rates in 2004 were in the Appalachian

states, the Southwestern stales, and New England.

Figure, Unintentional and undetermined drug poisoning mortality rates per 100,000
popuiation by state, 2004; map generated using Centers for Disease Control and
Prevention's WONDER online mortality date query system, available at wonder.cde.gov
(accessed 22 March 2005)

Rate per 100,000 population

td 2.3-6.8 6.9-8.6 8.7-18.7
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In contrast, 1990 rates in rural states were some of the lowest in the nation.? In a
paper published in the American Journal of Prevention Medicine last year, CDC
showed that there was a statistically significant correlation between state drug
poisoning rates and state sales of prescription opioids.® There was almost a four-
fold difference among states in their use of opioid analgesics. States with the
highest distributions tended to be those with the highest drug poisoning mortality

rates.

Drug poisoning rates were twice as high for men than for women in 2004. The
group at highest risk for drug poisoning death is middle-aged men, the same
demographic group that historically has had high rates of fatal heroin overdoses.
Rates were higher for whites (7.2 per 100,000) than for African Americans (6.6
per 100,000). The highest rate was among those aged 35-44 years. Rural areas
now have rates comparable to those in urban areas as a result of greater rate
increases in rural counties than in urban counties since 1999. These patterns

also hold true when studying deaths involving prescription opioid analgesics.

Why are Deaths Occurring?
There are certainly exceptions, but most unintentional drug poisoning deaths are

not “accidents” caused by toddlers or the elderly taking too much medication.

2 There are about 3,000 undetermined deaths and 20,000 unintentional drug deaths per year.
The map includes data for both because medical examiners in some states report all drug
overdoses as undetermined intent.

® Paulozzi, LJ, and Ryan, GW. Opicid analgesics and the rates of fatal drug poisoning in the
United States. Am J Prev Med 2008; 31: 508-511.

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
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Mortality statistics suggest that these deaths are largely due to the misuse and
abuse of prescription drugs. Such statistics are backed up by studies of the
records of state medical examiners. Such studies consistently report that a high
percentage of people who die of prescription drug overdoses have a history of

substance abuse.

These findings are consistent with annual surveys from HHS’s Substance Abuse
and Mental Health Services Administration (SAMHSA) that have reported
increasing rates of nonmedical use of prescription drugs, especially opioid
analgesics, during the same time period when mortality was rising. “Nonmedical
use” was defined as use without a prescription of the individual’s own or simply
for the experience or feeling that the drugs caused. The 2006 SAMHSA National
Survey on Drug Use and Health found that 2.1 percent of the U.S. population age
12 or older had used prescription pain relievers such as opioid analgesics for
nonmedical purposes in the past month. That amounts to 5.2 million nonmedical
users in a typical month. However, the change in the rate of current nonmedical
use of pain relievers between 2005 and 2006 (1.9 and 2.1 percent, respectively)
was not statistically significant. Interestingly, by comparison, CDC’s National
Health and Nutrition Examination Survey found that about 9 million Americans

reported use of opioid analgesics for medical purposes in a typical month.

Projection of Trends during 2005-2007

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
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Because the process of death certificate completion, collection, correction, and
computerization for 2.4 million deaths annually is laborious and time-consuming,
final information on mortality for the nation as a whole is only available through
2004. However, the overall drug poisoning mortality trend closely tracked the
rapid rise in sales of opioid analgesics per capita recorded by the Drug
Enforcement Administration (DEA) from 1997 through 2004. And sales of opioid
analgesics rose in 2005 and 2006. Therefore, we are likely to see additional
increases in the drug poisoning mortality rate during 2005 and 2006. Indeed,
preliminary information from NCHS indicates that the unintentional poisoning rate,
which largely tracks the unintentional drug poisoning mortality rate, did increase
in 2005. Moreover, rates of nonfatal emergency department visits for poisoning
from the National Electronic Injury Surveillance System show an upward trend
from 2004 to 2008, although NSDUH data from 2006 does not show a

statistically significant increase from 2005 to 2006.

What Can Be Done

Addressing the problem requires better epidemiologic information on the patterns
and predictors of prescription drug use as well as better information on what
specific drugs pose the greatest risk. Data from prescription drug monitoring
programs on the patterns and trends in use of specific drugs in local jurisdictions
is one source of such epidemiologic information. Such programs may contribute

to solving this problem if active use is made of the information they collect.

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
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Based on what we know now, possible interventions could include:

1) Using insurance mechanisms to modify the behavior of patients using
dangerous amounts of prescription drugs. A number of states use information
about drug use collected on their Medicaid populations to identify high-volume
users. They have options such as “locking in” such users to a single provider
and a single pharmacy to reduce the likelihood of “doctor shopping,” a term used
to describe prescription abusers who visit multiple doctors until they get the

desired amount of narcotics.

2) Educating physicians and pharmacists to more closely monitor patients who
are taking opioid painkillers on a long-term basis. Existing literature describes
how this can be done, including the use of doctor-patient contracts and pill
counts. This is difficult in some settings such as emergency departments, where
there may be no long-term doctor-patient relationship. Unfortunately, about 40%
of the prescribing of opioid analgesics in outpatient settings is done in emergency

departments.

3) Using opioid analgesics more judiciously, e.g., reducing the use of strong
painkillers when weaker ones would suffice, and following proper prescribing

practices for FDA-approved indications versus "off label" uses of these drugs.

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
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4) Modifying the drugs themselves so they are more difficult to crush and
dissolve in preparation for injection, a mode of use favored by some opioid

abusers.

CDC Activities

This coming year, CDC is planning to examine the prescription histories of
persons who died of prescription drug overdose in one state to see whether their
prescription histories vary from the typical histories of others using the same
class of drugs. We expect to see that the decedents have markers of
inappropriate prescription drug use, such as multiple, overlapping prescriptions.
Such markers may help identify people at risk of fatal drug overdoses in
prescription drug monitoring program records. CDC is also conducting a study
that will evaluate prescription drug monitoring programs (PMPs) nationwide. The
study will compare changes in prescription drug sales and overdose rates in
states starting PMPs with changes in states not initiating such programs.
Information obtained on program characteristics associated with effectiveness

could be used to enhance the effectiveness of PMPs nationwide.

Recently, CDC staff conducted a field investigation of drug overdose deaths in
West Virginia, the state with the highest drug poisoning mortality rate in 2004.

We will be publishing information about the characteristics of those deaths and

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
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the implicated drugs. Part of this investigation involved examining PMP records
that had been obtained by the state medical examiner for these decedents.
Those records will help characterize the prescription history of people dying from
prescribed drugs. This investigation will support the critical need for more
detailed information about how the people misusing these drugs are obtaining

them.

Finally, CDC is working with the Association of State and Territorial Health
Officials to survey a sample of state health officers about their state policy
responses to this problem. Their experience with such preventive measures may

be useful to other states,

Conclusion
Unintentional drug poisonings are a significant and worsening public health
problem. CDC continues to respond to this problem through state surveillance

activities, epidemiologic research and evaluation of potential interventions.

Thank you for the opportunity to discuss this important public health issue today.
Thank you also for your continued interest in and support of CDC’s unintentional

poisoning activities. | will be happy to answer any questions.

Trends in Unintentional Drug Poisoning Deaths October 24, 2007
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Mr. STuPAK. Thank you, Dr. Paulozzi. Dr. Clark, your opening
statement, please, sir.

TESTIMONY OF H. WESTLEY CLARK, M.D., DIRECTOR, CENTER
FOR SUBSTANCE ABUSE TREATMENT, SUBSTANCE ABUSE
AND MENTAL HEALTH SERVICES ADMINISTRATION, U.S. DE-
PARTMENT OF HEALTH AND HUMAN SERVICES

Dr. CLARK. Mr. Chairman, members of the subcommittee, my
name is Dr. H. Westley Clark, and I am the Director of the Centers
for Substance Abuse Treatment, within the Substance Abuse and
Mental Health Services Administration, an agency of the U.S. De-
partment of Health and Human Services. I am testifying on behalf
of our Administrator, Terry Cline, Ph.D., who was not able to be
here. I am a board certified psychiatrist with added qualification
in addiction and psychiatry.

According to SAMHSA’s National Survey on Drug Use and
Health, combined data from the reports from 2002 to 2006 indicate
that an average of 4.7 percent of persons age 12 and older, an esti-
mated 12.6 million people, used prescription pain relievers non-
medically in the 12 months prior to the survey. 2006, 2.1 percent
of persons age 12 and older used a prescription pain reliever non-
medically in the month prior to the survey. Among persons 12 and
older, 2.2 million initiated non-medical use of prescription pain re-
lievers within the past year, and that is about the same as the esti-
mated number of initiates for marijuana.

Where do people obtain their drugs? The 2006 National Survey
on Drug Use and Health also revealed where the people were ob-
taining their prescription drugs. Nearly 56 percent of the patients
who had non-medical use of prescription pain relievers obtained the
drugs free of charge from a friend or a relative, 19.1 percent from
a single doctor; 14.8 percent bought or took them from a relative
or a friend; 3.9 percent bought from a drug dealer or other strang-
er; 1.6 percent got them from more than one doctor; less than 1
percent reported getting them from the Internet; and 4.9 percent
got them from other sources, including a fake prescription, or stole
them from a doctor’s office, clinic, or hospital pharmacy. As a re-
sult, it is clear that what we need is a coordinated response.

The emerging challenge of prescription drug abuse and misuse is
a complex issue that requires epidemiologic surveillance, distribu-
tion chain integrity, intervention, more research by both the pri-
vate and the public sectors. We also need to be concerned about the
issue of the appropriate use of prescription drugs. We know that
there are some 75 million people who are suffering from severe
pain. Some 50 million people suffer from chronic pain, and some 25
million people suffer from acute pain. So the Federal Government
needs to work with medical partners, public health administrators,
State legislatures, international organizations, are all needed to
collaborate and cooperate through educational outreach and other
strategies targeted to a wide swath of distinct populations, includ-
ing physicians, pharmacists, patients, both intended and inadvert-
ent, educators, parents, high school and college students, high-risk
adults, the elderly, and many others. Outreach to physicians and
their patients and pharmacists needs to be complemented by edu-
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cation, screening, intervention, and treatment for those misusing or
abusing prescription drugs.

Beginning fiscal year of 2002, Congress appropriated funding to
the Department of Justice to support prescription drug monitoring
programs. Since the inception of the Department of Justice pro-
gram, called the Harold Rogers Prescription Drug Monitoring Pro-
gram, this funding opportunity has resulted in 21 States receiving
new program grants and 13 States netting planning grants. There
are now 25 States operating prescription drug monitoring programs
and eight States with legislation in place to establish a program.

In addition to the prescription monitoring programs of the DO,
the Federal Government has a number of other activities involving
prescription drugs. We are promulgating guidelines for the appro-
priate disposal of prescription drugs. These guidelines urge Ameri-
cans to take unused, unneeded, or expired prescription drugs out
of their original containers and dispose of them appropriately by
mixing the prescription drugs with undesirable substances like cof-
fee grounds or kitty litter to throw them away in the trash. We also
are addressing the issue of prevention and treatment. We have
drug-free communities, and on behalf of ONDCP we administer
grants to communities across the country to form local anti-drug
coalitions. We have spent $1.76 million for our substance abuse
prevention and treatment block grant, $504 million in prevention
and treatment discretionary grant, including our Access to Recov-
ery, our ATR grant. We also have a screening and brief interven-
tion grant. Furthermore, the National Institute of Drug Abuse has
initiated a research program looking at the use of Buprenorphine
for the treatment of prescription opioid abuse.

As I stated earlier, the emerging challenge of prescription drug
abuse and misuse is a complex issue that requires epidemiologic
surveillance, distribution chain integrity, intervention, and more
research by private and public sectors. It requires a concerted effort
by many, and electronic monitoring systems are a key part of the
response, along with treatment and prevention programs that in-
clude outreach and education. SAMHSA is committed to allowing
programs to give States and the local authorities the flexibility
they need to deal with the issue and meet the challenge. Our strat-
egy of prevention and treatment is essential to that.

Thank you for the opportunity to present this information to you.

[The prepared statement of Dr. Clark follows:]
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Mr. Chairman and members of the Subcommittee, my name is Dr. H. Westley Clark, and
I am the Director of the Center for Substance Abuse Treatment within the Substance Abuse and
Mental Health Services Administration (SAMHSA), an agency of the Department of Health and
Human Services (HHS). Iam testifying on behalf of our Administrator, Terry Cline, Ph.D., who

was not able to be here.

1 am here to talk about electronic monitoring systems and how these systems have helped

States and the Federal Government address non-medical use of prescription drugs.

Non-medical Prescription Drug Use

In February, John Walters, the Director of the White House’s Office of National Drug
Control Policy (ONDCP) stated, “Millions of Americans benefit from the tremendous scientific
achievements represented by modern pharmaceutical products. But, when abused, some

prescription drugs can be as addictive and dangerous as illegal street drugs.”

Combined data from the Reports for 2002 to 2006 of SAMHSA’s National Survey on
Drug Use and Health (NSDUH) indicate that an annual average of 4.7 percent of persons aged
12 or older (an estimated 12.6 million persons) used a prescription pain reliever non-medically in
the 12 months prior to the survey. In 2006, 2.1 percent of persons aged 12 or older (about 5.2
million persons) used a prescription pain reliever non-medically in the month prior to the survey.
Current non-medical use of pain relievers between 2005 and 2006 was statistically unchanged.

In the survey, “non-medical use” of these drugs was defined as use without a prescription of the

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
House Energy and Commerce Subcommittee on Oversight and Investigations Page 1
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individual’s own or simply for the experience or feeling the drugs caused. The 2006 survey
found that males were more likely than females to have used a prescription pain reliever non-
medically in the past year (6.1 vs. 4.3 percent). Young adults aged 18 to 25 had the highest rate
of past year non-medical use, at 12.4 percent, compared to 7.2 percent for ages 12to 17, 7.4

percent for ages 26 to 34, and 2.7 percent for ages 35 and above.

In addition, the NSDUH reported that in 2006, among persons aged 12 or older, 2.2
million initiated non-medical use of prescription pain relievers within the past year. That is

about the same as the estimated number of initiates for marijuana.

Where are People Obtaining Their Drugs?

The 2006 NSDUH also revealed where people were obtaining their prescription drugs.
Nearly 56 percent of the past year non-medical users of prescription pain relievers obtained the
drugs free of charge from a friend or relative, 19.1 percent from a single doctor, 14.8 percent
bought or took them from a relative or friend, 3.9 percent bought them from a drug dealer or
other stranger, 1.6 percent got them from more than one doctor, less than 1 percent reported
getting them from the internet, and 4.9 percent got them from other sources, including a fake

prescription, or stole them from a doctor’s office/clinic/hospital/pharmacy.

SAMHSA is responding, along with other agencies across the government, to address the
non-medical use of prescription drugs, which now ranks second, only behind marijuana as the

Nation’s most prevalent illegal drug.

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
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According to SAMHSA’s Treatment Episode Data Set (TEDS), treatment admissions for
abuse of opiates other than heroin, such as morphine, oxycodone, and hydrocodone, represented
approximately 16,000 of all primary opiate admissions in 1995 and rose to about 68,000 in 2005.
Opiates other than heroin represented 21 percent of all primary opiate admissions in 2005, up

from 7 percent in 1995.

The emerging challenge of prescription drug abuse and misuse is a complex issue that
requires epidemiological surveillance, distribution chain integrity, interventions, and more
research by the private and public sectors. Thus, no organization or agency can address the
problem alone; a coordinated response is required. The Federal Government, medical partners,
public health administrators, State legislators, and international organizations all are needed to
implement educational outreach and other strategies targeted to a wide swath of distinct
populations, including physicians, pharmacists, patients (both intended and inadvertent),
educators, parents, high school and college students, high risk adults, the elderly, and many
others. Outreach to physicians and their patients and pharmacists needs to be complemented by
education, screening, intervention, and treatment for those misusing or abusing prescription

drugs.

Prescription drug monitoring programs (PDMPs) are among the most important
components of government efforts to prevent and reduce controlled substance diversion and
abuse. Prior to Fiscal Year (FY) 2002, there were 15 States operating PDMPs. Beginning in FY

2002, Congress appropriated funding to the Department of Justice (DOJ) to support PDMPs.

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
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Since the inception of the DOJ program, called the Harold Rogers Prescription Drug Monitoring
Program, (Rogers PDMP or Rogers Program), this funding opportunity has resulted in 21 States
receiving new program grants and 13 States netting planning grants. There are now 25 States
operating PDMPs and 8 States with legislation in place to establish a program. Nearly all of the
33 States have received funding through the Rogers Program. (Rhode Island has never applied
for funding.) Out of the States that have enacted PDMP legislation, 24 States have legislative
authority to provide reports to physicians or prescribers, 26 to licensing boards, 21 to
pharmacies, and 29 to law enforcement. Currently, six States have established agreements with
other States. As these programs mature, the number of States who are sharing information with
other States continues to grow. It should be noted that some States collect more than only
controlled substances information, and some States have different substances in their schedules

than those set out in the Controlled Substances Act.

Although PDMPs vary from State to State, the majority of these types of programs are
administered by a law enforcement agency in conjunction with a state board of pharmacy or
through professional licensing boards. All States receiving Rogers PDMP funding are
encouraged to exchange data. Collaboration is an important aspect of these activities, and
grantees must develop a team of law enforcement and health care professionals and collaborate

with other public and private agencies and organizations.

The Bureau of Justice Assistance (BJA) within DOJ’s Office of Justice Programs
administers the Rogers Program along with DEA’s Office of Diversion Control and ONDCP.

The National Alliance for Model State Drug Laws provides technical assistance to states that

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
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either have a PDMP or intend to establish one. Every PDMP that receive funding through the
Rogers Program must provide performance data on: reducing the rate of “inappropriate use of
prescription drugs”; reducing the quantity of pharmaceutical controlled substances obtained by
individuals attempting to engage in fraud and deceit (i.e., “doctor shopping”); and increasing

coordination among PDMP partners (e.g., regulatory, health, law enforcement agencies).

All share the following common objectives:
* To educate and inform practitioners and the public;
¢ To develop and advance public health initiatives;
e To facilitate early identification and intervention in cases of drug misuse or abuse;
e To aid investigations and law enforcement; and

e To safeguard the integrity and access to the programs database.

Education and Information A major goal of many PDMPs is the provision of information and
feedback to practitioners and the public. For example, data gathered through these systems is
used to identify and analyze prescribing trends within geographic regions, medical specialties or

drug classes permitting agencies to provide appropriate information or training at the right time.

Public Health Initiatives States use the information obtained from the review and analysis of
monitoring data in the development of public health initiatives. Information on trends in
prescribing and dispensing can be used to assist in addressing problems such as under- and over-
utilization and inappropriate prescribing. Some States use monitoring information as the basis

for initiation of education and prevention programs, formulation of laws and regulations,

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
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development of controlled substances policies, and establishment of practice and treatment
guidelines. One advantage of prescription drug monitoring is that initiatives can be targeted to

selected subsets of healthcare practitioners.

Early Intervention and Prevention Another goal of these monitoring programs is early
intervention and prevention of drug misuse. PDMPs can help physicians detect patients who
may be abusing prescriptions sooner than would be possible with other forms of information

gathering,

Investigations and Enforcement Existing DOJ-funded State programs have demonstrated a
strong track record of assisting law enforcement and regulatory agencies to identify and respond
to some illegal activity associated with prescription drugs. The systems make prescription
records accessible at a single site, often computerized database, and thereby facilitate the
gathering of evidence with minimal or no intrusion on practitioners and pharmacies. Similar to
public health agencies, law enforcement can use information on trends in prescribing and
dispensing to assist addressing problems such as identifying online Internet sales or finding

suspicious prescribing patterns which may merit further investigation.

Confidentiality It is imperative that confidentiality protections are strictly enforced, so as to
protect the patient, and that the systems work in conjunction with Health Insurance Portability

and Accountability Act security and privacy provisions.

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
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In recognition of the importance of the systems and the need for education and
information, recently, the BJA within DOJ collaborates with SAMHSA through a multi-year
grant to the SAMHSA-funded National Addiction Technology Transfer Center for an
Educational Collaborative for Prescription Drug Monitoring Program Initiative. This initiative
was created to enhance the linkages between the DOJ Prescription Drug Monitoring Programs
and State-funded and -licensed addiction treatment systems. The goal of the project is to:

e create electronic profiles between the PDMPs and the State-funded treatment
system;

s develop a guide for family practice physicians and pharmacists describing the
signs and symptoms of prescription drug abuse;

« develop a guide for family practice physicians outlining the skills for screening,
intervening and referring individuals to treatment for prescription drug use
disorders; and

o develop a marketing plan to assure dissemination of these products and resources.

Although we do not yet have results from this grant, we are hopeful that the goals of the project
will be met and will help with future efforts around establishing and enhancing PDMPs.
Recognizing the fact that electronic monitoring systems are not the only answer, focus has
expanded to the proper use of prescription drugs. Many individuals who receive prescriptions
for pain because of surgeries, dental work, or back pain leave the drugs in their medicine
cabinets or other places in the house for extended periods of time. The Federal Government in
February of this year issued guidelines for proper disposal of prescription drugs. These

guidelines urge Americans to:

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
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o Take unused, unneeded, or expired prescription drugs out of their original
containers;

e Mix the prescription drugs with an undesirable substance, like used coffee
grounds or kitty litter, and put them in impermeable, nondescript containers, such
as empty cans or sealable bags, further ensuring that the drugs are not diverted or
accidentally ingested by children and pets;

¢ Throw these containers in the trash;

¢ Flush prescription drugs down the toilet only if the accompanying patient
information specifically instructs it is safe to do so; and

¢ Return unused, unneeded or expired prescription drugs to pharmaceutical take-
back locations that allow the public to bring unused drugs to a central location for

safe disposal.

SAMHSA also works with ONDCP to provide outreach and disseminate educational
materials efforts to various sectors of our society that encounter this class of drugs. On behalf of
ONDCP, we administer grants to communities across the country to form local anti-drug
community coalitions that coordinate prevention and intervention efforts. These coalitions bring
together community leaders and professionals in health care, law enforcement, and education to
provide local, grassroots solutions to the challenges drug and alcohol abuse pose to their

neighborhoods.

The President’s Fiscal Year (FY) 2008 budget request for SAMHSA includes $1.76
billion for the Substance Abuse Prevention and Treatment Block Grant, of which 20 percentisa

mandatory set-aside for substance abuse prevention. These funds are directed to specialty

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
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treatment providers, many of whom provide treatment for abuse and dependence of prescription
drugs. The President’s FY 2008 budget also includes nearly $504 million in prevention and
treatment discretionary grants, including Access to Recovery (ATR) and Screening, Brief

Intervention, Referral and Treatment (SBIRT) programs.

The Access to Recovery program was launched in August 2004 with the announcement
of grants to 14 States and one tribal organization. Since then, more than 170,000 people with
substance abuse problems have received treatment and/or recovery support services, exceeding
the three-year target of 125,000 people. In September 2007, 24 new Access to Recovery grants
were awarded to 18 States, five tribal organizations, and the District of Columbia to increase
access to clinical treatment and recovery support services for an estimated 160,000 individuals

over the three-year grant period.

The Screening, Brief Intervention, Referral and Treatment program was established to
engage health professionals in the identification, counseling, referral, and ongoing medical
management of persons with substance abuse disorders. Through SBIRT, States, territories, and
tribal organizations are eligible to receive grants to provide effective early identification and
observation in general medical settings. This program is based on research showing that by
simply asking questions regarding future unhealthy behavior and conducting brief interventions,
patients are more likely to avoid the behavior in the future and seek help if they believe they

have a problem.

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
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Conclusion

As I stated earlier in my testimony, the emerging challenge of prescription drug abuse
and misuse is a complex issue that requires epidemiological surveillance, distribution chain
integrity, interventions, and more research by private and public sectors. It requires a concerted
effort by many, and electronic monitoring systems are a key part of the response along with
treatment and prevention programs that include outreach and education. SAMHSA is committed
to allowing its programs to give States and local authorities flexibility in meeting drug-related
challenges their communities face, including the mounting problem of prescription drug abuse.
Qur strategies in prevention and treatment of prescription drug abuse are both targeted
specifically to the prescription drugs themselves and to programs that enable prevention,
intervention, and treatment of addictions, which can have a significant long-term impact on

prescription drug abuse and misuse.

Thank you for this opportunity to present this information to you. I would be pleased to

answer any questions you may have.

The Use and Utility of Prescription Drug Monitoring Programs October 24, 2007
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Mr. SturPAK. Thank you, and thank you for your testimony. We
will begin questions. We will go 5 minutes. If need be, we can go
back and forth. Dr. Clark, in your testimony you never mentioned
the NASPER Program. Why is that?

Dr. CLARK. At this particular point in time, the NASPER Pro-
gram has not been funded, but the components of NASPER are—
we are actively engaged in addressing some of those components
and working——

Mr. StupaK. Well, if it hasn’t been funded, how can you be ac-
tively engaged in addressing the components?

Dr. CLARK. We are involved in the issue of collecting data on pre-
scription drug abuse.

Mr. StuPAK. Why didn’t you fund NASPER or the program that
you have then to help inform doctors of the problems of the pre-
scription drug abuse?

Dr. CLARK. Well, we understand that the funding process is com-
plex. It is my understanding that, through the appropriations proc-
ess, Congress has chosen to fund these activities within DOJ and
not HHS.

Mr. STUPAK. Well, as Mr. Whitfield said, there was $5 million for
the NASPER Program brought on approximately 2 years ago. What
ever happened to that $5 million for the NASPER Program then?

Dr. CLARK. To my knowledge, we never got $5 million.

Mr. StupAk. Has SAMHSA ever asked for money for the
NASPER Program?

Dr. CLARK. I am not in a position to discuss the internal delib-
erations that occur in

Mr. STUPAK. I am not asking for internal discussions. I am ask-
ing if you ever made a request of the appropriators for the
NASPER Program. That is nothing internal. Did the Department
ever ask for funding for the NASPER Program? That is a public
statement. Did you ever do that?

Dr. CLARK. Asking for funds for specific programs is an internal
p}rl'ocess that we use, and we follow the internal processes to achieve
that.

Mr. StupPAK. Why is the budget then published every year, if it
is an internal process? It is a public process. The President sends
his budget to Capitol Hill, and then we discuss whether or not to
do it, whether or not to fund certain programs. Has the Depart-
ment ever made a request to fund NASPER?

Dr. CLARK. To my knowledge, no.

Mr. STUPAK. From a public health perspective, what do you be-
lieve are the most important features of NASPER as distinguished
froq)l the unauthorized grant program at the Department of Jus-
tice?

Dr. CLARK. I think one of the most important things is that we
want to be able to educate and inform practitioners, and we get
that from the Department of Justice program. We want to make
sure that there is this balance between the appropriate use of pain
medications and the inappropriate use of pain medications. As I
mentioned, there is some 75 million people who suffer from severe
pain in the United States. So the concerted strategy that we are
working with in the Federal Government, we believe, will assist us
in addressing these issues in a cost-conscious environment.
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Mr. StuPAK. Well, those two that you pointed out, to inform and
educate the doctors who prescribe prescriptions, and also the use
of pain medication, that is not found in the Rogers program in the
Department of Justice, is it?

Dr. CLARK. I am not the best person to comment about the elabo-
rate components of the Department of Justice programs.

Mr. STUPAK. Well, you testified on the Department of Justice
program, so why can’t you comment on the Department of Justice
programs?

Dr. CLARK. I think the Department of Justice programs, in order
to speak with the extreme authority, I think it would be best for
the Department of Justice to comment. We do know that the De-
partment of Justice is very much interested in advancing the public
health component of theirs and not simply to aid in investigation
and law enforcement. We know that they are

Mr. StuPAK. Well, let me ask you this one, then. Let me ask you
this. Last night at 8 o’clock, your Agency gave our investigators, 8
o’clock last night, a study required by the NASPER legislation. The
study was supposed to be presented to Congress. That was sup-
posed to be done 6 months after the bill was signed into law, which
would have been August 2005, so early 2006 we should have re-
ceived that report. We never saw the report until last night at 8
p.m. So why was this study a year and a half late? And when was
this study completed?

Dr. CLARK. The study was released yesterday. It required exten-
sive deliberation. We have discovered——

Mr. STUPAK. When was the study completed? I know you re-
leased it last night at 8 o’clock. When was it completed?

Dr. CLARK. The study was completed after it was approved, and
I think part of the

Mr. STuPAK. When was it completed, after it was approved?

Dr. CLARK. It was approved yesterday, sir.

Mr. STUPAK. So it took you 18 months to approve this study?

Dr. CLARK. Yes, sir.

Mr. STUPAK. How long did it sit in the Department, trying to get
its final approval?

Dr. CLARK. I think the Department acted upon the report with
dispatch and due deliberation, so it is not possible for me to com-
ment on where it was after it left, because we have been exchang-
ing comments and deliberations on it. So we have been actively in-
volved in addressing the specifics of the report.

Mr. STUPAK. So you are telling me under oath here today that
you have been actively and specifically going over this report for
the last 18 months?

Dr. CLARK. Well—

Mr. STUPAK. Isn’t the real answer was, you knew you were called
up before this committee, so therefore you released your report last
night? You haven’t been actively engaged in this report. I can tell
that just by looking at the report we saw last night, and I am re-
minding you, you are under oath. I am not trying to give you a bad
time, but when we ask for things and you come here and you say
you have been actively engaged in this thing for the last 18
months, studying it, and that is why it just got released last night,
that is a bunch of bull. There is no other way to put it.
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Ms. DEGETTE. Mr. Chairman, if I may. I always say there is a
good reason to have a hearing. You get so much information the
minute you schedule the hearing, so this is just yet another exam-
ple of it.

Mr. STUPAK. So, do you want to revise your answer on that last
one? Or are you going to stick with actively engaged for the last
18 months?

Dr. CLARK. Oh, we were pursuing the report as expeditiously as
we could, and the final deliberations of the report were completed
when the report was released.

Mr. STUPAK. Mr. Whitfield for questions, please.

Mr. WHITFIELD. Thank you, Chairman Stupak. Dr. Clark, you
mentioned in responding to Mr. Stupak that HHS did not request
any funding for NASPER. Is that correct?

Dr. CLARK. Yes, sir.

Mr. WHITFIELD. And how was that decision made?

Dr. CLARK. Again, I am not at liberty to discuss the internal de-
liberations that occur every year during the preparation of our an-
nual budget.

Mr. WHITFIELD. Well, Secretary Thompson came and testified be-
fore this committee and said they supported NASPER, that it
would be helpful to them in dealing with this problem. Secretary
Leavitt came to this committee, testified to this committee, that
NASPER would be helpful to them to solve this problem. And you
are testifying this morning that you all did not request any money
from OMB in your budget request. Is that correct?

Dr. CLARK. I am testifying that I am not at liberty to discuss the
internal deliberations that occur——

Mr. WHITFIELD. No, but I thought you said you did not request
any funds for this program.

Dr. CLARK. In the public, published budget.

Mr. WHITFIELD. All right. Now, Secretary Leavitt also said that
it was OMB’s decision not to fund this program. Can you make a
comment on that?

Dr. CLARK. I will defer to Secretary Leavitt’s comments.

Mr. WHITFIELD. Well, the point that I would make is that it is
quite obvious from the charts that Dr. Paulozzi has mentioned here
and has shown us that the unintentional drug poisoning death rate
continues to increase. And which would indicate that this program
at DOJ maybe is not being as effective as it could be. Now, the rea-
son that we were excited about NASPER was that the first pre-
scription drug monitoring program in America was established in
1939 in California. And today there are 25 States that actually
have operational programs. So, from 1939 until 2007, only 25
States have operating programs. NASPER mandated that States do
certain things to get these programs up and operational, and as we
stated earlier we had a lot of hearings on this issue. We didn’t just
run an appropriation bill, and put it in an earmark to establish a
program. We had extensive hearings, a lot of testimony, and the
thought was that this program is much more comprehensive, has
guidelines and so forth, and would be much more effective. Now,
let me ask you, has HHS or SAMHSA taken any steps to prepare
for administering NASPER in the event that funding is provided?



