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CONTINUING ETHICS AND
MANAGEMENT CONCERNS AT NIH AND
THE PUBLIC HEALTH SERVICE
COMMISSIONED CORPS

WEDNESDAY, SEPTEMBER 13, 2006

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

The subcommittee met, pursuant to notice, at 1:03 p.m., in Room
2123 of the Rayburn House Office Building, Hon. Ed Whitfield
(Chairman) presiding.

Members present: Representatives Whitfield, Burgess, Blackburn,
Barton (ex officio), Stupak, and Dingell (ex officio).

Staff present: Mark Paoletta, Chief Counsel for Oversight and
Investigations; Alan Slobodin, Deputy Chief Counsel for Oversight and
Investigations; Mike Abraham, Legislative Clerk; Ryan Ambrose,
Legislative Clerk; Matthew Johnson, Legislative Clerk; Christa
Carpenter, Counsel; David Nelson, Minority Investigator/Economist; and
Jonathan Brater, Minority Staff Assistant.

MR. WHITFIELD. [ call the hearing to order this afternoon, and
today’s subject is continuing ethics and management concerns at NIH
and the Public Health Service Commissioned Corps.

This hearing builds on our previous oversight hearings in 2004 on
NIH ethics and hearings in 2006 on NIH’s handling of human tissue
samples. In the last 2 years, NIH has been faced with unprecedented
ethics concerns. Based largely on information provided by the
committee, NIH conducted its own investigations and found 52
individuals in violation of ethics rules. The full results of these
investigations have been submitted to the committee and now we
consider whether NIH and the Corps have vigorously enforced the rules.

Two of the most serious cases involve Dr. Trey Sunderland of the
National Institute of Mental Health and Dr. Thomas Walsh of the
National Cancer Institute, both of whom happen to be officers in the
Corps. In both of these cases, we are troubled about whether NIH and
the Corps has acted appropriately. In the case of Dr. Sunderland, we had
questions about why NIMH continued to deal with Dr. Sunderland in a
business-as-usual way while he was under investigation and his
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retirement from NIH was on hold. In 2005, it was determined that Dr.
Sunderland had engaged in undisclosed, unreported, and unapproved
consulting for activities in which he was paid over $700,000 and that
some of his consulting conflicted with his government job. In November
2005, Dr. Thomas Insel, the Director of the National Institute of Mental
Health, proposed to the Corps that Dr. Sunderland be considered for
termination but except for not receiving a $12,000 bonus. Dr.
Sunderland has continued to enjoy privileges that belong to the dedicated
NIH scientists and Corps officers who faithfully followed the rules.

Did NIMH take steps to prevent Dr. Sunderland from representing
them and going on taxpayer-funded trips? No. In one case, Dr.
Sunderland took a taxpayer-funded trip costing over $3,000 to a
scientific association meeting in Hawaii in December 2005 only a few
weeks after Dr. Insel had proposed that Dr. Sunderland be terminated
from the Corps. Was Dr. Sunderland as a Commissioned Corps officer
deployed to help on Hurricane Katrina or Rita relief? No, but NIMH did
clear him to go to Geneva, Switzerland, in September for a couple of
days at taxpayer expense. Were steps taken even after Dr. Sunderland
took the Fifth Amendment at the June subcommittee hearing? No. Was
he denied the ability to engage in paid activities outside his employment?
No. Did they even take away his title of Branch Chief even after Dr.
Sunderland’s branch was in effect closed? No. After integrity questions
were raised, did NIMH take steps to restrict Dr. Sunderland’s access to
confidential data? No.

Dr. Insel told us at the June 14 hearing that his hands were tied to
take any action on Dr. Sunderland because Dr. Sunderland was a
Commissioned Corps officer, but after the committee staff raised
questions about why NIMH continued to approve trips and activities for
Dr. Sunderland, Dr. Insel did in August 2006 finally restrict Dr.
Sunderland from traveling to represent NIMH.

Dr. Walsh also presents another serious case. Over a 5-year period,
Dr. Walsh engaged in unreported and unapproved consulting with 25
companies taking more than $100,000 in payments. The NIH ethics
panel determined in the one activity it has reviewed involving Dr. Walsh
that there were conflict-of-interest violations. Although the Corps
received a proposal for Dr. Walsh’s termination at the beginning of this
year, the Corps chose not to act on the Walsh matter. Given the
paramount interest in protecting the integrity of the Corps and NIH, we
must ask the question, why didn’t the Corps act on the Walsh case?
Instead of being proactive, it appears that the Corps and the NIH seemed
passive really on this issue, taking the minimum steps to enforce the
rules that are the foundation of maintaining public trust. We know that



public trust is vitally important, and in our previous hearings on this
subject, that has been emphasized.

We recognize that NIH has taken needed steps to improve the ethics
program, but more action is needed. The NIH system is one of multiple
silos of information holding financial records, outside activity forms,
recusals and waivers, leave records, technology transfer agreements, and
human subject protection records. However, these silos are not yet
connected to each other to provide an informed review.

Through these hearings, we expect the Corps and NIH to improve
their systems to prevent these violations, detect them better when they
occur, and to act decisively and appropriately. We look forward to the
testimony of all the witnesses today, and I will certainly be introducing
you all after Mr. Stupak and other members have made their opening
statements. At this time I recognize the Ranking Minority Member, Mr.
Stupak, for his opening statement.

[The prepared statement of Hon. Ed Whitfield follows:]

PREPARED STATEMENT OF THE HON. ED WHITFIELD, CHAIRMAN, SUBCOMMITTEE ON
OVERSIGHT AND INVESTIGATIONS

Today the Subcommittee examines continuing ethics and management concerns at
the National Institutes of Health (NIH) and the Public Health Service Commissioned
Corps. This hearing builds on our previous oversight hearings in 2004 on NIH ethics and
hearings in 2006 on NIH’s handling of human tissue samples.

In the last two years, NIH has been faced with an unprecedented ethics mess. Based
largely on information provided by the Committee, the NIH conducted its own
investigations and found 52 individuals in violation of ethics rules. The full results of
these investigations have been submitted to the Committee and now we consider whether
NIH and the Corps have vigorously enforced the rules.

Two of the most serious cases involve Dr. Trey Sunderland of the National Institute
of Mental Health (NIMH) and Dr. Thomas Walsh of the National Cancer Institute (NCI),
both of whom happen to be officers in the Corps. In both of these cases we are troubled
about whether the NIH and the Corps acted appropriately.

In the case of Dr. Sunderland, we have questions about why NIMH continued to
deal with Dr. Sunderland in a “business as usual” way while he was under investigation
and his retirement from NIH was on hold. In 2005 NIH had determined that Dr.
Sunderland had engaged in undisclosed, unreported, and unapproved consulting for
activities in which he was paid over $700,000, and that some of consulting conflicted
with his government job. In November 2005, Dr. Thomas Insel, the Director of the
National Institute of Mental Health, proposed to the Corps that Dr. Sunderland be
considered for termination.

But except for not getting a $12,000 bonus, Dr. Sunderland has continued to enjoy
privileges that belong to the dedicated NIH scientists and Corps officers who faithfully
followed the rules. Did NIMH take steps to prevent Dr. Sunderland from representing
the NIMH and going on taxpayer-funded trips? No. In one case, Dr. Sunderland took a
taxpayer-funded trip costing over $3000 to a scientific association meeting in Hawaii in
December 2005, only a few weeks after Dr. Insel had proposed Dr. Sunderland’s
termination to the Corps. Was Dr. Sunderland as a commissioned corps officer deployed
to help on Hurricane Katrina or Rita relief? No, but NIMH did clear him to go to
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Geneva, Switzerland in September for a couple of days at taxpayer expense. Did NIMH
take such steps even after Dr. Sunderland took the Fifth Amendment at the June
Subcommittee hearing? No. Did NIMH deny Dr. Sunderland the ability to engage in
paid outside activities? No. Did NIMH even take away Dr. Sunderland’s title of branch
chief even after Dr. Sunderland’s Branch was in effect closed? No. After integrity
questions were raised, did NIMH take steps to restrict Dr. Sunderland’s access to
confidential data? No.

Dr. Insel told us at the June 14™ hearing that his hands were tied to take any action
on Dr. Sunderland because Dr. Sunderland was a Commissioned Corps officer. But after
the Committee staff raised questions about why NIMH continued to approve trips and
activities for Dr. Sunderland, Dr. Insel in August 2006 finally restricted Dr. Sunderland
from traveling to represent NIMH and from no longer getting approval for certain outside
activities, and reassigned him to the extramural branch.

Dr. Walsh presents another serious case. Over a five-year period, Dr. Walsh
engaged in unreported and unapproved consulting with 25 companies, taking more than
$100,000 in payments. The NIH Ethics Panel determined in the one activity it has
reviewed involving Dr. Walsh that there were conflict of interest violations. Although
the Corps received a proposal for Dr. Walsh’s termination at the beginning of this year,
the Corps chose not to act on the Walsh matter. Given the paramount interest in
protecting the integrity of the Corps and the NIH, why didn’t the Corps act on the Walsh
case?

Instead of being proactive, both the Corps and the NIH seem passive, taking the
minimal steps to enforce the rules that are the foundation of maintaining public trust. 1
do recognize that NIH has taken needed steps to improve its ethics program, but more
action is needed. The NIH system is one of multiple silos of information holding
financial reports, outside activity forms, recusals and waivers, leave records, technology
transfer agreements, and human subject protection records, but these silos are not yet
connected to each other to provide an informed review. Through these hearings, we aim
to get the Corps and the NIH to improve their systems to prevent violations, detect them
better when they occur, and to act decisively and appropriately.

I thank the witnesses and look forward to their testimony. I thank the Minority side
for its work in this investigation. I now recognize my friend, the Ranking Member of the
Subcommittee, Bart Stupak, for his opening statement.

MR. STUPAK. Thank you, Mr. Chairman.

This hearing is a result of a 4-year investigation by the Oversight and
Investigations Subcommittee. Four years after this subcommittee
pointed out conflict-of-interest problems at the National Institute of
Health, this agency still does not have any safeguards to prevent the
types of abuse as we previously discovered. The National Institute of
Health spends $29 billion of taxpayers’ money on biomedical research.
It operates with wide latitude to focus our resources on most promising
lines of research and yet the National Institute of Health cannot rid itself
of conflict of interest.

Today three institutions will be singled out for their failure to prevent
conflicts of interest. First and foremost is the Office of Inspector
General, an office that has not been called to appear before us today, and
I do not know why not. They should be here. Three years ago this
subcommittee identified over 100 National Institutes of Health
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employees that had not reported income from drug and biotech
companies. At that point the Office of Inspector General should have
been the first agency to investigate files, interview the possible violators
and their supervisors, peers and subordinates. The Inspector General
should have immediately and aggressively obtained all pertinent
information in the possession of the drug companies regarding the
alleged payments. Instead, the Office of Inspector General did nothing.
Simply put, the Office of Inspector General failed to fulfill its statutory
responsibility. Instead, the office delegated whatever investigations
might be done to the NIH itself.

Then we have the Public Health Service Corps represented today by
Assistant Secretary for Health since there is no Surgeon General at this
time. The Public Health Service, also referred to as Commissioned
Corps, is organized along paramilitary lines and enlistment is open to
certain professionals at the National Institutes of Health and in the
Department of Health and Human Services. The Public Health Service
Corps is an organization that accepts no responsibility for the
performance of its employees at the NIH including the ethical behavior
of its officers, but is charged with administering all discipline in excess
of 14 days, suspension. Last fall the National Institutes of Health
informed the Public Health Service that two of its employees would be
terminated if they were civilians and they had not been employed
correctly by the NIH but yet to date the Commissioned Corps has taken
no action. This arrangement leaves the National Institutes of Health in a
compromised position, having limited ability to discipline its researchers.
Furthermore, it is unclear what, if any, advantage the National Institutes
of Health gains from having employees that have joined the Public
Health Service and are technically assigned or detailed to their jobs by
the Public Health Service. The overriding rationale is that the medical
doctors and other doctors of the Public Health Service are on duty 24/7
and may be assigned anywhere anytime to handle public health crisis. In
fact, a number of the Commissioned Corps medical doctors were
assigned to assist with the public health disasters in the wake of
Hurricanes Katrina and Rita. Curiously, though, Dr. Trey Sunderland,
who had lost his lab and was awaiting disciplinary action, was not sent to
the Gulf Coast. Instead, Dr. Sunderland, a public service officer who
asserted his Fifth Amendment rights rather than explain his conduct to
this subcommittee, was permitted to attend a conference in Switzerland
while New Orleans was underwater. [ expect our witnesses today to
explain this curious pampering of Dr. Sunderland in this instance.

Finally, like in previous hearings, the National Institutes of Health
and particularly the National Institute of Mental Health have much
explaining to do. Specifically, I and others want to understand if the
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work that Dr. Sunderland performed for the last 2 decades at the
taxpayers’ expense was as a matter of science worth the millions of
dollars that taxpayers invested or an opportunity for personal financial
gain and professional boasting. Dr. Sunderland’s studies included
Alzheimer’s patients and their families from which blood and spinal fluid
samples were taken over time with the goal of trying to identify
biomarkers that would predict the early onset of this terrible disease. We
know, for example, that Pfizer and other drug companies consider these
samples and related patient histories invaluable and paid Dr. Sunderland
for turning over these public samples. We know that senior officials at
the National Institutes of Health bent over backwards to allow Dr.
Sunderland to continue this research in New York despite their
knowledge of serious ethical and possible criminal charges pending
against Dr. Sunderland. This subcommittee suspects that Dr. Sunderland
assumed this New York research while on the National Institutes of
Health payroll without formal authorization. Is this another example of
ethical lapse and failure to assert accountability over Dr. Sunderland?

What I cannot understand is why the National Institutes of Health,
what is their plan to do with Dr. Sunderland’s very expensive and
possible value Alzheimer’s study. We are told that the National Institute
of Mental Health will not continue to fund it, and both the Institute on
Aging and the Institute on Neurological Disorders and Stroke have no
interest in pursuing this research. Why is that? If this research was
important enough to spend millions of dollars a year for over a decade
and if no one has developed biomarkers that predict the onset of
Alzheimer’s, and if there seems to be a consensus that early detection is
critical in understanding and delaying the progression of this disease,
then why is the National Institutes of Health going to abandon these
patients and the hope for a cure? Does this mean any time a National
Institutes of Health researcher is caught with his or her hand in the
cookie jar that research in their field is terminated? Why wasn’t the
study reassigned 2 years ago when it was discovered that Dr. Sunderland
was ethically compromised? What is the National Institutes of Health’s
responsibility to study early onset of Alzheimer’s? Why has Dr.
Sunderland not been removed from the National Institutes of Health
projects despite the allegations? The National Institutes of Health, the
Public Health Service, and the Inspector General have much to explain.

I hope for some honest accountability today. If the National
Institutes of Health cannot discipline Dr. Sunderland and if the Public
Health Service is tardy in taking action and the Office of Inspector
General failed to investigate, then the question must be asked, is anyone
accountable? Who has the responsibility to hold individuals accountable,
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or is the NIH simply broken down, cannot fulfill its mission for the
American people in a responsible, ethical, and professional manner.

With that, Mr. Chairman, I yield back.

MR. WHITFIELD. Thank you, Mr. Stupak. At this time, Mrs.
Blackburn, you are recognized for 5 minutes.

MRS. BLACKBURN. Thank you, Mr. Chairman. In the interest of
time and knowing that we are going to have a vote, I will submit my
statement, and just to welcome our witnesses. We hope that we will
have the opportunity to have a dialog with you and to get some
information. This is a tremendous concern to us. What has been
perceived as arrogance by some of our agencies and avoidance of dealing
with ethical and management issues is of concern to us and we hear
about it from our constituents. So we look forward to a frank discussion.
Thank you.

MR. WHITFIELD. Thank you, Mrs. Blackburn. I am going to ask
unanimous consent to introduce the binder, our document binder, into the
record. Without objection, so ordered.

[The information follows:]



1 |Letter from the Committee to the NIH re: Hearing and Questions 8/31/2006
2 _|Letter from Zerhouni to the Committee Responding to Questions 7/8/2005
3 |Results of NIH Review of 103 Individuals 9/12/2006
4 |Spreadsheet of Sunderland's Qutside Activities 2005-2006
5 _|Spreadsheet of Sunderland's Approved Travel 2005-2006
6 |Summary of OMA Repott on Sunderland's Outside Activiy Discrepancies
7 [OMA Interview with Dr. Sundetland 8/19/2004
8 |Letter from Ethics Ditector Holli Jaffe to Colleen Barros re: Sunderland 4/1/2005
9 |Letter from Insel to Captain Canton of the Corps re: Sundetland 11/21/2005
10 |OMA Referral of Sundetland Investigation to Inspector General 9/24/2004
11 [Letter from Gottesman to Division of Compiance, Reporting Findings and Actions 6/13/2006
12 |Summaty of Informaton in Response to Question #8 of June 20th Committee Letter
'3 _|Letter from Sunderland to Study Patients Informing of Intent to Resign from NIH 12/21/2004
14 |LA Times Article 7/16/2006
15 |Newsday.com Article re: Inability of Sunderland to Resign 3/22/2005
16 |Sunderiand Bio from Creativity Foundation Website
17 _|The New Standard' Article Referting to North Shore's Recruitment of Sunderland Q4 2005
18 [NIMH/North Shore Psychopharmacology Workshop Itinterary 4/25/2006
19 _|2004 North Shore Annual Report mentioning Sunderland's Proposed Position 2005
20 |NIH File on Sunderland Trip to Hawaii in December '05
21 _|NIH File on Sunderland Ttip to Geneva in September '05
22 |Letter from Congressman Motan to NIH re: Alzheimer's Study and Insel Response 7/5/2005
23 |E-Mail from Casey Hemard to Slobodin re: Current Status of Biocard Study 9/6/2006
24 |E-Mail Correspondence and Information re: CSF Leftover from Lithium Study 2005
25 |NIH E-Mail Response to Slobodin Questions te: Katen Putnam 2/21/2006
26 |Documents and Forms re: the transfer of 5 Freezets from NIH to North Shore 6/7/2005
27 _|Sample Transaction Activity Reports of Sunderland Shipping CSF
28 |Transportation Service Ordets for Shipments to Litwin-Zucker Oct. 2005
29 |Letter from Commissioned Cotps to Sunderland re: Non-Approval of Medical Pay 5/4/2006
30 |MRB/ISP Validation Record 12/29/2005
31 |E-Mails re: Sunderland's Contract Bonus 12/30/2005
32 _|E-Mail from Fitzsimmons to Sunderland re: North Shote 2/10/2006
|33 |E-Mail correspondence between Insel and Gottesman re: Sunderland's Departure 2/9/2006




34 |E-Mail from Insel to Kington re: Sunderland Responsibilities 3/31/2005
35 |Fitzsimmons & Gottesman E-mail Discussion 1/20/2005
36 |Letter from Kington re: General Review of Scientists’ Qutside Activities 1/19/2005
37 |E-Mail from Insel to Fitzsimmons re: Current Situation with Patients at Notth Shore 2/5/2006
38 |Letter from Insel to Sundetland re: Workplace Restictions 8/3/2006
39 |HHS E-Mail Response to Slobodin Commissioned Corps Questions 9/11/2006
40 |GAO Report re: The Need for the Public Health Service's Commissioned Corps May-96
41 |Letter from Committee to NIH re: Dr. Walsh 7/28/2006
42 |List of payments from Pfizer to Walsh

43 [Letter to Captain Canton from NCI with Investigative File on Walsh 12/2/2005
44 |OMA Review of Dr. Walsh Activities Mar-05
45 |Letter from NIH Ethics office to Colleen Barros re: Walsh Activities with Merck 6/1/2005
46 |Letter from OMA to Human Resources te: Review of Walsh 9/9/2005
47 |Walsh Invoice to Pfizer for Mock Advisory Meetings 11/12/2001
48 |[Letter and Attachments from Walsh Attorneys to NIH OMA 10/4/2004
49 [LA Times Article re: Walsh Misconduct 9/10/2006
50 |Fitzsimmons Report to Committee in Response to Questions 9/12/2006
51 |NCI List of Walsh Gifts 1993-2001
52 |E-Mails between Fitzsimmons and Diepold re: Jan 1 Departure 11/23/2004
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JOE BARTON, TEXAS
CHAIRMAN
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The Honorable Elias Zerhouni, M.D.

Director

National Institutes of Health

JOHN D. OINGELL, MICHIGAN
RANKING MEMBER

HENRY A. WAXMAN, CALIFORNIA

EDWARD J. MARKEY, MASSACHUSETTS

JIM DAVIS, FLORIDA
JAN SCHAKOWSKY, ILLINOIS.
HILDA L. SOLIS, CALIFORNIA
CHARLES A, GONZALEZ, TEXAS
JAY INSLEE, WASHINGTON
TAMMY BALDWIN, WISCONSIN
MIKE ROSS, ARKANSAS

9000 Rockville Pike
Bethesda, MD 20892

Dear Dr. Zerhouni:

The Subcommittee on Oversight and Investigations intends to hold a hearing on
September 12, 2006, about continuing ethics and management concerns at the National Institutes
of Health (NIH) and Public Health Service (PHS) Commissioned Corps.

In preparing for this hearing, the Subcommittee will need a detailed update on NIH’s
internal review of Agency employees involved in consulting activities with nongovernmental
organizations. The NIH previously provided an update on July 8, 2005. The Subcommittee has
reason to believe that the NIH has completed all of its investigative work in this internal review
and has taken administrative actions in all cases where NIH determined violations had occurred.
The Subcommittee needs more detailed information to get a clearer sense of how NIH
management responds to individuals who willfully break NIH rules and regulations.

To assist our preparation for the upcoming hearing, some non-public information and
records are needed. Pursuant to Rules X and XI of the U:S. House of Representatives, please
provide the following by Thursday, September 7, 2006:

1. A list with the following information from the NIH internal review of consulting
activities (including self-reported or media-reported cases that were in addition to the
cases generated from information provided by the Committee): the number of NIH
scientists reviewed; the number of individual cases that resulted in a determination of
violation; the number of individual cases referred to the PHS Commissioned Corps; and
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the number of individual cases referred to the Office of Inspector General, Department of
Health and Human Services (OIG).

2. For the individual cases that resulted in a determination of violation(s), a list of the
following: the name of the individual and position (including whether the individual was
a member of the PHS Commissioned Corps); a description of the nature of the
violation(s) determined (including but not limited to compensation amounts and number
of activities); whether the individual case was referred to the PHS Commissioned Corps
and the date of referral; whether the individual case was referred to the OIG and the date
of referral; and disciplinary action taken and date of such action.

3. For each of the individual cases referred to the OIG that are now closed investigations,
records of the OIG report provided to NIH as a basis for administrative action

Please note that, for the purpose of responding to these requests, the terms “records” and
“relating” should be interpreted in accordance with the attachment to this letter.

If you have any questions, please contact Alan Slobodin of the Majority Committee staff
at (202) 225-2927 or David Nelson of the Minority Committee staff at (202) 226-3400.

Sincerely,
\
73\&-&[&” qtg,, /)M“S’ﬂ
Joe Barton Johnh D. Dingell
Chairman ) Ranking Member
Ed Whitfield art Stupak
Chairman Ranking Member
Subcommittee on Oversight Subcommittee on Oversight

and Investigations and Investigations
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Attachment

ATTACHMENT

The term “records” is to be construed in the broadest sense and shall mean any
written or graphic material, however produced or reproduced, of any kind or
description, consisting of the original and any non-identical copy (whether
different from the original because of notes made on or attached to such copy or
otherwise) and drafts and both sides thereof, whether printed or recorded
electronically or magnetically or stored in any type of data bank, including, but
not limited to, the following: correspondence, memoranda, records, summaries of
personal conversations or interviews, minutes or records of meetings or
conferences, opinions or reports of consultants, projections, statistical statements,
drafts, contracts, agreements, purchase orders, invoices, confirmations, telegraphs,
telexes, agendas, books, notes, pamphlets, periodicals, reports, studies,
evaluations, opinions, logs, diaries, desk calendars, appointment books, tape
recordings, video recordings, e-mails, voice mails, computer tapes, or other
computer stored matter, magnetic tapes, microfilm, microfiche, punch cards, all
other records kept by electronic, photographic, or mechanical means, charts,
photographs, notebooks, drawings, plans, inter-office communications, intra-
office and intra-departmental communications, transcripts, checks and canceled
checks, bank statements, ledgers, books, records or statements of accounts, and
papers and things similar to any of the foregoing, however denominated.

The terms “relating,” “relate,” or “regarding” as to any given subject means
anything that constitutes, contains, embodies, identifies, deals with, or is in any
manner whatsoever pertinent to that subject, including but not limited to records
concerning the preparation of other records.
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B i % DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

National Institutes of Health
Bethesda, Maryland 20892

www.nih.gov

‘JUL 0 8 2005

The Honorable Joe Barton

Chairman, Committee on Energy
and Commerce

House of Representatives

‘Washington, D.C. 20515-6115

Dear Mr. Chairman:

On March 10, 2005, the Chairman and Ranking Member of the Committee requested an update
on NIH’s internal review of Agency employees involved in consulting activitics with
nongovernmental organizations and a full explanation of the factors leading to my conclusion
that there was a need for stricter ethics rules at NIH.