52

Dr. CLARK. We have had internal discussions. We have worked
with the medical groups. We have sent staff to the various meet-
ings on prescription monitoring programs, and in fact we also have
an internal working group on electronic health records, which we
believe would be a component of this. We understand that elec-
tronic prescribing is a concept that is being promoted, and we be-
lieve that, should this issue mature, we would need to be able to
address that. So, yes, we have been addressing some of the collat-
eral issues that we think are essential to prescription monitoring.

Mr. WHITFIELD. I might also say that we feel like in NASPER
there are standards in there protecting patient privacy, which we
think are superior to the DOJ program. I would also say that
NASPER requires that dispensers like pharmacies report each dis-
pensing of a controlled substance no later than one week after the
date the drug was dispensed, and I don’t think that is required on
the DOJ program. And as far as interoperability of these programs,
I mean, it is quite obvious that under the DOJ program not all
these States are able to share information with each other. And I
would just ask Dr. Paulozzi, how often do you all work with HHS?
You are at the Centers for Disease Control. Do you all have a con-
tinuing dialogue with HHS on specific programs to address this un-
intentional drug death issue?

Dr. Paurozzi. Well, Congressman Whitfield, we have had ongo-
ing discussions with various staff at HHS. We worked with them
very closely on the Fentanyl-heroin contamination issue of a year
or two ago, and subsequently I have been keeping in touch with Dr.
Hoffman at SAMHSA on various issues. But our conversations
have not focused on the prescription drug monitoring program.

Mr. WHITFIELD. Thank you. My time has expired.

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

Ms. SCHAKOWSKY. I noticed that you said that you are testifying
on behalf of your Administrator, Terry Cline, who was not able to
be here. What I am also noticing as a consequence, you are not
really able to talk about the funding issues, and I am disappointed
in that because that is really at the center of what this hearing is
about. We are trying to really get at why it is that NASPER has
not been implemented within HHS. Do you think you are the best
person, and, believe me, I am not challenging your role as a psy-
chiatrist and your role at SAMHSA, but do you think you are really
the be{z)st person that can explain what this committee is trying to
get at?

Dr. CLARK. I think the committee is going to be meeting with the
director of OMB, and you have already met with the Secretary on
this topic, so I think those are the best people who can comment
on this issue.

Ms. ScHAKOWSKY. Well, we are going to do our best. The study
that was presented to our staff last night, HHS states that there
is no evidence of negative impact on patients’ access to pain treat-
ment, particularly access by children to medicines they need. That
is under the current system, which is the DOJ grant program sys-
tem. I wonder if you could elaborate on that and if there is a
chilling effect on physicians because of the current system?

Dr. CLARK. One of the things that the report does acknowledge
is that there is a paucity of general information. However, based
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on the modeling that was done, it does appear that the prescription
modeling programs do have a chilling effect on practitioner behav-
ior. One of the reasons a comprehensive strategy would be helpful,
we are able to provide feedback to practitioners real time so that,
in fact, you don’t have children and adolescents denied care when
that care is legitimate. Massachusetts——

Ms. SCHAKOWSKY. But, can I just interrupt for 1 second? Do you
think the fact that it would be this program, to the extent that it
is implemented, with the prescription drug monitoring programs in
selected States, but the fact that it is housed in a law enforcement
agency, do you think that would add any additional negative im-
pact?

Dr. CLARK. Our hope is that it would not.

Ms. SCHAKOWSKY. What do you mean?

Dr. CLARK. Well, if in fact we are able to establish the linkages
between the DOJ program, the HHS programs, and clinical prac-
tice, then we would not have a chilling effect.

Ms. SCHAKOWSKY. Does the DOJ program provide for this coordi-
nation of agencies?

Dr. CLARK. I think the DOJ is attempting to achieve that.

Ms. SCHAKOWSKY. So, so far there has not been any coordination.
Do they coordinate with your agency?

Dr. CLARK. Not on a routine basis.

Ms. ScHAKOWSKY. It appears that most States with these
PDMPs, would the PDMP legislation choose to have their program
in health agencies rather than in their law enforcement agencies?
I wonder if you could comment on that.

Dr. CLARK. From the public health point of view, it appears that
in a number of jurisdictions most of the people requesting informa-
tion are actually prescribers. For instance, Kentucky’s program, the
group requesting reports tends to be, 92 percent were prescribers,
three percent pharmacists, three percent law enforcement, 1 per-
cent licensing board. So the issue is, how do we help physicians
make proper decisions in the care of their patients? And we have
got a system that allows for real-time exchange of information. We
are able to facilitate that.

Ms. SCHAKOWSKY. Thank you. I yield back.

Mr. STUPAK. Mr. Murphy, for questions, please.

Mr. MURPHY. Yes, Mr. Chairman, just a couple quick ones. This
Department of Justice program, how long has it been going on, Dr.
Paulozzi? My understanding is, about five years or so?

Dr. PAULOZZI. Are you referring to the Harold Rogers Program,
Congressman?

Mr. MURPHY. Yes.

Dr. PAuLozz1. I am sorry. I don’t really know when that program
began.

Mr. MuUrPHY. My understanding, it was first funded around
2002. When I think of the slides you were showing us, it appears
that during that time we have seen some pretty dramatic increases
in drug poisoning and death rates.

Dr. PAuLozz1. That is correct, Congressman.

Mr. MURPHY. And on your slide you were also indicating that—
I am not sure if it is saying it is a correlation, or it is cause and
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effect that, with regard to the increase in the use of these opioids
and other analgesics?

Dr. PAuLozz1. The trend lines parallel, which is consistent with
a causal relationship. It certainly doesn’t prove one.

Mr. MURPHY. And in the breakdowns in the testimony today,
there is several factors that relatives may give the drugs away,
some sell it, a small percentage are stolen from doctors’ offices and
prescriptions, but generally we trace it with these drugs. My ques-
tion is this, is the Department of Justice program working?

Dr. PAuLozz1. Congressman Murphy, it is difficult to tell, without
a formal evaluation of that process. It is hard to know what the
rates would have been without interventions in prescription drug
monitoring programs in selected States.

Mr. MURPHY. Sure. A good point. I appreciate that. What I am
wondering here is, when I look back on some testimony that Sec-
retary Leavitt had here, and it was actually in response to some
questioning from my colleague, Mr. Whitfield, in reference to the
NASPER Program he says, “It is a program we support. It is a pro-
gram we would gladly administer.” He went on to say that it was
OMB that recommended it be in the law enforcement program. My
question is, to each of you, is there a value in doing the NASPER
Program, even from the point of an armchair analyst, since it is not
that it has been tried and found wanting, it has been unfunded and
left untried, it seems to me. Am I correct in that assessment, that
without the funding we don’t know if it works, but we clearly know
that the DOJ program is, during the time that that is in place, we
are seeing an increase in these deaths? I would like both of you to
answer that, too, if you could respond, please. You can point at
each other. That is fine.

Dr. PauLozz1. As I say, it is difficult to determine what the im-
pact is of Harold Rogers or without a formal evaluation or rigor-
ously-done evaluation to determine what the impact of NASPER
could be. As I say, I think it is difficult to infer evidence of effec-
tiveness or lack of effectiveness from the information we have here.

Mr. MurpHY. Will CDC be doing that kind of evaluation, to find
out if it is working or has a value?

Dr. PAuULOZZ1I. We actually do plan a study to look at the impact
of the initiation of prescription drug monitoring programs of all
kinds on the drug fatality rates in the States that implement them.

Mr. MurpHY. Dr. Clark?

Dr. CLARK. Should it be decided that NASPER should be funded,
I think Secretary Leavitt’s comments would answer your concerns.
So I will defer to Secretary Leavitt’s comments on this matter.
Clearly, the Department is pursuing a number of initiatives which
would envelope the NASPER issues and would allow an aggressive
participation and monitoring of what is going on without sacrificing
patient care.

Mr. MurpHY. Well, and I would hope we are all on the same
page with this, so all I am trying to find is the most effective, most
efficient way, and it seems to me when we team up with people
who are involved with law enforcement and those who are involved
with healthcare delivery monitoring, we could have some value
here. I mean, when we are looking at even such things as elec-
tronic medical records, with which one can track who is doing the



55

doctor shopping and getting duplicate drugs, it is a question that
the physician can actually bring up with the patient in the con-
fidential realm of the doctor’s office, not necessarily waiting for the
law enforcement officials, but to say, Mr. Jones, I think you have
gone to several doctors here, and you are taking an awful lot of
Oxycontin here. I am very concerned. And I don’t know if the DOJ
program allows that to happen. Is it? I mean, by design, does the
DOJ program allow that? Do the physicians have access to that
kind of information when they are seeing a patient?

Dr. PAuL0zzZ1. My understanding is that there is nothing blocking
their access to that information, but I would defer to people who
know more about it than I do.

Mr. MurPHY. I am referencing, and there was an article that ap-
peared a couple weeks ago in a newspaper in Pennsylvania, in
Kittanning, Pennsylvania, Armstrong County, which is not in my
district, but I was reading here a quote from a law the Armstrong
County district attorney, Scott Andreassi. He said, “What is not
happening now is monitoring things like doctor shopping. We need
to take this program a step further and involve the pharmacies and
virtually everyone involved with prescriptions every step of the
way. We are going to discuss it in the future as to how we are
going to talk to one another, exchange information on prescription
drugs and so on.” And it makes me wonder, unless there is a mis-
understanding of these programs, I am wondering if we are getting
the right information to the right people who can really do the
right thing for patient care? And I would think that those are
under the jurisdiction of HHS and CDC, that we are concerned
about people abusing drugs, doctor shopping, illicit prescriptions, et
cetera, and looking at these together. I would hope that from the
comments that both of you made you are going to help this commit-
tee get that information and can bring it to the committee’s atten-
tion in the future. I yield back.

Mr. STUPAK. Thank you. Ms. DeGette, do you have questions?

Ms. DEGETTE. Thank you, Mr. Chairman. Dr. Clark, in your pre-
pared testimony, you say, “Our strategies in prevention and treat-
ment of prescription drug abuse are both targeted specifically to
the prescription drugs themselves and to programs that enable pre-
vention, intervention, and treatment of addictions, which can have
a significant long-term impact on prescription drug abuse and mis-
use.” That is your conclusion. So my question is to you, if those are
your strategies, don’t you think it would be really helpful to have
NASPER to help you achieve those strategies?

Dr. CLARK. Clearly, having access to the electronic matrix where
information is shared real-time between pharmacists and physi-
cians and patients, through their physicians or healthcare provider,
we would be in a much better position to assess the appropriate-
ness of a particular prescription. As a physician, I used to work for
the VA, and we had electronic records. And so when a patient
would come in, I could pull up those records, and I could see what
medication the patient was on, and I could deal with the issues of
synergism, multiple prescriptions, and appropriate

Ms. DEGETTE. And that is part of what NASPER does, correct?

Dr. CLARK. That is part of what NASPER does, yes.
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Ms. DEGETTE. So I guess your answer would be, yes, that would
assist you in these important goals of your agency.

Dr. CLARK. Yes.

Ms. DEGETTE. Dr. Paulozzi, I just have a question. I was inter-
ested to look at your slide that shows that these incidences of
deaths from overuse of these drugs, both in my area of the country,
the southwestern United States, and also in Appalachia, are great-
er, and I was wondering if you have any indication of why that
might be. Is it a systems breakdown? Is it for cultural reasons?
What might the reasons be?

Dr. PAuLOZzz1. Well, thank you for that question, Congresswoman
DeGette. New Mexico used to have the highest drug poisoning mor-
tality rates in the country for many years. And it was thought to
be related to the black-tar heroin, some of it coming in from Mex-
ico, also related to maybe the cultural practices of use of heroin in
that community. Some of the neighboring States to New Mexico’s
rates have gone up, though, in the last 10 or 15 years as well, so
it is not clear to what extent that is prescription drugs and to what
extent it is illicit drugs. But that has really historically been the
focal point for drug poisoning, in the Southwest.

Ms. DEGETTE. And we don’t really know why exactly?

Dr. PAauLozzi. No, I would have to say that there are specula-
tions about illicit drugs and type of heroin use in cultural practices.

Ms. DEGETTE. In your testimony you mentioned a variety of sur-
veillance and examination activities that the CDC will undertake
this year, such as looking at prescription histories. This is one of
the things NASPER does. It gives doctors and officials access to pa-
tient histories. So wouldn’t it make sense to use the NASPER Pro-
gram for this, and especially since it has already been authorized?

Dr. PauLozz1. Yes, absolutely, Congresswoman. The information
collected by prescription drug monitoring programs could be very
useful to people like myself or State health departments, public
health researchers at all levels, to look at the prescription histories
of people suffering overdoses, to look at the trends in distributions,
in county-by-county distributions across the State. I think it is an
invaluable tool.

Ms. DEGETTE. And you have reported unintentional deaths from
prescription drug abuse is now the second cause of accidental
deaths in this country, second only to traffic accidents. If NASPER
is implemented by HHS, how would the data from PDMP programs
helQ) medical researchers engaged in public health research, like
you?

Dr. PauLozzi. Well, the data would be very helpful, Congress-
woman, in terms of telling us what is happening with distributions
of drugs and trends in sales of drugs. We currently don’t have a
good source of information about that. Proprietary information is
available, but working in the public sector, we can’t afford to buy
it. In addition, the people doing studies, and medical examiners,
just looking at the deaths of individuals, could benefit from being
able to see what their prescription history has been in terms of
helping to determine what led to their death. So there are multiple
applications.

Ms. DEGETTE. And one thing I was just sitting here thinking
about, like with my question to you about why are the deaths high-
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er in certain regions of the country, if you had that data you could
actually see, is the use or abuse of these prescription drugs greater
in these areas, or is it really illicit drugs, a fact that you can only
speculate on right now? Correct?

Dr. PAuLozzi. Yes, that would be an additional tool. There are
some survey data, though, that are broken down by State, collected
by SAMHSA, about substance abuse that may be useful in that re-
gard.

Ms. DEGETTE. And, Dr. Clark, you were shaking your head. You
think this could be helpful as well, I assume?

Dr. CLARK. Yes.

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

Mr. STUPAK. Thank you. Dr. Paulozzi, if I may, Ms. DeGette
asked you about, you mentioned New Mexico and Colorado and the
Appalachian States, and in a map of the States you have the high-
est drug poisoning rates in the country. And again, in your opinion,
if the prescription drug monitoring programs in those States had
interoperable capabilities, like they would under NASPER, do you
believe that would help decrease the drug poisoning in those
States?

Dr. PauLozz1. Well, Mr. Chairman, I believe that the prescription
drug monitoring programs are promising tools for that purpose.
They would provide a lot more information in a timely way, both
to regulators, people in public health, and also to physicians in try-
ing to manage care for patients. So there are a lot of reasons to
believe that they would be effective in preventing overdoses, man-
aging care of people with chronic pain better.

Mr. STUPAK. Your data that you used in your study came from
coroners and medical examiners as to the cause of death. How do
coroners and medical examiners determine what types of prescrip-
tion drugs were involved in these accidental deaths?

Dr. PAuLozz1. Yes, Mr. Chairman. The coroners and medical ex-
aminers do complete the death certificates, which are filed, and
then those become the source of the studies that we have done.
They determine the cause of death by a variety of means. They
look at the death scene investigations to see what prescription vials
are there and whether there are syringes that were used to inject
drugs. They also, of course, do toxicologic testing to look for the
drugs found in the decedents’ bodies after death. They will ask
questions about the person’s history, and they may even get the
record from the prescription drug monitoring program, if there is
one in their State, about the person’s prescription history, to look
for signs of abuse of drugs.

Mr. StupAK. If we had NASPER, that would provide that infor-
mation readily available to those coroners and others, would it not?

Dr. PAuLOzZZI. Yes.

Mr. STUPAK. About the prescription drugs?

Dr. PauLozz1. Yes, Mr. Chairman, it would.

Mr. STUPAK. Thanks. In your testimony you mentioned that
there is a significant correlation between State drug poisoning
rates and State sales of prescription drugs. If you were in charge
of creating a drug monitoring program such as NASPER, would
you choose to house it in a health agency which has jurisdiction
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oxifr?prescription drugs or a law enforcement agency like DOJ, and
why?

Dr. PAuLozzi. Well, that is a complicated question, and I am not
sure I really understand fully the ramifications of those two dif-
ferent choices. I can say on the one hand that there is a lot of use
made of prescription drug monitoring program data by law enforce-
ment. On the other hand, there should be use of NASPER-type
data by physicians. I would hope for a system that would be acces-
sible to everyone who needed access to it, with the appropriate pro-
tections of patient privacy, and not have the use be dictated by the
location of the program.

Mr. STUPAK. Thank you. Dr. Clark, in the study you gave to our
staff last night, and SAMHSA spent 18 months massaging it, let
me ask you this. In there, it states that there is evidence of a nega-
tive impact on the patient’s access to pain treatment. Are you say-
ing that the Harold Rogers program is negatively impacting pa-
tients’ ability to seek proper treatment on legitimate pain diseases?

Dr. CLARK. No, what we are saying is, looking at controlled sub-
stance monitoring programs generally so that comment is not tar-
geted toward the Harold Rogers Program. It is saying that when
jurisdictions implement controlled substance monitoring programs,
there is an unintended consequence of practitioners altering their
clinical decision-making because of the existence of such programs.

Mr. StupAK. The Rogers prescription drug monitoring program
has been around since 2002. Congress has spent $43.5 million. Has
anyone ever assessed the success of that program, if it has been
successful in reducing unintentional deaths in drugs, Mr. Clark?

Dr. CLARK. I don’t think so.

Mr. StupAK. All right. In your testimony you say that no organi-
zation or agency can address the program or the problem alone. A
coordinated response is required. Does the Rogers program provide
this coordination of agencies?

Dr. CLARK. I think under the one-government paradigm we
shouhd be operating with that level of coordination. It hasn’t hap-
pened.

Mr. STUPAK. So the Rogers program doesn’t support coordination
amongst agencies, then?

Dr. CLARK. I can’t articulate the explanation for the Rogers pro-
gram’s activity in that area.

Mr. STUPAK. Well, let me ask you this. Does HHS support the
NASPER Program?

Dr. CLARK. You have heard from Secretary Leavitt. I will defer
to his position on this matter.

Mr. STUPAK. Has Secretary Leavitt seen this report that you
handed to us last night?

Dr. CLARK. That report has been cleared by HHS. I can’t say
whether Secretary Leavitt himself has seen the report.

Mr. StUPAK. Mr. Whitfield, for questions.

Mr. WHITFIELD. Just a couple more. Obviously on an issue as se-
rious as this issue, it is important that the programs, that they be
effective and that there be a way to measure their effectiveness
and that there be adequate oversight. And I would make the argu-
ment that, when you do an earmark on an appropriation bill, gen-
erally there is no follow-up report to examine its effectiveness at
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all. In NASPER, there is a requirement that after three years of
operation that HHS conduct a study and determine how effective
the program is. So I think that is one big difference in these pro-
grams. The second difference is that, under the existing DOJ pro-
gram, it relies on the States to determine who has access to the in-
formation. And, for example, Indiana and Pennsylvania will not
allow physicians access to the information. The NASPER Program
allows physicians access to the information, allows law enforcement
access to the information, and sets guidelines for privacy protection
concerns. So when you look at these programs, I think the more
balanced program overall certainly is NASPER and I must say that
it is frustrating that the President signs this bill, and still there
is no funding for this program. And it is more important than just
jurisdiction. It is about addressing a serious problem in the coun-
try, and that is really what this hearing is all about. Now, Dr.
Clark, let me ask you one question. When you all work with OMB
on your budgetary needs, who, what is the name of the individual
at OMB that you work with? I mean, I know that Leavitt can call
Jim Nussle on the phone, or he can call Rob Portman on the phone,
but at the staff level, who works with who? Between HHS and
their budget requests and OMB?

Dr. CLARK. As I recall, the staff person is an individual named
Patricia Smith.

Mr. WHITFIELD. Patricia Smith? And then, at the White House,
who is the White House liaison with HHS?

Dr. CLARK. I don’t have that information.

Mr. WHITFIELD. Thank you very much.

Mr. STUPAK. Seeing no members with further questions, I would
like to thank this panel for their testimony today. Dr. Paulozzi and
Dr. Clark, thank you for being here.

Dr. CLARK. Thank you.

Dr. PauLozz1. Thank you.

Mr. StuPAK. We will call up our second panel. We have one wit-
ness on our second panel, and that is Dr. Andrea Trescot, president
of the American Society of Interventional Pain Physicians, and she
is also the director of Pain Fellowship at the University of Florida.
We will give you just a minute, Dr. Trescot, and then we are ready
to go. It is the policy of this subcommittee to take all testimony
under oath. Please be advised that the witness has the right, under
the rules of the House, to be advised by counsel during their testi-
mony. Do you wish to be represented by counsel, doctor?

Dr. TRESCOT. No, sir, I do not.

Mr. STUPAK. The witness testifies that she does not, then raise
your right hand and take the oath.

[Witness sworn]

Mr. StupAK. Thank you. Let the record reflect the witness has
answered in the affirmative. She is now under oath. Dr. Trescot,
if you would, please, just give an opening statement, and then you
may submit a longer statement for inclusion in the record, and we
look forward to questions and answers. Doctor?
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ICAN SOCIETY OF INTERVENTIONAL PAIN PHYSICIANS; DI-
RECTOR, PAIN FELLOWSHIP

Dr. TrREscoT. Thank you. Distinguished Chairman, ranking
member, Members of Congress, and staff, my name is Dr. Andrea
Trescot. I am very grateful for this invitation to speak before you
regarding a critical issue, prescription drug abuse. I am an inter-
ventional pain physician with nearly 20 years of private practice
experience, and earlier this year I left private practice to join the
University of Florida and the Gainesville VA as Director of the
Pain Fellowship Program. I am currently the president, as you
said, of the American Society of Interventional Pain Physicians,
ASIPP, a professional society with over 4000 providers. But it is in
my role as a physician, treating patients in agonizing pain, that I
come to you today requesting your help.

Opioid or narcotic use and misuse is a huge and growing problem
in the United States. As you have heard, Americans make up only
4 percent of the world’s population, but they consume nearly 80
percent of the global supply of pain medicines, 99 percent of the
global supply of hydrocodone, one of our very easily obtained
opioids, and two-thirds of the world’s illegal drugs. Despite billions
of dollars thrown at this problem we have not been able to reduce
the Nation’s substance abuse and addiction.

The number of Americans abusing controlled substance drugs
has jumped from 6.2 to 15.2 million in the last 10 years. Among
chronic pain sufferers who receive opioids, one in five abuse those
medications. The number of teen users, who somehow view pre-
scription medicines as being safer, has more than doubled, but the
highest use of pain relievers, non-medically, has been in the 18- to
25-year group. An undercover surveillance video I viewed last week
of a pill mill showed nearly 100 people standing in a doctor’s wait-
ing room, waiting to pick up their narcotics. I was stunned by how
much it looked like a bar scene and then realized it was because
virtually person in the waiting room was under the age of 30. Un-
fortunately, the elderly are also at risk because of their multiple
medications and potential drug interactions and their multiple de-
generative joint changes. Though this population may have signifi-
cant and legitimate opioid needs, they are at risk for diversion of
their medications, sold for income supplementation or stolen by
caregivers and family members.

Approximately 75 to 90 percent of drug abusers have obtained
their medications legally, and most through a prescription. We feel,
therefore, that the most effective way of controlling this epidemic
is to control the end of the pen, or in other words, how the medi-
cines are prescribed. The White House Office of National Drug
Control Policy, focusing on stopping use before it starts, healing
drug users, and disrupting the market, has spent over $10 million
a year since its enactment in 1988, with no demonstrable curb in
drug abuse or addiction. And yet, almost a quarter of a trillion dol-
lars of the Nation’s yearly healthcare bill is attributed to substance
abuse and addiction.

We feel strongly that NASPER is a major weapon against pre-
scription drug abuse. Unfortunately, the ONDCP’s budget of $13
million doesn’t include funding for NASPER, which is arguably the
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most effective program. To fight drug abuse before the drug is pre-
scribed would require about $10 million, which is less than 1 per-
cent of the current budget and could provide as much as 30 percent
reduction in prescription drug abuse. Now NASPER was based, as
you have heard, on a successful program in Kentucky, KASPER,
which has been effective but limited because Kentucky has seven
border States, allowing patients to take the prescriptions across
State lines to avoid monitoring. One of the most important features
of NASPER was the information sharing across State lines, but
that requires each State to have a monitoring program in place. In
this day of unfunded mandates, the States have been slow to enact
legislation, most of which was inadequately funded and not de-
signed to share information.

I live in north Florida, an hour away from the Georgia border.
Although Florida passed a bill that was named FLASPER, suggest-
ing that it was part of the NASPER Program, the eventual legisla-
tion was castrated into a voluntary program of electronic prescrib-
ing. We are convinced that, had the funding for NASPER been in
place, the law in Florida would have conformed to the national rec-
ommendations, which would have prevented Florida patients from
obtaining narcotics from multiple doctors, whether they were day
laborers or syndicated radio columnists. By identifying those pa-
tients who are doctor shopping, physicians will be able to intervene
early with patients who are misusing and abusing their medica-
tions, legitimate pain patients will receive access to care they truly
need, and we can shut down the most obvious avenue for obtaining
fraudulent prescriptions.

It is clear the prescription monitoring programs are effective spe-
cifically when they are proactive, and we feel NASPER is just such
a program. We at ASIPP also feel that, since less than 40 percent
of physicians receive any kind of training regarding pain evaluation
in medical school, the White House should facilitate the dissemina-
tion of pain and addiction information to the general medical com-
munity. I have provided the committee with a copy of such an edu-
cation tool, published last year by the Florida Medical Association.

In closing, the White House has declared a total global war on
terrorism, with a budget of $145 billion. We are asking for only a
tiny fraction of that to battle an insidious and just as deadly inter-
nal threat to the welfare of this great Nation. Please help us in
that battle by providing funding for NASPER as one of the major
tools we have in this critical battle. Thank you very much, and I
look forward to answering any questions you might have today and
in the future and perhaps providing additional insight to some of
the questions asked today.

[The prepared statement of Dr. Trescot follows:]
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istinguished Chairman, Ranking Member,

Members of Congress and staff, my name

is Dr. Andrea Trescot. | am very grateful for
this invitation to speak before you about a critical
issue, prescription drug abuse. 1 am an Interventional
Pain Management physician with nearly 20 years of
private practice experience. Earlier this year | left
private practice to join the University of Florida Faculty
as the Director of the Pain Fellowship Program. |am
currently the President of the American Society of
Interventional Pain Physicians, a professional society
with over 4000 providers. itis in my role as a physician
treating patients in agonizing pain that | come to you
today requesting your help.

Opioid or narcotic use and misuse is a huge and
growing problem in the United States. Americans
make up only 4.6% of the worlds population, but they
consume 80% of the global supply of pain medicines,
99% of the global supply of Hydrocodone (one of the
most abused of our readily available pain medicines)
and 2/3rds of the world’s illegal drugs. Despite the
biitions of dollars thrown at this problem, we have not
been able to reduce the nation’s substance abuse and
addiction.

The number of illegal drug users is rising. The
number of teen illegal drug users has more than
doubled, and the number of Americans abusing con-
trolled prescription drugs has jumped from 6.2 to 15.2
million in the last ten years. Among the patients suf-
fering with chronic pain and receiving opioids, 1in 5
are abusing those prescription-controlled medications
and approximately the same number of patients are
also using ilficit drugs.

The National Drug Control Strategy from the
White House spent over 10 billion dollars a year since
its enactment in 1988 with no demonstrable results
in curbing drug abuse or addiction. And, specifically,
there has been no change in prescription controlied
substance abuse. Yet, almost a quarter of a trillion dol-
lars of the nation’s yearly healthcare bill is attributed
to substance abuse and addiction.

Some of the increase in opioid abuse is occur-
ring with teenagers, who view prescription medica-
tions as not only “safer,” but also the "cool” drugs to
use. Prescription medications are the most commonly
used drugs to get high among teenagers, and teenag-
ers represent almost a third of the prescription drugs
abused in the country. These medicines have come
from friends, from stealing the medications from their
family members, and occasionally from the internet.
Over 90% of drugs were obtained by legitimate pre-

scriptions.

In addition, the highest use of pain relievers non-
medically was in the 18-25 year group. 1 was struck by
an undercover surveillance video | viewed last week,
which showed nearly a hundred people standing in
a doctor’s waiting room as they waited their turn to
pickup their narcotic prescriptions. | was stunned by
how much it looked like a “bar seen” and then real-
ized it was because virtually every person in the wait-
ing room was under the age of 30. This pill mili was
catering to the young.

Unfortunately the elderly are also at risk, because
of their multiple medications {and potential drug
interactions), and their multiple degenerative joint
changes (such as hip, knees and back). And yet, though
this population may have significant and legitimate
opioid needs, they are at risk for diversion of their
medications, either actively (selling them for income
supplementation) or passively (with their medications
stolen by caregivers and family members).

Approximately 75-90% of drug abusers have
obtained their medications legally, and most likely
through a prescription. Doctor shopping is one of
the most common methods of obtaining prescription
drugs for personal and illegal use, We feel therefore
strongly that the most effective way of controlling this
epidemic is to control the "end of the pen” or, in other
words, the way the medications are prescribed.

The White House Office of National Drug Control
Policy, which focused on stopping use before it start-
ed, intervening and healing drug users, and disrupt-
ing the market, is pending approximately 13 billion
dollars per year. Unfortunately, the ONDCP budget
does not include funding for NASPER which is argu-
ably the most effective program. To fight drug abuse
before the drug is prescribed would require 10 million
doliars, which is less than 1% of the budget. This 1%
would provide as much as 30% reduction in prescrip-
tion drug abuse. We fee! strongly that the National All
Schedules Prescription Electronic Act (NASPER), which
was signed into law August 11, 2005, is a major weap-
on against prescription drug abuse.

NASPER was based on a successful program in
Kentucky, KASPER, which has been effective but lim-
ited by the fact that Kentucky has 7 Border States and
patients can therefore take their prescriptions across
state lines and thwart the ability of Kentucky physi-
cians to monitor that narcotic use. One of the most im-
portant features of NASPER was the information shar-
ing across state lines, but that requires each state to
have a monitoring program in place. However, in this
day of unfunded mandates, the states have been slow

2
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to enact legislation, most of which are inadequately
funded, and are not designed to share information.

By identifying those patients who are doctor
shopping, legitimate physician will be able to identify
and intervene early with patients who are misusing
and abusing their medications. In addition, the ability
to identify legitimate pain patients will increase the
access to care for those patients who truly need the
medication and shut down the most obvious avenue
for obtaining fraudulent prescriptions.

As an example, | live in North Florida, an hour
away from the Georgia border. Although Florida
passed a bill that was named FLASPER, suggesting that
it was the state response to the NASPER bill, the even-
tual legislation, which was passed in July of this year
was castrated onto a volunitary program of electronic
prescribing.

We are convinced that had the funding for
NASPER been in place, the law in Florida would have
conformed to the national recommendations. This
would have prevented Florida patients from visiting
multiple doctors regardiess of whether they were day
laborers or national syndicated radio columnists.

it is clear the prescription monitoring programs
are effective specifically when they are proactive.
NASPER would allow communication among states.
We in ASIPP also feel that since less than 40% of physi-
cians receive any training regarding pain evaluation

in medical school, the White House should organize
events to facilitate the dissemination of pain and ad-
diction information to the general medical commu-
nity. | have provided to the committee a copy of such
an education tool, published last year by the Florida
Medical Association.