As | testified before the Committee, [ believe collaborations and scientific interactions

between NIH personnel and nongovernmental researchers—for that , exchanges between all
scientists—are a prerequisite for the ad of biomedical re: and the expeditious
translation of di ies to ts. In the modem world of scientific inquiry, with fields of
discovery converging amid increasing requirements for multidiscipli research, such

interactions are more important than ever before.

Yet, the need for scientific exchange does not supersede the legal and moral responsibility of
NIH employees to engage with their pri ector colleagues in a manner that does not result in
real or apparent financial conflicts of intercst. Besides the direct harm such conflicts could pose
for patients, or the inequities they could create among firms and their i rs, they could
undermine the public trust in biomedical research and NIH. At their , these conflicts,
whether potential or actual, could reduce the Nation's coramitment to research priorities and
slow the substantial progress we have made to reduce suffering and di from discase and
injury. .

As the Director of NIH, I am responsible for seeking a balance
collaboration and our ability to maintain public trust in the perform of our mission. After]
first began to learn of the problems associated with the NIH ethics program in mid 2003, I came
to believe that the Joosening of ethics rules governing NTH employees in 1995, coupled with
increasing complexity of the industry, had created unfortunate vulnergbilitics about such issues
as consulting with industry or the receipt of hanoraria for lectures.
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1 also recognized deficiencies in the NIH ethics program. In particuldr, I was concemned that
applications for outside activities, such as consulting with industry, had not been subjected to
independent peer review by scientists who would understand the implications of providing
scientific services to private companies and determine whether overlap existed between official
and outside activities. Therefore, in November 2003, I announced the formation of the NIH
Ethics Advisory Committee (NEAC) to review such applications. '

Over time my opinion evolved on the need for restrictions on employges consulting with
organizations where the potential for conflicts of interest exist, in particular the pharmaceutical
and biotechnology industries that could be affected by decisions made by NIH scientists and
managers. This evolution occurred as | examined information pm\n:fd during hearings of the

Oversight and Investigations Subcommittee, cases revicwed internally by NIH, and the
deliberations of the Blue Ribbon Panel ] appointed to review NTH ethics policies and procedures.
As I considered the evidence, 1 sought answers to the following critichl questions:

1) Are the regulations governing the cthical conduct of NTH loyees sufficient in
terms of preventing even the appearance of conflicts of interest while ensuring public
trust in NIH’s ability to remain frec of bias as the Agency pursues and supports
biomedical research?

2) Have NTH employees violated existing regulations or conducted themselves in a
manner—even in cases where the conduct is allowable-that wauld result in a
diminishment of public trust in the Agency?

3) Is the NTH ethics program adequately processing and overseeing the outside activities
and financial holdings of NIH cmployees? 5

In the case of question 1, T have concluded that the rules in existence since 1995 are not, in fact,
sufficient to prevent possible conflicts of interest or even the appe: of conflicts of interest
or maintain the public’s trust in NIH as an unbiased supporter of biomedical research.
Consulting with outside companies, promoting products, accepting ip i
conjunction with ongoing consulting arrangements, and consulting with organizations involved
in research similar to inquiries being conducted by NIH scientists themselves were all among the
activities or investments permissible under the previous rules if an employee recused himself or
herself appropriately and adhered to other requirements. In addition,|we have seen that
additional internal oversight and review by scientists of specific conspitations is needed for these
activities.

In regard to question 2, we discovered cases of employees who consulted with research entities
without sceking required approval, consulted in areas that appeared to conflict with their official
duties, or consulted in situations where the main benefit was the ability of the employer to
invake the name of NIH as an affiliation.
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As for question 3, we found that the decentralized ethics processing at NIH lacked
adequate peer review, applied policies and regulations inconsistently across the NIH, and lacked
the authority or ability to sufficiently question the information being provided by NIH
employees. As an illustration of our response, I asked NEAC, a committee made up of NIH
scientists, to independently review the cases that had already been aj ed under the old rules
for employees who wished to continue the activities.

The long and varied review of the Agency’s ethics program has been of my top management
priorities because the NIH leadership understands that, regardless of the numnber of scientific
opportunities and advances, a requirement for the success of NIH is the unwavering trust of the
patients and public whom we serve. Our process of review was detailed and deliberativs.
Individual cases had to be vetted carefully due to the complexity of thie arrangements as well as
the requirement that all employees be afforded due process, including adherence to privacy and
personnel rules.

In mid-2004, ] concluded that the body of evidence revealed a vuln
system at NIH, characterized by insufficient oversight and inconsi
rules themselves, I decided, simply did not provide adequate protection against potential
conflicts of interest and allowed activities that the Congress, the scientific community, and the
general public found inappropriate. These included cases of indivi performing consulting
services that, in my view, conflicted with their official duties or were|used to promote the use of
certain products.

Most imaportantly, I determined that these cases, while not repre:
majority of NIH employees who abide by the rules, were the s
in the regulations and processes used to manage the NTH ethics pro Having reached these
conclusions, I believed that the only prudent response was to completely halt consulting between
NIH employees and the pharmaceutical and biotechnology industries|through changes in the
rules and to overhaul the ethics program at NIH.

ive of the significant
of systemic weaknesses

In response to my request, the Department and the Office of Go
to make changes and agreed that the regulatory changes should be i
followed by an evaluation of comments and consideration of changes to ensure that the
regulations will adequately and effectively address the problems identi

Answers to your specific questions about the NIH internal review of individual cases involving

- allegations of ethics breaches or inappropriate conduct are contained|in the attachment. We have
expended considerable time and resources to review all of these activities completely, fairly, and
accurately. While the review is still ongoing I am pleased to respond to your specific questions
about the status, methodology, and results of our review to date. Be: the entire review is not
complete, I request that all the information provided in the enclosure| be treated as confidential.
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I want to reiterate my appreciation of the Committee’s work in this area. Many of the issues of
concern were identified by the Committee’s inquiry and subsequent ings. You have my
pledge that T will continue to work with the Committee on this matter|as we move forward by
correcting deficiencies and ensuring public trust.

Sincerely,

ey O

Elias A. Zerhouni, M.D.
Director

Enclosure

oo

The Honorable Ed Whitfield

Chairman, Subcommittee on Oversight
and Jnvestigations

Committee on Energy and Commerce

House of Representatives

The Honorable Bart Stupak

Ranking Member, Subcommittee on
Oversight and Investigations

Committee on Energy and Commerce

House of Representatives
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Responsaes to Committee Questions
July 7, 2005 ’

1-2. Number of NIE Beientists under Review andlnasia for Each

Review

A total of 103 individuals are under revidw.

The House Committee on Energy and Commerce, Subcommittee on
Oversight and Investigations, identified a total of 81
individuals who allegedly had unapproved dutside consulting
activities.,

In addition to those individuals, we are deviewing the
outside activities of seven individuals rdported in the
December 2003 and December 2004 Los Angeles Times articles,
and the activities of 2 individuals cited by the
Subcommittee in its hearings in May and ne 2004.

Finally, we are also reviewing the pharmadeutical and
bictechnology consulting activities that whre reported by 29
NIH employees in response to my June 28, 2004, request that
all NIH employees report outside activitids that had not
been previously approved or reported on financial disclosure
reports,

It is important to note that there is an dverlap among these
three categories (e.g. some individuals identified by the
Subcommittee were also included among the iemployees who
reported activities in response to the June 28,2004
request) .

Nature of the Source Documentation or Information Involved

We understand that the list provided by the Subcommittee was
prepared from a comparison of data provided by NIH .and data
provided by pharmaceutical and biotechnolqgy companies in
response to the Subcommittee's request for|information.

At the request of NIH, the Subcommittee provided responses
and supporting documentation it had received from the
pharmaceutical and biotechnology companies to assist NIH in
reviewing the specific activities cited by the Subcommittee
Also, NIH contacted the pharmaceutical and biotechnology
companies directly and obtained additional information and
documentation related to the activities tHe companies had
identified as being performed by NIH empldyees.
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NIH also obtained source ddcuments and infiormation from the

NIH Ethics Office (NEO) files,

information individual

employees had retained related to their oytside consulting
and official duty activities, and information from the files
of Deputy Ethics Counselors (DECs) in the [NIH Institutes and

Centers.

Number of Interviews Conducted

Seventy-six of the 81 individuals identified by the

Subcommittee were interviewed in person ox
phone, mail, or e-mail.
interviewed or contacted included those n¢

that we were unable to locate or those we
not necessary to contact because avallable documente allowed
us to resolve the allegation(s) involving

contacted by

The five individyals not

longer at NIH
determined it was

;hem.

All other individuals being reviewed have|been interviewed.

Mathodology of the Review

For the Bl individuals on the list p
Subcommittee, the NIH Office of Management Assessment

(OMA) :

a.

%ovided by the

Obtained a copy of the institute'’s file for each
individual, including all requests® for approval
for outpide activities for the 1999-2004 period,
financial disclosure reports, leave records,
information relating to approved official duty
activities, listings of all curxent major projects

and papers published since Janudry 1,

2003, and

copies of Cooperative Research gnd Development

Agreements where the individual
Principal Investigator;

Interviewed each individual
Question #4 above) and provided
interview to the individual for
Consulted with the DEC for each

served as the

(exqgept as noted in

a summary of the
comment ;
individual's

institute as well as the NIH Offlice of Human
Resources and the NEO, where appgropriate;

Worked with the pharmaceutical gr biotechnology
company that reported the activity to the
Subcommittee to obtain additional information to
clarify or corrcborate information received from

the Subcommittee or the individuy

al;

Prepared a draft report that wag given to the

individual for comment; and

Incorporated comments, as approgriate,

final report for each individua

For the remaining individuals not on
list, NIH conducted a similar analys

2

into a

x.

Jthe Subcommittee
8; although we did
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had been provided by the pharmaceutical and
bictechnology companies for the Subcommittee list of 81
individuals. The NIH reviewers collected all available
information on the activities self-reported by the
individuals, the newspaper articles, jand the activities
identified in the congressional hearings, and performed

not have supporting documentation of |the nature that
their analyses based on that information.

. Cases in which documentation of prioy approval is not
found are referred to the NBO. The NEO is coordinating
an analysis by a committee of senior |[scientists to
determine whether there was a conflict between the
activity and the individuals' official duties at NIH.

Restrictions on the Review

There were no restrictions on the review. | The revieweras
were able to contact anyone in the agency to obtain and
clarify information and they had access to all documents
within the agency. The reviewers also contacted
pharmaceutical and biotechnology companieg and other outside
sources for the same purpose. Their work was conducted using
the Government Auditing Standards establighed by the
Government Accountability Office as guidance.

Number of Individual Cases Reviewed [That] Have Been
Completed .

The fact finding portion of the review has been completed
for all 81 cases on the Subcommittee’s list. The fact
finding portion of the review was comprised of a,
determination of whether the employee received prior
approval; took the requisite leave, if negessary; and
disclosed the ocutside position and any income received from
the activity on his or her financial disclosure report, if
the individuals were filers. For those cases where prior
approval was not obtained, the review als¢ included the
conflict of interest analysis described in the response to
Question #5.

How Many Individual Cases Have Not Been c#nyleted?

In the cases involving individuals other Ehan thoze on the
Subcommittee list, determinations of whether the employee
received prior approval, took the requisite leave, and
disclosed the outside position and any income received on
his or her financial disclosure, if the ipdividual was a
filer, have been made and the reports are|being completed.
Once the reports are completed, the cases|will be forwarded
to the NIH Office of Human Resocurces (HR)|and NEO, as
appropriate.

L
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How Many Individual Cases Have Been “Clejrod" and on What

Basls Were Those Cases ‘‘Cleared’’?

Thirty-seven individuals on the Subcommitt
determined to have had prior approval for
(either an outside or official duty activi

ee list were
the activity
ty); the activity

was properly reported on their annual financial disclosure

report, 1f the individuals were filers; an
approved leave for the activity, if necess

The cases identified that were not on the
are still under review,
Question #8

How Many Individual Cases Resulted in a Dé
Inappropriate or Questicnable Conduct tth
Viclation?

We did not make such a determination. The

d they wexe on
ary.

Subcommittee list

as described in the response to

termination of
was not a

primary purpose of

the reviews is to determine whether documentation was

available showing that prior approval was

obtained for the

activity, whether the activity was reported on the

individual ‘s financial disclosure reports,

if the

individuals were filers, whether the individual was on
approved leave when participating in the activity, if
necessary, and, where prior approval was not documented,

whether the activity conflicted with the e
duties.

If the documentation was not found,

mployee's official
individuals

were cited as violating regulations or agency policy. An
identified conflict with official duties 3lso constitutes a

violation.

How Many Individual Cases Resulted in a D?te:minacion of a

Violation?

NIH determined that thirty-six individuals

e

on the

Subcommittee list violated policies or regulatione and were

referred for administrative action.
reviews found viclations of policies or re
individuals who are no longer NIH employeg
subject to administrative action by NIH.

The cases identified that were not on the
are gtill under review, as described in th
Question #8.

In addition,

eight
gulations by
8, and are not

Subcommittee ligt
e response to

Description of Any Violatioms Determined Hy the Review

The OMA found three types of violations wh
recommendations for administrative action)|

1ich resulted in
The violations

are:
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1. Documentation was not available to show

that prior

approval had been obtained for the activity;
2, The activity was not reported on the individual's
financial disclosure report (if the individual was a

£iler); and

3. The individual was not on approvegd leave when

participating in an outside actiwvity, if

ble showing that
outside

is by a committee
there was a

an individual obtained prior approval for
activity, the NEO is coordinating an anal
of senior scientists to detexrmine whether

In cases where documentation was not availE

necessary.

conflict between the activity and the indiyvidual's official

duties at NIH.

How Many Individual Cages Resulted in Disciplinary Actions

and a Descxription of Those Actions?

As stated in #11 above, 36 individuals from the Subcommittee

1ist violated policies or regulations and
for administrative action. The NIH Office
ig assessing the findings and conclusions

by management officials. NIH will move

were recommended
lof Human Resources
to ensure

ead with specific

consistency in the disciplinarxy actions :aat will be taken

actions when that consistency assessment

s completed.

How Many Individual Cases Were Referred td the Office of
Inspector General, DHHS, to Investigate Allegations of
Criminal Vioclations and the Dates of those Referrals?

Nine individuals were referred to the HHS

Inspector General for investigation. The

made on August 10, 2004, August 12, 2004,

2004, November 2, 2004 (2), January 25, 2{
23, 2005 (3).

What Factors Led You to Believe There Was
Sstricter Ethics Rules at NIH? B

I have closely followed emerging conflict
and the progress of NIH reviews of potenti
interest involving NIH scientists. As it
problems were being identified, I decided
to move aggressively to protect the integx
conducted at NIH and to maintain public cq
nation's premier medical research institut

office of
referrals were
September 24,
05, and February

a Need for

of interest issues
lal conflicts of
became clear that
it was necessary
rity of the science
nfidence in the
ion.
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RESULTS OF NIH REVIEW OF 103 INDIVIDUALS

Congressional List of 81

5/27/05

Date Left NIH Ethics Panel Finding 10 0IG
Individual NIH Institute. Decision Date Reforrals
1 , Darrel R. AG No overlap 5/27/05
2 Berger, Ann cc No overlap

N

4 A

5

8

7 Chrousos, George® v

8 |Cidiowski, John' v

9 |Clore, Marius v

10| Delaghio, Frank’ 4126106 S :
1 -|Dlariond, ¥ 6/30/02 g
12__|Fojo, Antonio k]

13 |Goldspiel, Barry Y
14__|Gonzalez, Frank v

15 |Grieg, Nigel v

§ No overiap
e No overla,
g 5/10/05
5 cc No overlap 6/8/05 v
= NS Nooverap | _6/10/05 J
NS __Nooverap | 5/27/05 k]
N/A® v
No overtap v
15| )
136 __[Sibley, David NS Nooverap | &/31/05 v
37__|Simons, Stoney DK N/A® v
38 |Strober, Warren A N/A® ¥
124 anpps | 924104
39 |sunderiand, Trey'* MH Overiap | qomz05 | 26006 R
6/2/06 NiA ¥
40 [walsh, Thomas™* CA Qveriap 6/1/05 1/25/05 4122105 v
41__|warach, Steven' NS Overiap 10/11/05 ¥
e N
44 [Za Overlap v
rate, Carios MH verial 5/5/05
|46 _ [Bukh, Jens Al NA
[48 _[Collins, Francis NOT NIH NA®
47 __[Collins, Peter L. Al N/A®
Gottesman, Michael
Hodge, James
£ 50 |Lewy, Daniel'
g |61 _{longo, Dan
_;9 82 |Ly, Diana
5 |63 )Marter, John
g 64 {Marques, Adriana
S [65 _ [Max, Mitchell
&5 Je6
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RESULTS OF NIH REVIEW OF 103 INDIVIDUALS

Date Left NIH Ethics Panel Finding | - 10 0IG
Individual NIH Decision Date’ Referrals. |
e e et
68 _|Murphy, Phiip M." NIA®
69 |Nabel, Gary NA®
[70__|Netson, Lamry /A
71__|Pihistrom, Bruce [N
72 [Pritchard, John' 7N
{73 |salem, Norman
74 [Schiom, Jeffrey
175 __|Siraganian, Reuben
76 [Tataanni, Antonio |~ 1213104 -
7 [Tayor, Simaok o TRe
78 [Troendle, James
78 |Wood, Lauren
80 |Young, Neal
81 _|Zamoyska, Rose NOT NiH
82__|Chines, Peter HG No overlap 10/3/05 v
| = [85 |Dutra, Amatia HG Nooverdap | 10/3/06 3
i g 84 [Gahi, Bil HG Nooverlap | 10/12/05 v
2 2 |85 _|Giedd, Jay MH No overlap 10305 | ¥
§ = Harris, Curtis cA J
5 g ~IEeRolty, Derok. . “Dk: i
HE Park, Myung Hee bc 10/3/05 3
2 89 |Schwartzberg, Pam HG v
%, Catzone, Toni AA
E ] Chesney, Margaret AT
5 Erdos, Michael HG
Khan, Javed CA
.4 Ma, Ge DC
§ Pawlosky, Robert AA
3' Rubin, Jeff CA
i Shears, Stephen [
Tumner, Maria CA
< g [190 [Galin_dohn cc 2/10/04 6/17/04
-1 £ |101_|Germain, Ronald
§ ©F [102_|Katz, Stephen
103 iMashal, Atan®

44
11 individuals (Brewer, Cidlowski, Delaglio, Fojo, P. Murphy, Post, Sunderland, Walsh, Warach, Levy, and Pritchard) who were also part of the 29 self-reports.

24 individuals (Brewer, Klein, Sunderiand, and Liotta) who were also part of the 7 who were mentioned in the media.
32 individuals (Liotta and Moshell) who were part of the June 2004 Congressional hearing.
“2 individuals (Sunderland and Walsh) referred to the PHS Commissioned Corps.

SPanel was only asked review outside activities without prior approval.
\ 3 y ane

who are no longer. at NiH,

'NIH o

in the Con

List.

who were

Total

Prepared by the Offica of Manaagement Assesament-
Revised 09-12-06-
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Tab5
Departute Return Destination Cost '
1 6/2/2006 6/4/2006 Fort Lauderdale, FL. $632.59
2 5/21/2006 5/23/2006 Toronto, Canada $1,218.00
3 5/16/2006 5/19/2006 Toronto, Canada $1,491.40
4 4/26/2006 4/27/2006 Manhattan, NY $609.11
5 12/9/2005 12/6/2005 Waikoloa, HI $3,864.36
6 11/3/2005 11/5/2005 Pittsburgh, PA $1,168.89
7 9/14/2005 6/18/2005 Geneva, Switzerland $2,516.00
8 7/26/2005 7/27/2005 Kings Park, NY $353.53
9 6/18/2005 6/18/2005 Washington, DC $619.30
10 6/10/2005 6/12/2005 Palm Beach, FL $745.80
11 5/18/2005 5/21/2005 Atlanta, GA $622.43

$13,841.41
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Summary of the Office of Management Assessment’s (OMA) Report on '

Dr. Trey Sunderland’s Outside Activity Discrepancies

*

Factual Data:

The OMA’s review of discrepancies between records provided by NIH and by Pfizer
Inc. to the U.S. House of Representatives, Committee on Energy and Commerce,
" Subcommittee on Oversight Investigations, found that Dr. Sunderland:

A. Failed to Seek Prior Approval for Lectures, Honoraria and other Outside
Consultmg Activities, in Violation of Commissioned Corps Personnel Manual .
~ Chapter CC26 and the Code of Federal Regt_llatlons, 5 CFR 2635.02, and the NIH
Manual Chapter 2300-735-4

1))

2)

Pfizer cited 140 dates in 1999-2004 when Dr. Sunderland gave lectures and -
received honoraria totaling $248,000. Dr. Sundertand cited 82 dates.- Only 43
dates matched both lists. Dr. Sunderland did not obtain approval for any of these
activities.

Pfizer reported consultmg on 12 specific days. Dr. Sunderland’s estlmated list

3)

reports 25 dates. Only seven dates matched. Dr Sunderland did not obtam
approval for any of these activities.

After the NTH Director requested that scientists disclose any unreported outside
activities with pharmaceutical or biotechnology companies, Dr. Sunderland
reported consultations and lectures with 14 additional compames Dr. Sunderland .
did not obtain approval for any of these activities.

B. Failed to disclose compensation he received from Pfizer and other companies on his
OGE Form 450, Executive Branch Confidential Disclosure R 1999-2003!

1Y)

2)

Pfizer cited that Dr. Sunderland was paid $248,000 in honoratia and lectures
from 1999-2004. Dr. Sunderland did not report these earnings on his OGE 450
forms from 1999-2003.

Pfizer cited total payments of $228,500 to Dr. Sunderland for consulting services
from 1999-2004. Dr. Sunderland did not report these monetary earnings on his
OGE 450 forms from 1999-2003.

! OMA received different totals for payments to Dr. Sunderland for his outside activities from the
Committee, Pfizer and Dr. Sunderland.
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3) Dr: Sunderland reported consultations with monetary payments totaling
$193,880 after being asked by the NIH Director to disclose unreported activities.
Dr. Sunderland did not report thes¢ monetary earnings on his OGE 450 formis
from 1999-2003. - e aEs

. Failed to Obtain Prior Approval for Outside Consulting Activities in Violation of
Commissioned Corps Handbook, Section C.12.c, Use of Leave in Connection with
Outside Activities - : ‘
OMA determined that Dr. Sunderland was not on approved leave at least 34 days
when he was engaging in outside activity. OMA notes that these numbers are likely .

higher but they were unable to verify specific additional activity dates.

. Failed to Submit an OGE Form 278, “Executive Branch Personnel Public Financial
Disglo;urg Form” for 2004 : ) .

Dr. Sunderland has failed to submit his SF-278 Public Financial Disclosure Form for
2004. Despite being given several opportunities to complete the form, and the fact
that his attorney was given specific information regarding why he was required to -
complete his SF-278 Public Financial Disclosure Form for 2004, as of this date,

Dr. Sunderland still has not submitted the form.

. NIH Office of Ethics’ Review

1) Dr. Sunderland’s unapproved outside activities with Pfizer was reviewed by the
NIH Ethics Review Panel. The NIH Ethics Review Panel is composed of
individuals with the expertise to evaluate matters related to ethical conflicts. The
Panel documented in its memorandum dated April 1, 2005, that it found a direct
overlap between the subject matter of Dr. Sunderland’s official area of research

. and scientific subject matter of his Pfizer consultancies. The members of the
panel concluded that Dr. Sunderland would niot have been given approval for
these consulting activities. The panel expressed concern over Dr. Sunderland’s
dual relationship with Pfizer and that he entered into a Material Transfer
Agreement (MTA) with Pfizer in 1998 while he maintained an ongoing
consulting relationship. The panel noted that his lecturing activities, both those

- related to Pfizer and those with other companies, would most likely have been
approved as the lectures did not overlap with areas of research that Dr.
Sunderland oversees at NIH. '

2) In a memorandum dated October 12, 2005, the NIH Ethics Review Panel advised
that Dr. Sunderland’s official duties constituted an overlap with services he
provided to Astra Zeneca, Cerebus, CNS Inc., Johnson and Johnson, Lilly, Merz,
Novartis and Warner Lambert and the Panel concluded that his activities with
these companies would not have been given approval, if he had sought it.
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" Analysis:

Dr. Sunderiand, through his attorney and his interview with OMA, maintains that there
was no effort at deception and that other scientists, doctors and administrators did not
give the Forms 450 and 520 attention. Dr. Sunderland maintains that there was no
conflict of interest in relation to the research he oversees at NIH and his activities with
Pfizer. He maintains that administrators knew of his consulting and lecturing activities.
Dr. Sunderland stated that he was open about his relationship at Pfizer and took care to
avoid the appearance of a conflict. Dr. Sunderland maintains that some relevant _
documents were lost in the administrative approval process and he cites that his secretary -
for some time period was less than capable. Dr. Sunderland provided a letter with notes,
which he states indicates he did submit outside activities for approval. He stated that he
signed the HHS Forms 520, Request for Approval of Outside Activity and submitted them
to his secretary to fill-in the relevant information concerning his outside activities with
Pfizer and other companies. He said he did not think he had to resubmit approvals for
ongoing activities for Pfizer. He further stated in his interview with OMA that he gave
letters to his secretary, and he assumed the activities were approved unless he heard
otherwise. He said that he knew he should not engage in activities before hearing that
they were approved, but he was very busy with his science as well as other administrative
work. He also maintains and provided evidence that leave slips were vetted through
administrative channels, but often did not appear on the official time and attendance

d
recora:

Dr. Sunderland placed the NIH in a position where it had to respond to allegations of
impropriety, which compromised faith in the Agency and trust in our research.

Dr. Sunderland violated ethics rules with regard to his relationship with Pfizer and
engaged in relationships with Pfizer and many other organizations that would not have
been approved had he submitted them for approval in accordance with the process for
seeking approval of outside activities. Dr. Sunderland violated NIH and Commissioned
Corps procedures and policies on multiple occasions (Pfizer reported 140 activities for
which there were no approvals) all of which cannot be dismissed as administrative
oversights or anomalies. Given that he acknowledges that he had concerns about
administrative support, he should have ensured that forms were submitted to the NIMH
ethics office and that approvals were given. Dr. Sunderland was aware of the NIH ethics
process through ethics training and was ultimately responsible for ensuring that all
activities were approved and all financia] disclosures were made. Not disclosing over $
500,000 in income was not an oversight or lapse in judgment but-appears to be a
deliberate decision not to comply with the rules, policies and procedures that are
necessary to protect the NIH, its scientists and most importantly, its science. -

Although Dr. Sunderland has acknowledged that he now understands the importance of
the NTH ethics outside activity approval process, he has recently failed to submit his
Executive Branch Personnel Public Financial Disclosure Form (SF-278) for the year
2004, which causes us to question whether he will ever comply with the NTH ethics rules
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and regulations. It also causes us to question whether or not he has been forthright
regarding his activities with OMA investigators. Dr. Sunderland’s continued misconduct
'has compromised public support of numerous other NIH scientists who, despite
administrative challenges, have managed to follow proper procedure and recenve proper

approvals.

Dr. Sunderland maintains that there was no conflict of interest with respect to his
relationship with Pfizer, the MTA and NIH. He maintains that he made great efforts to
avoid the appearance of such including removing himself from some decision making
processes. Dr. Sunderland may have felt that he was taking appropriate precautions to
ensure that he was not in conflict; however, that was not an assessment for him to make.
'As ant NIH scientist and especially in his role as Chief of one of its branches, he is
obligated to engage in the process the agency has set forth for making such
determinations. In a memorandum dated April 1, 2005, Holli Beckerman Jaffe, J.D.,
Director of the NIH Ethics Office outlines the NIH Ethics Panel’s concerns with regard to
Dr. Sunderland’s relationship with Pfizer and notes that no documentation exists to the
fact that Dr. Sunderland took every precaution necessary to avoid the appearance of a
conflict. The precaution that Dr. Sunderland should Lave taken was to notify the .
National Institute of Mental Health (NIMH) Ethics Office to ensure that proper approvals
had been given. However, the NIMH Ethics officials were unaware of Dr. Sunderland'

activities.

It has been detennmed by the Office of Human Resources that if Dr Sunderland were a

Dr. Sunderla.nd‘s long years of service and dedlcatxon to the agency a.nd the se:ence, lns
significant contributions over time, have all been considered as mitigations, but they are
not sufficient to outweigh the seriousness of his misconduct and its effect upon the

agency.
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Tab 7

Interview with Dr. Trey Sunderland
August 19, 2004

Persons Present: . .

Dr. Trey Sunderland, Chief, Geriatric Psychiatry Branch, NIMH
Mr. Robert Muse, Attomey, Stein, Mitchell & Mezines

Mr. Arthur Hainer, Office of Management Assessment, NIH
Ms. Patricia Quast, Office of Management Assessment, NIH

Dr. Sunderiand said that he began work at NIH in July 1982 and joined the
Commissioned Corps in 1987. He became the Chief of the Geriatric Psychiatry
Branch in the mid-1990s.

Dr. Sunderiand said that he is aware that there are rules governing disclosure of
financial interests and approval of official duties and outside activities and has
taken the ethics course in the past. He said that he understands the concept, but
may not have paid proper attention to it in the past. He said that he is now aware
of how important these matters are and has either resubmitted or cancelled all
his current outside activities. Dr. Sunderiand told us that he understands the
principles of 450s and 520s and felt that he had always disclosed his outside
activities to his constituency—his colleagues, supervisors, and patients. He
added that he made no attempt to hide his work with Pfizer, and has disclosed
his outside activities in all of his lectures so that the audiénce knows his potential
biases. :

Dr. Sunderland told us that he felt that he had disciosed all of his activities with
Pfizer. He recalled submitting the appropriate 520s for speeches and
consultations with Pfizer, and that the majority of the activities were lectures, not
consultations. He said that he remembered applying in September 1997 for
approval of consultation with Pfizer. Soon thereafter, he also requested an
ongoing outside activity for a speaker's bureau for Pfizer. He said that he did not
think that he needed to resubmit for ongoing activities, such as his private
practice. )

Dr. Sunderiand said that when he needed approval of an outside activity, he

- gave the letter of invitation to his secretary for processing in the 520 package.

He added that he assumed that the activity was approved unless he heard -
otherwise and that he cannot recall ever having an activity rejected. He added
that he knew he shouldn’t perform the activity until it was approved, but he hadn't
been paying much attention to paperwork because he has been very busy with
his science as well as with other administrative work, such as reviewing requests
from patients, processing personnel papers, screening protocols, and writing
papers. He said that he was also head of the NIMH Institutional Review Board
during much of the period in question with the burden of tremendous additional
administrative paperwork. He said that he enjoyed the lack of emphasis on
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paperwork at NIH since it allowed him to put his time into other areas. He said -
that he had several secretaries in the last few years, including one that took him
2 years to transfer her into another position because of administrative
weaknesses. He said that the new secretary who replaced this one found piles
of paperwork under the desk, left by the old secretary.

_ Dr. Sunderland said that he does not know if he took annual leave for his outside
acftivities because he doesn’t track it, but that he works long, hard hours, like
many of his colleagues.

We asked Dr. Sunderland about the process for completing his 450. He told us
that, when he looks at them now, he realized that they are inadequate. He said
that he takes the form home, reviews his stock portfolio and his wife's and
“children’s financial interests, and fills out the first page of the form, including the
signature. He said that he uses his past form as the template to fill out the new
form. He then signs the form and gives it to his secretary to help gather his
outside activities, since he doesn't keep copies of his 520s. He said that, since
he has already signed the form, he doesn't review it again after she helps
complete it. He said that everything that is on his past 450s is accurate, but not
complete.

Dr. Sunderland said that he did not keep copies of his 520s and does not have
the 520s for most of the activities in question. He said that the dates from Pfizer
do not represent the dates of his activities and that he is trying to find the dates
now for us.

We asked Dr. Sunderland about his Material Transfer Agreement with Pfizer. He
sald that he had a consulting arrangement with Pfizer Corporate and the MTA
with Pfizer researchers in Connecticut. He said that the scientific collaboration
was Initiated by David Friedman, who was a basic researcher for Pfizer. He said
that he sent spinal fluid to Dr. Friedman, and that he has shared spinal fluid in
more than 30 other collaborations, including two with companies over the last 20
years and that this was his only MTA. He said that the scientific collaboration

itself would not have required visits to Pfizer, as this was an exchange of material -

for analytical data, like many of his other collaborations. He said that he thought
an MTA would protect him and Pfizer from issues of conflict because of his
consulting arrangement with Pfizer. He said that part of the MTA had to do with
proteomics and this project failed. The other part of the MTA has been a
successful project.
Dr. Sunderiand said that his consulting work with Pfizer has to do with drug
development and lectures. He said that he has avoided studying Pfizer drugs in
. any of his NIH research protocols, although some patients may join his protocols
already on Pfizer drugs clinically.

Dr. Sunderiand said that he has studied a drug from Bristol Myers Squib ina
clinical trial that was approved the end of 2001. He started work on the protocol

Qec
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in 1999 based on a drug used in Europe that he thought was a generic
medication. However, he found out only this August, from the pharmacist, that
this was not a generic medication and that only BMS supplied it. He added that
 they do not buy the drug direct from BMS and that he has not had contact with
BMS about this protocol. He said that the lectures he performed for BMS had -
nothing to do with this drug.

Dr. Sunderland said that he doesn't want his perspective to be biased and that
he does not work with drug companies who try to insert their sfides into his
lectures. He said that all his lectures offer basically the same perspective no
matter who s the sponsor and that people want to hear the most recent scientific
information without bias.

We asked Dr. Sunderland about Karen Putnam’s consulting work with Pfizer. He
said that, in 2001, the proteomics project was in need of statistical help, and

Pfizer asked if he knew anyone who could help. He said that he contacted Karen
Putnam and John Bartko (ex-PHS officer, who had left the govemment) and
discussed the consulting work with them and recommended them to Pfizer, who
later contacted themn. . :

When asked whether he had told Ms. Putnam that she needed to file a 520 for
this activity, Dr. Sunderlang said that he does not recall if he told her to file or not
to file. He said that he does not think that she needed to file because she was a
part-time employee on an IPA at the time and because her duties did not overlap
with any decisions regarding drug or protocol development.

We asked Dr. Sunderland whether he knew if Ms. Putnam had taken leave for
the time she was at Pfizer. He said that, although he is the approving official for
Karen, he does not check to see if she has taken leave before he approves her
time card, but he would probably have mentioned the need to take leave for the
outside consulting work. Dr. Sunderiand added that he looks for productivity, not
hours in all his employees and only watches the leave records for people who do
not work hard.

Dr. Sunderland said that he used to give the same types of lectures before Dr.
- Varmus allowed the scientists to personally keep honoraria, and that he
contributed the honoraria to a government pool.

() These notes accurately summarize the interview.

y(These notes with indi changes, accurately summarize the interview.
4‘; 52@ | @\h\m
: Ddte 7 1

Signature ) 4
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3 »DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hoalth Bervios
Netional Institutes of Heelth
Bethesds, Meryland 20882
wyer.nh.gov gl RIS
Agril 1, 2005 _Tab8
TO: Colleen Bagos
Deputy Director for Management, NI

| FROM:  Holli Beckerman Jaffe, 1D,
Director, NIH Ethics Office

SUBJECT: Dr. Trey Sundsrland’s Unapproved Outside Activities with the Pfizer, Inc.

Between May 1998 and June 2004, Trey Sunderiand, MD., Chmf,GmmnPsychmryBrmh.
Netional Institate of Mental Health (NIMH), engaged in a series of unapproved speaking snd
consulting activifies with Pflzer, Inc. After a careful review of Dr. Sunderand’s

outside, activities with Pfizer, the Panel finds a direct overlap between the subject matter of Dr.
Sunderland’s official area of rescarch and the scientific subjact matter of bis Pfizer consultancies.
The members of the Panel conclude thet he would not have beea given prior approval for the
consulting activities. In addition, the panel expresses further concern over the Material Transfer
Agreement (MTA) that Dr. Sunderiand entered into with Pfizer in 1998 whils he maintained s
ongomgmsulﬂngnlﬂlumhipvnthﬂ:cwmpanymﬂwmem ‘With rogard to the one-time
speaking cvents, however, the Panel concludes that the single lectares given by Dr. Sunderiand
would have been approved, because the topics of those lectures were general and lacked specific
overlap with Dr. Sunderiand’s work at the NIH,

Unapproved Consulting

As the Chicf of the Geriatric Psychiatry Branch at NIMH, Dr. Sunderland has been conducting
research on Alzheimer’s disease and studying depression in the slderdy sincs 1982, As part of
that research, he studies the development of potential bicmarkers for Alzhefmer's disease. From
1998 to 2004, Dr. Sunderland consulted for Pfizer on the development of cenfral nervous system
products, and according to hiz consulting agreements with the company he focused in particular
on biomerkers for Alzheimer’s discase. In a letter from Dr, Sunderland’s sttoroy to the NTH
Ethics Office, his aitorney states that “Dr. Sundecdand has been wurking with Pfizer as a

,  consultant to consider altemative approachos [to traditional Alzheimer’s discase medication
trials] that would include different and multiple depepdent variables, including surrogate
markers, in medication and cfficacy trinls™ The NIH Ethics Review Panel finds this type of
consulting work to be directly related to Dr. Sunderiand’s research at the NTH and concludes that
e would not have recoived approval to serve as a consultant with Pfizer in this area.

i Dr. Sunderlend however draws a distinction between the study of “surrogate markers”, which he
. saysare the subject of his consulting with Pfizer, and his study of “biomerkers” at tho NIE. Ina
. latier to the NIH Ethics Office, Dr. Sunderland’s uttorney states that “slthonph these two terms
i Mmﬂm@em@)wﬁu:mmwmoﬂmm

,  interchenged in casgal scicntific discussion, the goals xad techniques employed with biomarkers
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research and snrrogate marker trisls are quite different™ The Panel disagrees and docs not find &
sigrificant distinction between “surrogate markers” and “biomsrkers” for the purposes of the
determination of overlap between the subject matter of the activitics and Dr. Sunderland’s
official dutics.

The Pane] explains that a “surogate marker” is a specific type of biomarker, and et the NIH, Dr.
Sunderland studies a range of biomarkers related to Alzheimer’s diseass. Even ifhe did not
study the same biomarkers as in his Pfizer consultancy - which it is not clear that he did not — the
distinction that he drawe between the study of different biomerkers is too fine to provide a
meaningful basis to differentiate the subject matter of the unapproved consulting activities and
his official duties. The study of surrogate markers for Aleheimer’s disease constitutes the same
area of research as his work at the NIH.

Furthermore, the Panel is deeply concerned by Dr. Sunderiand’s dual relstionship with Pfizer.
As noted sbove, Dr. Sunderland served as a consultant to Pfizer from 1998 to 2004. In 1998,
Pfizer and Dr. Sunderlamd, on behalf of the NIMH (be signed the agreemeat as the suthorized
signatary for the NIMH), entered into a MTA. In his official capacity as Chief of the Geriatric
Psychistry Branch, Dr. Sunderiand officially transferred coded clinical samples of cerebrospinal
fluid to Pfizer. The semples were fram subjects that took paxt in previous NIH clinical trials
involving Alzhcimer’s disease. Afier obtaining the samples, Pfizer scieptists studied them for
Alzheimer’s biomarkers and published the results in an April 2003 edition of the Jowrnal of the
American Medical Association. Dr. Sunderlend, in his officiel caparity, sppeared as co-author to
the article along with the Pfizer scieqtists,

Dr. Supderiand contsnds that the MTA did not oceur s a result of his prior relationship with
Pfizer. In a letter from his attomcy, Dr. Sunderland assexts that Dr. Priedman, a Pfizer scientist,
ﬁmmmm.wmmammmlmwm.smm'-mw
work in the feld of Alzheimer’s research and that the scientist works in a differant division of
Pfizer, unrelated to Dr. Sunderiand’s consulting work with the organization. Jn veiting the MTA
for approval, Dr. Sunderland states that be took every precantion to avoid the appearance of &
copflict. Despite his assertions, no documentsation exists to that effect, and NIMH sthics officials
have indicated that they were unaware of his activitics with Pflzer. Whether the MTA was
facilitated because of Dr. Sunderiand’s outsido relationship with Pfizer is irrelevant. The ethics
rales do not sllow an cmployee to participate in an official doty matter involving the same
mpmﬁ:bmnawﬂmﬁwmm jon to do $0. There is no record of
such i

Unapproved Lectures

In addition to Dr. Sunderland’s consulting activities, he purticipated in (snd recsived
compensation for) nmumerous lectures for Pfizer from 1998 to 2004, The Jectures wers on the
topios of Alzheimer’s disesse and dopression in the elderly and could best be compared to
continuing medical education lectures commonly sttended by medical practitioners. Dr.
Sunderiand provided evidence that these lectures were of a general nsture and did not invalve the
marketing of Pfizer products.

mwnfcaﬁuumﬁﬁtnwhmﬁmm%wﬁmwm
mmmmmmmummmwuws
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official dutles.” 5§ CFR. §2635.807(s). A speech “relates to an employee’s official dutiesifs . ..
the subject of the activity deals in significant part with: (1) any matter to which the cployes
preseatly is assigned or to which the employee had been assigned during the previous onc-yoer
period™ 5 CFR. §2635.807(2)2)D(E).

Ammﬂingtoﬂﬂsstmdard.ﬂ:cEthinstiemedmeludosﬂnnhesnbjm of the lectures do
not overlap with the arcas of research that Dr. Sunderland oversees at the NIHL 'ﬂ_;cl’anelﬁnds
that the Jectures arc very general in nature sud contain information for @ wide audience.
Although the numerous unapproved lectures fotPﬁz:rrepmsentahngcpatt‘emofdi:.mgmdﬁ_:r :
the pricr approval nules by Dr. Sunderland, becansethesuhjectmunlymvolvamﬁqmmn
related to Dr. Sunderland®s NIH rescarch in 2 very gonsral way, the members of the Review
Panel conclude that the lecturing activities would likely have been approved if e had sought
such approval .

The NIH Ethics Review Panel does note, however, that in a sample set of prosentation slides
provided by Dr. Smdulmd.heappcmtnbemfmingwdimmmbmtodinieﬂﬁdsnh
NIH. Recruiting for clinical trjsls as part of en outside activity is probibited. In discussing an
NIMH protocol relevant to one of his Jectures, Dr. Sunderland provides the name and telephone
number of a coardinator at the protocol. Presenting this type of information during & paid
outside lecture may be contrary to NIH policy if the mentioning of the protocol is determined to

QLY. G— I+

Holli Beckerman Jaffs, J.D.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

National Institutes of Health
National Institute of Mental Health:

: 6001 Executive Bivd.
November 21, 2005 Bethesda, Maryland 20892
TO: " Captain Denise Canton, Director
Office of Commissioned Corp Operations
WA s
THRU: Deputy Director, NIH y
FROM: Director, NIMH

Attached are an investigative file, determination on possible conflict of interest, and a
summary of charges of misconduct as assembled by the NIH Office of Management
Assessment in regards to Captain Trey Sunderland, M.D. According to the Office of
Management Assessment investigation, Dr. Sunderland has engaged in serious’
misconduct, in violation of the Department’s Standard of Conduct Regulations (45 CFR
Part 73), and Federal law and regulation. The Office of Human Resources at NIH has
mformed me that the NIH has recommended mnoval for cxvﬂzan employees who have

4 of

o1& i} type and slavuy As
ﬁndmgs are surprising and disappointing to me as Dr. Sunderiand’s service to this
Institute, his colleag and his patients has been exemplary for over two decades. In the
hopes of a fair and rapid resolution, I am referring this matter to the Assistant Secretary
for Health, in accordance with Chapter CC46 — Conditions of Service, Subchapter
CC46.4 - Officer’s Responsibilities and Conduct, and Pm'sonnel INSTRUCTION 1 —

Disciplinary Action. ;

Thomas R. Insel, M.D.

Attachments

NIMNH

National Institute
of Mental Health
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Bethesda, Maryland 20892
www.nih.gov
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P ‘
i' \4 DEPARTMENT OF HEALTH & HUMAN SERVICES

o 24 T, Refer to:' Case #2004-82-MH-106
To: Mr. Patrick Doyle
Regional Inspector General for Investigations
Philadelphia Field Office :
FROM: Director, Office of Management Assessment, OM

SUBJECT: Referral of Conflict of Interest Matter — Dr. P.Trey Sunderland

The purpose of this memorandum is to refer to the Office of Inspector General an
allegation that Dr. P. Trey Sunderland, Chief, Geriatric Psychiatry Branch, National
Institute of Mental Health, National Institutes of Health, may have conducted outside
activities during Government work hours without charging leave. Those activities relate
to Dr. Sunderland’s consulting, lecturing and other work for Pfizer Inc. Dr. Sunderland is
a Public Health Service Commissioned Corps officer. :

NIH management requested a review after Dr. Sunderland’s outside activities were
discussed at a June 22, 2004, hearing on NIH ethics held by Chairman James Greenwood
of the U.S. House of Representatives, Committee on Energy and Commerce,
Subcommittee on Oversight and Investigations (see Attachment, Tab A). The
subcommittee subsequently included Dr. Sunderland’s activity with Pfizer on a list of
discrepancies between records provided by NIH and by Pfizer to the subcommittee. In
reviewing Dr. Sunderland’s activity with Pfizer we found that he may have been
participating in activities for Pfizer while he was not on approved leave, as required by
NIH Policy Manual Chapter 2300-735-4, G. 1. a. (4), Use of Personal Time (Tab B).

The attached documents related to Dr. Sunderland’s outside activities with Pfizer were
discussed with Special Agent Tamila Miles in a meeting on September 20, 2004, They
include a list Dr. Sunderland provided of the estimated dates and times of his lectures and
consultations with Pfizer (Tab C), a list Pfizer provided of the dates of his lectures only
(Tab D), a table matching those dates (Tab E), a summary of an August 19, 2004,
interview with Dr. Sunderland (Tab F), and his leave records for the period May 1, 1998
to September 2, 2004 (Tab G).

The table comparing Dr. Sunderland’s and Pfizer’s activity dates shows that Dr.
Sunderland should have taken 27 days of leave to perform outside activities with Pfizer.
Using a conservative approach, we have only recommended that leave be charged when
the dates from both parties matched and when Dr. Sunderland said that he spent a full day
on the activity. We did not recommend that leave be charged for those days that Dr.
Sunderland said the activity was “local” and took place in the evening or was “brief.”
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Page 2 — Mr. Patrick Doyle
However, we are currently awaiting a clarification of the Commissioned Corps policy on
leave for outside activities and this number may be revised upward.
In addition, we have requested a list from Pfizer of the dates Dr. Sunderland consulted
with them and, since the original list from Pfizer contained only lectures, the number of
days Dr. Sunderland should have taken leave may be revised upward. We will send you a
copy of that list from Pfizer when we receive it.
If you have any questions, please call Mr. Kevin Wetmore at (301) 496-5586.

L
S J. Servis

Attachments

cc: w/attachments
Ms. Tamila Miles, OIG/OI
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Attachment

Document Listing

Subject: Dr. Trey Sunderland

Tab

A

Document

June 22, 2004—Statements by Chairman Greenwood re Dr. Trey Sunderland at

the House Energy and Commerce, Subcommittee on Oversight and

Investigations, Hearing on Consulting Contracts and Ethics at NIH e
N]H.Policy Manual Chapter 2300-735-4, G. 1. a. (4), Use of Personal Time

Listing of estimated outside activities with Pfizer from 1/15/99 to 6/3/04 provided
to NIH by Dr. Sunderland

Listing of honoraria paid to Dr. Sunderland and corresponding meeting dates from
3/15/99 to 6/9/04 provided to NIH by Pfizer

Table matching the dates provided by Pfizer to those provided by Dr. Sunderland

August 19, 2004 interview with Dr. Trey Sunderland, Chief, Geriatric Psychiatry
Branch, NIMH

Dr. Sunderland’s leave records
= 5/1/98-8/31/02
»  8/31/02-9/2/04
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f DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

National Institutss of Heaith
Bethesda, Maryland 20862

www.nih.gov

June 13, 2006

Carol J. Weil, J.D.

Division of Compliance
Compliance Oversight Coordinator
The Tower Building

1101 Wootton Parkway, Suite 200
Rockville, MD 20852

Dear Ms. Weil:

On Wednesday June 7, 2008, | spoke with Dr. Schwetz by phone to give him a
preliminary report of the issues addressed in this letter. In keeping with the
requirements of the NIH's Federal Wide Assurance (FWA # 00005897) and
consistent with the OHRP Guidance on Reporting Incidences to OHRP (issued
on May 27, 2005), | am providing a preliminary report in writing.

On June 13 and 14, 2008 the House Committee on Energy and Commerce is
holding hearings on *Human Tissue Samples: NIH Research Policies and
Practices." The hearings mainly address the research use of coded, stored
samples of cerebrospinal fluid (CSF) collected by researchers in the National
Institute on Mental Health (NIMH) from research subjects with dementia of the
Alzheimer type (DAT), subjects with other neuro-psychiatric llinesses and healthy
volunteers. Within the last few weeks, in preparation for the hearings, the IRP
has uncavered some research activities that are not consistent with the policies
and procedures of its Human Research Protection Program (HRPP). We have
not completed our investigation but the current detalls and comrective actions to
date are provided below.

1) The research use by some investigators in the Intramural Research
Program (IRP) of coded human specimens and data collected previously
under NIH IRB-approved protocols, but without continuing IRB review and
approval of ongoing research data analyses.