We also feel that controlled substance education
must be mandated in medical schools, residency train-
ing programs and supported by continuing education
every year. That training should be accredited and
approved and could be monitored by the DEA or the
State Boards of Medical Licensure.

There are a growing number of pain professionals
who feel that pain management should be a separate
residency. ASIPP is doing its part by providing a train-
ing program and examination leading to a clinical
competency in controlled substance prescribing.

In closing, the White House has declared a global
war on terrorism with a budget of $145 billion dol-
lars. We are asking for a tiny fraction of that to battle
an insidious and just as deadly internal threat to the
welfare of this nation, Please help us in this battle by
providing funding for NASPER, one of the major tools
we have in this crucial battle.

Thank you.

I will be happy to answer any question you might
have.
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oseph A, Califano, Jr, Chairman and President of

the National Center on Addiction and Substance

Abuse at Columbia University (CASA), on May 7,
2007 issued a press release on the state of the affairs
of Hllicit drug use and the diversion and abuse of
controlled prescription drugs in the United States (1).
Califano, a former U.S. Secretary of Health, Education,
and Welfare, called for a major shift in American
attitudes about substance abuse and addiction and
a top to bottom overhaul in the nation’s healthcare,
criminal justice, social service, and education systems,
in awakening the power of parenting, to curtail the
rise in illegal drug use and other substance abuse. He
catled substance abuse and addiction a chronic disease
of epidemic proportions with physical, psychological,
emotional, and spiritual elements that require
continuing and holistic care (1,2).

Americans, constituting only 4% of the world’s
poputlation, consume 80% of the global supply of opi-
oids, 99% of the giobal supply of hydrocodone, and
two-thirds of the world's illegal drugs (1-4). Conse-
quently, the sum of all the measures on the current
war on drugs has not been able to reduce the nation’s
substance abuse and addiction.

Califano, also in a July 2005 editorial on the diver-
sion and abuse of controlled prescription drugs in the
United States (5) noted the following:

“While America has been congratulating itseif
in recent years on curbing increases in alcohol and il-
licit drug abuse and in the decline in teen smoking,
abuse and addiction of controlled prescription drugs
- opioids, central nervous system depressants and
stimulants - have been stealthily, but sharply, rising.
Between 1992 and 2003, while the US population in-
creased 14%, the number of people abusing controifed
prescription drugs jumped 81% - twice the increase in
the number of people abusing marijuana, 5 times the
number abusing cocaine and 60 times the increase in
the number abusing heroin. Controlied prescription
drugs like OxyContin, Ritalin, and Valium are now the
fourth most abused substances in America behind only
marijuana, alcohol, and tobacco.”

Consequently, as in prior years, multiple surveys
of non-prescription drug abuse (6-10), emergency de-
partment visits for prescription controlied drugs (11-
15) and unintentional deaths due to prescription con-
trolled substances (16-20) have been steadily rising.

Further, the activities of the White House Office of
National Drug Control Policy (21-23), numerous hear-
ings held by Congress, the Administration, and various
agencies at the federal and state levels (4,24,25) reit-

erate the growing problem of illicit drug use and pre-
scription controtled substance abuse. Yet, the number
of prescriptions for controlled substances continue
to soar along with arguments for undertreatment
of pain and education for increased prescription and
availability of controlled substances with continued
funding for numerous programs whose effectiveness
have not been proven yet.

Figure 1 illustrates the increase of controlled sub-
stances abuse from 1992 to 2003, in comparison to US
population and prescriptions written for controlled
substances, but, newer statistics are even more impres-
sive. From 1992 to 2005, the US population increased
15%, whereas, during this period adults abusing con-
trolled substances increased 98%. The 2005 NSDUH
Survey showed 6.4 million persons or 2.6% of the
population 12 years or older in the United States used
prescription type psychotherapeutic drugs nonmedi-
cally in the past month (6). Nonmedical use of psycho-
therapeutic drugs in the past year increased to 15.172
million or 6.2% of the US population of 12 years or
older (6). Similarly, lifetime nonmedical use of psycho-
therapeutics increased to 48.709 million persons or
20% of the United States population of 12 years or
older, Further, in the past year, initiation of substance
use among persons aged 12 or older, nonmedical use
of psychotherapeutics, was 2.526 mitlion. The only sil-
ver lining is that nonmedical use of therapeutic drugs
among 12-17 year olds decreased in 2005 compared to
2002 and 2003, whereas it significantly increased for
18-25 year olds from 2002 to 2005.

The National institute on Drug Abuse (NIDA) on
the eve of unveiling its first consumer publication to

700

W 552 Ko Roseof Prescriion Opiids
S0l Lo s

Bercent ncrease

A 21 2% Narober of 12:0 1 pearolds
PR iy
- 5 Brescsiptions winen for

St sraled Sabsiurces

51 Al sbsing Conold e

w17 - US Popdstion, 5

003

Fig. 1. Increase of controlled substance abuse from 1992 10
2003, in comparison to US population and prescriptions
written for controlled substances.
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explain the signs of addiction on March 5, 2007, re-
ported that abuse and addiction to alcohol, nicotine,
and illegal substances costs Americans upwards of half
a triltion dollars a year (26).

The National Center on Addiction and Substance
Abuse at Columbia University in an update published
in 20086, its third report (27}, concluded that prescrip-
tion controfled drugs continue to be as easy to buy
over the internet as candy, and anyone, induding
children, can readily obtain, without a prescription,
highly addictive controlled substances from Internet
drug pushers as long as a person has g credit card, Cal-
ifano once again reiterated that not surprisingly, con-
trofled prescription drug abuse is on the rise, today,
with more adults and teens having reported abusing
these drugs than having abused all other illicit drugs
combined except marijuana.

Even then pain is considered as undertreated by
some, while oploid prescriptions are sosring (3} in re-
cent medical news and perspectives of JAMA, it was
shown that by far the most commonly used prescrip-
tion analgesic in the United States is hydrocodone
with acetaminophen which has been the most pre-
scribed medication of any category for at least the
past § years, with more than 100 million prescriptions
in 2005, far sxceeding the number of prescriptions for
the second and third most prescribed medications-
cholesterol-lowering atorvastatin with about 63 mil-
lion prescriptions, and the antibiotic amoxicillin, with
about 52 million prescriptions. In addition, in 2004,
the United States used 99% of the global supply of
the oploid hydrocodone, according to the 2008 report
from the International Narcotics Control Board (3).
Between 2000 and 2004, medical use of hydrocodone
increased 60% domestically.

in a recent letter to Members of Congress ti-

Despite the alleged undertreatment of pain, based
on the present statistics, it appears that opioids are
overprescribed. Widely quoted {iterature about the
undertreatment of pain, pertains to terminal iliness,
malignancy, post-operative pain and AIDS. Opioid
prescriptions have increased substantially from 1997
1o 2005, with Increases in methadone prescriptions of
8933%, oxycodone prescriptions of 588%, and hydro-
codone prescriptions of 198% (Table 1), The increase
in the legitimate use of opioids has been paralleled by
a rise in abuse of these drugs with a 62.5% increase
in opioid deaths during the S-year period from 1998
10 2004 {16,17), Further, in pain management seftings,
as many as 90% of patients have been reported to
receive opioids for chronic pain management (30,31).
Multiple investigators {32-49) have shown prevalence
of drug abuse around 20% and as high a5 58% in the
patients receiving oploids for chronic pain. Unfortu-
nately, a significant proportion of chronic pain pa-
tients also tend to use licit drugs, with proportions
increasing based on concurrent abuse of prescription
controtled substances (32-49). The explosion of opioid
use and abuse along with illidt drug use in chronic
pain patients is sadly coupled with a lack of evidence
of their long-term effectivenass in these patients,

Cur national drug control strategy, with billions
of dollars spent each year, is not working. As Califano
stated, “All the hutfing and puffing of the current war
on drugs has not been able o blow down the nation's
house of substance abuse and addiction.” Note the
following glaring and startling facts (1,2%:
¢ The number of llegal drug wsers, which had

dropped from a high of 254 million in 1379 1o

a quarter century low of 12 million in 1992, has

risen to 20 million In 2005,

thed “Prescriptions Drugs: An Emerging Threat,”

John B Walters, Director of White House OF 2005

Table 1. Retail sales of apieid medications {grams of medication 1997

fice of National Drug Control Policy, expressed
his deep concern that America’s leadership be
aware of this burgeoning problem so that they
can inform their communities about the dan-
gers of prescription drug abuse (28).

The National Drug Threat Assessment
2007 by the National Drug intelligence Center
US Department of Justice {29) reported that
rates of pharmaceutical drug abuse exceeded
that of all other drugs except marijuana re-
sulting in a high number of pharmaceutical

| Codelne

overdose deaths annually.
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¢ The number of teen illegal drug users, which had
dropped from its 1979 high of 3.3 million to a low
of 1.1 million in 1992, has more than doubled to
2.6 million in 2005.

+ From 1995 to 2005 the number of Americans abus-
ing controlled prescription drugs jumped from 6.2
to 15.2 million.

¢ One in 4 Americans will have an alcohol or drug
problem at some point in their lives.

¢+ Among the patients suffering with chronic pain
and receiving opioids, 1 in 5 abuse prescription
controlled substances and approximately the
same number of patients also use illicit drugs.
Thus, the consequences of this epidemic are se-

vere {1,2):

¢ Almost a quarter of a trillion dollars of the nation's
yearly health care bill is attributable to substance
abuse and addiction.

+ The national drug control strategy from White
House spent over $10 billion dollars a year since
its enactment in 1988 with no demonstrable re-
sults in curbing drug abuse and addition, specifi-
cally prescription controlled substance abuse.

+ The National All Schedules Prescription Reporting
Act of 2005 signed into law by President Bush on
August 11, 2005, has not been funded. Instead,
an incoherent program by the DEA has been ap-
propriated over the years.

¢+ While education about the undertreatment of
pain, prevalence of pain and increasing levels of
comfort among physicians prescribing opioids has
fueled increased prescriptions of opioids with par-
allel growth in the unintentional consequences of
misuse, abuse and deaths, the education of phy-
sicians and the public with reference to deleteri-
ous effects of opioids, non-opioid management
of chronic pain, abuse and addiction, hasnot been
implemented.

+ Majority of prescription controlled substances
for nonmedical use are obtained for free from a
friend or relative (60%), purchased from a friend
or relative (8%), taken from a friend or relative
without asking {(4%) and from prescriptions from
one doctor (17%).

Consequently, a mounting revolution is essential
to control this problem. Changes are needed not only
in the healthcare system, but also justice, social service,
and education. This review will focus on the problem
of prescription drug abuse and relevance of the Na-
tional Drug Control Policy and will discuss multiple
facts and fallacies, along with proposed solutions.

StaTE oF huLiar Druc Use

The 2005 National Survey on Drug Use and Health
{NSDUH), an annual survey sponsored by the Sub-
stance Abuse and Mental Health Services Administra-
tion provided the following statistics about the state
illicit drug use in the United States (6). The survey con-
sidered current use of an illicit drug during the month
prior to the survey interview.

+ In 2005, an estimated 19.7 million Americans aged
12 or older or 8.1% of the population were cur-
rent illicit drug users.

tHlicit drugs include marijuana/hashish, cocaine includ-
ing crack, heroin, hallucinogens, inhalants, or prescrip-
tion-type psychotherapeutics used nonmedically.

The rate of current illicit drug use in 2005 was
slightly higher than the rate in 2004 (8.1% vs 7.9%),
but similar to 2003 and 2002 (8.2% and 8.3%).
The rates of current illicit drug use among youths
aged 12 to 17 in 2005 was 9.9% similar to the rate
in 2004, but significantly lower than 2002 (11.6%
in 2002, 11.2% in 2003, 10.6% in 2004).

There were no significant changes in past month
use of any illicit drugs among adults aged 18 to 25
between 2004 and 2005, except for cocaine use
which increased from 2.1% t0 2.6%.

+ Marijuana was the most commonly used illicit
drug with 14.6 million past month users with a
6% population.

The rates remained same as in 2004 (6.1%), 2003
(6.2%) and 2002 (6.2%).

The rate of current marijuana use among youths
aged 12 to 17 declined from 7.6% in 200410 6.8%
in 2005,

+ The current cocaine use was reported in 2.4 mil-
lion Americans aged 12 and older or 1% of the
population.

Current use of cocaine in 2005 was slightly higher
than 2004 (1% vs 0.8%), however, was not statisti-
cally significant.

+ The current use of hallucinogens was by 1.1 mil-
lion or 0.4%.

This included 0.2% who had used ecstasy and the
estimates were similar to the corresponding esti-
mates for 2004.

+ The current use of methamphetamine {0.2%} and
past year use of 0.5%, did not change between 2004
and 2005, but the lifetime rate changed in 2005.
Even though, the lifetime rate declined from 4.9%
in 2002 to 4.3% in 2005, the number of metham-
phetamine users who are dependent on or abused
some illicit drug did rise significantly during this

.

.
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Table 2. Types of illicit drug use in past year umong persens g

sed 12 or older from 1995 10 2005 {numbers in thousands}

drugs

1996 2004
Non-medical
use of 6,652 8,781 14,680 14,643
Fsychotherapeutic (3.19%) (3.9%) {6.291 {6.1%)

18,7210

Marjjuana {8.6%}
84

e 3811
Cocaine

5,658

{1.7%) (2.4
Total or Any it 23,115 35,132 34807 o
Drug usage {10.6%) {14.9%) o {145%) ¢

Serree; wiwswsanthsa,

period from 164,000 in 2002 to 257,000 in 2005.
¢ There were 6.4 million (2.6%) persons who used
prescription-type psychotherapeutic drugs non-
medically in the past month.
= The estimates were similar to the corresponding
estimate for 2004,

Epwevic or Nor-memcas, Paescnprion
DPrug Asuse

The National Survey on Drug Use and Health (NS~
DUH) of 2005 (6) provided rather startling statistics
as shown in Yable 2. The type of illicit drugs used in
past year among persons aged 12 or older from 1995
to 2005 increased for nonmedical use of psychothera-
peutic drugs and overall use of any itficit drug, but de-
creased slightly for marijuana and cocaine {8).

in 2005, there were 6.4 million or 2.6% of persons
aged 12 or older who used prescription-type psycho-
therapeutic drugs nonmedically in the past month, OFf
these 4.7 million used pain reflevers, 1.8 million used
tranquilizers, 1.1 million used stimulants including
512,000 using methamphetamine, and 272,000 used
sedatives {Fig. 2). The current nonmedical use of pre-
scription-type drugs among young adults aged 18 to
25 increased from 5.4% in 2002 to 6.3% in 2005 (6).
The majority of the increase was seen in pain reliever
use which was 4.1% in 2002 and 4.7% in 2003, 2004,
and 2005.

in a report of patterns and trends in nonmedi-
cal prescription pain reliever use from 2002 to 2005
{50), NSDUH reported that nonmedical use of prescrip-
tion pain relievers among persons aged 12 or older
remained relatively stable between 2002 and 2005
{nonsignificant increases were seen), 4.8% of the

itPraseriprion

Sedatas

L
Tosn T EamaRess aess Rama o Bass | Fes0

Fig. 2. Pain religvers aecount for the lurgest portion of apn-
smeddival use of pre . MHS
National 3 ndd Flealth { Sepe. 2006).

5. Senrce

population or 11.4 miflion persons used a prescription
pain reliever nonmedically in the 12 months prior to
the survey and 57.7% of persons whao first used pain
relievers nonmedically in the past year used hydroco-
done products and 21.7% used oxycodone products.
As shown in Figure 3, the highest use of pain re-
lievers nonmedically was in the 18 to 25 age group
with males more likely than females to have used a
preseription type pain rellever nonmedically in the
past vear {5.2% vs 4.4%). However among youths
aged 12 to 17, females were more likely than males
1o have used pain relievers nonmedically in the past
year {7.9% vs 6.8%) whereas males aged 18 to 25 and
males aged 26 to 34 at higher rates than their female
counterparts. Among adults aged 35 to 49 and those
aged 50 or older, males and females had similar rates

W painphysiclaniournal.com
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of nonmedical use prescription pain relievers,

in another report released by the Office of Na-

tional Drug Control Policy with an analysis of recent
trends on the emerging drug threat among teens (51},
the following was included:

&

s

Next to marijuana, presaription medications are
the most commonly used drugs among teens to
get high.

Teens are turning away from street drugs and us-
ing prescription drugs to get high. Indeed, new
users of prescription drugs have caught up with
new users of marijuana,

For the first time, there are just as many new abus-
ers of prescription drugs as there are marljuana
abusersamong teens (8.

Among 12- to 17-year-olds, the gap betwean new
marijuana users and new prescription drug users
is shrinking (Fig. 4).

among persons aged 12 or older, by age group end gender; £
2005,

Fig. 3. Percentages of past vear nonmedival pain reliover use

* Between 2003 and 2005, the gap dosed by 5.9%.
* in 2005, the estimated number of 12- to 17-year-
olds who started using prescription drugs in the
12 months prior to the survey was 850,000, com-
pared with 1,139,000 marijuana initiates.
* {n 2003 the estimates were 913,000 for prescrip-
tion drugs, compared to 1,219,000 marijuana ini-
tiates (6,7}
Three percent, or 840,000, teens ages 12-17, re-
ported current abuse of prescription drugs in
2005, making this Hlegal drug category the second
most abused drug next to marijuana (7%) {6).
In 2005, 2.1 million teens abused prescription
drugs, almost one-third of prescription drugs
abused in the country, Teens aged 12-17 have the
second-highest annual rates of prescription drug
abuse after youny adults aged 18-25 (Fig. 5.
For young adults 18-28, past month nonmeddical
use of prescription-type drugs increased from
5.4% in 2002 to 6.3% in 2005, whereas, it de-
creased among the 12-17 age group (Fig. 5h.
Prescription drugs are the most commoniy abused
drug among 12- to 13-year-olds (). Teens aged
12-17 and young adults aged 18-25 were more
fikely than older adults to start abusing prescrip-
tion drugs in the past year {8).
Teans {12-17) in western and southeastern states are
more likely to abuse prescription pain relievers.
Arkansas {10.3%), Kentucky {9.8%), Montana
{8.6%), Gregon {9.3%), Cklahoma {9.1%), Tennes-
see {8.9%), and West Virginia {8.9%).
Teens are abusing prescription drugs because they

#

n

St

Figd. Types of dlicit drug use among teons aged 12-17 {per
centage}. Sewrce: SAMHSA, 2005 National Survey an
Drug Use and Health { Seps.

2006 4.

Fig. 5.
tion drugs an

SAMHSA, 2

Current { post month) Nonmedical use of prescrip-

Bource:
il Survey on Drug Use and Health

oups { percenta
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believe the myth that these drugs provide a

medically safe high (51).

Monitoring of the Future Study from the

University of Michigan in 2006 {52) showed

among 12th graders in the past year, mari-

juana was used by 31.5%, while a3 2006 Part-
nership for a Drug America survey showed
nearly 1in 5 teens (18% or 4.5 million) report
abusing prescription medications that were

not prascribed to them (83),

A dangerous trend is developing among the

teens where they admit to abusing presarip-

tion medicine for reasons other than getting
high, including to relieve pain or anxiety, to
sleep better, to experiment, 1o help with con-

centration, or to increase alariness (54).

Furiher, when teens abuse prescription drugs,

they often characterize their use of the drugs as

“responsible,” ”controlled,” or “safe,” withthe

parception that the prescription drugs are safer

than street drugs (55).

in addition, more than one-third of teens say

the feel some pressure to abuse prescription

drugs, and 9% say using prescription drugs
to get high is an important part of fitting in
with their friends.

@ Inits 17th Annual National Study of Teen Drug
Abyse, the Partnership for a Drug-Free Ameri-
ca reported that an alarming number of teen-
agers are abusing s variety of prescription and
over-the-counter medications to get high and
classified them as generation RX.

¢ Approximately 1 in 5 teenagers has abused a

prescription painkiller to get high, and 1in 13

has abused OTC products, Hike cough medicine.

Figure 6 shows an emerging category of sub-

stance abuse: 18% of teens frying Vicodin, 10%

OxyContin, and 10% Ritalin and Adderall In

contrast, crack cocaine was used by 9% and

marijuana was used by 37%. Meth and ket
armine were also used but to a lesser extent.

* Thus, 50% of teens tried psychotherapeutic

drugs alone or in combination.

»

*

®

n

Erwmemic oF Memican Prescriprion
Dauc Asuse

Supply

in response to the alleged undertreatment
of pain as a major health problem in the Unit-
ed States, numerous initiates were developed

(3.4,25,30). Multiple patient advocacy groups, professional
organizations, Federation of State Medical Boards and its
constituent boards, and even DEA have fueled explosion in
use of therapeutic opioids (4). Conseguently, use of therapeu-
tic opioids in the United States is responsible for over 80% of
the global supply of all opioids and 99% of hydrocodone.
in fact, sales of hydrocodone increased 198% from 1997 to
2005, whersas methadone usage increased 933% and oxy-
codone increased 588% (Table 1 and Fig. 7). Estimated num-
ber of prescriptions filled for comtrolied substances increased
from 222 million in 1994 to 354 million in 2003.

increasing Deaths

Paulozzi et al (16} reported unintentional drug polson-
ing morality rates increased on average 5.3% per year from
1979 to 1980 and 18.1% per year from 1990 to 2002 and at-

Fig, 6. Generation Ry, smerging category of sk abuse
among teens {percentage and number {in millions} of teens whe
have ever rrind}.

Fig. 7. The tnerease in therapentic opioids wse in the United States
{ grams/ 100,008 population}.

Saurce: Based on duta from US Drug Enforcemens Adminisration, Au-
4 RCOS ) wwre.
ik

womation of Reporss and Conselidated Orders System

Lusdoj.g i_drug_s yfindy
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tributed the rapid increase during the 1980s 1o nar-
cotics and unspecified drugs. Between 1999 and 2002,
the number of opieid analgesic poisonings on death
certificates increased 91.2%, while heroin and cocalne
polsonings increased 12.4% and 22.8%, respectively.
By 2002, opicid analgesic poisening was listed in 5,528
deaths — more than either heroin or cocaine. The in-
crease in deaths generally matched the increase in
sales for each type of opioid.

in a morbidity and mortality weekly report by Pau-
lozzi in February 2007 (17}, in 2004, unintentional drug
poisoning was second only 1o motor-vehicle crashes as
the cause of death from unintentional injury in the
United States. The number of unintentional poison-
ing deaths increased from 12,186 jn 1999 0 20,950 in
2004. The annual age-adjusted rate increased 62.5%,
from 4.4 per 100,000 population in 1999 t0 7.1 in 2004.
The highest rates in 2004 were among persons aged
35-54 years, who accounted for 58.6% of all poison-
ing deaths. Rates also varied based on the states from
1999 to 2004, rates increased by less than one-third
in the Northeast and West but more than doubled in
the South and nearly doubled in the Midwest. States
with the largest relative increase were West Virginia
{550%), Oklahoma {226%;), Maine (210%), Montana

{195%), and Arkansas (195%). Increases of 100% or
more occurred in 23 states (Fig. 8),

Fingerhut (19) from the Office of Analysis and Epi-
demiclogy evaluated methadone-related deaths from
1998 o 2004, She reported that the number of all poi-
soning deaths increased 54% to 30,308 over the 1999-
2004 period, while the number of paisoning deaths
mentioning methadone increased 380% to 3,849,
Poisoning deaths mentioning methadone increased
from 4% of all poisoning deaths to 13% of all poi-
soning deaths. Most recently, it was also shown that
all polsoning deaths increased §% from 2003 to 2004,
whereas those mentioning methadone increased 29%.
The absolute number of poisoning deaths mention-
ing methadone was less than the number of deaths
mentioning heroin, cocaine or ather opiokds (Table 3).
Age specific rates of methadone death were higher
for persons aged 35-44 and 45-54 years than for those
younger or older. The largest increase, however, was
noted for young persons 15-24 years; the rate in 2004
was 11 times that in 1998,

Methadone-related  unintentional  poisoning
deaths from 1999 to 2004 and ratio of deaths in 2004
to deaths in 1594 by state-by-state showed greater
than ratio of 15 in West Virginia (24.8), Ohio {17.4),

86

i
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A

* Age-adjusted rates per 100,000 population

7

 Defined as the percentage of the population Yving in census blocks below a certain
poputation density, based on 115, Census data for 2000,
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Table 3. Number of poisoning deaths tn which sp

narcotic substances are mentioned, 1999 w0 2004,

| 1990 | 2000

E

| 199

pecific data ae pot adk
er for Health Stat

Y prey

1200

6o

300

tstribuion
Adapted from DEA ARC

1

et

ion {grams per 100,000 population )
st provided by June E. Howard, Methadeng-associaied morsality from a veport of o navional assess

Loulsiana {16.0), Kentucky (15.1) and New Hampshire
{14.5); whereas ratios between 10 and 14 were seen in
Florida (13.8), Oregon (13.6), Pennsylvania (12.6), Ten-
nessee {12.4), Wisconsin {10.5) and Maine {(10.4).

As shown In Figure 9, the available data for meth-
adone by formulation from 1998 to 2002, grams per
100,000 population, shows consumption of liquid has
increased substantially and was higher than diskettes

and tablets. However, for prescription availability, tab-
lets are the only source for physicians and rarely liquid.
Diskettes and liquids are prescribed by methadone
clinics. Thus, the combined dispersion of disketies and
Hiquids was higher when comparad to tablets. If this
is combined with methadone tablet seizures, which
increased 133% between 2001 and 2002, it appears
that ilegeally obtained methadone and methadone

ey painphysicianjournal.com
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clinics have contributed more to methadone deaths
than prescription methadone by physidians, contrary
to popular opinion (18).

Emergency Department Visits

The Drug Abuse Warning Network {11) showed
in 2005, there were 816,696 emergency depariment
visits involving an illicit drug. Nonmedical use of phar-
maceuticals contributed 1o 598,542 visits involving
nonmedical use of prescription or over-the-counter
pharmaceuticals or dietary supplements, with majority
of these visits (55%) involving multiple drugs. Central
nervous system agents (51%) and psychotherapeutic
agents (46%) were the most frequent drugs reported
in the nonmedical-use category of emergency depart-
ment visits. Among the CNS agents the most frequent
drugs were opiate/opioid analgesics (33%). Metha-
done, oxycodone, and hydrocodone were the most
frequent opieids.
¢ Hydrocodone/combinations in 51,225 ED visits (Ch:

37,416 to 65,033),
¢+ Oxycodone/combinations in 42,810 ED visits {Ct

30,672 to 54,948}, and
¢ Methadone In 41,216 ED wisits (C 29,249 to

53,184).

Overall narcotic analgesic emergency department
visits were 160,363 in 200% compared to 42,857 in
1995, Among the psychotherapeutic agents, the anx-
iolytics {anti-anxiety agents, sedatives, and hypnotics}
were the most freguent, occurring in 34% of visits as-
sociated with the nonmedical use of pharmaceuticals.
DAWN estimated that 172,388 ED visits were assodi-

ated with the nonmedical use of pharmaceuticals in-
volving benzodiazepines in 2005, compared to 71,609
in 1995. Figure 10 illustrates emergency department
visits resulting from narcotic analgesics and benzodi-
azepines from 1995 to 2008,

is Pain Undertreated?

Considerable controversy exists about the use of
apioids for the treatment of chronic pain of a non-
cancer origin {30). Inadequate treatment of pain has
been attributed to 3 lack of knowledge about pain and
pain management options, Inadeguate understand-
ing of addiction, or fears of investigation or sanction
by Federal, State and local regulatory agencies. it has
been alleged that pain is underireatad and it is a major
problem in the United States, Consequently, multiple
initiatives have been developed to address the alleged
barriers responsible for the undertreatment of pain
however, widely quoted literature pertains to pain
management in terminal iliness, malignancy, post op-
erative pain, and AIDS. Thus far, there is no single, reli-
able objective report of the undertreatment of chronic,
non-cancer pain.

The prevalence of pain also has been overre-
ported. The prevalence of chronic pain in the adult
population ranges from 2% 1o 40%, with a median
point prevatence of 15% (30). However, persistent
pain was reported with an overall prevalence of 20%
of primary care patients, with approximately 48% re-
porting back pain (56). Thus, chronic persistent pain
may be much less than advocacy organizations report
which Is as high as 530-60% of Americans. it is stated

| FE morcotc Anatgesic

{5 Berundinzepines |
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available ). Sourcer DAWN dute (11-13).

Fig. 10, Drug abuse related emergency department visits invelving narcotic

lgesics and b { inves {data from 2003 not
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that alleged undertreatment and prevalence of pain
has been expected to worsen as the population ages,
with increasing rates of arthritis, cancer, back pain,
and other conditions. Thus, both the undertreatment
of pain and high prevalence of pain represent inflated
statistics from patient self reports which are unreliable
and may even indicate drug abuse rather than under-
treatment.

Are Opioids Overprescribed?

As shown in Table 1 between 1997 and 2005
methadone prescriptions increased 933% whereas
oxycodone prescriptions increased 588% compared to
increase of hydrocodone prescriptions of 198%. Kuehn
(3) wrote that in addition to an increased awareness
of the importance of pain control, pain experts attri-
bute the overall increases in prescription pain medica-
tion use to a variety of factors, including support and
requirements for appropriate pain control from state
medical boards and advances in the science of pain
control. In spite of lingering concerns surrounding
prescription pain medications, which are overblown,
many physicians have become more comfortable us-
ing these drugs as they have learned more about them
(3).

State and national organizations also are empha-
sizing the importance of managing pain. The Joint
Commission on Accreditation of Healthcare Organiza-
tions (JCAHO) issued unproven, mandatory standards
for pain management in January 2001. Many state
health care licensing organizations have followed
JCAHO. While these widely applied policies are meant
only for acute pain and postoperative pain, they have
been argued for application in all settings including
chronic non-cancer pain.

In many states, medical, pharmacy, and nursing
boards are issuing joint statements emphasizing the
need to use these drugs in appropriate circumstances
while taking steps to avoid abuse and diversion (3).
The Federation of State Medical Boards has crafted a
modet policy, adopted by many states, regulating the
use of controlled substances, which emphasizes ade-
quate pain control and that physicians should periodi-
cally monitor patients to prevent abuse (3,57).

In pain management settings, as many as 90%
of patients have been reported to receive opioids
for chronic pain management (30,31). In addition to
promotion of undertreatment, promotion of break-
through pain will also increase or explode the use of
opioids in managing chronic non-cancer pain (58).

Are Controlied Substances Abused by Chronic
Pain Patients?

While opioids are by far the most abused drugs
other controlled substances such as benzodiazepines,
sedative-hypnotics, and central nervous system stimu-
lants, though described as having less potential for
abuse, are also of major concern. Multiple investigators
(30-49,59,60) have shown a prevalence of drug abuse
in 18% to 41% in patients receiving opioids for chronic
pain. In a recent systematic review (49) of opioid treat-
ment for chronic back pain, the prevalence of lifetime
substance use disorders ranged from 36% to 56%, and
the estimates of the prevalence of current substance
use disorders were as high as 43%. Aberrant medica-
tion-taking behaviors ranged from 5% to 24%.

Are Hlicit Drugs Used by Chronic Pain Pa-
tients?

It has been shown that patient’s in chronic pain
on prescription controlled substances also use ilficit
drugs. Prospective evaluations (34,43) have shown il-
licit drug use in 22% of the patients which reduced to
16% with enhanced adherence monitoring.

What Is the Evidence of Effectiveness?

Multiple reviews have been published to evalu-
ate the effectiveness of opioid therapy in chronic pain
{49,61-66). Short-term trials provide favorable results
where treatment lasts for 32 weeks and moderate
doses of opioids were administered with 180mg of
morphine or morphine equivalent per day.