The IRP's Office of Human Subjects Research (OHSRY) reviewed 16 protocols
which are among the congressional committee's interests. These 16 NIMH-IRB
approved protocols authorized the collection and research use of cerebrospinal
fluid from research subjects with DAT, subjects with other neuro-psychiatric
ilinesses or healthy volunteers. Eleven of the 16 protocols were terminated
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(between the years 1993 and 1997) by Principal Investigators_after subject
enroliment, research-related interventions (including CSF collection) and subject
follow up were complete but before completion of the research-related data
analyses. Attachment 1 gives the list of these 11 protocols with additional
information as requested in the May 2005 OHRP Guidance on Reporting
Incidents (I1.B). Therefors, the research analyses in these protocols did not
receive continuing IRB review and approval.

Also, In its audit activities, OHSR reviewed all of the consent documents
assoclated with these closed protocols to uncover if they could be construed as
authorizing the research analyses of CSF for protein biomarkers (which is a main
topic of the congressional hearings). The consent language on the research use
of the samples was broad. It is a matter of judgment but the more sophisticated
recent analyses of CSF protein biomarkers would seem to be in excess of what
the patients signed on to. However, different observers could differ on this point.
It is fair to say that because no continuing review was obtained of these
terminated protocols, the NIMH IRB — which is responsible for assuring that
consent language is appropriate — did not have the opportunity to engage in a
discussion of what consent language was appropriate.

Action ems: IRP policy is that prospective and continuing NIH IRB review and
approval are required when IRP researchers conduct research involving stored
identified or coded samples, specimens or data when they can identify the
sources. Recent and past actions which clarify and strengthen this policy are:

a) On June 12, 2006 | issued a memorandum accompanied by the
revised OHSR Information Sheet #14 entitied "NIH Requirements for Research
Use of Stored Human Specimens and Data." Please see Attachments 2 and 3.
These documents went sent to all IRP Clinical Protocol Principal Investigators
(Pls), Clinical Protocol Associate Investigators {Als), Clinical, Scientific and
Institute Directors, all NIH Principal Investigators, the 14 NIH IRB Chairs and IRB
Administrators. My memorandum directs that IRP researchers stop any research
activities involving the use of stared identifiable or coded specimens or data that
are not consistent with IRP requirements.

b) On June 6, 2006, the Clinical Center's Medical Executive Committee
(MEC) amended the NiH form 1185 which accompanies all requests to an NIH
IRB for the continuing review of protocols. An action item was added to the
revised form that allows the Pl to "Renew protocol: enroliment complete; study
and data analyses ongoing" (Attachment 4). The form will be in use as soon as it
is approved by the CC Director.

) In November 2005, during routine procedures to update its Information
Sheets, OHSR revised its Information Sheet # 9 "Continiiing Review of Research
Involving Human Subjects” to inciude procedures for expedited review of
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research where the only remaining research activities are limited to data

analyses (see OHSR web site at
<http://ohsr.od.nih .gov/info/sheet9d.htmi>hitp:/lohsr.od.nih.goviinfo/sheet9. htm)

2) Failure by an IRP investigator to obtain from OHSR an exemption under
the requirements of 45 CFR 46.101(b)(4)

An NIMH P previously coliected samples of CSF under an NIMH IRB-approved
protocol. The protocol was terminated and all research-related analyses were
complete. The Pl provided to another NIMH P| for his research use some of
these stored samples in an anonymized manner (they were Irreversibly stripped
of personal identifiers). The NIMH Pl was required to consult with OHSR to
obtain an exemption but did not do so.

Action Items: In keeping with 45 CFR 46, NIH policy recognizes that some
research involving stored unlinked or unidentified specimens or data may be
exempt fram the requirement for IRB review and approval. In the IRP, only the
OHSR s authorized to determine whether a research activity is exempt.

a) My memorandum and the revised information Sheet #14 clarify IRP
procedures for determining and granting exemptions.

3) Incorrect signatures on some IRB administration forms.

During the review of records associated with 2 of the protocaols listed in
Attachment 1, incorrect signatures were noted on a few continuing review 1195
forms. The 1195 form includes signature lines for NIH officials including the IRB
chair (see attached 1185). The IRB Chair signs the form after IRB approval and
after all stipulations have been met, It signifies that the protocol meets the IRB's
requirements and that it is ready to go forward to CC Office of Protocol Services.
For protocol 91-M-0194, Dr. Trey Sunderiand, who was the NIMH IRB Chair at
the time, signed on the IRB Chair signature line in 1992, 1995 and 19896. This
was incorrect because he was also an Associate Investigator on the protocol.
Therefore, an Acting or Vice Chair should have signed on behalf of the Chair. On
protocol 94-M-0007, Dr. Sunderiand, who was the IRB chair signed on the IRB
signature line in 1987. He was the P! of this protocol and he was requesting
termination of the protocol.

Action tem: The IRP is currently revising its policies on conflicts of interest of
IRB members. We will add language to the NIH IRB Standard Operating
Procedures (SOPs) to address this issue. Current NIH IRB Chairs are aware
that they are not authorized as Chair to take actions on protocols when they are
a Principal or Associate Investigator. At the next meeting of the Human Subjects
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Research Advisory Committee (HSRAC), we will discuss this prohibition and the
SOP modifications.

| will provide you with updates of our ongoing investigation. Please contact me if
you have any questions.

Sincerely,

Wbl

Michael M. Gottesman, M.D.
Deputy Director for Intramural Research

Attachments

Cc:  Dr. Kington
Dr. Wichman
Or. Gallin
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" Attachment 1

List of protocols from which CSF fluid were obtained. “T™ after a protocol number means Terminated

Protocol RB A | Date Prot

Number Date Closed Pl Name
82-M-0171-T 9/29/1982 2/26/1988
82-M-0191-1 1/23/1982 2/26/1988
85-M-0207-T 2/15/1985 10/27/1994
88-M-0008-T 2/18/1987 4/29/11994
88-M-0008-T 211111983 3/26/1993
The Effect Of Trazadone And Buspirone On Behavotial And Cognifive Symptoms in
88-M-0076-T 3/28/1988 5/17/1894 Sundertand, Trey | Aizheimer's Disease
88-M-0126-T 6/9/1988 712311893 Sundertand, Trey nitive and Behavioral Effects of Ds| androsterone
The Evaluation of Lithium Treatment in Dementia of the Alzhelmer Type, Major
91-M-0194-T 7/18/1981 9/18/1896 Moichan, Susan Deprassion, and Age-Matched Controls
Cognitive and Behavioral Effects of Xanthines in Nueorpsychiairic Patients and
94-M-0004-T 10/4/1993 1114/1986 Sunderiand, Trey | Controls
A Comparison of the Effects of Tacrine and Dextroamphetamine In Patierts with
| 94-M-0007-T 9/22/1993 11711987 Sundariand, Ti Atzheimer's Disease f
Childhood Onset Schizophrenia: Characterization and Treatment with Typicat
BO0-MO181T |  €H&/1890 712201997 | Rapoport, dudith | Atypical Newoleptics ™ el
e LI
f
(6/13/06, OHSR)

712612006
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Attachment 2
DATE: June 12, 2006
TO: Clinjcal Research Protocol Principal Investigators
Clinical R h P I Assaciate Investigators
NIH IRB Chairs

FROM: Deputy Director for Intramural Research, NIH
SUBJECT: Research Use of Stored Hurnan Samples, Specimens or Data

This memorandum is to clarify and strengthen the NIH Intramural Research Program’s
(IRP) requirements for the research use of stored human samples, specimens and data
consistent with DHHS requirements. Please review the attached OHSR Information
Shect. It has been updated to clarify these requirements and provides definitions that I
use in this memorandum. I want to emphasize the following points: .

1) NIH IRB-approved research protocols in which IRP. researchers intead to
collect and store human specimens or data: All such protocols must include a
written description of the intended use of the samples; how they will be storod; how
they will be tracked; what will happen to the samples/specimens/data at the completion
of the protocol, and what circumstances would prompt the PI to report to the IRB loss
or destruction of samples. New protocols should include this information at the time of
initial review. For ongoing protocols, this information may be added at the time. of the
next continuing IRB review.

2) Research involving stored jdentified or caded samples, specimens or data when
IRP Investigator can identify the subjects: Such research must receive prospective
and continuing NIH IRB review and approval. Continuing IRB review and approval is
required as long as rescarch analyses are ongoing. This means that: 1) even after a
protocol’s subject enrollment and research-related interventions are complete,
continuing IRB review and approval are required for ongoing rescarch analyses end, 2)
the research use of stored specimens or data collected under now-terminated IRP
protocols may occur only with prospective and continuing NIH IRB review and
approval.

3) Research involving stored unlinked or unidentified specimens or data: Such
research may be exempt from the requirement for IRB review and approval. NIH
requirements for obtaining exemptions have not changed. The NIH Office of Human
Subjects (OHSR) is authorized to determine whether a research activity is exempt. IRP
investigators must submit a formal request to OHSR by completing Form #1 found on

the OHSR website at http://chsr.od.nih.gov/info/info hitm].

4) Research collaborations involving sending or receiving stored specimens or
data: For discussion of IRP guidclines on research collaborations, please review the
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information in The Gray Booklet at http://ohsr.od.nih.gov/guidelines/guidelines html.
Prospective and continuing NIH IRB review and approval is required for research
collaborations in which IRP researchers gend coded samples (for which they maintain
the key) to non-NIH investigator(s). The protocol must identify the names of the
colleborating rescarchers and their affiliated institutions, Before sending the samples,
IRP investigators should contact an IC technology development coordinator for
guidance on an appropriate NIH transfer agreement. IRP researchers whose
collaborations involve the receipt of samples collected and sent by non-NIH researchers
from non-NIH subjects should contact OHSR for guidance.

Action Items:

1) All new IRP research activities must fulfill the requirements set forth in this
memorandum.

2) IRP hers are req d to stop h activities involving the use of stored
identified or coded specimens or data that ate not consistent with the requirements set
forth in item 2), above. Please submit to the appropriate NIH IRB, & completed NIH form
1195 along with a written request (i.e., protocol or memorandum) containing the items
outlined in Information Sheet #14 (IV. 3). Research may take place after IRB review and
approval.

3) IRP investig whose h activities involving unidentified or unlinked stored
specimens or data that are not consistent with the requirements set forth in 3), above
should contact OHSR as soon a possible to request an exemption from IRB review.

If you have questions, contact your NIH IRB Chair or OHSR. OHSR is located in
Building 10, Room 2C146 and the phone number is 301-402-3444. For questions
involving transfer of biological materials into and out of the NIH, please contact your
IC technology development coordinator.

Michael M. Gottesman, M.D.

CC:  Dr. Gallin
NIH IRB Administrators
NIH Principal Investigators
Institute Directors
Clinical Directors
Scientific Directors
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Attachment 3
(Revised: June 12, 2008)

Sheet 14: NIH REQUIREMENTS FOR THE RESEARCH USE OF STORED
HUMAN SPECIMENS AND DATA

I. INTRODUCTION

Research often Iinvolves the use of stored human specimens or data. Such use
obliges research investigators and Institutional Review Boards (IRBs) to consider
the rights and walfare of the individuals who provide them, especially when
samples retain identifiers or codes. Individuals (sources) who provided
specimens or from whom information was obtained in the past are no less
deserving of protection than are prospective research subjects. The research use
of existing specimens or data without the ability or intent to identify the source
may poss little risk to the donors. However, when these sources can be
identified, conflicts may arise between their rights and the scientific benefit that
can be obtained from studying their stored samples.

This information sheet provides actions that must take place before IRP
researchers may use stored specimens or data for research purposes. It is the
policy of the NIH's intramural Research Program (IRP) that prospective and
continuing NIH IRB review and approval is required for the research use of
stored human samples or data when IRP researchers or members of the
research team can identify the sources.

The following definitions, policy and implementation discussion are consistent
with the report of the National Bioethics Advisary Commission (NBAC) in August
1989, entitled "Research Involving Human Biological Materials: Ethical Issues
and Policy Guidance.” (Volume I. Report and Recommendations of the National
Bioethics Advisory Commission, Rockville, Maryland, August 1999.), and the
requirements of the Office of Human Research Protections (OHRP), DHHS.

Il. DEFINITIONS

1) Human Subject means a living individual about whom an Investigator
(whether professional or student) conducting research obtains (a) data through
intervention or interaction with the individual, or (b) identifiable private information
. (45 CFR 46.102(f)). At the NIH, the following research activities are not
considered research involving human subjects: the collection and study of (1)
samples from deceased individuals; (2) samples taken for diagnostic purposes
only; (3) specimens or data that are available from commercial or public
repositories or registries; (4) established cell linas that are publicly available to
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qualified scientific investigators, and (5) self-sustaining, cell-free derivative
preparations including viral isolates or cloned DNA.

2) Human specimensisamples include blood and other body fluids, tissues,
DNA and other direct derivatives from human tissues.

3) Human data include responses to questionnaires or surveys, medical
historles, records and diagnoses.

4) Source means the individual who provided the sample or from whom data
were collected.

§) Identified means samples or data that are still attached to a readlly available
subject identifier such as a name, social security number, address, telephone
number, medical record number, etc.

6) Coded means that collected samples or data are unidentified for research
purposes by use of a random or arbitrary alphanumeric code but the samples
may still be linked to their sources through use of a key to the code available to
an investigator or collaborator.

7) Unlinked means human data of samples that were initially collected with
Identffiers but, before research use, have been irreversibly stripped of all
identifiers by use of an arbitrary or random alphanumeric code and the key to the
code is destroyed, thus making it impossible for anyone to link the samples to the
sources. This does not preclude linkage with existing clinical, pathological, and - -
demographic information before subject identifiers are removed.

8) Unidentified means that the samples or data were collected without
identifiers of any kind. Samples or data may retain demographic or diagnostic
information and still be considered unidentified if such information cannat be
used to reveal the identity of the source.

9) Exempt research means research that Is exempt from the regulatory
requirement for prospective IRB review and approval. This includes "research
involying the collection or study of existing data, documents, records,
pathological specimens, or diagnostic specimens, if these sources are publicly
available or if the information is recorded by the investigator in such a manner
that subjects cannot be identified, directly or through identifiers linked to the
subjects” {45 CFR 46.101(b)(4)}.

Iil. POLICY
1) The research use of stored identified or coded specimens or data, when IRP

.researchers can identify the sources, must receive prospective and continuing
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NIH IRB review and approval, This includes research protocols where the
remaining research activities are limited to data analyses, and 2) the subsequent
research use of specimens or data previously collected under now-terminated
protocols.

2) The research use of stored coded samples when IRP researchers cannot
identify subjects, such as the recaipt of coded samples from non-NIH
collaborators may or may not require NiH IRB review and approval. Before
receiving such samples, IRP researchers must contact OHSR for guidance.

3) The research use of stored, unlinked or unidentified samples may be exempt
from the need for prospective IRB review and approval. Exemption requests
must be submitted in writing to OHSR. Only OHSR s authorized to determine
whether a research activity is exempt. ’

IV. IMPLEMENTATION

Implementing the NIH requirements for research activities with stored human
specimens involves addressing the following issues:

1) is the proposed research actlvity “human subjects research”?

Researchers engaged in activities which are not considered research involving
human subjects (see Definition 1., above) do not need IRB or OHSR review and
approval; however, these activities may be subject to other requirements such as
rules governing technology transfer.

For any other regearch use of human samples, specimens or data, only an NIiH
IRB or OHSR may make the determination of whether the research invoives
human subjects. The final responsibility rests with the OHSR.

2) How does an IRP investigator obtaln approval to use stored anonymized
specimens?

The research use of existing unidentified or unlinked samples or data is generally
exempt from the requirement for prospective IRB review and approval.
Exemptions are issued only by OHSR and may be sought by completing Form
#1, “Request for Review of Research Activity Involving Human Subjects”
available from that office or on the OHSR homepage

http://ohsr.od.nih.gov/infolinfo.html. NIH investigators should not make

determinations about exemptions without consulting OHSR.

Research involving stored |dentified or coded samples or data, when IRP
investigators can identify the sources, must receive prospective and continuing
NIH IRB approval.
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3) What points must an NIH IRB consider in reviewing a request for the
research use of stored identified or coded specimens or data when an IRP
researcher can identify the source?

The investigator must submit 8 written request (i.e., a memorandum or protocol)
to the IRB which includes the following:

a. The nature of the proposed research including a complete description of
the samples or data; ’

b. A justification for retention of the identities or codes of the sources of
samples or data, and, in the case of codes, a description of the ease or
difficutty with which linkage can be made between the code and the
source, and a description of who can makse the linkage.

c. A der;cription of the extent to which confidentiality of research data will
be maintained;

d. The informed consent document to be utilized, or a request for waiver
of informed consent. When research involves stored samples or data
previously collected under now-terminated protocols, an important
question Is whether a consent signed in the collection protocol Is sufficient
for the proposed research activity. The IRB will pay special attention to
requests for waiver of informed consent. In order to waive informed
consent, Federal regulations currently require that an IR8 must find and
document in its minutes that all of the following four conditions have been
met:

¢ the research involves no more than minimal risk;

o the waiver will not adversely affect the rights and welfare of the
subjects;

» the research could not practicably be camied out without the waiver;
' and

* whenever appropriate, the subjects will be provided with additional
pertinent information after participation.

e. In those cases where a waiver of informed consent is sought, a
statement that a source will not be contacted by anyone connected with
the research without prior approval by the IRB.
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f. A description of how the samples, specimens and/or data will be stored;
how they will be tracked; what will happen to the samples/specimens/data
at the completion of the protocol; what circumstances would prompt the Pl
to report to the IRB loss or destruction of samples.

The IRB will review the research in keeping with the requirements of the NIH
Human Research Protection Program (HRPP) and as set forth in the NIH IRP
Standard Operating Procedures.

4) What happens after an NIH IRB approves the research?

Continuing IRB review and approval of the research must take place at least
annually.

Research protocols that require full IRB review for their initial reviews generally
require It for their continuing reviews. The expedited review process may be used
when: (1) the protocol Is permanently closed to enroliment of new subjects, all
subjects have completed all research-related interventions, and the rasearch
remains active only for long-term follow-up of subjects; or (2) where no subjects
have been enrolled and no additional risks have been identified; or (3) where the
remaining research activities are limited to data analyses.

5) What review is necessary for research collaborations involving sending
or receiving stored specimens or data?

For discussion of IRP guidelines on research collaborations, please review the
information found in The Gray Booklet at

http:/iohsr.od.nl viguidelines/quidelines.html. Prospective and
continuing NIH IRB review and approval is required for research collaborations
in which IRP researchers send coded samples (for which they maintain the key)
to non-NIH investigator(s). The protocol must identify the names of the
collaborating researchers and their affiliated institutions. Before sending the
samples, IRP investigators should contact an IC technology development
coordinator for guidance on an appropriate NIH transfer agreement. IRP
researchers whose collaborations involve the recelpt of sampies collected and
sent by non-NiH researchers from non-NIH subjects should contact OHSR for

guidance.

If you have questions, contact your NIH IRB Chair or OHSR. OHSR Is located in
Building 10, Room 2C148, (p) 301-402-3444 and (fax) 301-402-3443. The web
site is <chsr.od.nih.gov>.
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_Tab 12

Summary of information obtained in response to question #8 of the June 20" letter from
the Congressional Committee on Energy and Commerce

The indicated study is protocol 91 M 194 “The Evaluation of Lithium Treatment in
Dementia of the Alzheimer Type, Major Depression, and Age-Matched Controls.” The PI
was Susan Molchan and the Branch Chief was Dennis Murphy. At the time of the
protocol termination in August of 1996, the total subject accrual was listed as 25
(although see below).

According to the records of Dr. Sunderland, 14 patients with Alzheimer’s disease and 12
controls participated in the protocol. With the exception of one control subject studied in
1993, all samples were collected in 1991-1992. Of the 12 controls, only 5 received lumbar
punctures under both drug and placebo conditions (the protocol was a double-blind,
crossover trial of three weeks of lithium compared with three weeks of placebo). Three of
the five controls no longer have CSF available from both LPs. Ten of the 14 patient
subjects received LPs under both conditions; two of these ten no longer have CSF from
both LPs available. Reasons for the absence of sufficient sample may include the
following: inadequate CSF collected at the time of the LP; use of the sample for assay
reruns when equivocal results were obtained; loss of samples due to freezer malfunction.
The database does not permit identification of the specific reason for the absence of
sample for any of the individual five subjects. The samples sent in response to Dr.
Molchan’s request, then, included paired CSF on eight Alzheimer’s disease patients and
two controls. Put another way, of the 30 maximal possible CSF samples in paired LPs (10
AD patients and 5 controls), only 5 are no longer available thirteen years after the
samples were collected.

Plasma samples were also obtained on subjects participating in this protocol. Of a total of
44 plasma samples collected as complete pairs on patients and controls, 41 are still
available. Thus of a total of 74 CSF and plasma samples collected in pairs thirteen years

ago, 66 are still available.

David R. Rubinow, M.D.
Clinical Director, NIMH

(Further details attached.)
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Regarding Question # 8 of the request from the Congressional Committee on Energy and
Commerce:

Attached please find a letter from Dr. Sunderland to me and a table (with redacted names)
showing the numbers of paired CSF and plasma samples on and off lithium collected as
part of protocol 91-M-194. The last column identifies the samples that were sent in
response to Dr. Molchan’s request. Page two of the table identifies the 7 assays for
which CSF samples were previously pulled. Finally, please find several papers
coauthored by Drs. Molchan and Sunderland that relate to either the lithium or other CSF
samples. Please let me know what additional information would be helpful.

David
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June 27, 2005
Dear David,

I have reviewed my CV and found that 50 papers were published with Dr. Molchan from
1988 through 1997 while we were both in Dr. Dennis Murphy’s Laboratory of Clinical
Science.” Of these, 50 papers, 2 were directly involved with the Lithium Study (91-M-
194) directly, and an additional 6 papers covered topics involved with either these or
additional CSF samples from our collection as well as other lithium-relafed matters. I
have attached these papers for your reference and can send them to yourby .pdf if you
would prefer. -

There has been some question about the storage and maintenance of samples in NIH
laboratories. Like many labs, our practice has been to immediately fréeze our samples in
a -70 degree centigrade freezer for later use in research assays. The freezers are
monitored by our own staff, and there is an alarm system if there is any electrical or
mechanical breakdown. Ihave personally supervised this process for the past 20 years
and have been on call 24 hours a day in case of emergency. While there have been
freezer failures during those many years, and some samples have been lost despite the
best efforts to avoid such, the system has been quite cost-effective and efficient.
Similarly, our sample tracking system is well organized and archival and should compare
favorably to any other system used within the NIMH.

Concerning the lithium samples in question, I will point out that they have already been
utilized for scientific publications several times in the past; and yet, when approached
more than 11 years after the last sample was collected clinically, we were still able to
retrieve, identify, label and produce the vast majority of the samples to an off-site
investigator within two months. For those who know the normal pace of biological
collaborations, this should be recognized as a very rapid pace, especially given the
extremely long storage time. Let me also note that these samples were made immediately
available for an unanticipated scientific use at the request of a researcher who had taken
no interest in or responsibility for these samples in over a decade.

If there are other questions about these samples or our system of storing and tracking
biological specimens, I would be happy to discuss them with you. In the meantime, as
attachments, I am sending a summary of the available CSF and plasma samples from the
Lithium Study (91-M-194) as well as a listing of the other assays that have been
performed on this collection of samples in the past.
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Dear Friends in the Family Study,

It is with both excitemerit and some sadness that I write to inform you that I will
. soon be leaving the NIMH 'to start a research program as a Professor at the Albert

Einstein School of Medicine in New York. The excitement arises from the great

opportunity to continue and expand the best of what we have started together in the

Family Study in a new environment. However, with that excitement comes sadness,

as this move will bring much change and the end of an era for the Geriatric
- Psychiatry Branch.

Over twenty years ago, I came to the NIMH to begin a research fellowship with an
interest in Geriatric Psychiatry. Together with Robert Cohen and others, we soon
started the first of many studies of Alzheimer’s disease. Specifically, we initiated a
small descriptive study of identical and fraternal twins with and without the illness.
Since then, the research group has grown steadily, and we have developed diverse
research projects including treatment studies, pharmacologic challenge tests to
understand some of the deficits associated with memory loss, brain imaging studies
and biologic marker studies in groups of normal controls, elderly depressives and
Alzheimer patients. In all, we have published more than 250 scientific papers
duting that time and have helped lead the field in several key areas.

One of the Geriatric Psychiatry Branch’s most important developments over the
lastZOymha‘sbeentheongoithIOCARDfamilystudyinwhid\youare
currently a participant along with over 350 other individuals. This longitudinal
study has very importanit scientific implications, and it is our top priority to foster its
survival and expansion. In the short term, the study will remain at the NIMH after
my depatture to New York City, but the plans are for the Geriatric Psychiatry
Branch to eventually close over the next year, probably by September of 2005.

As for the future of the study, my intention is to invite you to continue our work in
the New York area. The new research site will be the Litwin-Zucker Center for
Alzheimer’s Disease and Memory Disorders at the North Shore-Long Island Jewish
Health System. The Center is in Great Neck, NY, a part of Long Island that is
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convenient to LaGuardia airport and downtown New York City. For those of you.
who cannot visit us in New York, we are also trying to establish an alternative
clinical outpost in the Washington, D.C. metropolitan area, but those details are not
yet finalized. We will contact you directly as soon as more information is available.

Any time a program changes dramatically or moves locations, thete is bound to be
significant disruption. In discussing this transition, I do not want to minimize the
inconveniences associated with the move, either fot you as participants or the many
staff members whose lives are affected by this change. However, I want to
emphasize that we will do everything possible to maintain and even improve upon
the quality of research care you have experienced to date. As we have mentioned at
the annual gathering each ‘year in December,! this study represents an ongoing
collaboration. We want that collaboration to continue and grow, and we will do
* everything necessary to rake that possible. ‘
‘There are a few practical details that you might like to review and keep handy with
this letter as a reference. First, the study will continue at the NIMH for the next 6-8 .
- mionths, and our telephone numbers are unchanged (George Chang: 301-435-6058,
Administrative Staff: 301-496-0948; Imaging Program: 301-435-6059). Second, Robert
Cohen, M.D., Ph.D. will lead the research group in my absence, and David Rubinow,
- 'M.D,, the NIMH Clinical Director, will serve as the administrative back-up for Dr. '
"Cohen.. Third, the previously announced PET imaging collaboration with the
University of Pittsburgh will proceed as planned, and a subgroup of approximately
20 subjects in your group will soon be contacted separately to consider participation
in that study. :

Finally, I would be remiss if I did not say how strongly I feel about your
participation in the family study and the staff that make it possible. We have all
- created a family study together, but we have also created a family atmosphere that is
- quite unusual in the world of research. In moving the center of the study to the
New York City area, I will try my best to recreate that atmosphere, but I realize that
some individuals will not be able to make the transition. For those individuals, we
will make every effort to keep you involved by phone. In the meantime, you should
know that I am most grateful for everything that you and the staff have contributed
over the years.

Thank you for all of your support. I look forward to our new challenges together
and hope that you will be willing to make that transition with us.

! Kyouwoﬁld like to have a DVD or VHS tape of this year’s lecture (December 1,2004), they are now
available through George Chang, D.O. (301-435-6058). )
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Sincefély yours,

' ‘frey Sunderland, MD
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Page 1

Los Angeles Times

July 16, 2006 Sunday
Home Edition

A TIMES INVESTIGATION;

Drug Trials With a Dose of Doubt;

A National Institutes of Health researcher with ties to pharmaceutical firms
helped test their new medications. Some scientists questioned the results of
the studies.

BYLINE: David Willman, Times Staff Writer
SECTION: MAIN NEWS; National Desk; Part A; Pg. 1
LENGTH: 5932 words

DATELINE: BETHESDA, Md.

On Jan. 10, 2001, pharmaceutical giant Merck & Co. gathered its forces in a hotel conference room here with a
clear-cut mission: Win a favorable vote for a new antifungal drug from a federal advisory committee -- a victory that
would position the product for swift government approval and for hundreds of millions of dollars in sales.

But after hours of speeches and slides, the committee members, appointed by the U.S. Food and Drug Administra-
tion, had yet to vote. The members were focused on the quality of Merck's case for the new drug, which rested on the
treatment of only 69 patients.

Merck summoned to the microphone one of its announced consultants, a man whose government job was nearby, at
the National Institutes of Health. Dr. Thomas J. Walsh assured the committee that Merck's data describing the patients
was "extremely robust and very, very rigorous." He said his government staff had assisted in vetting the company's data.
About 30% of the patients were helped by the drug, he said.

The advisory ittee voted i ly to endorse the drug, called Cancidas. Sixteen days later, the FDA ap-
proved it. Doctors would later prescribe it for pati whose i sy had been ravaged by chemotherapy and
who were pr d to have a p ially deadly, invasive fungal infection. In its first five years on the U.S. market,

Cancidas would generate $859 million in sales for Merck.
U.S. law generally prohibits a federal employee from representing an outside party before a government agency.

In building a career as an influential government scientist, Walsh has served as both a paid and unpaid advisor to
pharmaceutical companies and has helped lead clinical trials that tested the effectiveness of their products. With his
help, the companies have brought new antifungal drugs to market, but controversy has flared over whether results from
two of the studies were misleading and whether some of the participating pati received adeq

In written comments for this article, Walsh said his advice to industry did not conflict with his position at the NIH's
National Cancer Institute, or affect his scientific judgment.

"I am not and have never been a representative of, or advocate for, any pharmaceutical company," Walsh said.

Two drug makers involved with his federal research, Merck and Pfizer Inc., said they have paid fees to Walsh.

Merck and another company, Fujisawa USA Inc., have made financial or other donations to support Walsh's federal
research with the approval of his NIH superiors, interviews and government records show.

From 1997 to 2003, Walsh appeared at meetings with FDA committees or staff alongside representatives of Pfizer,
Fujisawa and Merck, according to videotapes, transcripts and other government records. He also helped design, oversee
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pharmaceutical firms helped test their new medications. Some scientists questioned the results of the studies. Los
Angeles Times July 16, 2006 Sunday

and interpret the results of major clinical studies of four antifungal drugs made by those companies. The studies helped
win FDA approvals for three of the drugs.

In separate letters to a leading medical journal, other researchers criticized two of those studies. They questioned
whether the studies artificially boosted the new products by comparing them to drugs that were given at doses that were
too low.

More patients died who took the "comparator” drugs than those who got the new products.

Walsh, in journal articles and in remarks to medical leaders, noted the disparities in deaths while describing the ad-
vantages of the newer drugs. In published responses to the scientific critics, he said the doses of the comparator drugs
reflected the general standard of care at the participating hospitals.

What led to the higher death rates of the control-group patients in the two major studies may never be known: A
limited number of autopsies were performed, and factors other than fungal infections, such as the patients' cancer, could
have caused the deaths.

No published study has established that a higher dose of an antifungal drug is more effective in treating suspected
infection, and some studies have suggested that lower dosing may provide similar benefits. But the possibility that pa-
tients did not receive adequate doses, combined with Walsh's advisory role with the drug companies, adds a new dimen-
sion to the furor over NIH scientists' ties to industry.

Earlier revelations of the agency scientists' outside ar called into question their impartiality and the in-
dependence of the NIH, the nation's largest agency for experimental medical r h, prompting congressional hear-
ings, policy reforms and ethics investigations.

However, even as the NIH moved recently to ban some of the activities with industry, the agency's director said the
arrangements had apparently not jeopardized patients in clinical studies.

"Thus far, we have not identified any situations where patients were harmed as the result of financial arrangements
NIH employees had with outside parties," NIH Director Elias A. Zerhouni told a Senate subcommittee in 2004. "T will,
however, reserve final judgment until all internal and external reviews are completed.”

In response to questions from The Times regarding Walsh, Zerhouni responded generally in a prepared statement.
"We revamped our rules last year, and continue to carry out a vigorous program of education, oversight and enforce-
ment," he said, adding, "Violations of the ethics rules are unacceptable, and I remain determined to pursue any informa-
tion brought to my attention."

Walsh, 54, heads a medical research and treatment unit within the pediatric branch of the National Cancer Institute,
where he arrived in 1986. He said that collaborating with ies has been fund. 1 to his government work.

"My efforts are in service of the public interest in sound, reliable sci concerning p ially effective agents for
the treatment of life-threatening infections in children and adults with cancer," Walsh said in a statement to The Times.
"This mission frequently includes collaboration with companies that research and develop new compounds in this area -
- for example, utilizing my [staff's] expertise to ensure that clinical trials relating to these compounds are designed and
implemented in a manner that elicits reliable and useful results.”

He said he has appeared before the FDA only "as a government scientist providing information and/or evaluation"
regarding clinical trials. Referring to studies he helped lead, Walsh said, "There is no conflict of interest, and the trials
were well and appropriately designed."

The full extent of Walsh's ties with industry is not open to view by outsiders. His yearly financial-activity reports at
the NIH are exempt from release under the Freedom of Information Act, as are the reports for most senior researchers at
the agency.

None of Walsh's outside arrangements were listed in records that the NIH turned over to a congressional committee
that had sought details of connections between agency scientists and the drug industry.

Although Walsh declined to answer a number of questions about his financial arrangements with the drug compa-
nies for this article, he said in a telephone conversation on May 18: "On the personal issues, I've made mistakes.”

Walsh also said he preferred to let colleagues address questions regarding the dosages selected for the two major
studies he helped design. Two private lawyers representing him, H. Bradford Glassman and Jeffrey D. Robinson, noted
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in a letter to The Times that the dosages were chosen with the assent of other researchers, and not by Walsh, individu-
ally.

Walsh is well-known in his field, having written or cowritten more than 230 medical journai articles over the last
decade. A medical graduate of Johns Hopkins University in Baltimore, he has won honors within the NIH as a mentor,
receiving the agency's Distingnished Clinical Teacher Award. In 1996, he received an Outstanding Service Medal from
the U.S. Public Health Service for " ined and ding ad in the prevention and diagnosis of
invasive fungal infection in children with cancer and HIV infection.”

Three of Walsh's superiors at the National Cancer Institute contacted The Times by e-mail and defended as scien-
tifically sound the two major studies that he helped lead. The officials noted that the designs of both studies were re-
viewed and approved by the FDA and by boards at the medical sites where patients were treated. Dosages for one of the
studies, they wrote, were selected based on a consensus of participating researchers.

Eight doctors, including seven who participated in one or the other major study with Walsh and who are not em-
ployed by the NIH, also contacted the newspaper and said they stood behind the validity of the research. The study de-
signs, they said, "were both scientifically and medicaily sound, reflect the state of the art in the field, and have advanced
supportive care, improving the management of patients worldwide and saving lives."

Other researchers have said that doses of comparator drugs that are inadequate may endanger patients or make a
new drug look more effective than it is.

"I can see why the companies are eager to get an easy comparison, a drug they can beat," said Dr. Curt D. Furberg,
who formerly headed clinical research at the NIH's National Heart, Lung, and Blood Institute. "But for [scientific] in-
vestigators to go along with that, it's just a bad practice.”

Picking the Patients

From the late 1950s to today, the drug of choice for many doctors treating potentiaily lethal fungal infections has
been a powerful compound called amphotericin B.

Nurses and doctors have long dubbed the drug, derived from spores found in Venezuela's Orinoco River region,
"ampho-terrible." Some patients tremble violently as the solution, infused intravenously, courses through their bodies.
Fever and vomiting also can result. In some cases, the drug can cause fatal kidney damage.

Approved by the FDA in 1958, amphotericin gained greater acceptance in the United States in the 1980s after re-
search conducted in Europe and at the National Cancer Institute suggested that the drug decreased patients' vulnerability
to an internal fungal infection.

For decades, amphotericin has been available worldwide in relatively cheap, generic formulations. By the early
1990s, several firms were aiming to modify it into their own brand-name products -- agents that they hoped would be
better and that could fetch far higher prices. The new products would deliver the amphotericin in fatty mixtures, chang-
ing the characteristics of the drug to reduce the risk of kidney damage.

The modified amphotericin products would cost as much as $800 a day, compared with about $16 per day for the
older drug.

In order to get their reformulated drugs approved by the FDA, the companies had to conduct human studies. The
FDA held two public meetings, in 1994 and 1995, to hear experts' opinions regarding design standards for the studies.

The FDA was under pressure to cooperate more closely with the pharmaceutical industry. Amid complaints that ex-
isting standards had stymied the development of new drugs, the agency had been directed by Congress and the White
House to streamline its medical reviews.

For makers of the new antifungal drugs, less burdensome clinical-study standards could make it easier to get the
products approved. For instance, some companies wanted to enroll cancer patients with suspected - but unproven --
fungal infections. These would be patients who had abnormally low levels of infection-fighting white blood cells and
fevers lasting at least four days, despite treatment with a standard antibiotic.

Walsh has stressed the need for ing suspected infections quickly, noting that persistent fever may be the only
sign and that delaying treatment could lead to increased deaths. As envisioned by Walsh and others developing the new
products, the drugs would be assessed on several factors, including whether the patients' fevers abated.
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Some cancer and infectious-disease specialists questioned that approach. Every enrolled patient would have a fever,
but would its disappearance mean that the drug had defeated a fungal infection?

Noting that fever can have many causes, the specialists stressed the importance of studying patients with proven, as
opposed to suspected, infections. Eliminating fever in the patients with proven infections, they said, would provide bet-
ter evidence of effectiveness.

But at the 1995 FDA meeting, Walsh said enrolling and treating more of the patients with proven fungal infections
would pose "financial and logistical limitations," meaning the major studies would take longer and cost more. He esti-
mated that it would take years to identify and enroll a sufficient number of patients with proven infections.

"1 think it is appropriate to have a relatively low frequency of the proven infections,” Walsh said.

Walsh also told the FDA committee it was essential to launch separate studies that would more directly examine a
drug's effect on specific fungal infections.

The FDA accepted the approach of designing the major studies to enroll and treat patients with persistent fevers
who had suspected but unproven infections. An FDA medical officer, Dr. Teresa Wu, said the approach "largely was
motivated by" the ease of enrolling such patients.

Roughly half the patients would get new drugs, made by companies that helped pay for the research. The remaining
“control” patients would get dosages of an older, comparator drug.

The choice of dose might determine patients' survival: If the dose of the comparator drug in the first study, ampho-
tericin, was insufficient, patients could be left more vulnerable to an infection invading the lungs or other organs.

One of the fungal infections, aspergillus, typically kills 50% or more of the patients who develop it. And it is noto-
riously difficult to diagnose: Because the patients are so sick, doctors often are reluctant to collect a sample of lung tis-
sue, which might confirm an underlying infection. Aspergillus often cannot be confirmed before autopsy.

Yet if the dose were set too high, patients, including those who turned out not to have a fungal infection, would be
put at greater risk of kidney damage.

Walsh did not commit to an exact dosage of amphotericin at the 1995 FDA meeting. He did, however, say that a
drug used in the new studies would need to be powerful enough to treat aspergillus or other devastating mold-type fun-
gal infections, not just yeast-type fungal infections, such as candida, which are lethal less often and are commonly
treated with lower doses. Since the early 1990s, experts in the U.S. and Europe had reported increases in the frequency
of aspergillus.

"If we are really trying to protect the high-risk patients,” he said, "we have to appreciate that there are more than
just yeasts that we are trying to prevent or to impact upon."

Disputed Results

The first major study that Walsh helped lead compared one of the new, modified drugs, AmBisome, with conven-
tional amphotericin.

The study was paid for by the developer of the new drug, Fujisawa USA Inc., and by a grant from the NIH. Walsh
had conferred about the study design with Fujisawa and with a national network of other physicians who would carry
out the project.

The dosage for patients who would be given amphotericin was 0.6 milligram per kilogram of body weight, daily.

One expert invited by the FDA advisory committee, Dr. John H. Rex of the University of Texas Medical School at
Houston, said in April 1995 that the dosage in such a study "probably, actually, should be higher." Asked if he favored
the higher dosage even for the yeast-based fungal infections, Rex added: "The general feeling is ... somewhere between
0.6 and 1 is the correct dose."

Walsh had foreshadowed concern about using low-dose amphotericin for suspected aspergillus. In a 1990 article
published by Seminars in Oncology, Walsh and a colleague wrote: "When Aspergillus pneumonia is suspected or
proven, higher doses of amphotericin B (1 to 1.5 mg/kg/d as opposed to the standard 0.5 mg/kg/d used in other infec-
tions) are indicated to optimi ful ¢ "
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A dose of 0.6 milligram per kilogram of body weight, daily, for patients with suspected but unproven infections
"obviously is not sufficient against" aspergillus, Walsh and his co-authors wrote in a 1991 article published by Reviews
of Infectious Diseases.

In the AmBisome study, Walsh supported using the 0.6-milligram dosage. Walsh had told the FDA committee in
1995, without referring to the ongoing study with Fujisawa, that he preferred "flexibility in dosage." This would allow
increases if a patient faltered. He said that "some experimental data" suggested that higher doses of conventional am-
photericin might be more effective.

The study treated 687 patients: 343 with AmBisome, at 3 milligrams per kilogram of body weight, daily; and 344
with conventional amphotericin, at 0.6 milligram.

The patients, treated at sites throughout the United States and ranging in age from 2 to 80, were enrolled within 16
months, at what Walsh later called "a remarkably rapid rate." He also would describe the patients as a "very high-risk
population,” vulnerable to fungal infections.

Of the pati given conventional amphotericin, 36, or 10.5%, died. Of patients given Fujisawa's drug, 25, or
7.3%, died.

Those who oversaw the treatments concluded that fungal infection was the primary or contributing cause of death
for 11 who received conventional amphotericin and for four treated with the Fujisawa drug. The remaining deaths were
attributed to other causes.

On July 16, 1997, Walsh anchored Fujisawa's presentation of AmBisome to the FDA advisory committee, which
met in Silver Spring, Md. The FDA's agenda listed Walsh as part of the "Fujisawa USA Presentation."

Fujisawa's vice president for regulatory affairs, Jerry Johnson, told the FDA committee: "Our presentation will con-
clude with Dr. Walsh presenting the key results from the U.S. study."

Walsh narrated a series of slides and told the committee that AmBisome "was more effective in preventing proven
invasive fungal infections and fungal-infection-related deaths" than conventional amphotericin.

Within hours, the advisory committee voted unanimously in support of the new drug.

On Aug. 11, 1997, the FDA approved AmBisome for treating presumed fungal infections in children and adults.
The dose approved by the FDA -- 3 milligrams per kilogram of body weight, daily -- was the same as that used in the
study.

The next month, Walsh told a conference of physicians and research scientists in Toronto that AmBisome was "the
first agent shown to be superior to amphotericin B in reducing proven, invasive fungal infections in cancer patients."
AmBisome, he said, was "a new standard" in treatment. Within days, Fujisawa began marketing AmBisome in the U.S,

In the FDA's final review of the new drug, statistician Thomas Hammerstrom wrote that although AmBisome was
similar in effectiveness to amphotericin, there were "inadequate scientific grounds" to judge it superior.

In March 1999, Walsh appeared as the lead author of an article in the New England Journal of Medicine that re-
ported detailed results from the study that had compared AmBisome with amphotericin. The article said the drug dos-
ages were "deliberated upon and adopted by consensus of the investigators” who conducted the study.

Physician-researchers from Germany questioned the design of the study in a letter to the journal seven months later.

"We think that the design of this randomized trial was not adequate because the dose of conventional amphotericin
B (0.6 mg per kilogram of body weight per day) that was used does not reflect widely used standards of care," wrote
Drs. Thomas Fischer, Gudula Heussel and Christoph Huber of Johannes Gutenberg University. "Most institutions in
Europe and the United States would agree that treatment of this patient population requires a dose of at least 1 mg."

The physicians said it seemed "very likely" that if Walsh and his collaborators had used a "normal," higher dose of
conventional amphotericin, fewer patients who took that drug would have had fungal infections emerge or progress.
(Fischer declined to be interviewed for this article; he said by e-mail that AmBisome had proved to be a useful drug.)

Skepticism about the dose of conventional amphotericin used by Walsh also was reflected in a 2001 medical refer-
ence book issued by the British Society for Haematology and other groups. The authors said that conventional ampho-
tericin had been given to similar patients in Europe at doses up to twice as high as in the study that Walsh helped lead.



70

Page 6
A TIMES INVESTIGATION; Drug Trials With a Dose of Doubt; A National Institutes of Health researcher with ties to
pharmaceutical firms helped test their new medications. Some scientists questioned the results of the studies. Los

Angeles Times July 16, 2006 Sunday

The lower dose, the authors wrote, "may bias the results in the favour of AmBisome" and "could entirely explain
the differences observed."

Fujisawa had agreed to allow doctors conducting the study to double the dose of either drug, depending on patients'
conditions. But doctors ultimately increased the dose for 17% of the patients who took amphotericin -- while doses were
increased for 34% of the patients who took AmBi: The New England Journal of Medicine report cowritten by
Walsh described the study as "blinded," so that neither the doctors nor their patients were supposed to know which of
the two drugs was being administered.

Walsh and two colleagues, in a reply published by the journa), said the dose of amphotericin reflected "the stan-
dards of care” at the participating research centers. Walsh also suggested that the toxicity of amphotericin had prevented
the administration of "appropriate doses" to some patients.

The three officials who wrote to The Times on Walsh's behalf, including Robert H. Wiltrout, a research director at
the National Cancer Institute, defended the dose of conventional amphotericin.

"There is no rational motivation for an investigator or sp ing company to design a trial with a control arm that
is not standard of care," wrote Wiltrout, along with Drs. Lee J. Helman and Frank Balis of the National Cancer Institute.

As Walsh defended his study in the New England Journal of Medicine, he was helping write new medical-practice
guidelines suggesting far higher doses for some patients.

In a paper submitted for publication in October 1999, Walsh and other authors said that, following prompt and ag-
gressive evaluations of the patients, doctors should consider "maximum tolerated doses" of conventional amphotericin if
aspergillus infection, specifically, was suspected. They defined those doses as 1 to 1.5 milligrams per kilogram of body
weight, daily.

Standing With Merck
By 1999, Walsh was collaborating with Merck & Co., on its new antifungal drug, Cancidas. One Wall Street firm
predicted that Cancidas could g annual sales of $330 million. But first Merck needed FDA approval.

AmBisome, the same drug that Walsh had just helped guide to FDA approval, was picked as the comparator.

Merck paid for the study. Walsh designed it in collaboration with Merck and one other researcher, who received
fees from Merck. The initial dose selected for AmBisome -- 3 milligrams per kilogram of body weight, daily -- was the
same as in the earlier study.

In a statement delivered to The Times last week, Walsh said "there was and is no evidence" that higher dosages of
AmBisome wouid offer better effectiveness.

Previously, Walsh supported higher doses of AmBisome for patients with aspergillus.

At the 1997 conference in Toronto, Walsh said that a lower dose might suffice for a yeast-type infection. But for

aspergillus or for other mold infections that resist treatment, he said, "I would submit that we probably should be using
more.... There are good experimental data to show that more is better."

When choosing a dose, Walsh added, "I think it depends on what disease one is treating."

At a September 1999 conference in San Francisco, Walsh, along with Fujisawa's medical director and several other
scientists, described having used AmBisome doses from 7.5 to 15 milligrams per kilogram of body weight per day in
patients with possible, probable and proven infections.

A summary of their research said the high dosages "are safe, well-tolerated, and can provide effective therapy for
aspergillosis” and similar infections. (Two years later, their full-length article on the study repeated that conclusion but
also said the study did not have enough patients to prove which dosages worked best.)

At a symposium to discuss the treatment of aspergillus infections last October in San Francisco, Walsh was asked
by a physician which maximum dose of AmBisome he recommended.

"Certainly, we want to think that more is better," Walsh replied, adding that while results from clinical trials did not
support using more than 5 milligrams per kilogram of body weight, daily, there were data, based on safety and drug
concentration in the blood, suggesting a benefit at 7.5 to 10 milligrams.
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From January 2000 through August 2002, 116 hospitals and clinics worldwide carried out the study of Cancidas.
The 1,095 patients with suspected fungal infections received either Cancidas or AmBisome. The patients ranged in
age from 16 to 83.

At around the same time, Merck p ded the FDA to conduct a fast-track review of Cancidas for a more narrow
use: treating aspergillus in patients who had either not tolerated or failed to improve while taking another antifungal

drug

On Jan, 10, 2001, representatives of Merck -- assisted by Walsh -- p d the company's case for approval of the
drug to the FDA advisory committee in Bethesda.

Walsh, in his statement to The Times, said: "I did not appear as a consultant to Merck."

But that is how Merck identified him to the FDA committee, both orally and in a slide.

Tamara Goodrow, a Merck regulatory affairs official, said: "Merck has brought several consultants to the meeting

today so that they are available to facilitate the advisory committee's discussion and deliberations.” Goodrow then
named the consultants, including "Dr. Thomas Walsh."

Another Merck official said Walsh served as the head of a company committee of three researchers who assessed
how patients with aspergillus infections had responded to treatment with Cancidas in the smaller company study.

Several members of the FDA advisory committee voiced concern about the validity of the small study involving 69
patients. They pointed out that it lacked a "control" group of patients treated at the same time to gauge the comparative
effectiveness of Merck's drug.

They questioned whether the study proved that Cancidas provided patients with a measurable benefit.

At that point, a videotape of the meeting shows, Merck's senior director of clinical research, Dr. Carole A. Sable,
gestured to the audience and said: "Perhaps Dr. Walsh, who is actually the head of our expert panel, would like to make
a comment."

Walsh strode to the podium, took the microphone and assured the FDA committee that Merck's case-by-case in-
formation for the 69 patients was reliable. "I think this was really the largest and most robust set of data that we've ever
had on individuals," Walsh said. He said his "whole section” of NIH government scientists had assisted him in review-
ing Merck's data.