The real question, however, when embarking
on a course of opioid treatment for chronic pain is
whether analgesic efficacy is maintained over time
(66). A review of the open-label follow-up studies has
shown that 56% of patients abandon the treatment
because of a lack of effectiveness or side effects (62).
One meta-analysis directly comparing the effective-
ness of efficacy of different opioids demonstrated a
non-significant reduction in pain from baseline (66).
In another systematic review (61) it was concluded
that there was insufficient and poor evidence to prove
the safety or effectiveness of any opioids. in another
systematic review of effectiveness and safety (62), the
mean decrease in pain intensity in most studies was
at least 30% and only 44% of the patients continued
treatment between 7 and 24 months. In an analysis
of effectiveness and side effects (65), it was concluded
that strong opioids were more effective with pain re-
lief and functional outcomes, however, drop-out rates
averaged 33%. Ballantyne and Mao (63) and Ballan-
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tyne {66) concluded that a cautious approach must be
used in using opiolds.

A recent epidemioclogical study from Denmark
{67), where opioids are prescribed liberally for chronic
pain, demonstrated worse pain, higher healthcare
utilization, and lower activity levels in opioid treated
patients compared to a match cohort of chronic pain
patients not using opioids, suggesting that even if
some patients benefit, the overall population does
not when opioids are prescribed tiberally.

Overall the evidence supporting the long-term an-
algesic efficacy is weak based on the present evidence,
Epidemivlogical studies are less positive with regards to
function and guality of life and report fatlure of opicids
to improve guality of ife in chronic pain patients.

What Are Side Effects?

Common and well known side effects are related to
nausea, sedation, euphoria or dysphoria, constipation,
depression, and itching. However long-term opioid ther-
apy results In hyperalgesia or increased pain, negative
hormonal and immune effects, addiction and abuse.

Wnere Do Tuese Drugs Come From?

Most of diversion of prescription drugs from their
lawful purpose to HHlicit use can happen at any point
from the pharmaceutical manufacturing to distribu-
tion and consumption by the imtended lawful indi-
vidual. The diversion of prescription drugs among
adults is typically one or more of the following: doctor
shopping, illegal Internet pharmacies, drug theft, pre-
scription forgery, or iilicit prescriptions by physicians,

Bought from friend or relative ook from fiend o

sslative w/o asking

Free from

friend or el Boaght from

drug dealer
e

Qther
source

Fig. 11, Source of pein relievers for most recent non-medical
use among past year users. Source: Ref (6}

in contrast, youths typically acouire drugs by stealing
them from parents or relatives, buying them from
classmates who are selling legitimate preseriptions, or
buying them from illegal Internet pharmacies or ven-
dors.

Based on a 2005 NSDUH survey {6}, nearly 60%
of non-medical prescription drug users say that they
received the prescription drug from a friend or a rela-
tive for free (Fig. 11). This study also showed that
other methods of acquiring prescription drugs for
non-medical use include doctor shopping, traditional
drug dealing, theft from pharmadies or homes, and
iHicitly acquiring the presoription drugs over the inter-
net. Among these, 17% reported that they received it
from one doctor, 8% reported that they bought from
friend or relative, 7% from other sources, 4% took
from a friend or relative without asking, with another
4% buying from a drug dealer.

Thus, approximately 77% to 89% obtained the
drugs legally, most likely through a prescription. Conse-
qguently, providing a controlled substance prescription
drug to a person who is not the intended recipient of
the prescription, whether freely given, shared, or of-
fered for sale, is not only dangerous but also illegal.

Areport of National Drug Threat Assessment 2007
from the National Drug Intelligence Center US Depart-
ment of lustice {29) concluded that the availability of
diverted pharmaceutical drugs is high and increasing,
fueled by increases in both the number of illegal on-
ine pharmacies and commerdial disbursements within
the legitimate pharmaceutical distribution chain. The
rates of past year use for pharmaceuticals are stable
even though at very high levels. The report alse found
that demand for prescription narcotics may decline
as some users switch to heroin, particularly in areas
where law enforcement efforts curb the diversion and
avallability of prascription drugs.

Doctor Shopping

Doctor shopping Is one of the most common
methods of obtaining prescription drugs for legsl
and Hlegal use {4), The majority of physidians perceive
"doctor shopping” as the major mechanism of diver-
ston {5). The persons practicing doctor shopping may
be targeting physidans who readily dispense prescrip-
tion without & thorough examination or screening
(68-70). It has been reported that individuals may col-
tect thousands of pills during a one-year period and
sell on the street (70). Further, some individuals collect
pills and give them to others to whom they perceive
need the pills whereas some supplement Sodial Secu-
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ity check income by selling part or all of their pre-
scriptions (71).

Since 1999, illegal Internet pharmadies have pro-
vided a convenient alternative for individuals wishing
1o fill their prescriptions (25,27,72-761 In a June 2006
CASA report (27), the Internst was found as a grow-
ing source of drugs with increased prescription drug
abuse. They also found that an emergent trend was
“online consultation” whereas there were no controls
blocking sale to children and substantial shipments
were from within the United States. Table 4 ilfustrates
internet availability of tontrolled prescription drugs
by class whereas Table 5 illustrates internet sites ad-
vertising or selling controlled prescription drugs. The
startling fact is that a staggering 89% of sites seli-
ing controlled prescription drugs have no presaip-
tion requiremerts, down slightly from 94% in 2004,
However, the total number of sites selling drugs that
do not require a prescaiption has increased each year
with 147 in 2004 compared 1o 152 in 2005 and 165 in
2006. Of the 11% of the sites stating that they require
a prescription, 70% only reguire that a prescription be
faxed-allowing a customer to easily forge prescription
or fax the same prescription to several internet phar-
macies. Table 6 llustrates internet pharmacy prescrip-
tion requirements.

Drug Theft

Drug theft is another problem which &5 on the
rise, largely due to vast increases in preswription drug
abuse and high street prices (55,75,77-83). In addition,
prescription forgery is also faltly common, either by
altering the prescriptions, stealing blank prescription
pads in order to write fake preseriptions, or calling
pharmadies for prescriptions without authorization
from the physician.

Improper Prescribing and Sharing

Similarly improper prescribing and  sharing
among family and friends is also very common {Fig.
11). Diversion and abuse of methadone is a spedal
issue (Fig, 9).

Thus, multiple causes and reasons leading to abuse
include increasing supply and demand, advertising and
advocacy availability, Internet availability, internet sales,
increasing street valug, motivation for use, perceived
safety, lack of perception of risks, lack of knowledge
of prescription drug abuse lability, lack of knowledge
about non-opiold techniques, lack of eduction, wasted
efforts on war on drugs, non-evidence based praciice
guidelines, and finally incoherent and ineffective pre-
scription drug monitoring programs.

Table 4. Tnternet iability of Ted preseri;
elass

drugs by

Table 6. Truernet phasmacy preseription requirements

ol Conter on Ads
fat.orgl)

Table 5. fnternet sites advertising or selling controlled preserip-
tion drugs

tionad Center on Add
acolumbia.orglpdshopprovi fifes/you_ve_g

2004

2005

not reguiring prescription

TEGUITIng P on
nter on Adiiction and Substance Abuse. {27)
wiew.casusolumbia.orglpdshopprovifiles/you_ve_got_drugs. pdf
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NMavionas Drus Conrror Stravecy

The White House Office of National Drug Control
Policy {ONDCP), a component of the Executive Office of
the President, was established by the Anti-drug Abuse
Act of 1988. The principle purpose of ONDCP is to es-
tablish policies, priorities, and objectives of the nation’s
drug control program. The goals of the program are
to reduce Hlicit drug use, manufacturing, trafficking,
drug-related crime and viclence, and drug-related
heaith consequences. The national drug control strate-
gy directs the nation's anti-drug eforts and establishes
a program, a budget, and guidelines for cooperation
among Federal, State and local entities.

The National Drug Control Strategles focus around
2 issues: 1) stopping use before it starts, 2) interven-
ing and healing drug users, 3} disrupting the market.
The budget for fiscal year 2007 was $13.128 billion,
an increase of $§0.129 billion over the FY 2006 enacted
level of §12.999 billion (Fig. 12). For fiscal year 2008
the proposed budgst totals $12.961 billion, which is
a decrease of $0.167, or 1%. However, for fiscal year
2008 the administration is also separately requesting
$266.1 million in additional spending for emergency
designations associated with drug-related operations,
principally in Afghanistan,

Stopping Use Before It Starts
The fiscal year 2008 budget includes federal re-
sources totaling $1.6 billion or 12% (Fig. 13) support-

ing a variety of education and outreach programs
aimed at preventing the initiation of drug use. The
Department of Health and Human Services {(HHS)
contributes a 60% share of these resources {8837.4
million) 10 fund prevention activities through #s
Programs of Regiona!l and National Significance,
As shown in Figure 13, $17.9 million is spent on
Student Drug Testing, $59.0 million is spent on Re-
search-Based Grant assistance to local educational
agendies, $100.0 million is spent on Safe and Drug-
Free Schools and Communities State Grants, $80.0
mitlion is spent on Drug-Free Communities through
Office of National Drug Control Policy and $130.0
million is spent on National Anti-Drug Youth Me-
dia Campaign again through the Office of National
Drug Control Policy.

Healing America’s Usars

The second item involves intervening and healing
America’s drug users with a budget of $3 billion or
28% {Fig. 14} in federal funds to drug abuse interven-
tion and treatmernt efforts in the fiscal year 2008 rep-
resenting an increase of nearly $100 million over fiscal
year 2007 level. The majority of the budget of 82%
{§2,498 4 million) goes to HHS which supports the ma-
jority of Federal Government's efforis to help drug
users in need, Others include the Justice Department
with $136.7 million or 5%, Veterans Administration
$382 million or 13%, and others 15.7 million or 1%.

$4,000

$3.500

-
T3 oomestic tow enforcement P imerdiction

BB revention fwiesearch)

Treatment {w/Research)

saational

Fig. 12. Drug resources by function.
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Education
Bars.oM
18%

Fig. 13. Stopping use before it starts (§1.6 billion ).

Disrupting the Market

The third activity of the National Drug Controt
Policy is composed of $8.3 billion or 63% of the Na-
tional Drug Control Policy federal spending with 42%
of this allocated to the Department of Homeland Se-
curity, 10% to Defense, 1% to Treasury, 13% 1o State,
32% to lustice and 3% to the ONDCP (Fig. 13).

Distribution of Funds

The total budget is approximately $13 billion, of
which the Department of Defense recsives approxi-
mately $936.8 million, the Department of Education
receives $275 miltion, the Department of Health and
Human Services racelves $3,435.7 billion, $3,493.7 to
the Departmant of Homeland Security, $2,797.0 billion
1o the Department of Justice, $473.4 million to the
ONDCP, $1,096.8 billion 1o the Department of State,
$2.7 million to the Department of Transponation,
$57.3 million to the Department of Treasury, and §392
miliion to the Department of Veterans Affalrs.

The Department of Defense, with a budget of
£836.822, is the lead federal agency in eforts to detect
and monitor the aertal and maritime transit of itlegal
drugs towards the United States. Defense also collects,
analyzes, and disseminates intelligence on drug activ-
ity; provides training for US and foreign drug law en-
forcement agencies and foreign military forces with
drug enforcement responsibility; and, approves and
funds Governor’s State Plans for National Guard use,
when not in federal service, to support drug interdic-
tion and other counter-narcotics activities, as autho-
rized by state laws.

\wfeesuw

$57.30
\ %
Defensy

B

10%

Fig. 15. fHsrupting the market,

The Departmant of Education, with a budget of
$275 million, administers programs to help ensure
that all students can meet chalienging standards and
improve elementary and secondary education, includ-
ing: spedal eduction and early intervention programs
for children with disabilities; English language acqui-
sition for fimited English proficient and immigrant
children; career, technical, and adult education; and
higher eduction. Further, the Department of Educa-
tion also carries out research, data collection, and ¢ivil
rights enforcement activities.

For the Department of Health and Human Servic-
s, a large portion of the funding on federal drug con-
trol includes $75 million for Centers for Medicare and

www.painphysicianjousna com
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Medicaid Services, $1,000.365 million for the National
Institute on Drug Abuse and a large portion to the
Substance Abuse And Mental Health Services Admin-
istration (SAMHSA) with $2,360.361 million in fiscal
year 2008. SAMHSA requested a total of $2,360.4 mil-
tion for drug control activities, which is a reduction of
$82.1 million from 2007 level. The resources of SAMH-
SA are directed to activities that have demonstrated
improved health outcomes and increased capacity and
terminations or reduce less effective or redundant
activities. SAMHSA has four major drug-related deci-
sion units: Substance Abuse Prevention Programs of
Regional and National Significance (PRNS), Substance
Abuse Treatment PRNS, the Substance Abuse Treat-
ment Prevention and Treatment Block Grant, and Pro-
gram Management.

The Department of Homeland Security, with vari-
ous departments including Customs and Border Pro-
tection, with a budget of $1,970.345 billion, immi-
gration and customs enforcement with a budget of
$450.198 million, and the United States Coast Guard
with a budget of $1,073.193.

The Department of Justice includes the Bureau of
Prisons with $67.156 million, the Drug Enforcement
Administration with a budget of $2,041.818 million
and the Interagency Crime and Drug Enforcement
with a budget of $509.154 million, and the Office of
Justice program $178.869 mitlion.

The Office of National Control Policy with Coun-
terdrug Technology Assessment Center has a budget
of $5 million. The High Intensity Drug Trafficking Ar-
eas has a budget of $220.0 million and other federal
drug control programs have a budget of $224.485 mil-
tion.

Prevention OF PrescripTion Druc ABuse

Multiple actions taken to prevent or address
theprescription drug abuse epidemic include the ac-
tivities of Drug Enforcement Agency (DEA), prescrip-
tion drug monitoring programs, multiple state regu-
lations, education of all concerned, Synthetic Drug
Control Strategy, the Food and Drug Administration’s
ability to classify and approve drugs, various preven-
tion and treatment efforts, and proposed changes to
controlled substance formulations.

DEA

In 2005, Congress emphasized its concern regard-
ing the diversion of controlled pharmaceuticals (84).
The House report on the Justice Department’s fiscal
year 2005 appropriations stated . . . “DEA has dem-

40
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Fig. 16. Pain reliever admissions in XPDMP states.
Source: Ref (86).

onstrated a lack of effort to address this problem.”
Consequently the DEA increased the amount of re-
sources and manpower dedicated to investigating the
diversion of controlled pharmaceuticals (78). Howev-
er, in a July 2006 Justice Department OIG’s report, it
was shown that while the DEA has taken important
steps to improve its ability to control the diversion of
controlled pharmaceuticals, especiaily pharmaceutical
diversion using the internet, several shortcomings in
the DEA's diversion controf efforts that were identified
and reported in 2002 still exist (84).

NASPER

The second major weapon against prescription
drug abuse is the National All Schedules Prescription
Electronic Reporting (NASPER) Act, signed into law
on August 11, 2005 {25). It authorized the spending
of $60 million from fiscal year 2006 to 2010 to create
federal grants at the US Department of Health and
Human Services to help establish or improve state-run
prescription drug monitoring programs. Unfortunate-
Iy NASPER has not moved as no funding has been com-
mitted either in 2006 or in 2007, in addition, there is
no proposed funding in 2008.

DOJ PDMPs

The NASPER has been afflicted by the DEA and
Harold Rogers sponsored, state monitoring programs
that were initiated by the Department of Justice (DOJ)
in 2003 to promote the development of prescription
drug monitoring programs {PDMPs) by states. That
commitment continues as part of the administration’s
National Drug Control Strategy for 2008, though inco-
herent and largely ineffective. PDMPs have the poten-
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tial to help cut down on prescription fraud and doctor
shopping by giving physicians and pharmacists more
complete information about a patient’s prescriptions
for controfied substances as a goal. However, while
these state programs have been useful, predominant-
ly for law enforcement, their numerous deficiencies
have not been corrected.

A recent evaluation (85) showed a modest 10%
decrease in prescription drug use on a per capita basis
(Fig. 16). Historically, from 1940 to 1999, states have
been able to establish only 15 functioning programs.
The number of states with prescription drug monitor-
ing programs has grown only slightly over the past
decade from 10 in 1992 to 15 in 2002 and 27 in 2006
(Table 7). With increased funding and resources, these
programs have been able to improve the statistics of
the DEA, however, have been a major failure in pro-
viding assistance to the prevention of drug abuse,
educating physicians, or preventing doctor shopping
and drug diversion. The fundamental flaw with these
programs is that they are created to helip law enforce-
ment identify and prevent prescription drug diversion
after the fact. The secondary objective of this pro-
gram, to educate and provide information to physi-
cians, pharmacies and the public has been neglected.
Very few programs are proactive to the extent that
physicians can access the necessary information to re-
duce or prevent abuse and diversion. Program design
is highly variable across the states. Eighteen of the 27
state programs monitor Schedule IV drugs and 20 of
the 27 monitor Schedule il drugs which are the sub-
ject of major controlied substance abuse. Of all the
available programs, only 3 programs are physician
friendly and work proactively.

Synthetic Drug Control Strategy

Among the proposed mechanisms to reduce pre-
scription drug abuse, the Synthetic Drug Control Strat-
egy has taken center stage for the Administration (86).
The Administration touts that the Synthetic Drug Con-
trol Strategy aims to reduce prescription drug abuse
in America by 15% over 3 years from 2005 to 2008.
The Synthetic Drug Control Strategy seeks to address
each specific method of diversion including doctor
shopping or other prescription fraud, shipping illegal
prescriptions from online pharmacies, over-prescrib-
ing, theft and burglary, selling pills to others, receiving
pills at little or no cost from friends or family.

The illicit diversion and theft of pharmaceuticals-
currently at very high levels nationally, from legitimate
supplies has been curbed somewhat in some areas, such

as Kentucky, Michigan, Nevada, and Utah, through ed-
ucation, sustained law enforcement pressure, reduced
access in pharmacies and the implementation of pre-
scription monitoring programs in 3 of the 4 states with
proactive physiclan-friendly programs (29).

In addition, part of the Synthetic Drug Control
Strategy includes changing controlled substance for-
mulations. The use of newer pharmaceutical tech-
nology can help combat the problem of prescription
drug abuse by using chemical advances to develop a
tamper resistant capsule that provides long-acting ef-
fective pain relief when used properly, while also re-
sisting degradations under conditions of abuse (87).
Two new pain medications or formulations were de-
veloped; however, the issues related to the usefulness
of new formulations is the cost of development and
the ability to purchase these drugs in the market and
coverage by insurers.

NIDA Strategies

National Institute on Drug Abuse (NIDA) (88) has
orchestrated a multi-pronged strategy intending to
complement and expand the portfolio of basic, pre-
clinical, and clinical research aimed at better under-
standing prescription drug abuse, Consequently, the
NIDA started an initiative on prescription opioid use
and abuse in the "treatment of pain,” which encour-
ages a multidisciplinary approach using both human
and animal studies from across the sciences to exam-
ine factors (including pain itself) that predispose or
protect again opioid abuse and addiction. Particular-
ly important, NIDA believes, is to assess how genetic
influence affects the vulnerability of an individual
exposed to pain medication to become addicted. In
fact, the NIDA has conducted a seminar on prescrip-
tion drug abuse, inviting predominantly supporters
of opioids, without a balanced presentation, and the
next day, released a program on addiction manage-
ment rather than control of psychotherapeutic sub-
stance abuse.

The National Institute on Drug Abuse (26) pub-
lished a study revealing a new cellular adaptation
which contributes to opioid tolerance, another study
testing URB597 which relieves pain in rats without
cannabinoid-associated side effects, and-the use of an-
tidepressants in managing pain. While these are noble
investigations and scientific advances that may help
some day, in today’s environment it will take years to
achieve any benefit from this research.

Thus, this entire strategy has been suboptimal for
the past 3 years at an expense of $38.77 billion for

www.painphysicianjournal.com
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2005-2006 and 2007 with a proposed expenditure of
12.961 billion for 2008. The failure of this strategy is
illustrated by the staggering statistics of drug abuse,
misuse, illicit drug use, emergency department visits,
and deaths in face of escalating costs.

Education

Education is lacking at all levels primarily for phy-
sicians, pharmacists, and the public at large (5,89) and
compounded by misinformation. Of 979 physicians
surveyed regarding the diversion and abuse of con-
trolled prescription drugs showed the following (5):

Physicians

+ Physicians perceive the 3 main mechanisms of di-
version to be:

Doctor shopping (when patients obtain controlied
drugs from muitiple doctors) (36%)

Patient deception or manipulation of doctors
(88%)

Forged or altered prescriptions (69%).

59% believe that patients account for the bulk of
the diversion problem.

47% said that patients often try to pressure them
into prescribing a controlled drug.

Only 19% of surveyed physicians received any
medical school training in identifying prescription
drug diversion.

Only 40% of surveyed physicians received any
training in medical school in identifying prescrip-
tion drug abuse and addiction.

43% of physicians do not ask about prescription
drug abuse when taking a patient’s health history.
One-third of physicians do not regularly call or ob-
tain records from the patient’s previous (or other
treating) physician before prescribing controlied
drugs on a long-term basis. HIPAA regulations
have made this step much more difficuit.

74% have refrained from prescribing controlled
drugs during the past 12 months because of concern
that a patient might become addicted to them.

In a recent study (89) based on questionnaire re-
sponses from 248 primary care physicians, published
results showed that the most common concerns about
prescribing opioids for chronic pain were prescription
drug abuse and addiction. Other concerns included:
adverse effects, tolerance, interaction with other
medications, not knowing enough about which nar-
cotic to prescribe, not knowing enough about dosage
requirements, and having partners who prefer not to
use opioids for treating chronic pain. The majority of

the physicians were comfortable in prescribing narcot-
ics to someone with terminal cancer but less confident
in prescribing for patients with back pain. They were
even less comfortable with prescribing narcotics to
patients with a past history of drug or alcohol abuse.
The survey also noted that only a small percentage of
physicians are conducting urine toxicology screens on
their patients either before or during opioid therapy,
and that this was dependent on whether or not they
had a system to track patients on opioids.

In two prospective evaluations of 500 patients in
each study (34,43) with enhanced monitoring, it was
shown that overall prescription controlled drug abuse
reduced from 18% to 9%; whereas illicit drug use re-
duced from 22% to 16%. Significant decreases were
observed in Medicaid patients.

Van Rooyan (90) described physician education as
follows:

+ The majority of physicians do not know that the
long-term safety and effectiveness of opioids for
management of non-malignant pain have not
been substantiated.

The majority of physicians do not know that pa-
tients seeking pain relief for chronic, non-malfig-
nant pain often have underlying psycho-social
problems and need psychological or rehabilitation
services or would respond well to other non-drug
interventions.

{n busy medical practices, particularly primary care
and family practice office settings, often, pain
therapy is based not on science, but on intuition
or hearsay, and ends up aggravating rather than
ameliorating prescription pain medication abuse
and addiction.

Expansion of opioid therapy for patients who
might benefit more from non-drug interventions
or alternate drugs, without consideration of the
accompanying risks of opioids, is based on phar-
maceutical promotion.

Pharmacists fear of being labeled opiophaobic by
opioid and advocacy lobby.

The CASA survey (5) of 1,303 pharmacists regard-
ing diversion and abuse of controlled prescription
drugs showed the following:

+ When a patient presents a prescription for a con-
trolled drug:

* 78% of pharmacists become "somewhat or very”
concerned about diversion or abuse when a pa-
tient asks for a controlled drug by its brand name;

* 27% “somewhat or very often” think it is for pur-
poses of diversion or abuse.

www.painphysicianjournal.com
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+  52% believe that patients account for the bulk of
the diversion problem.

+ Only about half of the pharmacists surveyed re-
ceived any training in identifying prescription
drug diversion (48%) or abuse or addiction (50%)
since pharmacy school.

+ 61% do not regularly ask if the patient is taking
any other controlled drugs when dispensing a
controlled medication; 25.8% rarely or never do
0.

¢ 28% have experienced a theft or robbery of con-
trolled drugs at their pharmacy within the last 5
years; 20.9% do not stock certain controlied drugs
in order to prevent diversion.

+ 25% do notregularly validate the prescribing phy-
sician’s DEA number when dispensing controlied
drugs; 1in 10 (10.5%) rarely or never do so.

+ 83% have refused to dispense a controlled drug in
the past year because of suspicions of diversion or
abuse.

Pharmacists may be involved in prescription drug
diversion, first by selling the controlled substances and
then, using their database of physicians and patients to
write and forge prescriptions to cover their illegal sale.

Patients
Patients also have many concerns about the lack

of eduction. The problem list is long and extensive. A

non-inclusive list is a follows:

+ Undertreatment of pain.

¢ All patients are under suspicion.

+ The interest in receiving opioids for chronic pain,
fueled by advertising by pharmaceutical compa-
nies.

¢ Unproven, misunderstood regulations of JCAHO
and other organizations mandating monitoring
and appropriate treatment of pain.

¢ Media coverage of undertreatment of pain.

¢ Numerous organizations providing advocacy
guidelines and standards.

+ Patient advocacy groups advising them to demand
more opioids.

+ Very little or no effort on educating the public
about non-opioid management.

¢ Access to Internet and a daily bombardment of
the easy availability of drugs.

¢ Patient beliefs that they have the right to total
pain relief.

¢ The lack of interest on behalf of the patients to
understand deleterious effects of opioids and
benefits of non-opioid techniques.

Socumions 1o Druc Asuse Epipemic

A revised national drug control strategy with a
3-pronged approach is essential in combating the
epidemic of prescription drug abuse with immediate
implementation of NASPER with enhancements; wide-
spread educational programs for physicians, pharma-
cists, and the general public emphasizing the deleteri-
ous effects of controtled substance use and abuse; and
implementation of Synthetic Drug Control Strategy
along with multiple other programs.

NASPER

The National All Schedules Prescription Electronic
Reporting (NASPER) Act of 2005 is a law that provides
for the establishment of a controlled substance moni-
toring program in each state, with communication
between state programs (25), The concept for the
NASPER was provided by the American Society of In-
terventional Pain Physicians (ASIPP) whose members
and leadership saw such a need for the information
exchange program. NASPER was formulator with 3 im-
portant goals including:

1) Physicians’ and pharmacists' access to moni-
toring programs

2) Monitoring of Schedule i to IV drugs

3) Information sharing across state lines

Consequently, the purpose of NASPER is to: 1)
foster the establishment of state-administered con-
trolled substance monitoring systems in order to en-
sure that healthcare providers have timely access to
accurate prescription history information for use in
the early identification of patients at risk of addiction
or diversion in order to initiate appropriate medical
interventions and avert the tragic personal, family,
and community consequences of untreated addiction;
and (2) Establish, based on the experience of exist-
ing state-controlied substance monitoring programs,
a set of best practices to guide the establishment of
new state programs and the improvement of existing
programs. NASPER is modeled after a highly success-
ful states monitoring program in Kentucky {(Kentucky
All Schedules Prescription Electronic Reporting Action
- KASPER). In fact, the US Government Accountability
Office (GAO) conducted a study on state monitoring
programs of prescription drugs (91). They concluded
that state monitoring programs provide a useful tool
to reduce diversion while most state programs have
their major goal to assist law enforcement in identify-
ing and preventing prescription drug diversion, State
programs may include educational objectives to pro-
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vide information to physicians, pharmacies, and the
public. The programs are highly variable not only with
monitoring of scheduled substances but with regula-
tions and finally access to providers which is only avail-
able in 4 states - Utah, Nevada, Kentucky and idaho.
Thus, only a few programs operate proactively, while
most operate reactively. A few states routinely analyze
prascripiion data collected by PDMPs to identify indi-
viduals, physicians, or pharmacies that have unusual
use, prescribing, or dispensing patterns that may sug-
gest potential drug diversion, abuse, or doctor shop-
ping. However, only three states provide this informa-
tion proactively to physicians.

The GAO report {31) cited many advantages, as
well as disadvantages of these programs. States with
PDMPs experience considerable reductions in the time
and effort required by law enforcement and regulato-
ry investigators to explore leads and the merits of pos-
sible drug diversion cases. However, while the presence
of a PDMP may help one state reduce iis illegal drug
diversion, diversion activities may actually increase in
contiguous states without PDMPs, All 3 of the states
providing access to physidians ~ Kentucky, Nevada, and
Utah - help reduce the unwarranted prescribing and
subsequent diversion of abused drugs in their states.
in both Kentucky and Nevada, an increasing num-
ber of PRMPs reports are being used by physicians to
check the prescription drug utilization history of cur-
rent and prospective patients to determine whether
it is necessary to prescribe certain drugs that are sub-
ject to abuse, As expected, most of the reports were
reguested by prescribers with 87%, followed by law

enforcement 6%, pharmacists 4%, life insurer boards
2%, by subpoena, ARNPs, and court orders with 1% or
fess each {Fig. 17).

in fact, prospective evaluations (34,43} in inter-
ventional pain management setlings have shown a
significant reduction in drug abuse and itlicit drug use
in chronic pain patients when appropriately monitored
and educated (Table 8). The reductions were seen across
all patient groups, specifically Medicaid patients.

Further, an evaluation of prescription drug moni-
toring programs performed on September 1, 2006 (86)
showed that PDMPs reduce the per capita supply of
prescription pain relievers and stimulants and In so
doing reduce the probability of abuse of thesa drugs.
Evidence also suggested that states which are proac
tive in the approach to regulation are more effective
in reducing the per capita supply of presaription pain
refievers and stimulants than states which are reactive
in their approach to regulation.

The illict diversion and theft of pharmaceuticals-
currently at very high levels nationally, from legitimate
supplies have been curbed somewhat in some areas,
such as Kentucky, Michigan, Nevada, and Utah, through
education, sustained law enforcement pressure, re-
duced access in pharmacdies, and the implementation of
prascription monitoring programs, in 3 of the 4 states
with proactive physician friendly programs (29

in condusion, prescription monitoring programs
are effective specifically when they are proactive.
Thus, a national program with communication among
the states that is also proactive assisting physidans to
prevent abuse of drugs in conjunction with education

Licensure Board 0.61%

Law Enforcement 1.58% -
354

Pharmacist 2.94%

Physician .
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~— Court Oeder 0.03%
ARNP 0 72%

Fig. 17. KASPER report requests 2005,
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Table 8. Comparetive evaluation of iilicit drug use
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will probably reduce per capita prescription controlled
substance use and abuse by 20%.

Enhanced NASPER should also include presaip-
tion controlled drug commitiees at State Health and
Human Services Departments, Boards of Medical Li-
censures, and local Drug Enforcement Agencdies. Fur-
ther, each committees should be represented by at
ieast one or more of interventional pain physicians
well versed with opioid abuse.

Thus, funding and implementation of NASPER is a
fundamental requirement for controlling the prescrip-
tion drug abuse epidemic.

Education

Education is required at all levels including physi-
cians, pharmacists, and public. Education is important
o understand the functions and the role of the DEA,
the functions and role of monitoring programs, the
appropriate prescription of opioids, deleterious ef-
fects of oploid use and abuse, and the management
of chronic pain with non-opioid techniques.

Physicians
surveys have shown that less than 40% of physi-
cians have received any training in medical school in

identifying prescription drug abuse or drug diversion.
The ONDCP as planned should organize several events
1o facilitate the dissemination of pain and addiction
information to the general medical community (85).
Representatives of the medical and pharmaceutical
communities should be called together to develop con-
certed and effective strategy of change to address this
public health problem. This should encourage medical
professionals, pharmacists, and pharmaceutical compa-
nies to take a leading role in educating physicians and
patients as to the importance of retaining control of
prescription medications with abuse Hability. The edu-
cational efforts should reach not only the people who
are preaching to the community, resulting in increases
in drug abuse, but also to all the physitians in every
corner of the United States, specifically persons with
balanced approach.

Consequently, controlled substance education
must be mandated in medical schools, residency train-
ing programs, and supported by continuing education
each year, variable from 20 hours in the first year and
10 hours in subsequent years. The training must be ac-
credited and approved and may be monitored mainly
by the DEA or state boards of medical licensures. Final-
ly, a separate residency program is needed and must

22
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be instituted in the near future in interventional pain
management, which will not only train the physicians
about comprehensive programs and other modalities
of treatments than narcotics, but also will provide ap-
propriate safety training and guidelines. In addition,
an ABMS-approved specialty board certification for
interventional pain management will facilitate long-
term solutions to the problems of escalating use of
controlled substance use and abuse.

Pharmacists

Controlied substance education must be mandat-
ed in pharmacy schools and training programs, which
also should be supported by continuing education
each year, variable from 20 hours in the first year and
10 hours in subsequent years. The training must be ac-
credited and approved and may be monitored mainly
by the DEA or State Boards of Pharmacy.

Education for pharmacists is also extremely cru-
cial. Based on the CASA survey {5), only 50% of phar-
macists receive any training in identifying prescription
drug diversion, abuse, or addiction.

Public

The most important aspect of the training is for
the public. The public must be educated on non-opi-
ate techniques of chronic pain management. In addi-
tion, the public should be educated about the overall
ineffectiveness of opioid use, prevalence of misuse and
adverse effects, even if used properly. Further, public
education should include youth and family education,
prevention strategies specific for people with access to
controlled prescription drugs with media campaigns,
community coalitions, drug-free America, prescrip-
tion drug tracking, prevention and intervention by
biometric identification at various levels, students and
employees, etc,; screening, brief intervention, referral
and treatment.

Synthetic Drug Control Strategy and Coordi-
nation

Finally, the third prong relates to synthetic drug
control strategy and coordination of efforts by agen-
cies. There are more than 10 federal agencies and ap-
proximately 5 to 6 agencies in each state, followed by
local agencies attempting to curb the drug epidemic.
Each organization functions in its own way coupling
or tripling the efforts and sometimes interfering with
each other.

In summary, Congress and the Administration
must proceed in a direction which is not only effective
but well coordinated without hindering access. These
efforts include the understanding of the monitoring
programs, education, a proactive DEA, elimination
of Internet pharmacies, development of abuse resis-
tant prescriptions, monitoring of methadone clin-
ics, improved labeling, and evidence-based prescrib-
ing guidelines. The major efforts shouid be directed
to uncontrolled methadone clinics, limiting them to
treat and manage only heroin addicts, with an empha-
sis on prevention addiction by substituting high dose
methadone for low dose hydrocodone with the addi-
tion of reporting requirements. The next step is addic-
tion management and availability of these treatment
modalities on an outpatient basis to as many patients
as possible such as wide spread training for buprenor-
phine administration.

The federal government must take a lead in pre-
venting this epidemic by useful and effective programs
rather than ineffective and incoordinated programs.
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Mr. StUuPAK. Thank you, and I will note you had presented
longer testimony, and some of it was a paper done by Dr.
Laxmaiah Manchikanti.

Dr. TREscOT. Manchikanti, yes, sir. And that is available in your
packets. That has been published and available on the Web as well.

Mr. StupAK. Right, and then that will be included in the record.
But I know with the great frustration that our witnesses on the
previous panel from CDC and SAMHSA, officials did not stay to
listen to your testimony. I wish they would have, and I would like
to send them a copy of your testimony and a copy of the pill mill
tape that you did, you shot last week, you said.

Dr. TRESCOT. Yes, sir.

Mr. STUPAK. And so, could you send the committee a copy of that
tape? We would really like to see it.

Dr. TRESCOT. I can actually provide—CBS Evening News did one
actually of Texas, which I was asked to comment on, on air. The
surveillance that I described is on a case that is currently ongoing,
and certainly as soon as that case has adjudicated I am sure that
we would be glad to provide that. Unfortunately, because that case
is—

Mr. STUPAK. Ongoing.

Dr. TREscoT. That organization is actually currently being inves-
tigated. I am not at liberty to release that information.

Mr. STUPAK. When it is, and when you can, if you would, please
provide the committee.

Dr. TRESCOT. I will do the best of my ability.

Mr. STUPAK. It is a great learning tool. Now, one of the things
that, and having practiced medicine I am sure you are well aware
of it, we have seen, and it seems like I always hear stories every
week, that all they did for a senior citizen was change their medi-
cation when they went to the hospital, or the medication being re-
ceived from their family physician and what they received in the
hospital was counteractive to the illness or the disease they are
trying to prevent. Would NASPER help change that or get better
outcomes here? It seems like we are prescribing, multiple doctors
prescribe multiple medications, which does not really help out the
patient at times.

Dr. TREscoT. That is absolutely a huge problem. Many patients
now are treated at the hospital by a hospitalist and now their fam-
ily doctor, and there is often a delay in getting the information
from the hospital back to the primary care physician, and unfortu-
nately patients in general don’t often recognize that the name of
one medicine might be the same kind of medicine as another. And
a good example of that would be the difference between Vicodin
and Lortab

Mr. STUPAK. Sure.

Dr. TRESCOT. Both of which are hydrocodones, both of which
have very different names, and I in my own practice have had pa-
tients who have been on both medicines and had no clue they were
exactly the same. That obviously raises the risk of overdose be-
cause they are taking two doses of the same medicine. NASPER
would allow us to be able to access that information from all their
locations, from all the prescribers, and to be able to sit down with
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the patient and, medicine by medicine by medicine, be able to look
at the potential drug interactions.

Mr. StupAK. Well, let me ask this question. The NASPER Pro-
gram, there are requirements for receiving grant funds that a State
has agreements with bordering States to share information in order
to stop the doctor shopping between the States, and you mentioned
Florida being an hour away from Georgia. Do you see the effects
of Georgia dumping there, or patients going over to Florida from
Georgia and vice versa?

Dr. TRESCOT. There is actually a pill mill in my own community,
and you can drive by that office and see the huge number of Geor-
gia license plates in the parking lot.

Mr. STUPAK. I think Mr. Burgess might have mentioned it. You
have mentioned it. It seems like we are aware of where these pill
mills are, but who would have the responsibility for controlling or
shutting them down?

Dr. TrReEscoOT. That is why I volunteered to be the expert witness
in this ongoing case, but this particular pill mill has been in exist-
ence since April. They have a physician who had never written—
sorry—controlled substances before who in September, from April
until September, had written at least 8,800 different prescriptions
for opioid narcotics, out of this one location.

Mr. STUPAK. So in order to write prescriptions you have to be li-
censed, so you have a State licensing agency, you have a law en-
forcement issue, and you have a public health issue, which
NASPER takes those components in consideration, but, with all
due respect to the Rogers Program, that is more oriented towards
law enforcement. Has that been your experience?

Dr. TRESCOT. Absolutely, and the problem comes in, is that there
is no way for me as a provider, you come into my office complaining
of low back pain. I have no test for pain, I have no ways of telling
by looking at you whether you are really hurting or not. So I have
two options. One is to consider you a potential drug abuser and
refuse you the pain medicines you might need. The other is to be
an enabler, to allow you to be able to scam me, just as you have
scammed other doctors in the community, by writing a medicine
because I believe you. So it immediately sets up an adversarial re-
lationship. We feel that NASPER, because it was written to be
HIPAA compliant, requires a written consent from you to allow me
to access that data bank. Now obviously if you don’t give that con-
sent, I don’t write the pain medicine.

Mr. StuPAK. Correct.

Dr. TRESCOT. So it is a quid pro quo. But in any case it allows
me to access the data bank to be able to see that you have not got-
ten medicines from any other prescribers, to be able to identify if
you are potentially in trouble, and intervene before your life is de-
stroyed, and to then be able to establish a caring, open relationship
with you, to be able to give you the treatment that you deserve.

Mr. STUPAK. Two quick questions, if I may. Do you believe HHS
is the appropriate agency to run NASPER?

Dr. TREsScOT. I absolutely do. HHS is by definition involved with
healthcare. It allows a physician intervention at an early point, and
since the physician, as I said, is the end of the pen, the physician
is writing the prescription that is therefore getting abused. So it al-



93

lows it to be done at a physician level. DOJ focuses on criminal ac-
tivity, and I will be honest, for instance, in the Panhandle of Flor-
ida there have been some very egregious DOJ activities against
physicians, to the point that I have physicians telling me that they
feel that there are being attacked by, and the quote is “jack-booted
thugs”. That has created an amazing chilling effect, so that pa-
tients come to me from the panhandle telling me that they do not
have the ability to get prescription medications in the panhandle,
and they have to come to Gainesville.

Mr. STUPAK. Quickly, any other States have a program real simi-
lar to NASPER? We have heard all kinds of figures

Dr. TRESCOT. Yes. There are four.

Mr. StupPAK. Four?

Dr. TREscoT. We have got Kentucky, Utah, Idaho, and Nevada.
Those are the only that allow physicians to have access to that in-
formation. Every other one denies physicians that ability.

Mr. StuPAK. Thank you. I am well over my time, but I want to
give you and Mr. Whitfield— questions please? Thank you again.

Mr. WHITFIELD. Dr. Trescot, we appreciate your being here very
much and thank you for the great job you are doing with the Asso-
ciation, and thank you for providing us with this magazine. And
now that we understand opiate pharmacology we can have a better
conversation with Dr. Burgess over there. But I am not going to
ask you any questions, and here is why. Your testimony is the kind
of testimony that we really needed when we were passing this leg-
islation, and we had great testimony, and your testimony reaffirms
the necessity for this program. But unfortunately our problem right
now is getting the appropriations for it. So thank you very much
for being here and for your continued effort in this regard.

Mr. StUPAK. Thanks, Mr. Whitfield. I know you have been a
champion on this legislation, along with myself and others, and we
appreciate it, and we are going to get some money to get this thing
going. Mr. Burgess.

Mr. BURGESS. Thank you, Mr. Chairman. Thank you, Dr.
Trescot, for being here and sharing this information with us. You
referenced the Texas physician. Was that the same series of arti-
cles that I referenced in my opening statement?

Dr. TRESCOT. It is actually a different one.

Mr. BURGESS. Wow.

Dr. TRESCOT. This was on the CBS Evening News, was a physi-
cian’s assistant, actually, who would see the patients with no—they
had sent in undercover reporters with video, and it is all
videotaped and was presented, where he would come in, what
medicines do you want? There was no attempt at a physical exam,
no attempt at trying to obtain a history. The reporters were asked
at the window if they had records. They said, no. They said, fine.
That will be $150 or $200 or $80, whichever one it was at that par-
ticular time. They came into the room. They had a blood pressure
or weight taken, and then the physician’s assistant, describing him-
self as a doctor, came in and said, what do you need? They asked
for the medicines they wanted. The prescription was faxed over to
the pharmacy, and actually they got medicines that they didnt
even ask for, and with four reporters that went in, they got over
700 tablets in four days of addictive substances.
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Mr. BURGESS. Are you familiar with the case that I referenced,
Dr. Maynard in south Dallas?

Dr. TRESCOT. Yes, sir, and it is very similar to the ones that we
are looking at in Florida and disgustingly similar unfortunately.

Mr. BURGESS. And even with all of the documentary evidence
that they brought up, this individual was given probation, and I
guess he lost his license. I don’t really know about that, but it
seems like it was pretty difficult to build the case and get—realisti-
cally, he was charged with, I think, 11 counts of murder and gets
probation. That is kind of phenomenal.

Dr. TRESCOT. And yet in the panhandle a doctor who was a
Board-Certified pain management physician, fellowship trained,
seeing 10 patients a day, not 100, had, I believe, two patients who
died. He was convicted and given 20 years in prison.

Mr. BURGESS. And that is actually what I was going to ask you
about, because that occurred, I think, before I took office here. As
a physician you worry about how to strike that right balance. You
obviously don’t want to bring the wrath of the DOJ down on your
neck, but at the same time you are in the treatment room with a
patient who is suffering, and your charge is to serve the suffering,
so it sets up a conflict that almost cannot be resolved.

Dr. TReEScOT. Except through NASPER, and that is what we
think is, with NASPER it allows us to be able to understand imme-
diately whether or not that patient is drug seeking, whether or not
that patient is at risk for getting into trouble, and whether or not
it is a patient who is actually legitimate.

Mr. BURGESS. Now who would have access to the data in
NASPER?

Dr. TREscOoT. NASPER was written so that physicians who are
treating the patient, the pharmacists who are dispensing the medi-
cations, and law enforcement, only with the equivalent of a search
warrant, would have access to that information. And so it is pro-
tected information, only released to those people who have a reason
to need it.

Mr. BURGESS. What occurs in the instance where the prescribing
physician is the non-treating physician but covering for someone?
I mean, that is the situation where a drug-seeking behavior—I
mean, that would happen almost every weekend I was on call.
Someone randomly picks your name out of the phone book, say, I
am your partner’s patient, would you refill whatever? Either you
get tricked or you don’t, but how do you get permission from that
patient to access their database?

Dr. TREscOT. And that is a very good question because that is
actually, in my practice we had the policy that, for no reason,
under any circumstances, were medications called in over the
weekend without the ability to review the chart, even though it
might have been one of my partners’ prescriptions. And when the
patients came in, they actually signed a sheet saying that they re-
alized that, and if they had a problem and needed more medicines
they were required to go to the emergency room, putting an addi-
tional burden on our already overburdened emergency rooms. What
we visualize is that you could do the blanket consent that, so those
physicians who have a reason to have access, whether—it is an
agreement. If you have somebody who is covering you on call, you
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have an agreement with them for the exchange of that information,
and that consent would theoretically pass over.

Mr. BURGESS. Now, are you familiar with the Genetic Informa-
tion Non-Discrimination Act that we just passed?

Dr. TRESCOT. No, I am not. I was very intrigued when you said
that, and I wasn’t familiar with it.

Mr. BURGESS. I guess arguably someone could say that the vul-
nerability to addictive behavior is an inherited trait, ergo it is a ge-
netic condition, and we did put some pretty significant parameters
around the sharing of data. I do wonder if we have encroached
upon the turf of NAFTA with—oh, NAFTA—NASPER with this.
On the border State issue, Texas is a border State with another
country. What do we do in that situation? The trans-border migra-
tion in Texas is, of course, the stuff of legend on Lou Dobbs every
evening. It seems to me that this trafficking is probably just as
rampant as it is across the Georgia-Florida border, if not more.

Dr. TREsScOT. We can’t control the flow of bodies much less small
pieces of paper that are prescriptions or bottles of medication.
Ideally, you would end up with, I would think, a situation where
you could have an agreement with Mexico, but that is outside my
purview.

Mr. BURGESS. But many of these substances are not controlled
substances in Mexico, so Texas and California, New Mexico, and
Arizona would have a unique problem in that there may be the
flow of contraband essentially across their borders. Well, like Mr.
Whitfield, I appreciate so much the compilation of data. I think it
is going to be helpful going forward. I actually wish we had had
this when we had the GINA discussion, but that is an issue for an-
other day. Mr. Chairman, I do hope we take on the Oxycontin
issue, because I think that is something that this committee should
look into, and I know there have been a lot of requests in that, and
I think it is something we should take up. And I will yield back.

Mr. STUPAK. Thank the gentleman. Doctor, thanks. Unfortu-
nately we have to run to votes right now, but thanks for being
here. Thanks for sitting through the last panel, too. You did do
that, and we appreciate that.

Dr. TRESCOT. It was my pleasure, and thank you very much for
the invitation.

Mr. StupPAK. Thank you, and we will keep on this. We do have
our meeting tomorrow at 3:30 with Mr. Nussle, the Director of the
Office of Management and Budget, and maybe we can get this
funded in the President’s request next year.

Dr. TREScOT. Well, the help of both of you has been greatly ap-
preciated.

Mr. StuPAK. Thanks. That concludes our questioning. I want to
thank our witnesses for coming today and for their testimony. I ask
for unanimous consent that the hearing record will remain open for
30 days for additional questions for the record. Without objection,
the record will remain open. I ask unanimous consent that the con-
tents of our document binder be entered in the record. Without ob-
jection, the documents will be entered in the record. That concludes
our hearing. With no objection, this meeting of the subcommittee
is adjourned. Thank you again.

[Whereupon, at 11:45 a.m., the subcommittee was adjourned.]
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[Material submitted for inclusion in the record follows:]
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CRSNews.com: Frint This Stary £71677 1236 AM

BS NEWS

June 1, 2007

What's A Pill Mill?

They give good doctors & bad name and they put people’s lives at risk. Pill mills are places
where bad doctors hand out prescription drugs like candy. In the dlip to the jeft, you'll see mors
of what leading pain spacialist Dr. Andrea Trescot has to say.

Here's a breakdown of what we lsarned:

WHAT IS A “PILL MILL?”
“Pill mill' s a term used primadly by focal and state investigators to describe a doctor, olinic or
pharmacy that is prescribing or dispensing powsrful n jos inappropriately or for nor-medical reasons.

HOW DOES IT WORK?

“Pill mill” cfinics come in 'aff shapes and sizes' but investigators say more and more are being disguised as independant pain-
management centers. They tend to open and shut down quickly in order 1o evade law enforcement. Although the problem is
nationwide with recent arrests in New York, Ohio, and Chicago, Drug Enforcement Administration officials befleve the highest
concentration of pill mills are in Florida and Texas.

SIGNS:

s Accept cash ordy

= No physical exam is given

No madical records or x-rays are nesded

You get to pick your own medicine, no questions asked

You are directed 1o “their" pharmacy

They treat pain with pills only

You get a set number of pills and they tell you a specific date to come back for more
Thay have sacurlty guards

There may be huge crowds of peopls walling to see the doator

s

=

®

®

®

FEDERAL LAW:

it is against faderal law for a doctor to prasoribe pain medication without & legitie medical purpose or "outsids the usual
coures of medical practice.” If a prescription is deemed as not “valid,” a doctor could be charged with “drug trafficking.” This s a
falony with the possibility of up to life in prison. it is also illegal to practice or prescribe medicine without a license,

ABUSE FACTS:
A February 2007 report by the CDC shows aceidental drug overdoses totaled nearly 20,000 in 2004, That number increased
about 80 percent from 1989, mostly dus to presoription drug abuse.

The nationwide surge in deaths now places prescription drug overdoses as the second leading cause of accidental death behind
traffic crashes and painkillers as the top narcotic contribuling to death.

A recent Natlonal Drug Assassment study shows that prescription narcolics sre the second most abused drug {behind
marijuana), surpassing cocaing, heroin, meth and crack.

fwrwrw chsnews.combl

373 dprimarysourceprintable 2872835 shomd L Pags 1 o2
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The Center for Spine & PAIN Medicine
Spine Medicine, Disability, Injury, and Pain Management
Charles M. Grudem, MD, FNASS* CIME**
2100 SE 17" Street, Suite # 801 Ocala, Florida 34471
Phone: (352) 629-7011 Fax: (352) 629-7924 E-Mail: spinemd801 @cox.net

October 23, 2007

Andrea Trescot, MD
President, American Society of Interventional Pain Physicians
Medical Director, Professor, and Head
Pain Fellowship Training Program,
University of Florida
Gainesville, Florida

c/o e-mail: AMTS57 @aol.com
Dear Dr. Trescot;

The following is my statement and Sworn Affidavit about the National All Schedule Prescriptions
Electronic Reporting Act, known also as NASPER, and its attempted implementation here in
Florida. In lieu of my late patient’s wife appearing in person, | have summarized the facts of the
case as In know and believe them to be, based on my own medical records and her statements
to me, which were obtained in a setting that was credible and consistent with the other facts.
Please feel free to use this letter and incorporated affidavit for your appearance before
Congressional hearings on the NASPER legislation and its funding reconsideration / needs.

AFFIDAVIT

The following is a Statement of facts and Information known to the undersigned physician, and
presented here for the purposes of testimony before the United States Congress and/or its
Committees. The Statement is presented as sworn under oath and under penalties of perjury.

1. The National All Schedule Prescription Electronic Reporting Act, also known as
NASPER, was signed into law by President Bush on August 11, 2005 after unanimous
approval by both houses of the U.S. Congress and original support by the American
Society of Interventional Pain Physicians, also known as ASIPP. This undersigned
Affiant Physician, hereinafter referred to in the first person, is very familiar with the
NASPER legislation, and is a member of ASIPP and its Florida Chapter (FLSIPP) and
that Chapter’s Board of Directors.

2. The undersigned Affiant Physician represented all FL pain medicine physicians at the
Florida Medical Association Board of Governors meeting in April of 2007, upon request
of the Boards of Directors of the two groups, FLSIPP and the Florida Academy of Pain
Medicine (FAPM). From that time until the present, | have been very actively aware of
and engaged in the political process of supporting NASPER implementation in Florida.

“GOOD Medicine Makes Sense” “Work is Good Therapy”

« *Fellow, North American Spine Society (NASS) - since 1987
« **Certified, (and recertified) American Board of independent Medical Examiners - since 1996
e Board Certified, American Board of Emergency Medicine (ABEM/ABMS) 1983-2003
+  Board Certification Sub-Speciality Exam in Pain Medicine (ABMS/ ABPMR) passed in 2003
+  Board Certified, American Board of Quality Assurance and Utilization Review Physicians in 1993
»  Fellow and Co-Founder American Academy of Disability Evaluating Physicians (AADEP) 1987-2004
s Member, American Society of interventional Pain Physicians (ASIPP) and Florida Academy of Pain Medicine (FAPM)
*  Member, Florida Saciety of Interventional Pain Physicians (FSIPP) and its Board of Directors

“Knowledge Is POWER Over Pain”
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I am also a practicing Pain Medicine Physician with over thirty years of overall medical
practice experience and | was certified as a sub-specialist in Pain Medicine by the
American Board of Medical Specialties preferred examination in 2003. My current
medical practice has a focus on long term pain management, especially for spine injury
patients and it began here in Florida over seven years ago. | have attended several
other certification programs in pain medication management and have even authored a
standard medical textbook chapter on Acute Low Back Pain (C. V. available on request).
In my practice of Pain Medicine and Spine Medicine, | have many cases daily where | do
prescribe pain medicines that are “scheduled” on the “Controlled Substances” lists for
both federal (DEA) and state government purposes. These are part of overall treatment
of the patients who receive such prescriptions. | also have a very strong awareness and
professional experience with addiction illness and medical-legal matters dealing with
prescription medicines, pain management, addiction, and diversion control.

During the Florida 2007 legislative session | monitored the movement of the Florida
version of NASPER as it made its way through both the State House of Representatives
and the State Senate. This included the attachment of several amendments. | also sent
letters and emails to most of the legislators on the various committees that were
scheduled to review the bills before they were to come up for a floor vote. My legislator
contacts were paralleled by dozens of other Pain Medicine physicians, in this regard.
The FOUR BILLS that dealt with the NASPER legislation efforts in Florida were all voted
for unanimously by all committee members until the end of the legislative session. The
key part of the HOUSE version of NASPER (HB 893) “died in Committee” in the “Policy
and Budget Council” on May 4, 2007, the last day of the regular session. The Cost
estimate for the embellished version of the NASPER legislation was estimated by staff
as $4,818,803 for the first year, $3,251,597 for year two, and $3,726,645 for year three.
The Senate Version of the Key part of FLASPER (Florida NASPER) was Senate Bill 518
and it was unanimously supported just like the House bill 893 until the last two days of
the session after it was handied in the Government operations Committee and after
being pulled from the Health and Human Services Appropriations Committee. On the
floor of the Senate, the most critical part of NASPER, that created the Controlied
Substance Monitoring system, was effectively removed and all the embellishments were
passed without the NASPER-type provisions. The APPORTIONMENT was $100,000.
The difference between the estimated costs of the FULL NASPER type legislation with
embellishments and that which was substituted from the floor with the embellishments
only is $4,718,803. The fact that the Policy and Budget council (in the House) and the
Government Operations and Apportionments Committees leads to the very obvious
conclusion that BUDGET CONSTRAINTS caused the Florida Legislative Leaders to hold
this CRITICALLY IMPORTANT legislation from reaching a floor vote, where it would
have easily passed, given the track record noted above in the committee voting.

It is equally OBVIOUS that |F the NASPER leqislation had been fully funded by
Congress, then a more limited NASPER type Florida Law (FLASPER) would have
passed the Florida Legislature in 2007. A similar situation existed in 2006, | believe.

In my work as a treating pain physician, | had the opportunity to treat a Mr. Brian
LoGreco for the past several years. He was known to me to have a problem with
addiction in the past, but my consultants had assured me that this was quiescent the last
two time he had seen them for assessment. He had a step son with an addiction history,
according to his wife Jacque LoGreco, who visited me on September 6, 2007. Ms.
LoGreco advised me that her husband and her son had both had exacerbations of their
addiction illnesses in the past few and gone “doctor shopping” to acquire inappropriate
numbers of scheduled pain medicines from several doctors. Mr. LoGreco apparently
died of overdose on September 1, 2007 and her son died of an overdose a week earlier.
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11. After review of the facts of this case and the laws in place and the legislation we have
tried to have here in Florida, it is clear to me that IF the NASPER LEGISLATION had
been passed last year (with appropriate funding), at least my patient, Mr. LoGreco, and
possibly his son as well, would be alive today. We, at this clinic would have used the
NASPER legislation to detect the inappropriate prescription filling patterns and
intervened in time to save my patient’s life. He died, in essence, because of both his
illness and the failure of our legislature to pass the NASPER legislation previously.

12. The above statements and conclusions are made 1o a reasonable degree of medical
certainty based on the facts as | know them to be on this 23" day of October, 2007.

Sworn and Affirmed,

Charles M. Grudem, MD, FNASS

Pain and Spine Medicine Physician

Medical Director,
The Center for Spine & PAIN Medicine
Ocala, Florida 34471
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Florida House of Representatives

Gayle B. Harrell

State Representative, 81 District

8000 South US Highway 1, Suite #201 Room 210, House Office Bldg.
Port St. Lucie, Florida 34952 402 South Monroe Street
Office: (772) 873-6500 Tallahassee, Florida 32399
Fax: (772) 873-6502 (850) 488-8749

Re: Funding for NASPAR
To Whom It May Concemn:

Diversion of prescription drugs for illegal purposes has become a major problem in
Florida — one that clearly threatens the health and well being of our citizens. More people
die from prescription drug abuse in Florida than from the abuse of cocaine and heroine
combined.

In an attempt to address this epidemic, the Legislature in Florida has debated the
establishment of an electronic prescription drug registry for the past six years. As the
sponsor of this legislation for the past five years, I have encountered great difficulty in
passing a drug registry program for a variety of reasons, not the least of which is funding
for such a system.

The National All Schedules Prescription Electronic Act (NASPER) could provide a
major weapon against prescription drug abuse. It has great potential to limit prescription
drug abuse not only within states, but across state lines. Although the bill was signed into
law, it has yet to be funded.

The lack of funding for NASPAR directly impacts the ability of states to address this
problem. Had there been federal funding for such an electronic drug registry in Florida,
one of the major hurdles that we have had to address would have been overcome. Hence,
I would urge the US Congress to allocate funds for this program.

Sincerely,

Buyly, Hametl,

Gayle Harrell,
Rep. District 81

¢ Health Care Councile
4 Chair, Committee on Health Quality
¢ Homeland Security and Public Safety Committec ¢ Joint Legislative Auditing
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bate

-~ Description

1 Subcommittee on Oversight and Investigations Witness List 10/24/07
Q&! Hearing Mamo; subject “NASPER: Why Has the National All
Schedules Prescription Electronic Reporting Act Not Been

2 Implemented?” 1012307
H.R.1132, "National All Schedules Prescription Electronic Reporting Act

3 of 2005." 01/04/05
U.S. House Report 108-191, "National All Schedules Prescription

4 Electronic Reporting Act of 2008" (fo accompany H.R. 1132}, 07/27/05
Committee on Energy and Commerce Hearing, "Review of the
Department of Health and Human Services Fiscal Year 2008 Budget"

& Serial No. 110-2. {pp. cover and 46-47). 02/0807
Letter from Reps. Barlon, Dingell, et al. to the Office of Management

8 and Budgst Director, Joshua B, Bolton, 01/10/06
Letter from Chatrman Barton to Committee on Rules Chairman, David

7 Drajer. 08/26/08
Letter from Reps. Dingell, Barton, et al to Committee on Appropriations

8 Chairman, David Obey, and Ranking Member Jerry Lewis. 03/28/07
Letter from Ol Subcommittee Chairman, Bart Stupak and Ranking
Member Ed Whitfield to the Office of Management and Budget Director,

9 Jim Nussle 10/15/07
The Boston Globe news arficle by Scott Allen, re: "Massachusetls
Tracks Children on Psychiatric Drugs- Prescriptions Eyed After

10 Overdose." 10/07/07
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®ne Aundred Ninth Congress
of the
RAnited States of America

AT THE FIRST SESSION

Begun and held at the City of Washington on Tuesduy,
the fourth day of J 'y, two th d and five

An Act

To provide for the establishment of a controlled substance monitoring program
in each State,

Be it enacted by the Senate and House of Representatives of

the United States of America in Congress assembled,
SECTION 1, SHORT TITLE.

This Act may be cited as the “National All Schedules Prescrip-

tion Electronic Reporting Act of 2005”.
SEC. 2. PURPOSE.

It is the purpose of this Act to—

(1) foster the establishment of State-administered con-
trolled substance monitoring systems in order to ensure that
health care providers have access to the accurate, timely

rescription history information that they may use as a tool
or the early identification of patients at risk for addiction
in order to initiate appropriate medical interventions and avert
the tragic personal, family, and community consequences of
untreated addiction; and

(2) establish, based on the experiences of existing State
confrolled substance monitoring programs, a set of best prac-
tices to guide the establishment of new State programs and
the improvement of existing programs.

SEC. 3. CONTROLLED SUBSTANCE MONITORING PROGRAM.

Part P of title III of the Public Health Service Act (42 U.S.C.

280g et seq.) is amended by adding after section 399N the following:
“SEC. 3990, CONTROLLED SUBSTANCE MONITORING PROGRAM.

“(a) GRANTS.—

“(1) IN GENERAL.—Each fiscal year, the Secretary shall
award a grant to each State with an application approved
under this section to enable the State—

“(A) to establish and implement a State controlled
substance monitoring program; or

“(B) to make improvements to an existing State con-
trolled substance monitoring program.

“(2) DETERMINATION OF AMOUNT.—

“(A) MINIMUM AMOUNT.—In making payments under

a grant under paragraph (1) for a fiscal year, the Secretary

shall allocate to each State with an application approved

under this section an amount that equals 1.0 percent of
the amount appropriated to carry out this section for that
fiscal year.
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“(B) ADDITIONAL ' AMOUNTS.—In making payments
under a grant under paragraph (1) for a fiscal year, the

Secre shall allocate to each State with an application

approved under this section an additional amount which

bears the same ratio to the amount appropriated to carry
out this section for that fiscal year and remaining after
amounts are made available under subparagraph (A) as
the number of pharmacies of the State bears to the number
of !fharmacies of all States with applications approved
under this section (as determined by the Secretary), except
that the Secretary may adjust the amount allocated to

a State under this subparagraph after taking into consider-

ation the budget cost estimate for the State’s controlled

substance monitoring program.