A member of the FDA committee, biostatistician William Blackwelder, asked Walsh if he was "confident" that the
patients with worsening aspergillus infections had benefited from Merck's drug. "Yes, indeed," Walsh concluded.

The committee endorsed the approval of Cancidas for treating patients with aspergillus who had not responded to
other drugs. On Jan. 26, 2001, the FDA approved Merck's application to market it for that narrow use, although doctors
were at liberty to prescribe Cancidas as they saw fit.

A Merck spokesman said recently that Walsh was paid a total of $3,000 in fees, in 1999 and 2001, not related to his
involvement with the company's drug. Walsh said in his statement to The Times that Merck had not paid him for any
appearance before the FDA.

U.S. conflict of interest law generally prohibits a federal employee from representing anyone before a government
agency, regardless of whether outside compensation is paid.

"Qutwardly, it looks like it could be a problem," said John M. Treacy, who formerly directed operations of the
FDA's advisory committees.

Meanwhile, Merck's hopes for wider use of Cancidas -- in patients with presumed but unproven fungal infections -
rested with the large international study that continued through late 2002.

The results were published in the New England Journal of Medicine on Sept. 30, 2004, with Walsh listed first
among the authors. Patients who were given AmBisome as a comparator fared somewhat worse than those who got
Merck's Cancidas: Of the 539 patients given AmBisome, 75, or 13.9%, died. Of 556 patients given Merck's drug, 61, or
11%, died.
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A sharper contrast was reported among 24 patients described as having an aspergillus infection: 11 of the 12 given
the older drug died or were otherwise not treated successfully, compared with seven of the 12 patients who got Merck's
drug.

Walsh and his co-authors, who included four Merck employees, noted the differences in their journal article:
Among the patients with "baseline" fungal infections, "the rate of death during the study was lower in the {Cancidas]
group.” Overall, they said, Cancidas offered "improved survival."

On Sept. 29, 2004, the FDA approved Merck's application to market Cancidas for treating patients with presumed
fungal infections. On Dec. 8, 2004, a Merck executive told stock-fund managers that the approval could "give us a great
opportunity to increase sales in 2005."

A month later, Dr. Francisco Marty, a specialist from Brigham and Women's Hospital in Boston who also is an in-
structor at Harvard Medical School, voiced concern about the Walsh-led study in a letter published in the New England
Journal of Medicine.

Patients with early fungal infections who were given AmBisome "may have received suboptimal doses of that drug
at a time when frontloading of therapy is critical to gain control of the infection," Marty and a colleague wrote.

Although the initial dose selected for AmBisome was the same as in the earlier major study, Marty's letter pointed
out a distinction:

In the newer study, the dose was not supposed to be increased until a patient had received treatment for five days on
the original dose -- and had continued to deteriorate. (A patient also could be removed from the study and treated differ-
ently at the discretion of the physician.)

In an interview at his Boston office, Marty said that the patients whose infections were found early in the Merck
study and who were given the lower dose of AmBisome may have been put at a disadvantage.

"You have a bad infection and you don't get enough drug, you may be dead," Marty said. He noted that the medi-
cal-practice guidelines -- cowritten by Walsh — suggested a dose of 5 milligrams per kilogram of body weight for as-
pergillus.

For those patients, Marty said, "you're not doing a good job with 3 milligrams."

Other doctors who wrote to the New England Journal of Medicine raised questions. An unusuaily low percentage of
patients in the AmBisome group responded favorably to treatment, wrote Dr. Dimitrios P. Kontoyiannis and a colleaguc
from the University of Texas M.D. Anderson Cancer Center in Houston.

In reply, Walsh wrote in the journal that various groups had advocated both higher and lower dosages of AmBi-
some. The use of 3 milligrams per kilogram of body weight per day, he and two co-authors wrote in January 2005, was
"the most tenable initial dosing strategy."

Walsh, responding to questions for this article, said that the five-day provision in the second study was intended to
standardize the conditions for increasing the dosages. He said the provision was approved by consensus of the partici-
pating institutions on the belief that it would not put patients at added risk.

In his statement last week, Walsh pointed to results from a recently completed study, suggesting that a 3-milligram
dosage of AmBisome was about as effective against aspergillus as was a 10-milligram dosage.

The points made on his behalf recently by his superiors and by other letter signers, Walsh said, "conclusively refute
any possible contention that the two clinical trials violated a standard of care or otherwise called for inappropriate dos-
ages of antifungal medications."

A 2005 book, "Fungal Infections in the Immunocompromised Patient," written for doctors caring for patients most
at risk, concluded that "much controversy still surrounds the optimal timing, dosage and duration of therapy" for pa-
tients with the suspected infections.

Furberg, the former NIH clinical research specialist, said the two major antifungal studies fell short because they
left unanswered which drug or dose was best against suspected infections.

"When you set up studies with controversial comparisons, you risk misleading everybody -- regulatory agencies,
physicians and patients," said Furberg, now a professor at Wake Forest University.
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*

0
A deadly fungus

Dr. Thomas J. Walsh has led major studies that helped bring new antifungal drugs to market. One fungus, aspergil-
lus, is widely found indoors and outside. It can cause deadly infections in people with compromised immune systems,
such as those who have undergone cancer or AIDS treatment or bone marrow or organ transplants.

Aspergillus

Where found: Widely distributed in soil, household dust and damp building materials.

Structure: Microscopic stalks topped with spores called conidia; as they grow they form a mass of fungus fibers.

*

Infections

Aspergillus can spread rapidly through the lungs and often to the brain and kidneys.

Symptoms: Fever, chills, shock, delirium.

Results: Kidney and liver failure can occur, with death resulting quickly.

*

Inside the body

The infections often appear in the lungs as a mass of fungus fibers, blood clots and white blood cells. The fungus
grows, destroying lung tissue.

*

Sources: Centers for Disease Control and Prevention, Merck & Co., Medline Plus

0
Drug studies

Dr. Thomas J. Walsh of the National Cancer Institute helped design and lead major clinical studies of drugs that
treat potentially lethal fungal infections. The studies supported FDA approval of the drugs, made by companies that
helped pay for the research. When the results of two of the studies were published, other doctors questioned whether
dosage levels were high enough for drugs used as comparators.

AmBisome

(liposomal amphotericin B)

Company: Fujisawa USA Inc.

When patients were enrolled and treated: January 1995 to May 1996

Comparison drug: amph icin B ( ional amphotericin)
Number of patients: AmBisome, 343; amphotericin, 344

Daily dosage: AmBisome,

3 milligrams per kilogram of body weight; amphotericin,

0.6 milligram

Deaths in each group: AmBisome 25; amphotericin 36

Cost per daily dose: AmBisome $800; amphotericin $16 *
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FDA approval: Aug. 11, 1997
Total U.S. sales: Exceeded $665 million through 2005

Cancidas

(caspofungin)

Company: Merck & Co.

‘When patients were enrolied and treated: January 2000 to
August 2002

Comparison drug: AmBisome (liposomal amphotericin B)
Number of patients: Cancidas, 556; AmBisome, 539

Daily dosage: Cancidas,

50 milligrams per kilogram of body weight; AmBisome, 3 milligrams
Deaths in each group: Cancidas 61; AmBisome 75

Cost per daily dose: Cancidas $395; AmBisome $800 *

FDA approval: Jan. 26, 2001; for expanded use, Sept. 29, 2004
Total U.S. sales: Exceeded $859 million through 2005

* Costs per daily dose are approximate and have varied by year.

Sources: New England Journal of Medicine; IMS Health; Credit Suisse; U.S. Food and Drug Administration;
Times reporting
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A

' How to advertise Sunderland's position is part of the Public Health Service Commissioned Corps, one of
Career opp: the seven L Services; officers with between 20 and 30 years of sefvice can't quit
Ty photos without app from the director of the agency.
Archives Last summer, Sunderland’s name emerged along with those of 120 other federal
>CONTESTS i during cong i At issue was money and research - and
whether they had intersected in an unethical manner when federal scientists received
UL mnil from the and biotech for after-hours consulting. The
>PARTNERS practice began in the mid-1890s, when then-NIH director Harold Varmus encouraged
New York News from | such Similar are in ities and medical
amNY.com centers.
we11
W But current NiH director Dr. Elias A. Zerhouni responded to last summer’s hearings by
Publishing banning federal from such The ban took sffect in February.
Lol c i found that had recelved almost $500,000 in
fees and travel expenses over a 10-year period from Pfizer and other drug
Parents & Children without the required forms to NIH.
Li Weddings
Hoy - News in Health and Human Services spokesman Bill Pierce said that he could not speak about
Spanish any individual case, but "one of the things that can impede retirement is an ethical cloud

that's

Sunderiand has refused requests for an interview until the investigation is complete. His
lawyer, Bob Muse of Stein, Mitchell and Mezines in Washington, D.C., said the issue
centers on work done at the geriatric psychiatry branch of NIH in cooperation with Pfizer,
which makes the Alzheimer's drug Aricept. Federal researchers were letting Pfizer
scientists analyze spinal fluid samples obtained in a federal study.

Sunderland who has been following at-risk patients for years in an effort to identify

for 's, was doing work for Pfizer during the same period.
Muse said that NIH officials had signed off on the even after
them of his i He said may be guilty of "bad 1§
% the pape! he to NIH didn't match up to the
money he made. Rep. James C. (R-Pa.) used d as an of
the potential for conflict and cited the ab of i ion on 's financial

disclosure reports as required by federal ethics rules.

Sunderiand runs clinical trials for experimental drugs, but has never studied a Pfizer drug,
according to Muse, who said his client has been cooperating with federal investigators for
eight months.

The story of Trey Sunderiand bespeaks a growing concem in the research worid. More
than half of all in the country have done consulting work
for industry, according to a study in the Journal of the American Medical Association.

Varmus, now the of Slo: g Cancer Center, said in an
interview in November that "it is quite important to intramural scientists who want the
stimulation of interactions with industry and have a lot to offer, and not to feel they are
less ethical for doing the same thing as other scientists (outside of NiH)." He did not
return repeated telephone calis placed in recent weeks.

His retirement denied, Sunderiand is stuck in limbo. He's already notified the patients in
his studies that the research work will continue on Long island. He travels to LIJ on his
own time several times a week. He will co-direct the research center with Dr. Peter
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s Davies, a top Alzheimer's scientist at Albert Einstein College of Medicine in the Bronx,
where Sunderiand will also have an appointment.

Sunderland was a favorite at medical meetings because of his intellect and boyish charm,
his colleagues at NIMH said. In July, Zerhouni, the NIH director, made "special mention™
of Sunderland’s research during an advisory council meeting, according to a memo from
Dr. Thomas insel, Sunderland's boss and director of the NIMH intramural program.

Like many scientists have hired to iron out the conflict of interest
issues. Zerhouni said that he could not comment on any of the investigations under way,
but did say that "all of these issues came from the very relaxed rules set into place in
1995 ... We want to recover what we had for 100 years before that: Full integrity.”

NIH's Kington said that the federal ban on consulting would not prevent scientists from
collaborating with industry on NIH time, but no money would change hands.

Muse insists his client did nothing unethical. "At no time did Dr. Sunderiand have any
authority or influence in the awarding of any grants to Pfizer or any other pharmaceutical
company," he wrote in a letter to Zerhouni.

Several other top NIH scientists have left the federal health agency since last summer,
including two lab chiefs at NIMH, Dr. Michael Brownstein and Dr. Dennis Chamey.
Insiders say that many scientists are actively looking for jobs. "Morale has never been
lower,” said one branch chief. Zerhouni said that the agency will review its ability to recruit
and retain employees with the new ban in place.

Meanwhile, Sunderland's lab at NIH has closed, and it's not clear whether clinical
on imer’s will continue at the mental health institute, scientists there say.

"it's unfortunate that this is happening to such a fine man and an outstanding scientist,™
said Dr. John Kane, director of The Zucker Hillside Hospital, part of the North Shore

health system. Kane, who offered the job, the of
coliaborations with industry. "We need to preserve the ability of scientists to interact with
industry,” he said.

Kane said that officials at North Shore have no qualms about the investigation into
Sunderland's activities.

"We are waiting for him,” he said.

Subscribe to Newsday home delivery | Article licensing and reprint options
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ABOUT THE FOUNDATI

Dudley R. Herschbach

B. Franklin Kahn

Laurie Kahn-Leavitt

Mara Mayor

James Pruett

Trey Sunderland

Foundation Director
Lorely Crewe-Halici

THE JUNTO AND FOUNDATION EXECUTIVE COMMITTEE

TREY SUNDERLAND

orn and raised in Baltimore, Maryland, I went to Harvard as

an und duate to study psychology. My special interest has
always been in geriatrics. I then studied medicine at the George
Washi University School of Medicine before doing a medical
internship at Beth Israel Hospital in Boston. My residency was in
psychiatry at Harvard's McLean Hospital in Belmont, Massachusetts
where I further pursued my interest in geriatric psychiatry.

I went on to do a research ip in psych atthe
National Institute of Mental Health. It was there that I started a
research program in Alzheimer’s disease and geriatric depression. Over
the next twr:nty years, I was able to build my interests from small individual studies to the widely

gnized and respected Geriatric Psychiatry Branch.

1 am currently a member of many national organizations and was recently President of the Society
of Biological Psychiatry besides serving on editorial boards for multiple scientific journals and as a
regular reviewer for many others. From 1990-2000, I was Chair of the Institutional Review Board
for the National Institutes of Health during a time of much change at the National Institute of
Mental Health. I was also Chair of the Medical Advisory Board for the Washington, D.C.
Alzheimer Association for many years, and I have published over 250 scientific papers in national
and international journals. I am co-author of Aging and Mental Health with Robert N. Butler and
Myrna Lewis.

recently moved to the LIJ/Hillside/North Shore hospital system as the first recipient of the

Litwin-Zucker Chair of Geriatric Psychiatry. I am currently the Director of the Litwin-Zucker
Center for the Study of Memory Disorders and Alzheimer's disease along with the Scientific
Director, Peter Davies, Ph.D., and my current studies focus on the longitudinal follow-up of older
subjects and the use of biomarkers to help establish an early di is of Alzheimer's disease. Early
diagnostic strategies will employ genetic markers, structural and functional brain imaging,
cognitive testing, blood tests and t inal fluid It is hypothesized that these
biomarkers will generate an early "fingerprint" of Alzheimer's disease. I am also interested in
innovative treatment trials for early Alzheimer patients. The idea is that if the diagnosis can be
made years before symptoms of memory disorder are evident, perhaps there arc treatment strategies
that might help delay or even prevent the first symptoms of this devastating illness. Together with
the basic science of Dr. Peter Davies, we hope to quickly create a world-class research center
‘within the LIJ/Hillside/North Shore hospital system.

http://www.creativity-found.org/juntoSunderland. html 1/4/2001
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Institute of Mental Hﬂhhldlﬂofgcﬂmhw
chiatry and the Albert Einstein College of
Medicine's top Alzheimer's researcher.

Trey Sunderlond, MD, and Peter Davies, PhD,
will lead the health system's new Litwin-Zucker
Canter for the Study of Mernory Disorders and
Alheimer's

tied several clues to what contriutes to the develop-
ment of the disease. He has abso developed chemical
compounds that may counter some of these processes.
Dr. Dendes will serve as the center’s scientific director.
~ Christina Verni

Scientists Find Schizophrenia Genes in Unrelated People

GLEN QAKS — researchers at

phrenia by studying the gentic blueprint of related

individuals. This is the first time the genes have been
tinked with the discase in unrelsted paople.

looked at the DNA of about 1,100 urmelated indwidu-
2is and found that spediic variations In one of the

genes incressed risk for schizophrenia In whites and

Doctor’s Discovery May Help Patients Breathe Easier

logical clock is fundamental to all living organisms,
sleep
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Patricia Whelan, RN, Receives
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body temperature and now, breathing.

Dr. Medarov looked at more than 4,800 kg
function tests performed throughout the day’s nine
typical “working” hours (8 a.m. to 5 p.m.) over a
five-year period from almost 4,000 patients, includ-

lence. The team you have built on 6 Tower loves your
wit and watchiul eye that will not let a good job 9o
unnoticed. Your high expectations are as renowned 2s
your ability 0 reach out with words or a hug.”

Ms. Whelan has been with NSUH for 34 years.
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The American Society of Clinical
Psychopharmacology, Inc.

The National Institute of Mental Health
&

The Zucker Hillside Hospital
North Shore-Long Island Jewish Health System

present

A Workshop on Clinical Trials
in Psychopharmacology

Tuesday, April 25 — Thursday, April 27, 2006

The New York Hiiton
New York, NY

Course Director
John M. Kane, MD
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2006 WORKSHOP

Background:

This course on psychopharmacological clinical trials is co-sponsored by The American
Society of Clinical Psychopharmacology, Inc., The National Institute of Mental Health
and the Zucker Hillside Hospital. It is intended for physicians, PhDs, and other
interested researchers in the pharmaceutical industry, clinical research organizations,
foundations, governmental agencies or academic settings who are involved in
psychopharmacology clinical trials and CNS drug development.

The program focuses on the general problems and challenges of designing and
implementing clinical trials with an emphasis on methodology. Topics include trial
design, diagnosis, clinical assessment, patient ascertainment, and recruitment. It will
also review recent developments in psychotropic drug

research and ethical issues in the conduct of clinical trials. The organization of the
course includes didactic sessions, discussion and interactive workshops.

PROGRAM
TUESDAY, APRIL 25, 2006

8:15a.m. — 8:45 a.m. Registration & Continental Breakfast
8:45 a.m. —9:00 a.m. Welcome and Introduction
John M. Kane, The Zucker Hillside Hospital
9:00 a.m. — 11:00 a.m. Panel Discussion on the Design, Conduct and
Implementation of Clinical Trials
Thomas Laughren, FDA
Matthew Rudorfer, NIMH
Biil Potter, Merck
11:00 a.m. —11:15a.m.  Coffee Break
11:15 a.m. — 12:00 p.m.  Why Clinical Trials Fail
John Kane, The Zucker Hillside Hospital
12:00 p.m. — 1:00 p.m. Lunch (on your own)
1:00 p.m. - 1:45 p.m. Diagnostic Assessment and Methodology Issues in the
Development of Antidepressants and Mood Stabilizers
William Z. Potter, Merck
Craig Mallinckrodt, Lilly
Andrew Nierenberg, Massachusetts General Hospital
2:00 p.m. — 3:00 p.m. Placebo Response in Clinical Trials
William Z. Potter, Merck
Craig Mallinckroadt, Lilly
John Kane, The Zucker Hillside Hospital

3:00 p.m. — 4:30 p.m. Workshop on Designing Clinical Trials, Antidepressants and
Mood Stabilizers
4:30 p.m. - 5:30 p.m. Panel Discussion: Drug Development in Affective Disorders

William Z. Potter, Merck
Andrew Nierenberg, Massachusetts General Hospital
Craig Mallinckrodt, Lilly
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WEDNESDAY, APRIL 26, 2006:

8:30 a.m. - 9:00 a.m.
9:00 a.m. - 9:45 a.m.

9:45 a.m. - 10:30 am.

10:30 a.m. — 10:45 a.m.
10:45 a.m. — 11:00 a.m.
11:00 a.m. — 12:00 p.m.

12:00 p.m. — 1:00 p.m.
1:00 p.m. — 2:00 p.m.

2:00 p.m. —3:30 p.m.
3:30 p.m. - 4:15 p.m.

Registration & Continental Breakfast

The Role of Large Simple Trials

Robert Reynolds, Pfizer

Biostatistics

Eugene Laska, NYU School of Medicine

Discussion

Coffee Break

Ethics, Informed Consent, Patient Ascertainment and
Recruitment

Donald Rosenstein, NIMH

Lunch (on your own)

Diagnostic Assessment and Methodologic Issues in the
Development of Antipsychotic Drugs

Bruce Kinon, Lilly

John Kane, The Zucker Hillside Hospital

Workshop on Designing Clinical Trials: Antipsychotics
Panel Discussion: Antipsychotic Drug Development
Bruce Kinon, Lilly

John Kane, The Zucker Hillside Hospital

THURSDAY, APRIL 27, 2006:

8:00 a.m. - 8:30 a.m.
8:30 a.m. — 9:30 a.m.

9:30 a.m. — 10:00 a.m.

10:00 a.m. - 11:00 a.m.

11:00 a.m. - 11:45a.m.

11:45 a.m. — 1:00 p.m.
1:00 p.m. — 2:00 p.m.

2:00 p.m. - 3:00 p.m.

3:00 p.m. — 3:45 p.m.

Registration & Continental Breakfast

Diagnostic and Assessment Issues in Pediatric
Psychopharmacoiogy

John March, Duke University

Joseph DeVeaugh-Geiss, Duke University

Coffee Break

Workshop on Designing Clinical Trials in Pediatric

- Psychopharmacology

Panel Discussion: Drug Development in Pediatric Indications
Drs. March & DeVeaugh

Lunch (on your own)

Diagnostic, Assessment and Methodologic Issues in
Geriatric Psychopharmacology

Trey Sunderiand, NIMH

Robert Lasser, Janssen

Workshop on Designing Clinical Trials in Geriatric
Psychopharmacology

Panel Discussion: Drug Development in Geriatric Indications
Drs. Sunderland & Lasser
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LOCATION

The New York Hilton

1335 Avenue of the Americas
New York, NY

212-586-7000

Any questions concemning this course should be directed to:
Dr. John Kane

(718) 470-8141.
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2004 HIGHLIGHTS (CONTINUED)

The prevention and treatment of Alzheimer’s disease is the personal
crusade of Leonard Litwin (left) and Donald Zucker (right). Longtime
supporters Associate Trustee Leonard Litwin and Trustee Donald Zucker
have spent decades devoting personal energy and resources to a myriad of
important health system initiatives.

Together, Mr. Litwin and Mr. Zucker have created The Litwin-Zucker
Research Center for the Study of Alzheimer’s Disease and Memory
Disorders with a gift of $10 million. Two of the nation’s leading experts,
Peter Davies, PhD, and Trey Sunderland, MD, will oversee research to
advance the understanding and treatment of Alzheimer’s. The center serves
as a hub for research and related clinical services, including educational
and supportive programs and clinical referrals for research participants
and their families. By supplying the means to create such a research center,
M. Litwin and Mr. Zucker’s generosity and dedication will help bring
cutting-edge research to the community and potentially help the estimated
4.5 million Americans who are affected by this disease.

For more than a decade, Susan and Herman Merinoff have been loyal
supporters of the North Shore-Long Island Jewish Health System.

They have been true philanthropists, generous with their time, spirit and
resources. In 2004, Mr. Merinoff, a trustee, became the new chairman

of the board of the Institute for Medical Research. He has been an active
board member since the Institute was founded in the late 1990s. The
Merinoffs recently gave a $5 million gift to the Center for Patient-Oriented
Research, which is an important resource in the discovery and diagnosis
of human diseases as well as the development of new treatments. The
Center also houses the General Clinical Research Center where investigators
can develop new ideas into practicality, bridging the gap between basic
research and clinical patient care. In honor of their benevolence and
continuing commitment to the health system, the Center has been named
The Susan and Herman Merinoff Center for Patient-Oriented Research.

34
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06/26/06 VOUCHER Voucher : TR188591-1V1
PAGE 1 ** Read Privacy Act On Last Page ** TA Num: A150607
} NAME: SUNDERLAND, PEARSON EIN: 001-00-75074
ADDR: ADDRESS NOT AVAILABLE PHONE :
MAIL CD:
. ORG: HN76V00000C
TITLE:
DUTY: Bethesda,MD TZ: 0 SEC CLR:
RES: , CARD: CARDHOLDER
HOURS 8
-5) FROM TO TA NUMBER TA DATE TRIP PURPOSE TRIP TYPE
12/09/2005
12/16/2005
Al150607 01/09/2006
’ Domestic Travel SINGLE TRIP
3) GTR/TICKET NO VALUE CR CLS DATE FROM TO
TBD 1 1352.60 ECO IAD-Washing KOA-Kona,
4) ACCT CLASS CODE TRIP 3 TRIP 2 TRIP 1 5) FINANCE OFFICE
1 3446.51

109909.1.2151 CONFERENCE ATTENDANCE - D.1832.853.853.103.12/

19/2005. . PROJECTS
450.00
19909.1.252W TUITION & REG FEES VIA A-.1832.853.853.103.12/

.—~9/2005. . PROJECTS

1,376.10
2520.41

6) NON-REIMBURSABLE EXPENSES
TOTAL AMOUNT CLAIMED
ADVANCE OUTSTANDING
ADVANCE APPLIED

NET TO TRAVELER (GOVT) ---c---ccmmemmmcmmeceem

=Copyright 1998 Gelco Information Network GSD, Inc.
I certify that this Voucher is true and correct to the best
of my knowledge and belief, and that payment or credit has
not been received by me. I hereby assign the United States
any right I may have against any parties in connection, with
reimbursable transportation charges described above, pur-
chased under cash payment procedures {41 CFR Part 301-10).