“{3) TERM OF GRANTS.—Grants awarded under this section
shall be obligated in the year in which funds are allotted.
“(b) DEVELOPMENT OF MINIMUM REQUIREMENTS.—Prior to

awarding a grant under this section, and not later than 6 months
after the date on which funds are first appropriated to carry out
this section, after seeking consultation with States and other
interested parties, the Secretary shall, after publishing in the Fed-
eral Register proposed minimum requirements and recsiving public
comments, establish minimum requirements for criteria to be used
?);(%t&t;es for purposes of clanses (11), (v}, (vi), and (vii) of subsection
c ,
“(c) APPLICATION APPROVAL PROCESS.—

“(1) IN GENERAL.—To be eligible to receive a grant under
this section, a State shall submit an application to the Secretary
at such time, in such manner, and containing such assurances
and information as the Secretary may reasonably require. Each
such application shall include—

“(A) with respect to a State that intends to use funds

under the grant as provided for in subsection (a)(1)(A)—

“{) a budget cost estimate for the controlled sub-
s}tlance monitoring program to be implemented under
the grant;

“(ii) criteria for security for information handling
and for the database maintained by the State under
subsection (e) generally including efforts to use appro-
priate encryption technology or othex;:fppropriate tech-
nology to protect the security of such information;

‘(i) an agreement to adopt health information
interoperability standards, inclugj.ng health vocabulary
and messaging standards, that are consistent with any
such standards generated or identified by the Secretary
or his or her designee;

*(iv) criteria for meeting the uniform electronic
format requirement of subsection (h);

“(v) criteria for availability of information and
limitation on access to program personnel;

“(vi) criteria for access to the database, and proce-
dures to ensure that informstion in the database is
accurate;

“(vii) criteria for the use and disclosure of informa-
tion, including a description of the certification process
to be applied to requests for information under sub-
section 5{
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“(vili) penalties for the unauthorized use and
disclosure of information maintained in the State con-
trolled substance monitoring program in violation of
applicable State law or regulation;

. “(ix)dinfon‘x:le::ition onifthe relevant State laws, poli%

cies, and procedures, any, regarding purging o

information from the database; and

“(x) assurances of compliance with all other
requirements of this section; or
“(B) with respect to a State that intends to use funds

under the grant as provided for in subsection (a)(1)(B)—

“(i) a budget cost estimate for the controlled sub-
stance monitoring program to be improved under the
grant;

“(ii) a plan for ensuring that the State controlled
substance monitoring 5rogram is in compliance with
the criteria and penalty requirements described in

clauses (ii) through (viii) of subparagraph (A);

“1ii) a plan to enable the State controlled sub-
stance monitoring program to achieve interoperability
with at least one other State controlled substance moni-
toring program; and

“(tiv) assurances of compliance with all other
requirements of this section or a statement describing
why such compliance is not feasible or is contrary
to the best interests of public health in such State.

“(2) STATE LEGISLATION.—As part of an application under
paragraph (1), the Secretary shall require a State to dem-
onstrate that the State has enacted legislation or regulations
to permit the implementation of the State controlled substance
monitoring program and the imposition of appropriate penalties
for the unauthorized use and disclosure og information main-
tained in such program.

“(3) INTEROPERABILITY.—If a State that submits an applica-
tion under this subsection ﬁfo aphically borders another State
that is operating a controlled substance monitoring program
under subsection (a)(1) on the date of submission of such
application, and such applicant State has not achieved inter-
operability for purposes of information sharing between its
monitoring program and the monitoring program of such border
State, such applicant State shall, as part of the plan under
paragraph (1)(B)(iii), describe the manner in which the
applicant State will achieve interoperability between the moni-
tar'mg programs of such States.

“(4) APPROVAL.—If a State submits an apﬁljlclation in accord-
ance with this subsection, the Secretary s approve such
application.

“5) RETURN OF FUNDS—If the Secretary withdraws
approval of a State’s application under this section, or the
State chooses to cease to implement or improve a controlled
substance monitoring program under this section, a funding
agreement for the receipt of a grant under this section is
that the State will return to the Seeretary an amount which
bears the same ratio to the overall grant as the remaini
time period for expending the grant funds bears to the over
time period for expending the grant (as specified by the Sec-
retary at the time of the grant),
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“(d) REPORTING REQUIREMENTS.—In implementing or improving
a controlled substance monitoring program under this section, a
State shall comply, or with respect to a State that applies for
a grant under subsection (a)(1)(B) submit to the Secretary for
approval a statement of why such compliance is not feasible or
is contrary to the best interests of public health in such State,
with the following:

“(1) The State shall require dispensers to report to such
State each dispensing in the State of a controlled substance
to an ultimate user not later than 1 week after the date
of such dispensing.

“(2) The State may exclude from the reporting requirement
of this subsection—

“(A) the direct administration of a controlled substance
to the body of an ultimate user;

“(B) the dispensing of a controlled substance in a
quantity limited to an amount adequate to treat the ulti-
mate user involved for 48 hours or less; or

*“(C) the administration or dispensing of a controlled
1s)u}:sltagc{e in acco;'dance with afnt);;f er excluii-on identified

y the Secretary for purposes of this paragrap

“(3) The information to be reported under this subsection
with respect to the dispensing of a controlled substance shall
include the following: -

“(A) Drug Enforcement Administration Registration
Number (or other identifying number used in lien of such
Registration Number) of the dispenser.

“(B) Drug Enforcement Administration Registration
Number (or other identifying number used in leu of such
Registration Number) and name of the practitioner who
prescribed the drug,

“C) Name, address, and telephone number of the ulti-
mate user or such contact information of the ultimate user
as the Secretary determines appropriate.

“(D) Identification of the drug by a national drug code
number.

“(E) Quantity dispensed.

“F) Number of refills ordered.

“(G) Whether the drug was dispensed as a refill of
a prescription or as a first-time request.

“(H) ‘;Jate of the dispensing.

“(I) Date of origin of the prescription.

“(J) Such other information as may be required by
State law to be reported under this subsection.

“(4) The State shall require dispensers to report information
under this section in accordance with the electronic format
specified by the Secretary under subsection (h), except that
the State may waive the requirement of such format with
respect to an individual dispenser that is unable to submit
such information by electronic means.

“(e) DATABASE.~—In implementing or improving a controlled sub-
stance monitoring program under this section, a State shall comply
with the following:

‘(1) The State shall establish and maintain an electronic
database containing the information reported to the State under
subsection (d).
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“(2) The database must be searchable by any field or com-
bination of fields.

“(3) The State shall include reported information in the
database in a manner consistent with criteria established by
the Secretary, with appropriate safeguards for ensuring the
accuracy and completeness of the database.

‘(4) The State shall take appropriate security measures
to protect the integrity of, and access to, the database.

“(f) Use AND DISCLOSURE OF INFORMATION.—

“(1) IN GENERAL.—Subject to subsection (g), in imple-
menting or improving a controlled substance monitoring pro-
gram under this section, a State may disclose information from
the database established under subsection {e) and, in the case
of a request under subparagraph (D), summary statistics of
such information, only in response to a request by—

“(A) a practitioner (or the agent thereof) who certifies,
under the procedures determined by the State, that the
requested information is for the purpose of providing med-
ical or pharmaceutical treatment or evaluating the need
for such treatment to a bona fide current patient;

“(B) any local, State, or Federal law enforcement, nar-
cotics control, licensure, disciplinary, or program authority,
who certifies, under the procedures determined by the
State, that the requested information is related to an indi-
vidual investigation or proceeding involving the unlawful
diversion or misuse of a schedule II, III, or IV substance,
and such information will further the purpose of the inves-
tigation or assist in the proceeding;

“(C) the controlled substance monitoring program of
another State or group of States with whom the State
has established an interoperability agreement;

“(D) any agent of the Department of Health and
Human Services, a State medicaid program, a State health
department, or the Drug Enforcement Administration who
certifies that the requested information is necessary for
research to be conducted by such department, program,
or administration, respectively, and the intended purpose
of the research is related to a function committed to such
department, program, or administration by law that is
not investigative in nature; or

“(E) an agent of the State agency or entity of another
State that is responsible for the establishment and mainte-
nance of that State’s controlled substance monitoring pro-
gram, who certifies that—

%) the State has an application approved under
this section; and

“(ii) the requested information is for the purpose
of implementing the State’s controlled substance moni-
toring program under this section.

“(2) DRUG DIVERSION.—In consultation with practitioners,
dispensers, and other relevant and interested stakeholders, a
State receiving a grant under subsection (a)—

“(A) shall establish a program to notify practitioners
and dispensers of information that will help identify and
prevent the unlawful diversion or misuse of controlled sub-
stances; and
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“(B) may, to the extent permitted under State law,
notify the appropriate authorities responsible for carrying
out drug diversion investigations if the State determines

that information in the database maintained by the State

under subsection (e) indicates an unlawful diversion or
abuse of a controlled substance.

“(g) LaiMITATIONS.—In implementing or improving a controlled
substance monitoring program under this section, a State—

“(1) shall limit the information provided pursuant to a
valid request under subsection {f)(1) to the minimum necessary
to accomplish the intended purpose of the request; and

“(2) shall limit information provided in response to a
request under subsection (f(1)(D) to nonidentifiable informa-
tion.

“(h) ELECTRONIC FORMAT.~The Secretary shall specify a uni-
form electronic format for the reporting, sharing, and disclosure
of information under this section.

“i) RULES OF CONSTRUCTION.—

“(1) FUNCTIONS OTHERWISE AUTHORIZED BY LAW.—Nothing
in this section shall be construed to restrict the ability of
any authority, including any local, State, or Federal law enforce-
ment, narcotics control, licensure, disciplinary, or program
authority, to perform functions otherwise authorized by law.

“(2) No PREEMPTION.—Nothing in this section shall be con-
strued as preempting any State law, except that no such law
may relieve any person of a requirement otherwise applicable
under this Act.

“(3) ADDITIONAL PRIVACY PROTECTIONS.—Nothing in this
section shall be construed as preempting any State from
imposing any additional privacy protections.

“(4) FEDERAL PRIVACY REQUIREMENTS.—Nothing in this sec-
tion shall be construed to supersede any Federal privacy or

_ confidentiality requirement, including the regulations promul-
gated under section 264(c) of the Health Insurance Portability
and Accountability Act of 1996 (Public Law 104-191; 110 Stat.

2033) and section 543 of the Public Health Service Act.

“(5) NO FEDERAL PRIVATE CAUSE OF ACTION.—Nothing in
this section shall be construed fo create a Federal private
cause of action.

“(§) STUDIES AND REPORTS.—

“(1) IMPLEMENTATION REPORT.—

“(A) IN GENERAL.—Not later than 180 days after the
date of enactment of this section, the Secretary, based
on a review of existing State controlled substance moni-
toring programs and other relevant information, shall
determine whether the implementation of such programs
has had a substantial negative impact on—

“(i) patient access to treatment, including therapy
for pain or controlled substance abuse;

“ii) pediatric patient access to treatment; or

“(iii) patient enrollment in research or clinical
trials in which, following the protocol that has been
approved by the relevant institutional review board
for the research or clinical trial, the patient has
obtained a controlled substance from either the sci-
entific investigator conducting such research or clinical
trial or the agent thereof.
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“(B) ADDITIONAL CATEGORIES OF EXCLUSION.—If the
Secretary determines under subparagraph (A) that a
substantial negative impact has been demonstrated with
regard to one or more of the categories of patients described
in such subparagraph, the Secretagr shall identify addi-
tional appropriate categories of exclusion from reporting
as authorized under subsection (d)(2)C).

“2) PROGRESS REPORT.—Not later than 8 years after the
date on which funds are first appropriated under this section,
the Secretary shall—

“(A) complete a study that—

“(i) determines the progress of States in estab-
lishing and implementing conirolled substance moni-
toring programs under this section;

“(i1) provides an analysis of the extent to which
the operation of controlled substance monitoring pro-
grams have reduced inappropriate use, abuse, or diver-
sion of controlled substances or affected patient access
to appropriate pain care in States operating such pro-

ams;

“(i1i) determines the progress of States in achieving
interoperability between controlled substance moni-
toring programs, including an assessment of technical
and legal barriers to such activities and recommenda-
tions for addressing these barriers;

“(iv) determines the feasibility of implementing a

real-time electronic controlled substance monitoring
program, including the costs associated with estab-
lishing such a program;
' “(v) provides an analysis of the privacy protections
in place for the information reported to the controlled
substance monitoring prognam in each State receiving
a grant for the establishment or operation of such
program, and any recommendations for additional
requirements for protection of this information;

“(vi) determines the feasibility of implementing
technological alternatives to centralized data storage,
such as peer-to-peer file sharing or data pointer sys-
tems, i controlled substance monitoring programs and
the potential for such alternatives to enhance the pri-
vacy and security of individually identifiable data; and

“(vii) evaluates the penalties that States have
enacted for the unauthorized use and disclosure of
information maintained in the controlled substance
monitoring program, and reports on the criteria used
by the Secretary to determine whether such penaliies
qualify as appropriate pursuant to this section; and
“(B) submit a report to the Congress on the results

of the study.

“(k) PREFERENCE.—Beginning 3 years after the date on which
funds are first appropriated to carry out this section, the Secretary,
in awarding any competitive grant that is related to drug abuse
(as determined by the Secretary) and for which only States are
eligible to apply, shall give preference to any State with an applica-
tion approved under this section. The Secretary shall have the
diseretion to apply such preference to States with existing controlled
substance monitoring programs that meet minimum requirements
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under this section or to States that put forth a good faith effort
to meet those requirements (as determined by the Secretary).
“(1) ADVISORY COUNCIL.—

“(1) ESTABLISHMENT.—A State may establish an advisory
council to assist in the establishment, implementation, or
improvement of a controlled substance monitoring program
under this section.

“(2) LIMITATION.—A State may not use amounts received
under a grant under this section for the operations of an
advisory council established under paragraph (1).

*(3) SENSE OF CONGRESS.—It is the sense of the Congress
that, in establishing an advisory council under this subsection,
a State should consult with appropriate professional boards
and other interested parties.

“(m) DEFINITIONS.—For purposes of this section:

(1) The term ‘bona fide patient’ means an individual whe
isa Patient of the practitioner involved.

{2) The term ‘controlled substance’ means a drug that
is included in schedule II, III, or IV of section 202(c) of the
Controlled Substance Act.

“(3) The term ‘dispense’ means fo deliver a controlled sub-
stance to an uitimate user by, or pursuant to the lawful order
of, a practitioner, irrespective of whether the dispenser uses
the Internet or other means to effect such delivery.

“(4) The term ‘disglenser’ means a physician, pharmacist,
or other person that dispenses a controlled substance to an
ultimate user.

“(5) The term ‘interoperability’ with respect to a State
controlled substance monitoring program means the ability of
the program to electronically share reported information,
including each of the required report components described
in subsection (d), with another State if the information concerns
either the dispensing of a controlled substance to an ultimate
user who resides in such other State, or the dispensing of
a controlled substance prescribed by a practitioner whose prin-
cipal place of business is located in such other State.

*(6) The term ‘nonidentifiable information’ means informa-
tion that does not identify a practitioner, dispenser, or an
ultimate user and with respect to which there is no reasonable
basis to believe that the information can be used to identify
a practitioner, dispenser, or an ultimate user.

“(7) The term ‘practitioner’ means a physician, dentist,
veterinarian, scientific investigator, pharmacy, hospital, or
other person licensed, registered, or otherwise permitted, by
the United States or the jurisdiction in which he or she prac-
tices or does research, to distribute, dispense, conduct research
with respect to, administer, or use in teaching or chemical
analysis, a controlled substance in the course of professional
practice or research.

“(8) The term ‘State’ means each of the 50 States and
the District of Columbia.

“9) The term ‘ultimate user’ means a person who has
obtained from a dispenser, and who possesses, a controlled
substance for his or her own use, for the use of a member
of his or her household, or for the use of an animal owned
by him or her or by a member of his or her household.
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“(n) AUTHORIZATION OF APPROPRIATIONS.—-To carry ouf this
section, there are authorized to be appropriated—
“(1) $15,000,000 for each of fiscal years 2006 and 2007;

and
01(;‘(”2) $10,000,000 for each of fiscal years 2008, 2009, and

Speaker of the House of Representatives.

Vice President of the United States and
President of the Senate.
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109TH CONGRESS REPORT
1st Session HOUSE OF REPRESENTATIVES 109-191

NATIONAL ALL SCHEDULES PRESCRIPTION ELECTRONIC
REPORTING ACT OF 2005

JuLy 27, 2005.—Committed to the Committee of the Whole House on the State of
the Union and ordered to be printed

Mr. BARTON of Texas, from the Committee on Energy and
Commerce, submitted the following

REPORT

[To accompany H.R. 1132]

[Including cost estimate of the Congressional Budget Office]

The Committee on Energy and Commerce, to whom was referred
the bill (H.R. 1132) to provide for the establishment of a controlled
substance monitoring Yrogram in each State, having considered the
same, report favorably thereon with an amendment and rec-
ommend that the bill as amended do pass.
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SECTION 1. SHORT TITLE.

This Act may be cited as the “National All Schedules Prescription Electronic Re-
porting Act of 2005".

SEC. 2. PURPOSE.

It is the purpose of this Act to—

(1) foster the establishment of State-administered controlled substance moni-
toring systems in order to ensure that health care providers have access to the
accurate, timely ﬁprescn‘pﬁmx history information that they mag use as a tool for
the early identification of patients at risk for addiction in order to initiate ap-
propriate medical interventions and avert the tragic personal, family, and com-
munity consequences of untreated addiction; and

(2) establish, based on the experiences of existing State controlled substance
monitoring programs, a set of best practices to guide the establishment of new
State programs and the improvement of existing programs.

SEC. 3. CONTROLLED SUBSTANCE MONITORING PROGRAM.

Part P of title III of the Public Health Service Act (42 U.S.C. 280g et seq.) is
amended by adding after section 399N the following:
“SRC. 3890, CONTROLLED SUBSTANCE MONITORING PROGRAM,

“a) GRANTS.—

“(1) IN GENERAL.—Each fiscal year, the Secretary shall award a grant to each
State with an application approved under this section to enable the State—

“(A) to establish and 1mplement a State controlled substance monitoring
program; or

‘“B) to make improvements to an existing State controlled substance
monitoring program.

“(2) DETERMINATION OF AMOUNT.—

*(A) MINIMUM AMOUNT.—In making payments under a grant under para-
graph (1) for a fiscal year, the Secretary shall allocate to each State with
an application approved under this section an amount that equals 1.0 per-
cent of the amount appropriated to carry out this section for that fiscal

year.

“B) ADDITIONAL AMOUNTS.—In making payments under a grant under
paragraph (1) for a fiscal year, the Secretary shall allocate to each State
with an application approved under this section an additional amount
which bears the same ratio to the amount appropriated to carry out this
section for that fiscal year and remaining after amounts are made available
under subparagraph (A) as the number of pharmacies of the State bears to
the number of pharmacies of all States with applications approved under
this section (as determined by the Secretary), except that the Secretary may
adjust the amount allocated to a State under this subparagraph after tak-
iniainto consideration the budget cost estimate for the State’s controlled
substance monitoring program.

“(3) TERM OF GRANTS.—Grants awarded under this section shall be obligated
in the year in which funds are allotted.

“(b) DEVELOFPMENT OF MINIMUM REQUIREMENTS.—Prior to awarding a grant under
this section, and not later than 6 months after the date on which funds are first
appropriated to carry out this section, the Secretary shall, after publishing in the
Federal Register proposed minimumn requirements and receiving public comments,
establish minimum retéuirements for criteria to be used by States for purposes of
clauses (ii), (v), (vi), and (vii) of subsection (cX1XA).

“(c) APPLICATION APPROVAL PROCESS.~

“(1) IN GENERAL.—-To be eligible to receive a grant under this section, a State
shall submit an application to the Secretary at such time, in such manner, and
containitg such assurances and information as the Secretary may reasonably
require. Each such application shall include—

A) with respect to a State that intends to use funds under the grant
as provided for in subsection (a)(1)XA)—

“(i) a budget cost estimate for the controlled substance monitoring
program to be implemented under the grantimn

“(ii) criteria for security for information dling and for the data-
base maintained by the State under subsection {e) generally including
efforts to use appropriate encryption technology or other appropriate
technology to protect the security of such information;

“(iii) an agreement to adopt health information interoperability
standards, including health vocabulary and messaging standards, that
are consistent with any such standards generated or identified by the
Secretary or his or her designee;
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“(iv) criteria for meeting the uniform electronic format requirement
of subsection (h);

“(v) criteria for availability of information and limitation on access to
program personnel;

“(vi) criteria for access to the database, and procedures to ensure that
information in the database is accurate;

“(vii) criteria for the use and disclosure of information, including a
description of the certification process to be applied to requests for in-
formation under subsection (f);

“(viii) penalties for the unauthorized use and disclosure of informa-
tion maintained in the State controlled substance monitoring program
in violation of applicable State law or regulation;

“(ix) information on the relevant State laws, policies, and procedures,
if any, regarding purging of information from the database; and

“(x) assurances of compliance with all other requirements of this sec-
tion; or

“(B) with respect to a State that intends to use funds under the grant
as provided for in subsection (a)(1)(B)—

“(i) a budget cost estimate for the controlled substance monitoring

program to be improved under the grant;

“(sl'lr) a plan for ensuring that the State controlled substance moni-

toring grogram is in compliance with the criteria and penalty require-
ments described in clauses (ii) through (viii) of subparagraph (A);

“(iii) a plan to enable the State controlled substance monitoring pro-
gram to achieve interoperability with at least one other State controlled
substance monitoring program; and

“(iv) assurances of compliance with all other requirements of this sec-
tion or a statement describing why such compliance is not feasible or
is contrary to the best interests of public health in such State.

(2) STATE LEGISLATION.—ASg part of an application under paragraph (1), the
Secretary shall require a State to demonstrate that the State has enacted legis-
lation or regulations to permit the implementation of the State controlled sub-
stance monitoring pro; and the imposition of appropriate penalties for the
unauthorized use and disclosure of information maintained in such program.

“(8) INTEROPERABILITY—If a State that submits an application under this
subsection geographically borders another State that is operating a controlled
substance monitoring program under subsection (a)(1) on the date of submission
of such application, and such applicant State has not achieved interoperability
for purposes of information sharing between its monitoring program and the
monitoring grogram of such border State, such applicant State shall, as part of
the plan under paragraph (1)(B)(iii), describe the manner in which the applicant
gg::s will achieve interoperability between the monitoring programs of such

“(4) APPROVAL.—If a State submits an application in accordance with this
subsection, the Secretary shall approve such a;éﬁlication.

“(5) RETURN OF FUNDS.—If the Secretary withdraws approval of a State’s ap-
plication under this section, or the State chooses to cease to implement or im-
prove a controlled substance monitoring g::gram under this section, a fundin,
agreement for the receipt of a grant under this section is that the State wi
return to the Secretary an amount which bears the same ratic to the overall
grant as the remaining time period for expending theegrant funds bears to the
overall time period for expending the grant (as specified by the Secretary at the
time of the grant).

“(d) REPORTING REQUIREMENTS.—In implementing or improving a controlled sub-
stance monitoring program under this section, a State shall comply, or with respect
to a State that applies for a grant under subsection (a)(1XB) submit to the Secretary
for approval a statement of wl:{ such compliance is not feasible or is contrary to
the best interests of public health in such State, with the following:

“(1) The State shall require dispensers to report to such State each dispensing
in the State of a controlled substance to an ultimate user not later than 1 week
after the date of such dispensing.

“(2) The State may exclude from the reporting requirement of this sub-
section—

“(A) the direct administration of a controlled substance to the body of an
ultimate user;

“(B) the dispensing of 2 controlled substance in a quantity limited to an
amount adequate to treat the ultimate user involved for 48 hours or less;
or



117

4

“(C) the administration or dispensing of a controlled substance in accord-
ance with any other exclusion identified by the Secretary for purposes of
this paragraph.

*(3) The information to be reported under this subsection with respect to the
dispensing of a controlled substance shall include the following:

“(A) Drug Enforcement Administration Registration Number (or other
identifying number used in lien of such Registration Number) of the dis-

penser,

“(B) Drug Enforcement Administration Registration Number (or other
identifying number used in lieu of such Registration Number) and name of
the practitioner who prescribed the drug.

“(C) Name, address, and telephone number of the ultimate user or such
contact information of the ultimate user as the Secretary determines appro-

priate.

“(D) 1dentification of the drug by a national drug code number,

“(E) Quantity dispensed.

“F) Number of refills ordered.

*(G) Whether the drug was dispensed as a refill of a prescription or as
a first-time request.

“(H) Date of the dxs?ensmg

“(I) Date of origin of the prescription.

“(d) Such other information as may be required by State law to be re-
ported under this subsection,

“(4) The State shall require dispensers to report information under this sec-
tion in accordance with the electronic format specified by the Secretary under
subsection (h), except that the State may waive the requirement of such format
with res to an individual dispenser that is unable to submit such informa-
tion by electronic means.

“{e) DATABASE.—In implementing or improving a controlled substance monitoring
program under this section, a State shall comply with the following:

“(1) The State shall establish and maintain an electronic database containing
the information reported to the State under subsection (d).

“(2) The database must be searchable by any field or combination of fields,

*(3) The State shall include reported information in the database in a manner
consistent with criteria established by the Secretary, with appropriate safe-
guards for e ing the accuracy and completeness of the database.

“(4) The State s take appropriate security measures to protect the integ-
rity of, and access to, the database.

“(f) USE AND DISCLOSURE OF INFORMATION.—

“(1) IN GENERAL.~Subject to subsection (g), in implementing or improving a
controlled substance monitoring program under this section, a State may dis-
close information from the database established under subsection (e) and, in the
case of a request under subparagraph (D), summary statistics of such informa-
tion, only in response to a request by—

“(A) a practitioner (or the agent thereof) who certifies, under the proce-
dures determined by the State, that the requested information is for the
purgose of providing medical or pharmaceutical treatment or evaluating the
need for such treatment to a bona fide current patient;

“(B) any local, State, or Federal law enforcement, narcotics control, licen-
sure, discipli , or program authority, who certifies, under the procedures
determined by the State, that the requested information is related to an in-
dividual investigation or proceeding involving the unlawful diversion or
misuse of a schedule II, I, or IV substance, and such information will fur-
ther the purpose of the investigation or assist in the proceeding;l

“C) the controlled substance monitoring program of another State or
group of States with whom the State has established an interoperability

agreement;

“(D) any agent of the Department of Health and Human Services, a State
medicaid program, a State health department, or the Drug Enforcement
Administration who certifies that the requested information is necessary for
research to be conducted by such department, program, or administration,
respectively, and the intended purpose of the research is related to a func-
tion committed to such department, program, or administration by law that
is not investigative in nature; or

“(E) an agent of the State agency or entity of another State that is re-
sponsible for the establishment and maintenance of that State’s controlled
substance monitoring program, who certifies that—

“(i) the State has an application approved under this section; and
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“(ii) the reqltllested information is for the purpose of implementing the
State’s controlled substance moniton‘.nélprogram under this section.

“(2) DRUG DIVERSION.—In consultation with practitioners, dispensers, and
other relevant and interested stakeholders, a State receiving a grant under sub-
section (a)}—

“(A) shall establish a program to notify practitioners and dispensers of in-
formation that will help identify and prevent the unlawful diversion or mis-
use of controlled substances; and

“(B) may, to the extent permitted under State law, notify the appropriate
authorities responsible for carrying out drug diversion investigations if the
State determines that information in the datsbase maintained by the State
unger subsection (e) indicates an unlawful diversion or abuse of a controlled
substance.

“{g) LIMITATIONS.—In implementing or improving a controlled substance moni-
toring Jprogram under this section, a State—

(1) shall limit the information provided pursuant to a valid reguest under
subsection (f)(1) to the minimum necessary to accomplish the intended purpose
of the request; and

%(2) shall limit information provided in response to a request under subsection
(£(1XD) to nonidentifiable information.

“th) ELECTRONIC FORMAT.—The Secretary shall specify a uniform electronic for-
mat for the reporting, sharing, and disclosure of information under this section,
“(i) RULES OF CONSTRUCTION.—

“(1) FUNCTIONS OTHERWISE AUTHORIZED BY LAW.—Nothing in this section
shall be construed to restrict the ability of any authority, including any local,
State, or Federal law enforcement, narcotics control, licensure, disciplinary, or
program authority, to perform functions otherwise authorized by law. ‘

“(2) NO PREEMPTION.—Nothing in this section shall be construed as pre-
empting any State law, except that no such law may relieve any person of a
requirement otherwise applicable under this Act.

“3) ADDITIONAL PRIVACY PROTECTIONS.—Nothing in this section shall be con-
strued as preempling any State from imposing any additional privacy protec-
tions.

“(4) FEDERAL PRIVACY REQUIREMENTS.—No in this section shall be con-
strued to supersede any Federal privacy or confidentiality requirement, includ-
ing the regulations promulgated under section 264(c) of the Health Insurance
Portability and Accountability Act of 1996 (Public Law 104-191; 110 Stat. 2033)
and section 543 of the Public Health Service Act,

“(5) NO FEDERAL PRIVATE CAUSE OF ACTION.—Nothing in this section shall be
construed to create a Federal private cause of action.

“() STUDIES AND REPORTS.—

“(1) IMPLEMENTATION REPORT.—

“(A) IN GENERAL.—Not later than 180 days after the date of enactment
of this section, the Secretary, based on a review of existing State controlled
substance monitoring programs and other relevant information, shall deter-
mine whether the im;ﬁementatian of such programs has had a substantial
negative impact on—

“i) dpatient access to treatment, including therapy for pain or con-
trolled substance abuse;

“(ii) pediatric patient access to treatment; or

“(iii) patient enrollment in research or clinical trials in which, fol-
lowing the protocol that has been approved by the relevant institutional
review board for the research or clinical trial, the patient has obtained

- & controlled substance from either the scientific investigator conducting

such research or clinical trial or the agent thereof.

“(B) ADDITIONAL CATEGORIES OF EXCLUSION.—If the Secretary determines
under subparagraph (A) that a substantial negative impact has been dem-
onstrated with regard to one or more of the categories of patients described
in such subparagraph, the Secretary shall identify additional appropriate
t(:al)(z o(g:i)es of exclusion from reporting as authorized under subsection

“(2) PROGRESS REPORT.—Not later than 3 years after the date on which funds
are first appropriated under this section, the Secretary shall—

“(A) comslete a study that—

“i) determines the progress of States in establishing and imple-
menting controlled substance monitoring programs under this section;

“(ii) provides an analysis of the extent to which the operation of con-
trolled substance monitoring programs have reduced inappropriate use,
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abuse, or diversion of contg;]ied substances orhaﬁ’ecfed patient access
to appropriate pain care in States operating such programs;

“(iif) cgtermines the progress of Statgsngn achieving interoperability
between controlled substance monitoring programs, including an as-
sessment of technical and legal barriers to such activities and rec-
ommendations for addressing these barriers;

“(iv) determines the feasibility of implementing a real-time electronic
controlled substance monitoring program, including the costs associated
with establishing such a program;

“(v) provides an analysis of the privacy protections in place for the
information reported to the controlled substance monitoring program in
each State receiving a grant for the establishment or operation of such
program, and any recommendations for additional requirements for
protection of this information;

“(vi) determines the feasibility of implementing technological alter-
natives to centralized data storage, such as peer-to-peer file sharing or
data pointer ?stems, in controlled substance monitoring programs and
the potential for such alternatives to enhance the privacy and security
of individually identifiable data; and

“(vii) evaluates the penalties that States have enacted for the unau-
thorized use and disclosure of information maintained in the controlled
substance monitoring program, and reports on the criteria used by the
Secretary to determine whether such penalties qualify as appropriate
pursuant to this section; and

“B) submit a report to the Congress on the results of the study.

“(k) PREFERENCE.—Beginning 3 years after the date on which funds are first ap-
propriated to carry out this section, the Secretary, in awarding any competitive
grant that is related to drug abuse (as determined by the Secretary) and for which
only States are eligible to apply, shall give preference to any State with an applica-
tion approved under this section. The Secre shall have the discretion to apply
such preference to States with existing controlled substance monitoring programs
that meet minimum requirements under this section or to States that put forth a
good faith effort to meet those requirementa (as determined by the Secretary).

“(1) ADVISORY COUNCIL.—

‘(1) ESTABLISEMENT.—A. State may establish an advisory council to assist in
the establishment, implementation, or improvement of a controlled substance
monitoring program under this section.

“(2) LIMITATION.—A State may not use amounts received under a grant under
this geat)ion for the operations of an advisory council established under para-
graj ,

3) SENSE OF CONGRESS.—It is the sense of the Congress that, in establishing
an advisory council under this subsection, a State should consult with appro-
priate professional boards and other interested parties.

“(m) DEFINTTIONS.—For purposes of this section:

“1) The term ‘bona fide patient’ means an individual who is a patient of the
practitioner involved.

“(2) The term ‘controlled substance’ means a drug that is included in schedule
1, I, or IV of section 202(c) of the Controlled Substance Act.

“(8) The term ‘dispense’ means to deliver a comntrolled substance to an ulti-
mate user by, or pursuant to the lawful order of, a practitioner, irrespective of
whether the dispenser uses the Internet or other means to effect such delivery.

‘(4) The term ‘dispenser’ means a physician, pharmacist, or other person that
dig{)enses a controlled substance to an ultimate user.

5) The term ‘interoperability’ with respect to a State controlled substance
monitoring program means the ability of the program to electronically share re-
ported information, including each of the required report components described
in subsection (d), with another State if the information concerns either the dis-
pensing of a controlled substance to an ultimate user who resides in such other
State, or the dispensing of a controlled substance prescribed by a practitioner
whose K‘incipal place of business is located in such other State.

“(6) The term ‘nonidentifiable information’ means information that does not
identify a practitioner, dispenser, or an ultimate user and with respect to which
there is no ressonable basis to believe that the information can be used to iden-
tify a g;:cﬁﬁoner, dispenser, or an ultimate user.

*(7) The term ‘practitioner’ means a tgviexysician, dentist, veterinarian, scientific
investigator, pharmacy, hospital, or other person licensed, registered, or other-
wise permitted, by the United States or the jurisdiction in which he or she prac-
tices or does research, to distribute, dispense, conduct research with respect to,
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administer, or use in teaching or chemical analysis, a controlled substancs in

the course of professional practice or research.

b_“(S) The term ‘State’ means each of the 50 States and the District of Colum-
i

a.

“(9) The term ‘ultimate user’ means a person who has obtained from a dis-
penser, and who possesses, a controlled substance for his or her own use, for
the use of a member of his or her household, or for the use of an animal owned
by him or her or by a member of his or her household.

“(n) AUTHORIZATION OF APPROPRIATIONS.—To carry out this section, there are au-
thorized to be approgliated—-
“(1) $15,000,000 for each of fiscal years 2006 and 2007; and
“(2) $10,000,000 for each of fiscal years 2008, 2009, and 2010.”,

PURPOSE AND SUMMARY

The purpose of H.R. 1132 is to address the issue of illegal diver-
sion and misuse of prescription drugs. This legislation would pro-
vide grants to states, through the Department of Health and
Human Services, to establish and operate prescription drug moni-
toring programs (PDMP). Each state operating an authorized moni-
téo;_xl'x;ng program would be required to cover Schedule II, III, and IV

gs.

H.R. 1132 will provide the resources to states to implement and
operate an individual program that best address the needs of the
particular state. The bill will also facilitate the interoperability of
state systems so drug diversion and abuse that crosses states lines
can also be detected.

BACKGROUND AND NEED FOR LEGISLATION

The diversion and abuse of legally manufactured prescription
drugs continues to be a gressing national issue. According to the
Office of National D ontrol Policy (ONDCP), in 2002 6.2 mil-
lion Americans abused prescription drugs. Since this Committee
passed similar legislation last year, the National Center on Addic-
tion and Substance Abuse at Columbia University released a report
indicating the growing nature of this problem. According to this re-

ort, the number of Americans who admit abusing prescription

gs nearly doubled to more than 15 million from 1992 to 2003,

while the number of teens abusing prescription drugs has tripled
in that time. :

More than 20 states currently operate some form of a prescrip-
tion drug monitoring program. Each state program is unique, with
states varying the state agency that operates the program, the con-
trolled substances that are covered, and how g;a_ﬁient information is
collected and monitored. Most prescription g monitoring pro-
grams function as electronic monitoring systems through which
pharmacies transmit grescription data for covered controlled sub-
stances to a designated state agency. In addition to providing infor-
mation about existing prescriptions for a patient to a health care
provider, these programs also provide information to drug enforce-
ment agencies to identify illegal activities.

Proponents of state prescription drug monitoring programs have
highlighted the success of several states in reducing the avail-
ability of abused drugs and improving states’ ability to investigate
and prosecute illegal prescription drug diversion. They claim that
the physicians’ increased access to drug history information has
helped to serve as an initial deterrent for doctor shopping. They
also argue that the presence of a prescription drug monitoning pro-
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gram may also affect the type of drugs that are being diverted. The
Government Accountability Office reports that the existence of a
rescription drug monitoring program within one state appears to
ave increased drug diversion activities in contiguous states with-
out prescription drug monitoring programs.

HEARINGS

The Committee on Energy and Commerce has not held hearings
on this legislation.

COMMITTEE CONSIDERATION

On Wednesday, June 22, 2005, the Subcommittee on Health met
in open markup session and approved H.R. 1132 for full Committee
consideration, amended, by a voice vote, a quorum being present.
On Wednesday, July 20, 2005, the full Committee met in open
markup session and ordered H.R. 1132 favorably reported to the
House, amended by a voice vote, a quorum being present.

COMMITTEE VOTES

Clause 3(b) of rule XIII of the Rules of the House of Representa-
tives requires the Committee to list the record votes on the motion
to report legislation and amendments thereto. The following is the
recorded vote taken on H.R. 1132. A motion by Mr. Barton to order
H.R. 1132 reported to the House, amended, was agreed to by a
voice vote.
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Bilk:

AMENDMENT: An amendment to the Whitfield amendment in the nature of a substitute by M. Markey, No.
12, to require s patient to be notified if information relating to the patient in a databaso
_maintsined under subsection {c}) is lost, stolen, or used for an unauthorized purpose.
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ROLL CALL VOTE#38

DISPOSITION: NOT AGREED TO, by a roll call vote of 15 yeas to 32 nays.

HR. 1132, National All Schedules Prescription Electronic Reporting Act of 2005,

REPRESENTATIVE | YEAS | NAYS | PRESENT |REPRESENTATIVE| YEAS | NAYS
Mr. Barton x Mr. Dingell X
|me. Fisn X Mr. Waxman X
| M. Bilirakis X Mr. Markey X
IMr. Upton X M. Boucher
M. Steams Mr. Towns
IMr. Gittrwor X Mr, Palione X
Mr. Deal X M. Brown X
Mr, Whitficld X Mz, Gordon
M. Norwood x Mr. Rush X
v, Cubin x Ms. Eshoo X
JMe. Shimkos X Mr. Stupak
Ms. Wilson X Mr. Engel X
Mr. Shadegg X Mr. Wyna
M. Pickering X M. Green X
Mr. Fossella X Mr. Stricklnd X
Mr. Blunt Ms. DoGette X
Ivr. Buyer X Ms. Cappa X
Mr. Radsnovich X Mr. Doyle X
[Mz. Baxs X Mr. Alien X
. Pirs X Mr. Davis
[Ms. Bono x Ms. Schakowsky X
[Mr. Walden x Ms. Solis X
I, Teny X M. Gonzalez X
Mr. Ferguson X Mr, Inslee X
{Me. Rogers Ms. Baldwin X
Mr. Otter X M, Ross X
M, Myrick X
|Me. Sutlivan
|Me. Murphy X
| M. Burgess X
[Ms. Blackbum X

772012008
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COMMITTEE OVERSIGHT FINDINGS

Pursuant to clause 3(c)(1) of rule XIII of the Rules of the House
of Representatives, the Committee has not held oversight or legis-
lative hearings on this legislation.

STATEMENT OF GENERAL PERFORMANCE GOALS AND OBJECTIVES

The goal of H.R. 1132 is to provide incentives to states so each
will operate a drug monitoring program and that these programs
can communicate between programs to address the public health
problem of prescription drug abuse.

NEW BUDGET AUTHORITY, ENTITLEMENT AUTHORITY, AND TAX
EXPENDITURES

In compliance with clause 3(c)(2) of rule XIII of the Rules of the
House of resentatives, the Committee finds that H.R. 1132, the
National Schedules Prescription Electronic Reporting Act of
2005, would result in no new or imncreased budget authority, entitle-
ment authority, or tax expenditures or revenues.

CoMMITTEE CoST ESTIMATE

The Committee adopts as its own the cost estimate prepared by
the Director of the Congressional Budget Office pursuant to section
402 of the Congressional Budget Act of 1974.

CONGRESSIONAL BUDGET OFFICE ESTIMATE

Pursuant to clause 3(cX3) of rule XIII of the Rules of the House
of Representatives, the following is the cost estimate provided by
the Congressional Budget Office pursuant to section 402 of the
Congressional Budget Act of 1974:

U.S. CONGRESS,
CONGRESSIONAL BUDGET OFFICE,
Washington, DC, July 26, 2005.
Hon. JOE BARTON,
Chairman, Committee on Energy and Commerce,
House of Representatives, Washington, DC.

DEAR MR. CHAIRMAN: The Congressional Budget Office has pre-
ared the enclosed cost estimate for HR. 1132, the National All
chedules Prescription Electronic Reporting Act of 2005.

If you wish further details on this estimate, we will be pleased

to provide them. The CBO staff contact is Julia Christensen.
Sincerely,
ROBERT A. SUNSHINE
(For Douglas Holtz-Eakin, Director).

Enclosure.

H.R. 1132—National All Schedules Prescription Electronic Report-
ing Act of 2005
H.R. 1132 would authorize the Secretary of Health and Human
Services to make grants to states to establish electronic database
systems for monitoring the dispensing of controlled substances. The
database would be used to identig, and report to appropriate au-
thorities, the potential unlawful diversion or misuse of controlled
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substances. The bill also would require the Secretary to conduct
several studies related to monitoring programs for controlled sub-
stances.

The bill would authorize the appropriation of $15 million in each
of fiscal years 2006 and 2007, and $10 million a year for fiscal
years 2008 through 2010. Assuming ap?ropriation of those
amounts, and based on spending patterns for similar programs,
CBO estimates that implementing H.R. 1132 would cost $52 mil-
lion over the 2006-2010 period. Enacting H.R. 1132 would have no
effect on direct spending or revenues.

H.R. 1132 contains no intergovernmental or private-sector man-
dates as defined by the Unfunded Mandates Reform Act. The bill
would benefit state, local, and tribal governments; any costs the
incur would result from complying with conditions of receiving fed-
eral assistance.

On June 8, 2005, CBO transmitted a cost estimate for S. 518, the
National All Schedules Prescription electronic Reporting Act of
2005, as ordered reported by the Senate Committee on Health,
Education, Labor, and Pensions on May 25, 2005. The authoriza-
tions of appropriations in that bill are equal to those in H.R. 1132;
the pmﬁrams established under both bills are almost identical. Nei-
ther bill would impose any mandates on state, local, or tribal gov-
ernments or on the private sector.

The CBO staff contact for this estimate is Julia Christensen.
This estimate was approved by Peter H. Fontaine, Deputy Assist-
ant Director for Budget Analysis.

FEDERAL MANDATES STATEMENT

The Committee adopts as its own the estimate of Federal man-
dates prepared by the Director of the Congressional Budget Office
pursuant to section 423 of the Unfunded Mandates Reform Act.

ADVISORY COMMITTEE STATEMENT
No advisory committees within the meaning of section 5(b) of the
Federal Advisory Committee Act were created by this legislation.

CONSTTTUTIONAL AUTHORITY STATEMENT

Pursuant to clause 3(d)(1) of rule XIII of the Rules of the House
of Representatives, the Committee finds that the Constitutional au-
thority for this legislation is provided in Article I, section 8, clause
3, which grants Conpgress the power to regulate commerce with for-
eign nations, among the several States, and with the Indian tribes.

APPLICABILITY TO LEGISLATIVE BRANCH

The Committee finds that the legislation does not relate to the
terms and conditions of employment or access to public services or
accommodations within the meaning of section 102(b)(3) of the Con-
gressional Accountability Act.

SECTION-BY-SECTION ANALYSIS OF THE LEGISLATION

Section 1. Short Title

Section 1 designates the title of the bill, the “National All Sched-
ules Prescription Electronic Reporting Act of 2005.”



125

12

Section 2. Purpose

Section 2 states that the purpose of the legislation is to foster the
establishment of state administered prescription drug monitoring
systems in order to ensure that health care providers have access
to accurate, timely prescrigtion history information. This informa-
tion may be used as a tool for the early identification of patients
at risk for addiction in order to initiate appropriate medical inter-
vention and avert the tragic personal, fa.mS' , and community con-
sequences of untreated addiction. This legislation will also estab-
lish, based on the experiences of existing state controlled substance
monitoring programs, a set of best practices to guide the establish-
ment of new state programs and the improvement of existing pro-
grams.

Section 3. Controlled Substance Monitoring Program

Section 3 amends Part P of Title III of the Public Service Act by
adding new section 3990, Controlled Substance Monitoring Pro-
gram. Under this program, the Secretary of Health and Human

ervices would award grants to states to establish and operate con-
trolled substance monitoring programs. Each state with an ap-
proved application will be guaranteed a minimum amount of 1% of
the amount ag:propﬁabed for that fiscal year. The remainder of
funds allocated to each state will be based on a ratio of the number
of pharmacies within a state to the number of all pharmacies in
states that have monitoring programs ?proved under this section.
The Committee recommends that, in determining the number of
pharmacies in each state, the Secretary consult with the National
Association of Boards of Pharmacy. The Secrefma' may adjust each
state’s allocation based on cost estimates provided by the state.

Prior to awarding any grant, and not later than six months after
the date funds are first appropriated for this program, the Sec-
retary shall develop minimum requirements for states to use in
their applications. It is the intent of the Committee that the agency
consult widely with interested parties in preparing its groposed
minimum requirements. The Committee believes interested parties
should include other federal government agencies and departments
with interests or expertise on the issue of drug abuse and drug di-
version. Then, after opportunity for public comment on those re-
quirements, the Secretary shall identify the minimum require-
ments for the criteria to be used by the states in their grant appli-
cations. These requirements apply to states whether applying for
an initial grant or support of an existing system.

To receive a grant under this section, a state must submit an ap-
plication in a time, manner, and form that the Secretary may re-
quire. States planning to establish a drug monitoring program
must include a cost estimate, and proposed criteria for information
security, criteria for meeting uniform electronic formatting, criteria
for the availability of information and limitation on access to pro-
gram personnel, criteria for the use and disclosure of information,
and criteria for access to the database and procedures to ensure the
information in the database is accurate. The Committee recognizes
that persons should be able to have accurate information in the
database, and to be able to have any inaccurate information re-
moved or corrected. In existing programs, the physician is normall,
the responsible party to seek the correction on behalf of the afy-
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fected individual. It is the intent of the Committee that states
would address the issue of how incorrect information would be cor-
rected as part of their responsibility to ensure that the information
in the database is accurate,

A state must also include in its apilicaﬁon a listing of penalties
for misuse of information in their application, and disclose informa-
tion regarding its state law, policies, and procedures, if any, re-
garding the purging of information from the database. A state will
also have to demonstrate in its a%plication that it has enacted leg-
islation or regulations to permit the implementation of a contrelled
substance monitoring program. States requesting funds for improv-
ing existing systems must include all information reqln ed of states
applying for a grant to establish a new program. addition, a
state requesting a grant for an existing program must describe its

lan to enable the state program to achieve interoperability with
rder states drug monitoring programs.

In implementing a program under this section, a state shall re-

uire all dispensers to report each disBensing in the state not later
alan one week after the dispensing. For the purposes of this sec-
tion, controlled substance means any schedule II, III, IV drug or
any other drug identified by the state to be subject to the moni-
toring Em The state may exclude from this reporting require-
ment the direct administration of a controlled substance to an ulti-
mate user. It is the Committee’s intention not to require the report-
ing of a disFensing when the drug is directly applied. Because the
possibility for diversion is small, to require this reporting would
present a significant burden on the monitoring programs without
an equivalent benefit.

The state may also exclude reporting for the dis&ensing of a con-
trolled substance in an amount adequate to treat the ultimate user
for 48 hours or less. The Secretary may also identify other exclu-
sions from reporting requirements.

The information that must be reported by the dispenser includes:
(1) the Drug Enforcement Administration Number of the dispenser;
(2) the Drug Enforcement Administration Registration Number and
name of the practitioner who prescribed the drug; the name, ad-
dress, and telephone number of the ultimate user or research sub-
ject; (3) identification of the drug by a national drug code number;
(4) the quantity dispensed; (5) number of refills ordered or as a
first time request; (6) whether the drug was dispensed as a refill;
(7) the date of dispensing; (8) the date of origin of the prescription;
and, (9) such other information as may be required by state law to
be reported under this subsection.

The state shall require manufacturers to report information in
accordance with the electronic format specified by the Secretary.
The Committee notes that states currently operating a prescription
drug monitoring program use the May 1995 version of the g‘ele—
communications Format for Controlled Substances of the American
Society for Automation in Pharmacy.

In implementing a controlled substance monitoring program, a
state shall establish and maintain an electronic database that is
searchable by any field or combination of fields. The state shall
take anropriate safeguards to ensure the accuracy and complete-
ness of the database and shall take aggrogriate measures to pro-
tect the integrity of, and access, to the database.
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A state may provide the information from the database upon re-
quest from a practitioner, or agent thereof, which certifies that the
information is to be used to treat a patient. The state may also pro-
vide the information to local, state, or Federal law enforcement,
narcotics control, licensure, disciplinary, or program authorities
that certify that the information is for an individual investigation.
It is the Committee’s intention that the term program authority
should be interpreted to include State Medicaid authorities, or
other state or Federal authorities responsible for investigating
health care fraud and abuse.

In addition, the state may provide information to any agent of
the Department of Health and Human Services, a State Medicaid
program, a state health department, or the Drug Enforcement Ad-
ministration, who certifies that the i:c%uested information is for re-
search purposes. When providing information for research pur-

oses, it shall not provide any individually identifiable information.

nder this section, the state shall share information with another
state with an approved application if the information is for the pur-
pose of implementing the state’s controlled substance monitoring
program. ‘Igus' includes the dispensing of a controlled substance to
an ultimate user or research subject who resides in the other state
or the dispensing of a controlled substance prescribed by a practi-
tioner whose principal place of business is in the other state.

In consultation with practitioners, dispensers, and other relevant
stakeholders, a state receiving a grant under this program shall es-
tablish a pro%'ram to notify practitioners and dispensers of informa-
tion that will help identify and prevent unla drug diversion. A
state may also notify the appropriate authorities responsible for
drusldiversion investigations if the information indicates an unlaw-
ful diversion or misuse of a controlled substance. It is the Commit-
tee's intention that such determinations of unlawful diversion
should be based on a decision made by the monitoring authority
itself, and that the monitoring authority have discretion to make
any such decision.

This section should not be construed to restrict the ability of any
authority to perform functions otherwise authorized by law. This
section shouls also not be construed to preen;ﬁt any other state
law. In addition, nothing in this section shall be construed to
supercede any Federal privacy right or confidentiality requirement.
The Committee specifically notes that this section should not be
read to supercede the confidentiality requirements set forth in 42
CFR part 2 and part 2A. Furthermore, nothing in this section shall
be construed to create a Federal private right of action.

Not later than 180 days after enactment the Secretary, based on
a review of existing state controlled substance monitoring pro-
grams, shall determine whether the implementation of existing
state monitoring programs has had a substantial negative impact
on patient access o treatment, pediatric access to treatment, or pa-
tient enrollment in research or clinical trials. If the Secretary de-
termines that a substantial negative impact has been demonstrated
with regard to one or more of these categories, the Secretary shall
identify additional appropriate categories of exclusion from report-

ing,
Not later than three years after the date on which funds are first
appropriated, the Secretary shall conduct a study on the progress
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of states in establishing and implementing controlled substance
monitoring programs. The study shall provide an analysis of the
extent to which drug-monitoring programs have reduced inappro-
priate use, abuse, and diversion of controlled substances. The study
shall also examine the feasibility of implementing a real time elec-
tronic monitoring program and the progress of States in achieving
interoperability. In addition, the study shall examine the privacy
protections in place by states with drug meonitoring programs and
evaluate the penalties that states have enacted for the unauthor-
ized use and disclosure of information. The Secretary shall submit
a report to Congress on the results of this study.

The Secretary, in awarding any competitive grant that is related
to drug abuse, shall give preference to those states that have estab-
lished an approved drug monitoring pro or have made a good
faith effort to meet the requirements of the program. This provision
shall take effect three years after the date funds are first appro-
priated for this program. The Secretary will have discretion to de-
termine which competitive grants should be subject to the pref-
erence requirement, and such preference shall only apply to grants
that are solely awarded to states. The abuse of prescription drugs
is escalating, and any attempt to address the issue of drug abuse
in this country must also address ufrescﬁption drug abuse. Pref-
erence for drug abuse grants should go to states that have at-
tempted to implement a comprehensive approach to addresses all
types of drug a%use. This provision is designed to provide an incen-
tive for states to create these grograms. The effectiveness of a
state’s program is undermined when a person involved in unlawful
diversion or abuse can circumvent the system when contiguous
states do not have similar programs.

States may establish an advisory council to assist in the estab-
lishment and implementation of the monitoring program. In estab-
lishing an advisory council, states should consult with state boards
of pharmacy, state boards of medicine, and other interested parties.
An advisory council can provide needed expertise to a drug moni-
toring authority, including assisting in developing standards for in-
dicating unlawful diversion or abuse.

To carry out this section, there is to be authorized $15,000,000
in each of Fiscal Years 2006 and 2007. There is to be authorized
$10,000,000 in each of Fiscal Years 2008, 2009, 2010.

CHANGES IN EXISTING LAW MADE BY THE BILL, AS REPORTED

In com%liance with clause 3(e) of rule XIII of the Rules of the
House of Representatives, changes in existing law made b&* the bill,
as reported, are shown as follows (new matter is printed in italic
and e:)zisting law in which no change is proposed is shown in
roman):

PUBLIC HEALTH SERVICE ACT

* * * * * * *
TITLE III-GENERAL POWERS AND DUTIES OF PUBLIC
HEALTH SERVICE

* * * * * * *
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PART P—ADDITIONAL PROGRAMS
* * * * * * *

SEC. 3990. CONTROLLED SUBSTANCE MONITORING PROGRAM.

(a) GRANTS.—

(1) IN GENERAL.—Eack fiscal year, the Secretary shall award
a grant to each State with an application approved under this
section to enable the State—

(A) to establish and implement a State controlled sub-
stance monitoring program; or

) to make improvements to an existing State controlled
substance monitoring program.

(2) DETERMINATION OF AMOUNT.—

(A) MIniMuM AMOUNT.—In making payments under a
grant under paragrczrh (1) for a fiscal year, the Secretary
shall allocate to each State with an application approved
under this section an emount that equals 1.0 percent of the
amount appropriated to carry out this section for that fiscal
year.

(B} ADDITIONAL AMOUNTS.—In making payments under a
grant under paragraﬁh (1) for a fiscal year, the Secretary
shall allocate to each State with an application approved
under this section an additional amount which bears the
same ratio to the amount appropriated to carry out this sec-
tion for that fiscal year and remaining after amounts are
made available under subparagraph (A) as the number of
pharmacies of the State bears to the number of pharmacies
of all States with applications approved under this section
(as determined by the Secretary), except that the Secretary
may adjust the amount allocated to a State under this sub-
paragraph after taking into consideration the budget cost
estimate for the State’s controlled substance monitoring

rogram.

(3f TERM OF GRANTS.—Grants awarded under this section
shall be obligated in the year in which funds are allotted.

(b) DEVELOPMENT OF MINIMUM REQUIREMENTS.—Prior to award-
ing a grant under this section, and not later than 6 months after
the date on which funds are first appropriated fo carry out this sec-
tion, the Secretary shall, after publishing in the Federal Register
proposed minimum requirements and recetving public comments, es-
tablish minimum requirements for criteria to g; used by States for
purposes of clauses (i), (v), (vi), and (vii) of subsection (c)(1)(A).

(¢) APPLICATION APPROVAL PROCESS.—

(1) IN GENERAL.—To be eligible to receive a grant under this
section, a State shall submit an application to the Secretary at
such time, in such manner, and containing such assurances
and information as the Secretary may reasonably require. Each
such application shall include—

(A) with respect to a State that intends to use funds
under the grant as provided for in subsection (a)(1)(A)—

(i) a budget cost estimate for the controlled substance
monitoring program to be implemented under the
grant;

(ii) criteria for security for information handling and
for the database maintained by the State under sub-
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section (e) generally including efforts to use appropriate
encryption technology or other appropriate technology
to protect the security of such information;

(iii) an agreement to adopt health information inter-
operability standards, including health vocabulary and
messaging standards, that are consistent with any
such standards generated or identified by the Secretary
or his or her designee;

(iv) criteria for meeting the uniform electronic format
requirement of subsection (h);

(v) criteria for availability of information and limita-
tion on access to program personnel;

(vi) criteria for access to the database, and proce-
dures to ensure that information in the database is ac-
curate;

(vii) criteria for the use and disclosure of informa-
tion, including a description of the certification process
to be applied to requests for information under sub-
section (f);

(viii) penalties for the unauthorized use and disclo-
sure of information maintained in the State controlled
substance monitoring program in violation of applica-
ble State law or regulation;

(ix) information on the relevant State laws, policies,
and procedures, if any, regarding purging of informa-
tion from the database; and

(x) assurances of compliance with all other require-
ments of this section; or

(B) with respect to a State that intends to use funds
under the grant as provided for in subsection (a)(1)(B)—

(i) a budget cost estimate for the controlled substance
monitoring program to be improved under the grant;

(ii) a plan for ensuring that the State controiled sub-
stance monitoring program is in compliance with the
criteria and penalty requirements described in clauses
(ii) through (viii) of subparagraph (A);

(iii) a plan to enable the State controlled substance
monitoring program to achieve interoperability with at
least one other State controlled substance monitoring
program; and

(iv) assurances of compliance with all other require-
ments of this section or a statement describing why
such compliance is not feasible or ig contrary to the
best interests of public health in such State.

(2) STATE LEGISLATION.—As part of an application under
paragraph (1), the Secretary shall require a State to dem-
onstrate that the State has enacted legislation or regulations to
permit the implementation of the State controlled substance
monitoring program and the imposition of appropriate penalties
for the unauthorized use and disclosure of information main-
tained in such program.

(3) INTEROPERABILITY.—If a State that submits an applica-
tion under this subsection geographically borders another State
that is operating a controlled substance monitoring program
under subsection (a)(1) on the date of submission of such appli-
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cation, and such applicant State has not achieved interoper-
ability for purposes of information sharing between its moni-
toring program and the monitoring program of such border
State, such applicant State shall, as part of the plan under
paragraph (1)(B)(iii), describe the manner in which the appli-
cant State will achieve interoperability between the monitoring
programs of such States.

(4) APPROVAL—If a State submits an application in accord-
ance with this subsection, the Secretary shall approve such ap-
plication.

(5) RETURN OF FUNDS.—If the Secretary withdraws approval
of a State’s application under this section, or the State chooses
to cease to implement or improve a controlled substance moni-
toring program under this section, a fundi a§reement for the
receipt of a grant under this section is that & tate will return
to the Secretary an amount which bears the same ratio to the
overall grant as the remaining time period for expending the
grant funds bears to the overall time period for expending the

ant (as specified by the Secretary at the time of the grant).

{d) REPORTING REQUIREMENTS.—In implementing or improving a
controlled substance monitoring program under this section, a State
shall comply, or with respect to a State that applies for a grant
under subsection (a)(1)(B} submit to the Secretary for approval a
statement of why such comfjiance is not feasible or is contrary to
the best interests of public health in such State, with the following:

(1) The State shall require dispensers to report to such State
each dispensing in the State of a controlled substance to an ul-
timate user not later than 1 week after the date of such dis-
pensing.

(2) The State may exclude from the reporting requirement of
this subsection—

(A) the direct administration of a controlled substance to
the body of an ultimate user;

(B) the dispensing of a controlled substance in a quantity
limited to an amount adequate to treat the ultimate user
involved for 48 hours or less; or

C) the administration or dispensing of a controlled sub-
stance in accordance with any other exclusion identified by
the Secretary for purposes of this paragraph.

(3) The information to be reported under this subsection with
respect to the dispensing of a controlled substance shall include
the following:

(A) DrufeEnforcement Administration Registration Num-
ber (or other identifying number used in lieu of such Reg-
istration Number) of the dispenser.

(B) DrufeEnforcement ministration Registration Num-
ber (or other identifying number used in lieu of such Reg-
istration Number) and name of the practitioner who pre-
scribed the drug.

(C) Narme, ress, and telephone number of the ultimate
user or such contact information of the ultimate user as the
Secretary determines appropriate.

% Identification of the drug by a national drug code
number.

(E) Quantity dispensed.
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(F) Number of refills ordered.

(G) Whether the drug was dispensed as a refill of a pre-
scription or as a first-time request.

(Iq) Date of the dispensing.

(I) Date of origin of the prescription.

(JJ) Such other information as may be required by State
law to be reported under this subsection.

(4) The State shall require dispensers to report information
under this section in accordance with the electronic format spec-
ified by the Secretary under subsection (h), except that the State
mcéy waive the requirement of such format with respect to an
individual dispenser that is unable to submit such information
by electronic means.

(e) DATABASE.—In implementing or improving a controlled sub-
stance monitoring program under this section, a State shall comply
with the following:

(1) The State shall establish and maintain an electronic data-
base containing the information reported to the State under
subsection (d).

(2) The database must be searchable by any field or combina-
tion of fields.

(3) The State shall include reported information in the data-
base in a manner consistent with criteria established by the
Secretary, with appropriate safeguards for ensuring the accu-
racy and completeness of the database.

(4) The State shall take appropriate security measures to pro-
tect the integrity of, and access to, the database.

() USE AND DISCLOSURE OF INFORMATION.—

(1) IN GENERAL—Subject to subsection (g), in implementing
or improving a controlled substance monitoring program under
this section, a State may disclose information from the database
established under subsection (e) and, in the case of a request
under subparagraph (D), summary statistics of such informa-
tion, only in response to a request by—

A) a practitioner (or the agent thereof) who certifies,
under the procedures determined by the State, that the re-
quested information is for the purpose of providing medical
or pharmaceutical treatment or evaluating the need for
such treatment to a bona fide current patient;

(B) any local, State, or Federal law enforcement, nar-
cotics control, licensure, disciplinary, or program authority,
who certifies, under the procedures determined by the State,
that the requested information is related to an individual
tnvestigation or proceeding involving the unlawful diver-
sion or misuse of a schedule II, III, or IV substance, and
such information will further the purpose of the investiga-
tion or assist in the proceeding;

(C) the controlled substance monitoring program of an-
other State or group of States with whom t tate has es-
tablished an interoperability agreement;

(D) any agent of the Department of Health and Human
Seruvices, a State medicaid program, a State health depart-
ment, or the Drug Enforcement Administration who cer-
tifies that the requested information is necessary for re-
search to be conducted by such department, program, or
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administration, respectively, and the intended purpose of
the research is related to a function committed to such de-
partment, program, or administration by low that is not in-
vestigative in nature; or

(E) an agent of the State agency or entity of another State
that is responsible for the establishment and maintenance
of that State’s controlled substance monitoring program,
wheo certifies that—

(i) the State has an application approved under this
section; and

(ii) the requested information is for the purpose of
implementing the State’s controlled substance moni-
toring program under this section.