8
VOUCHER NO:
SCHEDULE NO:

CERTIFIED BY:

7) TRAVELER SIGNATURE DATE DATE :
This Voucher is approved. Long distance telephone calls, 10)
if any, are certified as necessary in the interest of the CASH RECEIPT DATE
Government . (Note: If long distance telephone calls are
included, . the approving official must have been authorized AMOUNT $
in writing by the head of the department or agency to so
SIGNATURE

ertify (31 U.S.C. 680a)).

' APPROVED, DATE
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06/26/06 VOUCHER Voucher: TR188591-1V1
PAGE 2 ++* Read Privacy Act On Last Page ** |SUNDERLAND 001-00-75074
.1) ITINERARY AND TRANSPORTATION EXPENSES - TRIP NO 1

DATE TIME DEPARTED/ARRIVED LOCATIONS MODE COST DESCRIPTION
12/09/2005

D-RES: ,
12/09/2005 AIR 1352.60

*  Rirline Flight

12/09/2005

A-ISLE OF HAWAII: OTHER,HI
12/09/2005 CAB 45.00 Taxi
12/09/2005 TMC 23.50

*  TMC Service Fees

12/16/2005

D-ISLE OF HAWAII: OTHER,HI
12/16/2005 CAB 45.00 Taxi
12/16/2005

A RES: ,
12/16/2005 RENT 153.13 Rental Car
12/16/2005 FUEL 9.54 Gas-Rental/Govt Car

TOTAL TRANSPORTATION EXPENSES 1628.77

“._.12) SUBSISTENCE AND OTHER REIMBURSABLE EXPENSES

ACTUAL LODGING MEALS M&IE - P-DIEM

DATE LODGING ALLOWED B L D ALLOW RATE OTHER EXPENSES AMOUNT
12/09 0.00 0.00 69.00 150/92 0.00
ACTUAL LDG: 0.00
12/09 Registration Fees 450.00
12/10 195.00 195.00 92.00 150/92 0.00
ACTUAL LDG: 195.00
12/11 195.00 195.00 92.00 150/92 . 0.00
ACTUAL LDG: 195.00
12/12 195.00 195.00 92.00 150/92 . 0.00
ACTUAL LDG: 195.00
12/13 195.00 195.00 92.00 150/92 0.00
ACTUAL LDG: 195.00
12/14 195.00 185.00 92.00 150/92 0.00
ACTUAL LDG: 195.00
12/15 0.00 0.00 92.00 150/92 0.00
12/15 Domestic Lodging Tax 40.60
12/15 Miscellaneous Expense 41.44
12/15 Domestic Lodging Tax 70.70
12/16 0.00 0.00 69.00 150/92 . 0.00
975.00 690.00 602.74
- (13 ) COMMENTS :

"x :avel pending avail.of funds; approved as official duty 10/21/05. Request for
AEA for housing in conf. hotel: 1. Selection:Hilton Waikoloa Village@group ra

06/26/06 VOUCHER Voucher: TR188591-1V1
PAGE 2 ** Read Privacy Act On Last Page ** |SUNDERLAND 001-00-75074



89

te $195; 2. Vista Waikoloa@$214, 0.7 mi away; 3. ResortQuest Waikoloa Colony V
"1las@$195, 0.2 mi away, and 4.0utrigger Fairway Villas@$186, 4.7 mi away, but
1ot avail (gooked 12/15-05-2/15/06) .Cost impact: Gov‘t standard lodging $150/

.1ightx6=900; AEA request rate@$195/nightx6=$1,170, diff=$270. Justification: N

o lodging avail at less costly accommodations w/out incurring xtra cost of tax

i/shuttle for daily excursions to and from meeting.

Official Duty approved 10/21/2005. No lodging claim for 12/9/0S.

VERCIV=RATE TBL DATE=12/01/05=Copyright 1998 Gelco Information Network GSD, Inc.

* Expense not claimed for reimbursement.

Exception to SF 1012

NOTE: Falsification of an item in an expense account works a forfeiture of
claim {28 U.S.C. 2514) and may result in a fine of not more than $10,000 or
imprisonment for not more than 5 years or both (18 U.S.C. 287; i.d. 1001).

In compliance with the Privacy Act of 1974, the following information is prov-
ided: Solicitation of the information on this form is authorized by 5 U.S.C.
Chap. 57 as implemented by the Federal Travel Regulations (41 CFR 301-304),
E.O0. 11609 of July 22, 1971, E.O. 11012 of March 27, 1962, E.O. 9397 of Nov.
22, 1943 and 26 U.S.C. 6011(b) and 6109. The primary purpose of the requested
information is to determine payment or reimbursement to eligible individuals
for allowable travel and/or relocation expenses incurred under appropriate
administrative authorization and to record and maintain costs of such reim-
hursements to the Government. The information will be used by officers and

“ployees who have a need for the information in the performance of their

Zicial duties. The information may be disclosed to appropriate Federal,
_-ate, local, or foreign agencies, when relevant to civil, criminal, or regu-
latory investigations or prosecutions, or when pursuant to a requirement by
this agency in connection with the hiring or firing of an employee, the
issuance of a security clearance, or investigations of the performance of
official duty while in Government service. Your Social Security Account Num-
ber (SSN) is solicited under the authority of the Internal Revenue Code (26
U.S.C 6011(b) and 6109) and E.O. 9397, Nov. 22, 1943, for use as a tax payer
and/or employee identification number; disclosure is MANDATORY on vouchers
claiming travel; and/or relocation allowance expense reimbursement which is,
or may be, taxable income. Disclosure of your SSN and other requested infor-
mation is voluntary in all other instances; however, failure to provide the
information (other than. SSN) required to support the claim may result in
delay or loss of reimbursement.
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DOCUMENT ADJUSTMENTS

Voucher: TR188591-1V1

SUNDERLAND, PE 001-00-75074

TRIP:
tIP:
P:
~«IP:
TRIP:
TRIP:

CO0OO0OOO

DATE:
DATE:
DATE:
DATE:
DATE:
DATE:

12/30/2005
01/09/2006
01/09/2006
12/30/2005
01/09/2006
01/09/2006

TIME:
TIME:
TIME:
TIME:
TIME:
TIME:

11:14AM
10:32AM
3:06PM
11:14AM
10:32AM
3:06PM

ADJUSTOR:
ADJUSTOR:
ADJUSTOR:
ADJUSTOR :
ADJUSTOR :
ADJUSTOR:

EILEEN M NEFF
EILEEN M NEFF
SHEILA M JOHNSON
EILEEN M NEFF
EILEEN M NEFF
SHEILA M JOHNSON
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06/26/06 ACCT DETAIL Doc No: TR188591-1V1
Copyright 1998 Gelco Information Network, Inc. |SUNDERLAND, PE 001-00-75074

2CT CLASS CODE TRIP 1
COMCARRIER-G- . 1,352.60
LODGING-O- 975.00
M&IE-O- €90.00
MISC EXP-O- 41.44
OTHER-O- 111.30
TMC FEES-G- 23.50
TRANSPORT-0O-~ 252.67
1 0.00 0.00 3,446.51

Organization: HN76000000C
109909.8337647.1.2151 CONFERENCE ATTENDANCE - D.1832.853.853.103.12/09
/2005 . .PROJECTS

REG FEES-O-

2 0.00 0.00 450.00

Organization: HN76000000C
109909.8337647.1.252W TUITION & REG FEES VIA A-.1832.853.853.103.12/09
/2005. .PROJECTS

"PLIT PAY DISBURSEMENTS:

TOTAL EXPENSES -=-----===-=m=-====-co=c-=o-o 3,896.51

NON-REIMBURSABLE EXPENSES --------=--------- 1,376.10

Z=cExz=mzsx===s

TOTAL AMOUNT CLAIMED --------======-==--=~-- 2,520.41
GOV’T ADVANCE OUTSTANDING -- 0.00
GOV'T ADVANCE APPLIED ------ 0.00

——-- 0.00

NET TO TRAVELER (GOVT) ----=--==----c-=-==-- ) 2,520.41
GOV'T CHARGE CARD EXPENSES - 0.00
GOV'T CHARGE CARD ATM ADV -- - - 0.00
ADD’T, GOV'T CHARGE CARD PYMT 0.00
TOTAL GOV’T CHARGE CARD AMT 0.00

PAY TO GOV'T CHARGE CARD-------=====-=~-=~-- 0.00

PAY TO TRAVELER ----- EEEEEEEELS e e S el 2,520.41
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'06/26/05 RECEIPT CHECKLIST Voucher: TR188591-1V1

Copyright 1998 Gelco Information Network, Inc. SUNDERLAND, PE 001-00-75074
DATE DESCRIPTION COST
{1 1. 12/09/2005CAB Taxi 45.00
[1 2. 12/16/2005CAB Taxi 45.00
[l 3. 12/16/2005RENT Rental Car 153.13
{1 4. 12/16/2005FUEL Gas-Rental/Govt Car 9.54
[l 5. 12/09/2005AIR Airline Flight 1,352.60
[l 6. 12/09/2005 Registration Fees 450.00
{1 7. 12/09/2005TO
12/16/2005 Lodging Expenses 975.00
06/26/06 DOCUMENT HISTORY Voucher: TR188591-1V1

Copyright 1998 Gelco Information Network GSD, Inc. |SUNDERLAND, PE 001-00-75074

STATUS DATE SIGNATURE NAME TELEPHONE
CREATED 12/20/2005 5:10PM DOROTHY M DRAKE 301 496 1338
REPARED 12/20/2005 5:29PM DOROTHY M DRAKE 301 496 1338
REPARED 12/29/2005 3:27PM DOROTHY M DRAKE 301 496 1338
~ERTIFIED 12/29/2005 4:31PM PEARSON SUNDERLAND 301 496 0948
ADJUSTED 12/30/2005 11:14AM EILEEN M NEFF 301 496 4271
ADJUSTED 01/09/2006 10:32AM EILEEN M NEFF 301 496 4271
REVIEWED 01/09/2006 10:36AM EILEEN M NEFF 301 496 4271
ADJUSTED 01/09/2006 3:06PM SHEILA M JOHNSON 301 594 8071
APPROVED 01/09/2006 3:07PM SHEILA M JOHNSON 301 594 8071

I certify that the electronic signatures listed above are
valid and on file.

SIGNED DATE
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Document Summary for Voucher TR188591-1V1
uick Tip For this Document you can: '
. Jr specific information, click on a Details link. You can sign and stamp your document from the Document
RS status section.
Trip Number 1
Travel Authorization Number A150607

Doc‘ument Summary ;/ 7 /0 6 Page 1 of 2
S

Save | Document
nidei{ Entering Document
Current Document

Itinerary Details ISLE OF HAWAIl: OTHER,HI 12/08/05 - 12/16/05
Purpose Description To attend ann.mtg.of Amer.College of Neuropsychopharmacology to present CSF
Peptides as Biomarkers for Presymptomatic AD in At-Risk Controls, Dec.12-16,
2005 in Waikoloa, HI

Ticketed Trans Details $1,352.60
Exnense Details Eypense Summary , Document Status
Quick Expense Edit  Delete Date Expense Amount Pmt Method
: ¥ 12002008 Registration Fees 450.00 OTHER
4 X 12002008 Taxi 45.00 OTHER
g % 120012005 TMC Service Fees 23.50 GTA
4 ¥ 1211512005 Domestic Lodging Tax 70.70 OTHER
7 ¥ 121152005 Domestic Lodging Tax 40.60 OTHER
J X 12152005 Miscellaneous Expense 4144 OTHER
g X 121162005 Gas-Rental/Govt Car 954 OTHER
4 ¥ 12162005 Rental Car 153.13 OTHER
g X 12162005 Taxi 45.00 OTHER
Total: 878.91

Lodging/M&IE Details $1,665.00
Accounting Code Summary

| _ Label Amount
Accounting Code Details 1ggg0g/1 3.446.51
109909/1 450.00
Total: 3,896.51
Totals Details 1ota15 Summary
Disbursement Type Amount
Amount Claimed 2,520.41
Non-Reimbursable Expenses  1,376.10
Advance Applied 0.00
Pay To Charge Card 0.00
Pay To Traveler 2,520.41
Enter Comments Travel pending avail.of funds; approved as official duty 10/21/05. Request for AEA
for housing in conf. hotel: 1. i Waikoloa rate $195; 2.

Vista Waikoloa@$214, 0.7 mi away; 3. ResortQuest Waikoloa Colony Villas@$195,
0.2 mi away, and 4.Outrigger Fairway Villas@$186, 4.7 mi away, but not avall
(gooked 12/15-05-2/15/06).Cost impact: Gov't standard lodging $150/nightx6=900;
AEA request rate@$195/nightx6=$1,170, diff=$270. Justification: No lodging avail at
less costly accommodations w/out incurring xtra cost of taxi/shuttie for daily
excursions to and from meeting. Official Duty approved 10/21/2005. No lodging
claim for 12/9/05.

Document Status pocyment Status ’ Enter Status/PIN 1o stamp this document

Document Status: CREATED  Awaiting: SUNDERLAND, PEARSON
[] Final Voucher

Status To Apply Remarks
PREPARED -/

https://nbrssprod.cit.nih. g0v:8920/cgi-bin/wstest.sh/WService=g8 16prod/docprep/comments.w 12/20/2005
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425 Waikoloa Beach Drive + Waikolos, HI 96738
Hilto Phone (808) 886-1234 « Fax (808) 886-2900
Resorvati

il o

s Name & Address ¢

‘Waikoloa Village www.hiltonwaikoloavillage.com or 1 800 HILTONS
Room 1083/D2LP

Departure Date  12/15/05

3 Arival Date  12/09/05 9:37PM
i Adult/Child 110
‘ Room Rate

h
RATE PLAN C-ACN

HH# 509624448 SILVER

AL: US #00820612030
BONUS AL: CAR:
Confirmation Number : 3222282741

12115105 PAGE 1

[ DESCRIPTION D . _CRED[TS BALANCE

ARNIR . | 3420782
WUAN 3421973

21973
3421073

-LNINTERNET ACCESS

LA
ROOM TAX 4:166%
SUPANCY-TAX

J SGES

2
s
XY

B DATE OF CHARGE 'FOLIO NO./CHECK NO.
Zip-Out Check-Out® 451958 A

Aloha & Good Morning ! We hope you enjoyed your stay. With Zip-Out Check-Out ®

there is no hieed to stop at the Front Desk Cashier to check out. AUTHORIZATION INTAL
* Please review tho enclosed statement. It is a record of your charges since late last evening.
* For any charges after your account was prepared, you may: PURCHASES & SERVICES
+ pay at the time of purchase.
“+ charge purchases to your account, then stop by the Front Desk for an updated statement. TAXES w
"+ request an updated statement be mailed to you within two business days. 4
sy dial 2737 from your room and tell us when you will be ready to depart. Your account TIPS A NBC. Ofcil Sponsor

¢ automatically checked oul,iund you may usc this statement as your receipt.
-\ 2 call the Front.Desk af extension 2733 if you wish to extend your stay or if you have
iy, questions about Gount. 1

TOTAL AMOUNT J

qéﬁinmméummﬁueyﬁrreq& For group movements, please contact your group
Eéptdinator, s actual delivery times will vary.
. Thank you for choosing Hilton Waikoloa Village!
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Sunder amd 2
TRIS8 S91-1 V|

Meeting Confirmation
Notice

Trey Sunderland, M.D.

Chief, Geriatric Psychiatry Branch
National Institute of Mental Health
Clinical Center CRC 2-5360

9000 Rockville Pike

Bethesda, MD 20892

Meeting: ACNP Annual Meeting 2005
Sunday, December 11, 2005 through Thursday, December 15, 2005

Hilton Waikoloa Village
Waikoloa, HI

Coordinators: Please contact Jerry Maher for further information at
ACNP Executive Office
545 Mainstream Drive Suite 110
Nashville TN 37228

Phone: 615-324-2360
Fax: 615-523-1715
jmaher@acnp.org

You are registered for the following:

Function Quantity Rate Amount

Main Registration 1 450.00 450.00

Balance 0.00
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Stnde land ©
TRISEST -1V |

&
WAIKOLOA BEACH SHELLWi1

258 BATKDLDA BEACH DR
WAIKOLOR, HI 967380660

T 755 PH DAIE 12/14/85

TeRMN 10825687  HENW S91446676100000
1RAH TYPE SALE

AR XRXKXXRKXKIBBS
CARD TYPE AMEX

SEQ N 159

TICKET & B98a167418 .

R0 CODE GENERAL HERCHAIOISE

ik co3 125708

TOTAL ( $9.54 ‘:

TUSTOMER COPY
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Page 1 of 1

Neft, Eileen (NIH/NIMH) ﬂmj dosnd /{) Jsane é

From:  Johnson, Sheila (NIH/NIMH)

Sent:  Wednesday, November 30, 2005 2:29 PM R %7:1 / 2/ efos
To: Drake, Dorothy (NIH/NIMH)

Cc: Neff, Eileen (NIH/NIMH)

Subject: RE: Sunderland travel TR188591

No problem.

Admin. Officer, NIMH
Bldg. 31, Rm. 2B34

From: Drake, Dorothy (NIH/NIMH)

Sent: Wednesday, November 30, 2005 1:18 PM
To: Johnson, Sheila (NIH/NIMH)

Cc: Neff, Eileen (NIH/NIMH)

Subject: Sunderland travel TR188591

Hi: Trey's airfare cost for ACNP increased from $885 to $1,362 and Omega is asking for an amended TO to
cover the increase — I'm doing it now. He's traveling next Friday. Thanks. Dottie

11/30/2005
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| TE15¢59] ot
. ' . Cond. pﬂ;m.d sis
NBS Travel Request Form :

Note: This template is not an official form and its use is not required.

structions: This template is for Travel Planner or Traveler use ONLY. It is provided to assist in the
communication of information and recommendations needed to complete official travel documents.

TAB to each grey field ( )and type in the information pertinent to the trip. SAVE decument on your hard drive
and send as an e-mail attach to the Recc ding Official (Traveler’s Supervisor) for concurrence. The form
should then be returned to the Travel Planner via e-mail attachment or hard copy so travel documents may be prepared.

SUNDERLAND, Pearson

10 CRC, Room 2-5330

Senior Investigator

To attend the ann.mtg.of the Amer.Coll.of Neuropsychopharmacology to present CSF Peptides as Biomarkers
for Presymptomatic AD in At Risk Controls, Dec 12-16, 2005 in Waikoloa, HL.

[rov  [Jmramn [Jeus  [JGov venicle

or Enter # of POV Miles:

NiH Travel Request Form Page 1 of 3
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2.
3.
e i i PR bl S
Lodging/Meals Included? Comments: Travel pending availability of funds;
$ 400.00 approved as official duty activity on_JO =2\ — 0SS
Cves [ Afo0
2 Yes DNO
2 Yes BNo
es INo Comments:
L V:;_ 45 Yes DNO BN?A
Yes [No
i Yes [No
D Yes DNo
e & D Yes DNo
A 00ve Tlve
e
109909 -

NIH Travel Request Form Page 2 of 3
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Infrequent Traveler (One trip per year or fewer)
[CINot Etigibie for Travel Card

‘D()ther (Please provide explanation)

Reason for Cash Advance (Other): -

1 1, David R. Rubinow’ (e mm’:ﬂl ad this Travel.
[Hves g ‘

DNo

NIH Travel Request Form Page 3 of 3
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Drake, Dotothy (NIH/NIMH)

From: Omega Trave! Itinerary [resfaxai@owt.net}
e Monday, October 31, 2005 4:24 PM
Drake, Dorathy (NIH/NIMH)
2ct: Travel itinerary 09DEC IAD SUNDERLAND

*¥**+ATR PRICE SHOWN ON THIS PNR IS BASED PER PERSON****

**Please do not reply to this e-mail.**

**It will not go back to your travel counselor.**
SUNDERLAND/PEARSON 310ct05 04:23pm

Booking locator: JNR6BU
Fare: $885.48

09Dec05 12:14pm Friday 2
Air United Airlines Flight# 498 Class:V Seat:20D

From: Washington Dulles DC, 09Dec05 12:14pm Friday

To: Denver CO, USA 09Dec0S  02:04pm  Friday

Meal: MEAL AT COST Equip: Boeing 757 200 Jet Status: Confirmed
Stops: 0

United Airlines locator: JNR68U

09Dec05 02:35pm Friday

Air United Airlines Flight# 769 Class:V Seat:17D
From: Denver CO, USA 09DecQ5 02:35pm Friday
To: Los Angeles CA, USA 09Dec05 03:57pm Friday
Meal: None Equip: Boeing 757 200 Jet Status: Confirmed
Stops: 0

LAX TERMINAL 7
United Airlines locator: JNR68U

09Dec05 04:30pm Friday
Air United Airlines Flight# 67 Class:V
From: Los Angeles CA, USA 09Dec05 04:30pm Friday
To: Kona/Kailua HI, USA  09Dec05 08:14pm  Friday
Meal: FOOD TO PURCHASE Equip: Boeing 757 200 Jet Status: Confirmed
Stops: 0

LAX TERMINAL 7
United Airlines locator: JNR68U

SEATS ARE AIRPORT CHEEK IN ONLY

09Dec05 Friday

Car Pick Up City: Kona/Kailua HI, USA
Alamo Rent A Car Type: Inter Car Auto A/c
Confirmation#: 525178325COUNT * Rate: 90.00USD
Drop Off: 15Dec Thursday Kona/Kailua HI, USA

Rate Info: USD90.00Weekly-Ulmtd FM Xtra Dayl5.00-Ulmtd EM
Pick Up Address: KOAT71

15Dec05 02:15pm Thursday
Pir United Airlines Flight# 50 Class:W
From: Kona/Kailua HI, USA 15Dec05 02:15pm Thursday
To: Los Angeles CA, USA 15Dec05 09:26pm Thursday
N Meal: FgOD TO PURCHASE Equip: Boeing 757 200 Jet Status: Confirmed
e Stops:

1
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3 .
DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

National Institutes of Health
National Institute of Mental Health
Geriatric Psychiatry Branch

Memorandum
301-496-13
FAX 301-402-2588

Date October 14, 2005
To * William T. Fitzsimmons, Deputy Ethics Counselor
From Trey Sunderland, M.D., Geriatric Psychiatry Branch
Through: David Rubinow, M.D., Acting Chief, Geriatric Psychiatry Br.
Subject Request for Approval of Official Duty - Domestic Travel

This is to request that the following activity be approved as an official duty activity. Iunderstand that no
honorarium may be accepted.

Organization/ American College of Neuropsychpharmacology (ACNP)
Address 2014 Broadway, Suite 320, Nashville TN 37203
Meeting: ~ Annual meeting of the ACNP
Meeting location: Waikoloa, Hawaii
Time frame involved: December 11-16, 2005
Estimated time involved: 5 duty days (first day of meeting is Sunday)
Nature of Activity: To attend the annual mtg of the ACNP to present “CSF Peptides as Biomarkers

for Presymptomatic AD in At Risk Controls,” Dec. 12-16, 2006 in Waikoloa,
Hawaii. Attendance at this meeting will provide me with the latest information
on topics relevant to my studies in the Geriatric Psychiatry Branch and allow for
the exchange of information with others in the scientific community, which
supports the mission of the NIH. [ have no agreement or relationship with the

College.
Travel expenses paid by: NIH
Point of contact: Sheila Johnson, Administrative Officer
) Dottie Drake
/ Name of Requestor
Approvs Digapprove
DOJHND" opsls
Supgrvi Date

yrvxsor Name
Ap) Disapprove

Ll glhsD 1ol

ics Counselor, IC Date

Administrative Officer Date
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Shamba, Khari (NIH/NIMH)

Page 1 of 1

From: Johnson, Sheila (NIH/NIMH)

Sent:  Thursday, October 20, 2005 10:40 AM
To: NIMH Ethics (NIH/NIMH)

Subject: FW: Sunderiand officiat duty

Good Morning,

I have reviewed and forwarding for final approval.

Thank you,

Sheila M. Johnson
Admin. Officer, NIMH
Bldg. 31, Rm. 2B34

From: Rubinow, David (NIH/NIMH)

Sent: Wednesday, October 19, 2005 12:14 PM
To: Johnson, Sheila (NIH/NIMH)

Subject: FW: Sunderiand travel

travel approved. david

----- Original Message--—-

From: Drake, Dorothy (NIH/NIMH)
Sent: Friday, October 14, 2005 2:41 PM
To: Rubinow, David (NIH/NIMH)
Subject: Sunderland travel

Hi: Attached please find travel request for Trey to approve and forward to Sheila Johnson, his AO. Thanks.

Dottie

10/20/2005
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Page 1 of 1

Search

Main Menu

Annual Meeting
Aw; i
Neurg he
Journal

Meml rshi Dfe
Task Force Reports
Video

n 1]
Publi n:
About ACNP

Officers and Council

2005 Officers

—
Presi Daniel R. inberger, M.D. w lf‘
President-Elect: Kenneth Davis, M.D. .