(2) DrRUG DIVERSION.—In consultation with practitioners, dis-
pensers, and other relevant and interested stakeholders, a State
receiving a grant under subsection (a)—

(5) shall establish a program to rwti[_y practitioners and
dispensers of information that will help identify and pre-
vent the unlawful diversion or misuse of conirolled sub-
stances; and .

(B) may, to the extent permiited under State law, notify
the appropriate authorities responsible for carrying out
drug diversion investigations if the State determines that
information in the database maintained by the State under
subsection (e) indicates an unlawful diversion or abuse of
a controlled substance.

(g) LIMITATIONS.—In implementing or improving a controlled sub-
stance monitoring program under this section, a State—

(1) shall limit the information provided pursuant to a valid
request under subsection (f)(1) to the minimum necessary to ac-
complish the intended purpose of the request; and

(257 shall limit information provided in response to a request
under subsection ()(1)(D) to nonidentifiable information.

(h) ELECTRONIC FORMAT.—The Secretary shall specify a uniform
electronic format for the reporting, sharing, and disclosure of infor-
mation under this section.

(i) RULES OF CONSTRUCTION.—

(1) FUNCTIONS OTHERWISE AUTHORIZED BY LAW.—Nothing in
this section shall be construed to restrict the ability of any au-
thority, including any local, State, or Federal law enforcement,
narcotics control, licensure, disciplinary, or program authority,
to perform functions otherwise authorized by law.

(2) No PREEMPTION.—Nothing in this section shall be con-
strued as preempting any State law, except that no such law
may relieve any person of a requirement otherwise applicable
under this Act.

(3) ADDITIONAL PRIVACY PROTECTIONS.—Nothing in this sec-
tion shall be construed as preempting any State from imposing
any additional privacy protections.

(4) FEDERAL PRIVACY REQUIREMENTS.—Nothing in this sec-
tion shall be construed to supersede any Federal privacy or con-
fidentiality requirement, including the regulations promulgated
under section 264(¢c) of the Health Insurance Portability and Ac-
countability Act of 1996 (Public Law 104-191; 110 Stat. 2033)
and section 543 of the Public Health Service Act.
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(5) NO FEDERAL PRIVATE CAUSE OF ACTION.—Nothing in this
section shall be construed to create a Federal private cause of
action.

() STUDIES AND REPORTS.~—

(1) IMPLEMENTATION REPORT.—

(A) IN GENERAL—Not later than 180 days after the date
of enactment of this section, the Secretary, based on a re-
view of existing State controlled substance monitoring pro-
grams and other relevant information, shall determine
whether the implementation of such programs has had a
substantial negative impact on—

(1) patient access to treatment, including therapy for
pain or controlled substance abuse;

(ii) pediatric patient access to treatment; or

(iii) patient enrollment in research or clinical trials
in which, following the protocol that has been approved
by the relevant institutional review board for the re-
search or clinical trial, the patient has obtained a con-
trolled substance from either the scientific investigator
czendu;ting such research or clinical trial or the agent
thereof.

(B) ADDITIONAL CATEGORIES OF EXCLUSION.—If the Sec-
retary determines under subparagraph (A) that a substan-
tial negative impact has been demonstrated with regard to
one or more of the categories of patients described in such
subparagraph, the Secretary shall identify additional ap-
propriate categories of exclusion from reporting as author-
ized under subsection (d)(2)(C).

(2) PROGRESS REPORT.—Not later than 3 years after the date
on which funds are first appropriated undQ;r this section, the
Secretary shall—

(A) complete a study that—

(i) determines the progress of States in establishing
and implementing controlled substance monitoring
programs under this section;

(ii) provides an analysis of the extent to which the
operation of controlled substance monitoring programs
have reduced inappropriate use, abuse, or diversion of
controlled substances or affected patient access to ap-
propriate pain care in States operating such p ams;

(tii) determines the progress of States in achieving
interoperability between controlled substance moni-
toring programs, including an assessment of technical
and legal barriers to such activities and recommenda-
tions for addressing these barriers;

(iv) determines the feasibility of implementing a real-
time electronic controlled substance monitoring pro-
gram, including the costs associated with establishing
such a program;

(v) provides an analysis of the privacy protections in
place for the information reported to the controlled sub-
stance monitoring program in each State receiving a
grant for the establishment or operation of such pro-
gram, and any recommendations for additional re-
guirements for protection of this information;
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(vi) determines the feasibility of implementing tech-
nological alternatives to centralized data storage, such
as peer-to-peer file sharing or data pointer systems, in
controlled substance monitoring programs and the po-
tential for such alternatives to enhance the privacy and
security of individually identifiable data; and

(vit) evaluates the penalties that States have enacted
for the unauthorized use and disclosure of information
maintained in the controlled substance monitoring pro-
gram, and reports on the criteria used by the Secretary
to determine whether such penalties qualify as appro-
priate pursuant to this section; and

(B) submit a report to the Congress on the results of the

study.

(k) PREFERENCE.—Beginning 3 years after the date on which
funds are first appropriated to carry out this section, the Secretary,
in awarding any competitive grant that is related to drug abuse (as
determined 53' the Secretary) and for which only States are eligible
to apply, shall give preference to any State with an application ap-
proved under this section. The Secretary shall have tﬁe discretion
to apply such preference to States with existing controlled substance
monitoring programs that meet minimum requirements under this
section or to States that pul forth a good faith effort to meet those
requirements (as determined by the Secretary).

(1) AbvIsSOrY COUNCIL.—

(1) ESTABLISHMENT.—A State may establish an advisory
council to assist in the establishment, implementation, or im-
provement of a controlled substance monitoring program under
this section.

(2) LIMITATION.—A State may not use amounts received
under a grant under this section for the operations of an advi-
sory council established under paragraph (1).

(3) SENSE OF CONGRESS.—It is the sense of the Congress that,
in establishing an advisory council under this subsection, a
State should consult with appropriate professional boards and
other interested parties.

{m) DEFINITIONS.—For purposes of this section:

(1) The term “bona patient” means an individual who is
a patient of the Practitioner involved.

(2) The term “controlled substance” means a drug that is in-
cluded in schedule II, III, or IV of section 202(c) of the Con-
trolled Substance Act.

(3) The term “dispense” means to deliver a controlled sub-
stance to an ultimate user by, or pursuant to the lawful order
of, a practitioner, irrespective of whether the dispenser uses the
Internet or other means to effect such delivery.

(4) The term “dispenser” means a physician, pharmacist, or
other person that dispenses a controlled substance to an ulti-
mate user.

(5) The term “interoperability” with respect to a State con-
trolled substance monitoring program means the ability of the
proiram to electronically share reported information, including
each of the required report components described in subsection
(d), with anot%zer State if the information concerns either the

dispensing of a controlled substance to an ultimate user who re-
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sides in such other State, or the dispensing of a controlled sub-
stance prescribed by o practitioner whose principal place of
business is located in such other State.

(6) The term “nonidentifiable information” means information
that does not identify a practitioner, dispenser, or an ultimate
user and with respect to which there is no reasonable basis to
believe that the information can be used to identify a practi-
tioner, dispenser, or an ultimate user.

(7) The term “practitioner” means a physician, dentist, veteri-
narian, scientific investigator, pharmacy, hospital, or other per-
son licensed, registered, or otherwise permitted, by the United
States or the jurisdiction in which he or she practices or does
research, to distribute, dispense, conduct research with respect
to, administer, or use in teaching or chemical analysis, a con-
trollei substance in the course of professional practice or re-
searc

(8) The term “State” means each of the 50 States and the Dis-
trict of Columbia.

(9) The term “ultimate user” means a person who has ob-
tained from a dispenser, and who possesses, a controlled sub-
stance for his or her own use, for the use of a member of his
or her household, or for the use t;Lan animal owned by him or
her or by a member of his or her household.

(n) AUTHORIZATION OF APPROPRIATIONS.—To carry out this sec-
tion, there are authorized to be appropriated—

(1) $15,000,000 for each of fiscal years 2006 and 2007; and

(2) $10,000,000 for each of fiscal years 2008, 2009, and 2010.

* * * * * * *

O
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seven Members here who have not had time to question. And I am
just wondering, I know you are scheduled to be here until 12:30.
Is there any way you could extend that to 1 o’clock so we can give
the Members who are remaining the ability to ask their questions?

Secretary LEAVITT. How about 1:10?

Ms. DEGETTE. That would be great. Thank you very much, Mr.
Secretary.
Mr. SHIMKUS. Could the chairman yield? Maybe we close the list,
how Members come back and forth. So if those Members
present——

Ms. DEGETTE. I would add Mrs. Eshoo to that list.

Secretary LEAVITT. I want to make sure Mr. Matheson from Utah
gets his question.

Ms. DEGETTE. Absolutely, Mr. Secretary. Now we know where
thidpower lies. Now we recognize Mr. Whitfield for 6 minutes.

r. WHITFIELD. Thank you, Madam Chairman, and Mr. Sec-
retary, we are delighted you are with us today and I want to con-
gratulate you on the tremendous job you do at HHS.

In August 2005, the Congress passed and the President signed
a law establishing a national prescription drug monitoring pro-

gram.

Former Secretary Thompson supported the legislation. You sup-
orted the legislation. And last year we worked cut—and the legis-
ation housed that program at HHS. And we passed that legislation

because prior to that without authorization from anyone, some
members of the Appropriations Committee established an earmark
that provided funding at the Department of Justice, and they—it
was a mechanism that really didn’t provide incentives and has not
been successful in establishing a program at every State.

And last year, we worked out an agreement so that the new pro-
gram at HHS would receive $5 million and the old 1’}:rogram at Jus-
tice would receive $5 million until we could get them meshed to-
gether at HHS.

And in this budget that you have just submitted, there is no
money requested for the NASPAR program and I would like to
know why and was that a decision that HHS made or was it a deci-
sion that OMB made?

Secretary LEAVITT. Congressman, I know what an irritation this
is to you. And I am sorry. It is a program we support. It is a pro-
gram we would gladly administer. However, it is a decision that
was made at OMB to view it more of a law enforcement program.
I say that not as a matter of complaint other than just explanation
that we are in a place where we don’t control that decision. And
1 1al.mdhappy to sponsor more conversation between you and those
who do.

Mr. WHITFIELD. Well, thank you, Mr. Secretary. Madam Chair-
man, I would like to say I think it would be appropriate for our
committee to get a letter over to OMB on this issue and also to
work with the appropriators to see to it that the authorized pro-
gram at HHS, where it should be, receives proper funding. And I
would yield my time to anyone that wants it. But that is—yes, I
would yield to Mr. Pallone.

Mr. PALLONE. I just wanted to support your efforts myself and
Ed and a number of us on this committee worked very hard to get
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the NASPAR program authorized and we do think it is very impor-
tant. And I don’t hear you sayini you disagree. So I think we
should initiate that letter. I would be glad to cosponsor it with my
colleague from Kentucky and try to get some of this funding in dur-
ing the appropriations process. And I appreciate your bringing it
forward because I do think it is crucial.

Mr. WHITFIELD. I yield the time to Dr. Burgess. Did you want
time, Dr. Burgess?

I yield back the balance of my time.

Ms. DEGETTE. Thank you. I now yield to Ms. Solis for 5 minutes.

Ms. Soris. Thank you, Madam Chair, and thank you, Mr. Sec-
retary, for staying to hear our questions. I have several. And the
first one I would like to start out with is December 15, 2006, a Con-

essional Hispanic Caucus Task Force on Health sent you a letter.

d we have yet to get a response back. And it is regarding your
interpretation of documentations that are now going to be required
for newborns.

And 1 wanted to ask you if we could get a response or if we can
expect one and how soon? And also if you could please explain how
that policy is somehow going to help us achieve eliminating health
care disparities with respect to underrepresented communities.

Secretary LEAVITT. Co sswoman, I will confess to you that we
worked awfully hard so I wouldn’t have to answer the question,
why haven’t you answered my letter? Most of our letters are cur-
rent and I will follow up to find out why yours isn’t.

Ms. Soris. And I would like to submit the letter we sent for the
record if I could request unanimous consent, Madam Chair.

Secretary LEAVITT. When was this letter?

Mr. STUPAK. It was December 15.

Secretary LEAVITT. It may be that we count that as a current let-
ter and we are working on it.

Ms. SoLIS. And so when can I expect a response? Soon. OK. Can
you explain to me a little bit about that regulation and how you
see that fostering identifying these underrepresented groups?

Secretary LEAVITT. You will get a better response in the letter
because I am not certain I am in a position to enlighten you very
much on it.

Ms. SoLis. OK. One of the questions I had—and you didn’t go
from your text that you submitted—but I wanted to ask you about

our Adolescent Hea{th Promotion Initiative, $17 million. Does that
include extending the Abstinence Only Program?

Secretary LEAVITT. That is a separate proposition.

Ms. SoLIS. One of the concerns I have and something that the
Hispanic community and the caucus is very concerned about is the
increase, actuaily the upsurge or uppinf of teenage pre cies
amongst the Latino population. It is well above, I would say, in
some cases 20 percent. In fact the statistics prove that 51 percent
of Latino teens get pregnant at least once betore the age of 20 and
for African American it is 57 percent become pregnant at the age
of 20. So obviously the abstinence program is not working well.
And one of the concerns we have is that information be provided
in a culturally competent, linguistically competent manner. And I
have yet to see any evidence that is happening in all the years of
funding for these programs.
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@ongress of the Wnited States
Mashington, BC 20515

January 10, 2006

The Honorable Joshua B. Bolton
Director

Office of Management and Budget
Executive Office of the President
725 17th Street, NW

Washington, DC 20503-0009

Dear Director Bolton:

We are writing to request that you include $15 million in the Administration’s FY 07
Budget for the National All Schedules Prescription Electronic Reporting Act (NASPER), P.L.
109-60.

On August 11, 2005 President Bush signed NASPER into law, making it the only
statutorily authorized program to assist states combat prescription drug abuse of controlled
substances through prescription drug monitoring programs (PDMPs). NASPER, administered by
the Department of Health and Human Services (HHS), provides grants to states to establish and
improve PDMPs. The law authorizes $15 million in FY 07 and $10 million each year through
FY 10. We urge you to include the entire authorized amount of $15 million in the budget to
demonstrate the President’s commitment to this program which will assist us secure this funding
during the Congressional appropriations process.

In FY 02, the federal government began providing grants to states for the establishment
and improvement of PDMPs through the Department of Justice (DOJ) which to date has totaled
$36.5 million. While this program has helped combat prescription drug abuse, we believe, as the
President does, that battling this problem is first and foremost 2 public health issue and therefore
more appropriately handled by HHS. In addition, addressing a problem this complex should be
done through an authorized program such as NASPER which was fully vetted by Congress. DOJ
has acknowledged that NASPER is now law and has pledged to work with HHS to ensure what
we hope will be a smooth transition from one agency to another,

Because of the strict timetable set forth in NASPER, it is vital funding be included in the
FY (7 budget to ensure HHS is able to promulgate regulations and seek public input, thereby
allowing the agency to award grants the same year. Given the existence of NASPER, it is
insppropriate to fund the current DOJ program which was never authorized. Doing so will not
only create confusion among states applying for funding, but to both DOJ and HHS as they try to
administer similar programs.

PRINTED ON RECYCLED PAPER
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We appreciate your assistance in this matter and we look forward to working with you to
ensure NASPER is fully funded in FY 07.

Joe Barton
Member of Congress

G s

Sincerely,
Y, A .
E John Dingell

Member of Congress

Ed Whitfield
Member of Congress

Pallone
Member of Congress

Cholis Moinocl_ 7ot Sttt

Charlie Norwood Téd Strickland

Member of Congress M f Co ;
’

Nathan Deal Sherrod Brown

Member of Congress Member of Congress

Aulh P Bt

Ralph HAIl tupak

Member of Congress Member of Congress

_Edib U Enogal
S Eliot Engel
Member of Congress Member of Congress
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L4
red Upton Charles Gonzalez
Member of Congress Member of Congress
Tammy Jfaldwin
Member of Congress
Charles “Chip” Pickeririg Mary Bono
Member of Congress Member of Congress
Anne Northup ' Mike Ferguson ;
Member of Congress Member of Congress

|

e is Sha
Member ¢ Congress



145

Exhibit 7



146

——— SN O, TINGELL MICHIGAN
HASE BRAKS, ROADA HENKY A, WAXMA, CAUFORNIA
FRED UPTON, MICRIGAN o B :
o SOUCHER, VIAGIA
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B evoua Conmittee on Energy and Commerce s
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et outs calyomia DA L. SOLIS, EALIFORNI,
Tone. e o .
:&sme@,mﬂm June 26, 2006 mhs.mm;s
MYRICK, NORTH CARCLINA

BUD ALBRIGHY, STAFF DIRSCTOR

The Honorable David Dreier

Chairman

Committee on Rules

U.S. House of Representatives
H-312, The Capitol
Washington, DC 20515

Dear Chairman Dreier;

1 am writing to request that the Rules Committee not protect certain legislative language
set forth in the H.R. 5672, making appropriations for Science, the Departments of State, Justice,
and Commerce, and related agencies for the fiscal year ending September 30, 2007, from points
of order on the House floor. The Committee Print filed on June 22, 2006 contained a provision
that constitutes an expenditure not authorized by law, and thus sbould remain subject to a point
of order pursuant to clause 2 of Rule XX1 of the Rules of the House.

Specifically, the provision set forth on page 24, lines 17-18 contained in HR. 5672,
should remain subject to a point of order because the pertinent drug monitoring program was
never authorized. Accordingly, I request that the Rules Committee not protect this provision
from a point of order under clause 2 of Rule XXI on the House floor. My staff conferred with
the Office of the Parliamentarian about the primary jurisdiction of the Committee on Energy and
Commerce over the provision.

Thank you for your attention to this matter.

Sincerely,

T

Joe Barton
Chairman
JB/res

cc:  The Honorable J. Dennis Hastert
The Honorable John D. Dingell
The Honorable Jerry Lewis
The Honorable David R. Obey
The Honorable Louise Slaughter
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March 29, 2007
DENNIS B, FITZG/BBONS, CHIEF OF STAFF
GREGS A. ROTHSCHILD, CHIEF COUNSEL

The Honorable David Obey The Honorable Jerry Lewis
Chairman Ranking Member
U.S. House Committee on Appropriations U.S. House Committee on Appropriations
H-218, the Capitol H-323, the Capitol
Washington, D.C. 20515 Washington, D.C. 20515

Dear Chairman Obey and Ranking Member Lewis:

As members of the Committee on Energy and Commerce, we are writing to request that
you include $10 million in the FY 08 Labor, Health and Human Services, and Education
(Labor/HHS) Appropriations Bill for the National All Schedules Prescription Electronic
Reporting Act (NASPER), P.L. 109-60,

On August 11, 2005 President Bush signed NASPER into law, making it the only
statutorily authorized program to assist states in combating prescription drug abuse of controlled
substances through prescription drug monitoring programs (PDMPs). NASPER, which was
authorized by our Committee and is administered by the Department of Heaith and Human
Services (HHS), provides grants to states to establish and improve PDMPs. The law authorizes
$10 million in FY 08 and $10 million each year through FY 10.

In FY 02, the federal government began providing grants fo states for the establishment
and improvement of PDMPs through the Department of Justice (DOJ), which to date has totaled
$36.5 million. While this program has helped combat prescription drug abuse, we believe that
battling this problem is first and foremost a public health issue and therefore more appropriately
handled by HHS. In addition, addressing a problem this complex should be done through an
authorized program such as NASPER, which was fully vetted by Congress. The DOJ program
was created by an earmark and was never vetted by the House or Senate Judiciary Committees.

We also remain deeply concerned over the apparent acquiescence of the Office of
Management and Budget to disregard federal law by including the DOJ program in the
administration’s FY 07 and FY 08 budget. Indeed, our Committee asserted the right to guard our
jurisdiction last year when we made a point of order in the FY 07 Science, State, Justice
Appropriations bill against the DOJ program.
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The Honorable David Obey
The Honorable Jerry Lewis
Puge 2

Because of the sirict timetable set forth in NASPER, it is vital funding be included in
FY 08 to ensure HHS is able to promulgate regulations and seek public input, thereby allowing
the agency to award grants this year. Given the existence of NASPER, it is inappropriate to fund
the DOJ program. The continued funding for the unauthorized DOJ program is creating
confusion among states who are seeking to establish and enhance PDMPs by following the
guidelines set forth in statute. It also sets a bad precedent by sanctioning the creation and
continued operation of federal programs through the appropriations process. We therefore urge
you to include $10 milfion in the FY 08 Labor/HHS Appropriations bill for NASPER.

Thank you for considering our views and we look forward to your response.

Sincerely,

John D. Dingell %"\ ffoc Barton

Chairman Ranking Member

L. S Wi

Frank Pallone Ed Whitfield Y
Member Member
Bart Stupsk Nathan Deal
Member Member
Cag) e Tl 4T
— Anta G, Bshoo FredUpton
Member Member )
Eliot L. Engel 2 Mary Bono® ¢

Member Member
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The Honorable Jim Nussle

Director

Office of Management and Budget

Executive Office of the President

725 17™ Street, N.W.
Washington, D.C. 20503-0009

Dear Director Nussle:

On August 11, 2005, President Bush signed into law the National All Schedules
Prescription Electronic Reporting Act (NASPER), (Public Law 109-60). The passage of
NASPER in the 109™ Congress was the result of extensive hearings and bipartisan and bicameral
agreement on the most effective Federal approach to combating the growing problem of
preseription drug abuse. NASPER authorizes the Department of Health and Human Services
(HHS) to provide grants to States to establish and improve prescription drug monitoring
programs (PDMPs). The law authorizes $15 million in fiscal year (FY) 2007 and $10 million
each year through FY2010.

The statutory scheme established by NASPER strikes an appropriste balance between the
public interest in ensuring patient access to necessary and legitimate medical treatment, while at
the same time, detecting and preventing the diversion of controlled substances. The NASPER
program, administered by HHS, provides an important complement to the President’s Health
Information Technology Plan, for which HHS is the lead Executive Branch agency, and draws on
the medical privacy and health technology expertise at HHS. It is noteworthy that a significant
majority of the States that already have established PDMPs have elected to administer those
programs through their State health departments, rather than their law enforcement agencies, We
believe that this trend reflects the growing recognition that prescription drug abuse is a critical
public health issue that must be addressed “on the front end,” by healthcare providers prescribing
and dispensing controiled substances, as well as a law enforcement problem that must be
addressed with optimal tools. In recognition of these dual public policy challenges, the NASPER
program ensures that law enforcement officials have consistent and uniform access to dispensing
data for purposes of drug diversion investigations, while healthcare practitioners have ready
access to patient prescription histories so that they can best address the patient’s legitimate
medical needs.
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In passing NASPER two years ago, Congress intended to enable healthcare practitioners
and law enforcement officials to detect and thwart “doctor shopping” by addicts crossing State
lines by ensuring that State PDMPs could share prescription data based on uniform data
collection and privacy protections. For that reason, NASPER requires that grantee States adopt
health information interoperability standards, including health vocabulary and messaging
standards, and be capable of achieving interoperability with at least one other State. We are
concerned that all but two States that currently operate PDMPs still cannot exchange data with
each other, and have little incentive to do so. In addition, a number of the States operating
PDMPs do not track all scheduled drugs, do not consistently make prescription data available to
both law enforcement and healthcare providers, and otherwise fail to achieve the minimum
standards that NASPER imposes.

In the 109% Congress, the Committee wrote on January 13, 2006, to request that the
Office of Management and Budget (OMB) ensure that funding for NASPER was included in the
President’s 2007 budget, as NASPER is the only Federal program statutorily authorized to assist
State PDMPs. Because of the timetable in the statute, it was and is critical that funding be made
available so that HHS can promulgate regulations, seek public input, and begin the grant process
immediately. Notwithstanding, the Administration included funding not only in its FY2007
budget, but also in the FY2008 budget for an unauthorized grant program administered by the
Department of Justice, and failed to include funds for the program in the bill signed into law by
the President.

The Subcommittee on Oversight and Investigations of the Committee on Energy and
Commerce will hold a hearing on October 24, 2007, entitled “NASPER: Why Has the National
All Schedules Prescription Electronic Reporting Act Not Been Implemented?” It is important to
the Committee that OMB participate in the hearing and testify on the status and funding of the
NASPER program, Concurrently with this letter, you will receive an invitation to appear at the
hearing. We look forward to your appearance, and would appreciate your providing the
Committee staff with a briefing in advance of the hearing.

Sincerely,

- VzZ T

Ed Whitfield
Chairman Ranking Member
Subcommittee on Oversight and Investigations Subcommittee on Oversight and Investigations

Attachment
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i "co'" THIS STORY HAS BEEN FORMATTED FOR EASY PRINTING

Mass. tracks children on psychiatric drugs The Boston Slobe
Prescriptions eyed after overdose

By Scott Allen, Globe Staff | October 7, 2007

Following the death of a 4-year-old Hull girl from an overdose of psychiatric drugs last December, state
officials have set up a unique early-warning system to spot preschoolers who may be getting excessive
medication for mental iliness. In just the first three months, the system has flagged the cases of at least 35
children for further investigation, and the number is sure to rise.

The state Medicaid program is analyzing records of 82,900 children under age 5, looking for those taking at
least three psychiatric drugs or a single prescription of a powerful antipsychotic drug. Mental heaith
professionals will review the care of these children and, if necessary, contact the prescribing doctor for an
expianation, say officials of the state insurance program for lower-income families, known as MassHeaith,

Although cases like the overdose of Rebecca Riley are rare, the prescription of psychiatric drugs to young
children is not. Doctors last year prescribed Clonidine - a drug sometimes used to treat hyperactivity that was
found in lethal quantities in the Hull girl's bloodstream - to 955 children under age 7 in MassHealth. Doctors
also prescribed antipsychotic drugs, which raise the risk of diabetes and obesity, to 536 children under age 7,
according to MassHealth records. MassHealth could not say how many of these cases involve children under
age 5 and might be subject to review. )

Some psychiatrists have been concerned for years about the rise of psychiatric drug treatment of young
children, largely because few preschoolers are old enough to show clear signs of mental iliness and there are
almost no studies on how the chemicals affect their developing brains. But until Riley's death from three drugs
she was taking to treat bipolar disorder and hyperactivity, the state provided little oversight of doctors’
prescribing practices.

Riley's death "was a wake up cali," said Dr. John Straus, vice president for medical affairs at the
Massachusetts Behavioral Health Partnership, one of the organizations that manage mental health care for
children in MassHealth. He said MassHealth managers want to make sure that doctors have good reason for
prescribing psychiatric drugs to such young patients and that they are not relying solely on the parents or
guardians for information about each child's condition. Riley's parents have been charged with deliberately
giving her a fatal overdose.

“If the behavior is exireme enough to require this level of medication, we ought to make sure that the behavior
exists,” said Straus, by checking with day-care providers and other independent observers.

The oversight system is foo new to say how many cases will merit contacting the prescribing doctor, officials
said, but the largest provider of mental health services for MassHealth - Massachusetts Behavioral Health -
identified 35 preschoolers in the first three months of the system who were taking three psychiatric
medications or one antipsychotic drug. Four other managed-care organizations have also begun reviewing
children's MassHealth prescription records, but their findings have not been released.

Nonetheless, Straus said he hopes that fewer than 100 children under age 5 enrolled in MassHealth will
trigger the early-warning system in the course of a year.

Deputy Mental Health Commissioner Robert J. Keane, who led the effort to create the tracking system,
stressed that it isn't meant to punish doctors or second-guess their judgment. He noted that some children,
such as those who are extremely self-destructive, may need muitiple medications. However, he said
MassHealth's outreach could help some doctors make more informed decisions when they prescribe drugs for
very young children.

httn-Thwwrw hoacton enminewe/lacallarticlec 2000/ imace tracke children an neuchia 1239007
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"Clinical decision making often happens in isolation. It's a problem in healthcare," said Keane, suggesting that
some doctors may not realize they are overprescribing psychiatric drugs to preschoolers.

Until the 1890s, children under age 5 were rarely treated with psychiatric drugs for mental iliness, in part
because the conditions are hard to diagnose in children too young to discuss their feelings or controi their
impulses. But by 2000, Dr. Joseph T. Coyle of McLean Hospital in Belmont was waming of a "growing crisis in
mental health services to children® amid reports that the number of preschoolers taking drugs for attention
deficit/hyperactivity disorder had doubled in four years. Writing about a major study of preschool psychiatric
drug prescriptions in the Journal of the American Medical Association, Coyle argued that disturbed children
were getting drugs as a "quick fix® instead of more time-consuming therapy and other family services.

Riley's death focused attention on the growing use of drugs among preschoolers for another condition, bipolar
disorder, which is characterized by wide mood swings and was once thought to begin in late adolescence. Her
doctor, Kayoko Kifuji, diagnosed the girl with the condition when she was 2 1/2 years oid. Kifuji has voluntarily
given up her license to practice medicine while regulators investigate her treatment of Riley, and the girl's
mother, Carolyn Riley, said on "60 Minutes" last Sunday that she no longer believes her daughter was bipolar.
The parents blame Kifuji for their daughter's death, though she denles wrongdoing.

Despite unease over the amount of psychiatric drugs being prescribed to preschoolers, few states have tried
to rein in prescriptions beyond drug educational programs for doctors or other forms of doctor assistance, such
as Massachusetts’ popular network of psychiatrists who are available for instant phone consultations
concerning young patients.

However, one state's experience is instructive: Texas officials adopted an early-warning system last year for
mental health care of children in state foster care, and they saw an immediate drop in prescriptions of
psychiatric drugs for children under 18 once they started contacting doctors who prescribe large amounts of
psychiatric medication. Since 2004, the percentage of foster children receiving at least one psychiatric drug
prescription has fallen from 29.8 to 24.4 today.

"Just the fact that doctors are being asked to get involved in this discussion, they are going to be a little more
reflective about what they are doing," explained Ted Hughes, spokesman for the Texas Health and Human
Services Commission. He added that foster children tend to have a higher rate of medication than others
because they often face complex emotional problems.

MassHealth officials said it's unclear whether Massachusetts needs to reduce the rate of drug prescriptions to
young children: their records show that the number of young children recelving antipsychotic drugs began
declining in 2005.

Keane said that most psychiatric drug prescriptions for preschoolers are written by child psychiatrists rather
than pediatricians or family doctors, meaning that frained specialists are making the drug decisions. Riley's
doctor was a child psychiatrist at a Boston teaching hospital, Tufts-New England Medical Center,

Under the early-warning system, managed care organizations are reviewing prescription records for all
children under age 5 who are receiving mental heaith treatment paid for by MassHeaith. They are expected to
keep a closer eye on those who are taking drugs and to conduct a case review of children receiving an
unusual quantity or an antipsychotic.

The reviewers will be looking to make sure that the high rate of prescriptions is not an error caused by more
than ane doctor writing them, and checking to make sure the drugs don't have dangerous side effects when
taken together, Straus said. They will also ook at the chiid's history for signs of abuse, evidence of emotional
problems, and other issues aside from mental iliness that could explain behavior problems. The point is to
make sure doctors try other forms of treatment or social services before turning to drugs, Straus said.

Straus sald he is encouraged by results of the early-warmning system. He said the behavioral health partnership
has only contacted a handful of doctors so far {o discuss prescriptions for at-risk children, but they had
reasonable explanations for the children's treatment plans. “They were being thoughtful about it,* he said.

Keane said the new system is an experiment since apparently no other state has done something quite like it

htto://www boston.com/news/local/articles/2007/10/(0T/mass tracks children an nevehia 107237007
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before. But, if the tracking system works, he said, it could be expanded to many of the 300,000 Massachusetts
children under age 5 who are not in the MassHealth program.

“This is really the start of this process," he said.

Scott Allen can be reached at allen@globe.com. »

@ Copyright 2007 The New York Times Company
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