Secretary: Oakley Ray, Ph.D.
Treasurer: Irwin J. Kopin, M.D.

Council

Eric Nestler, M.D., Ph.D. (03-05)
William T. Carpenter, Jr., M.D. (04-06)
Raquel Gur, M.D., Ph.D. (04-06)

i Davis, Ph.D. (05-07)

cient

'ts and Deadlines

Mary Jeanne Kreek, M.D, (05-07)
Ellen Frank, Ph.D. (2005)

Carol A. Tamminga, M.D. (05-06)
Dennis Charney, M.D. (04-05)

Executive Director

S |
- dback Ronnie D. Wilkins
Feedback ACNP Executive Office
* Search E-mait: rwilki
* Site Ma American College of Neuropsychopharmacology
® Top 10 545 Mainstream Drive Suite 110
Nashville TN 37228
Phone: 615-324-2360
Fax: 615-324-2361
Copyright © by The American College of Neuropsychopharmacology All Right
Published on: 2004-04-28 (1:
[ Go Back ]
\ Copyright 1995-2005 American College of Neuropsychopharmacology
N Web site engine code is Copyright © 2003 by PHP-Nuke. All Rights Reserved. PHP-Nuke Is Free Software released under the GNU/GPL license.

http://www.acnp.org/modul&s.php?name=Content&pa=showpage&pid=26

Page Generation; 0.08 Seconds

10/21/2005
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

National Institutes of Health
National Institute of Mental Health
Geriatric Psychiatry Branch

Memorandum
301-496-13
FAX 301-402-2588

Date October 14, 2005
To William T. Fitzsimmons, Deputy Ethics Counselor
From Trey Sunderland, M.D., Geriatric Psychiatry Branch
Through: David Rubinow, M.D., Acting Chief, Geriatric Psychiatry Br.
Subject .Request for Approval of Official Duty - Doméstic Travel

This is to request that the following activity be approved as an official duty activity. Iunderstand that no
honorarium may be accepted.

Organization/ American College of Neuropsychpharmacology (ACNP)
Address 2014 Broadway, Suite 320, Nashville TN 37203
Meeting: . Annual meeting of the ACNP
Meeting location: Waikoloa, Hawaii
Time frame involved: December 11.-16, 2005
Estimated time involved: 5 duty days (first day of meeting is Surrday)
Nature of Activity: To attend the annual mtg of the ACNP. to present “CSF Peptides as Biomarkers

for Presymptomatic AD in At Risk Controls,” Dec. 12-16, 2006 in Waikoloa,
Hawaii. Attendance at this meeting will provide me with the latest information
on topics relevant to my studies in the Geriatric Psychiatry Branch and allow for
the exchange of information with others in the scientific community, which
supports the mission of the NIH. Ihave no agreement or relationship with the

College.
Travel expenses paid by: NIH
Point of contact: Sheila Johnson, Administrative Officer
5 Dottie Drake
/ Name of Requestor
Approv Disapprove
W P

Supgrvisor Name Date

Approve Disapprove

g_/%égz? 702 S8

Deputy Zthics Counselor, IC Date

Administrative Officer : Date
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Shamba, Khari (NIH/NIMH)

From: Johnson, Sheila (NIH/NIMH)

Sent:  Thursday, October 20, 2005 10:40 AM
To: NIMH Ethics (NIH/NIMH)

Subject: FW: Sunderiand official duty

Good Morning,
T have reviewed and forwarding for final approval.
Thank you,

Sheila M. Johnson
Admin. Officer, NIMH
Bldg. 31, Rm. 2B34

From: Rubinow, David (NIH/NIMH)

Sent: Wednesday, October 19, 2005 12:14 PM
To: Johnson, Sheila (NIH/NIMH)

Subject: FW: Sunderland travel

travel approved. david

-----Original Message----- .
From: Drake, Dorothy (NIH/NIMH) .
Sent: Friday, October 14, 2005 2:41 PM'

To: Rubinow, David.(NIH/NIMH)

Subject: Sunderiand travel

Hi: Attached please find trave! request’f_dr Tray to-approve and-forward to Sheila Johnson, his AO. Thanks.
Dottie N . ;

10/20/2005
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06/22/06 AUTHORIZATION DOC NO: TR188591-1
PAGE 1 ** Read Privacy Act On Last Page ** TA NUM: Al150607
1) NAME: SUNDERLAND, PEARSON . EIN: 001-00-75074
. ADDR: ADDRESS NOT AVAILABLE PHONE :
MAIL CD:
5 . ORG: HN76V00000C
TITLE:
DUTY: Bethesda,MD TZ: 0 SEC CLR:
RES: , CARD: CARDHOLDER
HOURS: 8
2) TA NUM: A150607 DATE: 11/3072005 TYPE: SINGLE TRIP

3) TRAVEL PURPOSE: Domestic Travel

To attend ann.mtg.of Amer.College of Neuropsychopharmacology to present CSF
Peptides as Biomarkers for Presymptomatic AD in At-Risk Controls, Dec.12-1
6, 2005 in Waikoloa, HI .

DATE TIME DEPARTED/ARRIVED tOCATIONS PER DIEM RATE
12/09/2005 D-RES: ,
12/09/2005 A-ISLE OF HAWAII: OTHER,HI 150/92
12/16/200S D-ISLE OF HAWAII: OTHER,HI
12/16/2005 A RES: ,
5) OTHER AUTHORIZATIONS 6) EST COST ADV AMT
THER PRIVATELY-OWNED VEHICLE COMCARRIER-G 1362.60 0.00
\_ ACTUAL EXPENSE (1)} LODGING-0O 1170.00 0.00
CONTINUING RESOLUTION FUNDING (2) M&IE-O 690.00 0.00
REGISTRATION FEES(3) MILEAGE 24.26 0.00
RENTAL CAR AUTHORIZED (4) REG FEES-0 400.00 0.00
TMC FEES-G 23.50 0.00
TRANSPORT-O 194.00 0.00
TOTAL 3864.36 0.00
ADVANCE AUTHORIZED 0.00
7) ACCT CLASSIFICATIONS : EST COST
1 - 109909.8337647.1.2151 CONFERENCE ATTENDANCE - D.1832.853.853.103
.12/09/2005. . PROJECTS 3464.36
2 - 109909.8337647.1.252W TUITION & REG FEES VIA A-.1832.853.853.103
.12/09/2005. . PROJECTS 400.00

8) REMARKS

Travel pending avail.of funds; approved as official duty 10/21/05. Request for A

EA for housing in conf. hotel: 1.
195; 2. Vista Waikoloa@$214,
$195,
==VERSION CIV=====

0.7 mi away; 3.

Selection:Hilton Waikoloa Villagee@group rate $
ResortQuest Waikoloa Colony Villase
0.2 mi away, and 4.0utrigger Fairway Villas@$186, 4.7 mi away, but not ava
====Copyright 1998 Gelco Information Network GSD, Inc.
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06/22/06 AUTHORIZATION DOC NO: TR188591-1
PAGE 2 ** Read Privacy Act On Last Page ** TA NUM: Al150607

"(gooked 12/15-05-2/15/06) .Cost impact: Gov’'t standard lodging $150/nightx6=90
AEA request rate@$195/nightx6=$1,170, diff=$270. Justification: No lodging av
_1 at less costly accommodations w/out incurring xtra cost of taxi/shuttle for
daily excursions to and from meeting. :
Official Duty approved 10/21/2005.
(1)
Travel on an actual subsistence basis may be authorized "when deemed warra
nted",. or under unusual circumstances when the applicable maximum per diem
rate is insufficient.
(2)
This trip will be authorized pending funds availability.
(3)
Registration fees should be paid using (1) IMPAC Purchase Card (2) NIHITS
(3) NBS Travel advance or (4) GOV-issued Travel Card ($500 limit).
(4)
Travelers may rent a commercial government contract vehicle only when othe
r methods of transportation will not be more advantageous to the Governmen
t. Use of a rental vehicle must be approved on the Travel Authorization.

9) AUTHORIZED BY TITLE DATE INITIALS DATE

10) FUNDS OBLIGATED

1) GTR/TICKET NO VALUE CR CLS . DATE FROM TO
‘VTBD 1 1362.60 ECO IAD-Washingt KOA-Kona, HI
12) ITINERARY AND TRANSPORTATION EXPENSES - TRIP NO 1
DATE TIME DEPARTED/ARRIVED LOCATIONS MODE COST DESCRIPTION
12/09/2005
D-RES: ,
12/09/2005 AIR 1362.60
* Airline Flight
12/09/2005
A-ISLE OF HAWAII: OTHER,H
12/09/2005 1POC 12.13 Private Automobil
Mileage: 25
Rate: .485
12/09/2005 TMC 23.50
* TMC Service Fees
12/16/2005
D-ISLE OF HAWAII: OTHER,H
12/16/2005 1POC 12.13 Private Automobil
Mileage: 25
Rate: .485
12/16/2005

.2/16/2005 RENT 138.00 Rental Car
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06/22/06 AUTHORIZATION DOC NO: TR188591-1

PAGE 3 ** Read Privacy Act On Last Page ** - TA NUM: Al150607

12) ITINERARY AND TRANSPORTATION EXPENSES - TRIP NO 1

DATE TIME DEPARTED/ARRIVED LOCATIONS MODE COST DESCRIPTION

12/16/200 PARK 56.00 Parking Fees
TOTAL TRANSPORTATION EXPENSES -_1;5;?;;

13) SUBSISTENCE AND OTHER REIMBURSABLE EXPENSES

ACTUAL LODGING MEALS M&IE P-DIEM

DATE LODGING ALLOWED B L D ALLOW RATE OTHER EXPENSES AMOUNT
12/09 195.00 195.00 69.00 0.00
ACTUAL LDG: 195.00
Registration Fees 400.00
12/10 195.00 195.00 92.00 0.00
ACTUAL LDG: 195.00
12/11 195.00 195.00 92.00 0.00
ACTUAL LDG: 195.00
12/12 195.00 195.00 92.00 0.00
ACTUAL LDG: 195.00
12/13 195.00 195.00 92.00 0.00
ACTUAL LDG: 195.00
12/14 195.00 185.00 92.00 0.00
ACTUAL LDG: 195.00
12/15 0.00 0.00 82.00 0.00
12/16 0.00 0.00 €9.00
1170.00 690.00

VRCIV=RATE TABLE DATE=11/18/05=Copyright 1998 Gelco Information Network GSD, Inc

* Expense not claimed for reimbursement.

Exception to GSA Form 87

In compliance with the Privacy Act of 1974, the following information is
provided: Basic authority for requiring the requested information is contained
in 5 USC 5701-5733, particularly sections 5721-5733, 30 USC 905 and Executive
Order 9397. Disclosure of the data by you is voluntary. The principal purpose
for collecting the data is to determine the amount to reimburse an employee
for expenses incurred in connection with temporary duty travel. Information
may be transferred to appropriate Federal, State, local or foreign agencies
when relevant to civil, criminal or regulatory investigations or prosecutions.
There is no personal liability to you if you do not furnish the requested
information; however, we shall not be able to reimburse you for your expenses.
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06/22/06 ACCT DETAIL Doc No: : TR188591-1
Copyright 1998 Gelco Information Network, Inc. |SUNDERLAND, PE 001-00-75074

ZCT CLASS CODE TRIP 1
COMCARRIER-G- : 1,362.60
LODGING-O- 1,170.00
M&IE-O- 690.00
MILEAGE- 24.26
TMC FEES-G-~ 23.50
TRANSPQRT-0- - 194.00
1 0.00 0.00 3,464.36

Organization: HN76000000C
109909.8337647.1.2151 CONFERENCE ATTENDANCE - D.1832.853.853.103.12/09
/2005 . . PROJECTS

REG FEES-O- 400.00

2 0.00 0.00 400.00

Organization: HN76000000C
109909.8337647.1.252W TUITION & REG FEES VIA A-.1832.853.853.103.12/09
/2005 . . PROJECTS

5/22/06 DOCUMENT HISTORY Auth:. TR188591-1
pyright 1998 Gelco Information Network GSD, Inc. |SUNDERLAND, PE 001-~00-75074

STATUS DATE TIME SIGNATURE NAME TELEPHONE
CREATED 11/30/2005 1:22PM DOROTHY M DRAKE 301 496 1338
PREPARED 11/30/2005 1:24PM DOROTHY M DRAKE 301 496 1338
ADJUSTED 11/30/2005 1:25PM DOROTHY M DRAKE 301 496 1338
ADJUSTED 12/06/2005 10:50AM PAMELA F KLEIN 301 486 4271
APPROVED 12/06/2005 10:50AM PAMELA F KLEIN 301 496 4271
CLOSED 01/09/2006 3:07PM TM System

I certify that the electronic signatures listed above are
valid and on file.

SIGNED DATE
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-~ L]
5 . . Tab 21
06/22/06 AUTHORIZATION ' DOC NO: TRlGSSZ;
PAGE 1 ** Read Privacy Act On Last Page ** TA NUM: Al135470
)1 ) NAME: SUNDERLAND, PEARSON . EIN: 001-00-75074
ADDR: ADDRESS NOT AVAILABLE PHONE :
MAIL CD:
. ORG: HN76V00000C
TITLE:
DUTY: Bethesda,MD TZ: 0 SEC CLR:
RES: , CARD: CARDHOLDER
HOURS: 8
2) TA NUM: Al35470 DATE: 09/09/2005 TYPE: SINGLE TRIP

==
3) TRAVEL PURPOSE: Sponsored - Foreign
To participate in research planning conference on dementia to co-chair pres

entation on Markers of Pathophysiology in Geneva, Switzerland, Sept 15-17,
2005.

4) GENERAL ITINERARY

DATE TIME DEPARTED/ARRIVED LOCATIONS PER DIEM RATE
09/14/2005 D-Bethesda, MD .
09/14/2005 A~GENEVA, SUI 211/157
09/18/2005 D-GENEVA, SUI
09/18/2005 A Bethesda, MD
) OTHER AUTHORIZATIONS 6) EST COST ADV AMT
OREIGN TRAVEL (1) TRANSPORT-0O 70.00 0.00
__SPONSORED TRAVEL (2}
TOTAL . 70.00 0.00
ADVANCE AUTHORIZED 0.00
7) ACCT CLASSIFICATIONS EST COST
1 -~ 109909.8337647.1.2152 CONFERENCE ATTENDANCE - F.1832.853.853.103
.09/14/2005. . PROJECTS 70.00

8) REMARKS
Approved as official duty on 9/7/05. NFT approved on 9/9/05.
(1)

A Notification of Foreign Travel (NFT) must be submitted to the Fogarty In
ternational Center prior to travel departure.

(2)

Employees may not accept an honorarium or retain cash in excess of actual
expenses. The acceptance of payment or in kind services from a nonfederal’
source should be the exception and not the rule.

9) AUTHORIZED RBRY TITLE ) DATE INITIALS DATE

==VERSION CIV=

Copyright 1998 Gelco Information Network GSD, Inc.======
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06/22/06 AUTHORIZATION DOC NO: TR169524
PAGE 2- ** Read Privacy Act On Last Page ** TA NUM: Al35470
)] I
.0) FUNDS OBLIGATED
GTR/TICKET NO VALUE CR CLS DATE FROM TO

DATE TIME DEPARTED/ARRIVED LOCATIONS MODE
09/14/2005

D-Bethesda, MD
09/14/2005 AIR
09/14/2005

. A-GENEVA, SUI

09/14/2005 CAB
09/15/2005 CAB
09/18/2005

D-GENEVA, SUI
09/18/2005 CAB
09/18/2005

A Bethesda, MD
'09/18/2005 CAB

TOTAL TRANSPORTATION EXPENSES

1

COST DESCRIPTION

25
10

* Airline Flight

.00 Taxi
.00 Taxi -

.00 Taxi

.00 Taxi

: £3) SUBSISTENCE AND OTHER REIMBURSABLE EXPENSES
ACTUAL LODGING MEALS M&IE P-DIEM

DATE LODGING ALLOWED B L D ALLOW RATE OTHER EXPENSES

09/14 211.00* 211.00 117.75#211/157

09/15 211.00* 211.00 . 157.004#211/157 .

09/16 211.00* 211.00 157.00#211/157

09/17 211.00* 211.00 157.00#211/157

09/18 0.00* 0.00 117.75#211/157
844.00 706.50

VRCIV=RATE TABLE DATE=09/01/05=Copyright 1998 Gelco Information Network GSD, Inc

* Expense not claimed for reimbursement.

# M&IE calculation altered.
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Exception to GSA Form 87

In compliance with the Privacy Act of 1974, the following information is
rovided: Basic authority for requiring the requested information is contained
jx 5 USC 5701-5733, particularly sections 5721-5733, 30 USC 905 and Executive-
‘der 9397. Disclosure of the data by you is voluntary. The principal purpose
>r collecting the data is to determine the amount to reimburse an employee
for expenses incurred in connection with temporary duty travel. Information
may be transferred to appropriate Federal, State, local or foreign agencies
when relevant to civil, criminal or regulatory investigations or prosecutions.
There is no personal liability to you if you do not furnish the requested
information; however, we shall not be able to reimburse you for your expenses.
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06/22/06 - ACCT DETAIL Doc No: TR169524

Copyright 1998 Gelco Information Network, Inc. [SUNDERLAND, PE 001-00-75074
‘\CCT CLASS CODE : TRIP 1
TRANSPORT-0- 70.00
1 0.00 0.00 70.00

Organization: HN76000000C
109909.8337647.1.2152 CONFERENCE ATTENDANCE - F.1832.853.853.103.09/14
/2005 . .PROJECTS

06/22/06 DOCUMENT HISTORY Auth: TR169524
Copyright 1998 Gelco Information Network GSD, Inc. |SUNDERLAND, PE 001-00-75074

STATUS DATE TIME SIGNATURE NAME TELEPHONE
CREATED 09/07/2005 5:56PM DOROTHY M DRAKE 301 496 1338
PREPARED 09/08/2005 11:35AM DOROTHY M DRAKE 301 496 1338
CERTIFIED 09/08/2005 11:42AM PEARSON SUNDERLAND 301 496 0948
ADJUSTED 09/08/2005 1:41PM EILEEN M NEFF 301 496 4271
REVIEWED 09/08/2005 1:44PM EILEEN M NEFF 301 496 4271
ADJUSTED 09/09/2005 3:57PM CARLITA R MARSH 301 496 4271
CONDITIONAL APPROVAL 09/09/2005 4:15PM CARLITA R MARSH 301 496 4271
WJUSTED 09/13/2005 8:54AM SHEILA M JOHNSON 301 594 8071
DJUSTED 09/13/2005 8:56AM SHEILA M JOHNSON 301 594 8071
_2REPARED 09/13/2005 8:57AM SHEILA M JOHNSON 301 594 8071
T ADJUSTED 09/13/2005 8:58AM SHEILA M JOHNSON 301 594 8071
CONDITIONAL APPROVAL 09/13/2005 8:58AM SHEILA M JOHNSON 301 594 8071
REVIEWED 09/13/2005 9:01AM PAMELA F KLEIN 301 496 4271
REVIEWED 09/13/2005 9:01AM PAMELA F KLEIN 301 496 4271
ADJUSTED ’ 09/13/2005 5:44PM BARBARA E VERMILLION 301 443 3836
APPROVED 09/13/2005 5:44PM BARBARA E VERMILLION 301 443 3836

CLOSED 05/04/2006 2:28PM TM System

I certify that the electronic signatures listed above are
valid and on file.

SIGNED DATE
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REQUEST FOR APPROVAL TO ACCEPT PAYMENT OF .
TRAVEL EXPENSES FROM A NON FEDERAL SOURCE __ﬂﬁ./zﬁjmz)mj__

3e this form to request, approve, and repor acceptance of payments as provided in DHHS Travel Manual Chapter 1-70. Submit request to recom-
.nending official as soon as possible, but not later than 15 days before scheduled departure.

1. NAME AND TITLE OF TRAVELER

2. NAME AND ADDRESS OF SPONSORING ORGANIZATION
AMERICAN PSYCHIATRIC

SUNDERLAND, PEARSON / 1000 WILSON BOULEVARD
3. TRAVELER'S ORGANIZATION SUITE 1000

HN76V00000C ARLINGTON, VIRGINIA 22209, US

4.PURPOSEOFTRIP  Sponsored - Foreign

To participate in research planning conference on dementia to co-chair presentation on Markers of
Pathophysiclogy in Geneva, Switzerland, Sept 15-17, 2005. "

5. AUTHORITY FOR TRAVEL INDICATE VALUE OF PAYMENT:
[Xi 31usc 1383 [ «2uscasoe [ suscraez TRAVEL § ) 790.00
(See DHHS Travel Manual Chapter 1-70):
METHOD OF PAYMENT: el 844.00
A [T] DIRECT REIMBURSEMENT TO PROJECT/TASKEXP.TYPE § MEALS s B 706.50
PROJECT/TASK/EXP. TYEE..
OTHER s 0.00
B INKIND. ..o s 2.340,50
= C.[J INCASH for retention by traveler. . . . . .. .. .. s
TNOTE: CASH MAY ONLY BE 42U.5.C. 3508 Y
AYMENT TO BE USED FOR TRAVEL :
ROUND - [ oNeWAY (see itinerary beiow)
STARTING DATE | ENDING DATE FROM TO
09/14/2005 [09/14/2005 Bethesda, MD GENEVA, SUT

09/18/2005 09/18/2005 GENEVA, SUI Bethesda, MD

7.1S THE DEPARTMENT PAYING PART OF THE COST? (If any, specify which part and amount)

8. RECOMMENDATION

9. AUTHORIZATION (SEE DOCUMENT TRACKING AND HISTORY)

10. TRAVELER'S CERTIFICATION (Complete after trip)

| certify that while on official travel the above amounts are correct and I did not receive (1) any honoraria, or (2) any cash for my reten-
tion from the i ization. | further that any i meals or inck P that are
not ly

i by Travel i and not fully reir by the ir ization will have to be
’ bore out of my personal funds. .

348 (Rev. 8/92)
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BACKGROUND INFORMATION ON REQUEST FOR APPROVAL TO
ACCEPT PAYMENT OF TRAVEL EXPENSES FROM A NON FEDERAL SOURCE

)AVELER: Trey Sunderland

1s the sponsoring organization using Federal Funds to defray the costs of this trip?

[ ves

NO (i yes, reimbursement may NOT be sccepted.)

2. Does the offer of travel

i clude from the sponsor in (a} the form of an honorarium,
(b) payment for the travel.of family mambers or{(c) paymani for travel beyond that allowed under Federal travel reguimions?

] ves X no

(if yes at (b}, family member’s trave! order # , &t (c) justification attached.)
3.Is the ibed in Manual Issuance 1500-8
REIMBURSEMENT FOR TRAVEL N CASH OR IN KlND?

[J ves & no

4. Why can't this trip be pakd with DHHS funds?
It is y for flicting

to offer support for travel of mutual benefit to the sponsor and the NIk

§. Is the travel related tothe deveiopment by the sponsor of a grant or contract Pproposal for submission to your ICD?

[ ves NO

. Are there current plans for the development of a CRADA with the sponsoring Organization?

3 ves X no

7. Is the traveler an officer, director, trustee, partner or

O ves X no

of the

8. Do you or your spouse or minor child have financial interests or personal business ip with the
O ves NO

9. Do you have any involvement in the review, approval, ormonl&oﬂngaranyacﬁveorpotenﬂalorpotermalgri coopafadveaqmsmem,
or contract (for research, goods, or services) Further, does the acceptance of this
compromise the ICS or NIH with respect to its policies, procedures, and official positions on issues?
[} X o

10. Is the sponsor involved in any NIH mvalsﬁgahons of scientific fraud or misconduct or for any reason been disbarved from
contracts s the

receipt of govemment grants,

of the travel to participate in an activity involving scientific misconduct issues?

llmeanmrwemmquemnu‘ysa please discuss the circumstances with with your Executive Officer before proceeding.
[ ves [X no

/ herob certify that the information above is accurate and complete to the best of my knowledge and in accan:lam:e with
policy in NIH Manual Chapter 1500-8.

09/08/2005

. <3-348 (Rev. 8/52)
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REQUEST FOR APPROVAL TO ACCEPT PAYMENT OF

’v TRAVEL EXPENSES FROM A NON FEDERAL SOURCE —05/04/2006
, .

R /& this form to request, approve, and report acceptance of payments as provided in DHHS Travel Manual Chapter 1-70. Submit request to recom-
““mending official as soon as possible, but not later than 15 days before scheduied departure.

1. NAME AND TITLE OF TRAVELER 2. NAME AND ADDRESS OF SPONSORING ORGANIZATION
AMERICAN "PSYCHIATRIC
SUNDERLAND, PEARSON / 1000 WILSON BOULEVARD
3. TRAVELER'S ORGANIZATION SUITE 1000
HN76V00000C ARLINGTON, VIRGINIA 22209, US

4.PURPOSEOFTRIP . Sponsored - Foreign
To participate in planning on dementia to co-chair presentation on Markers of
Pathophysiology in Geneva, Switzerland, Sept 15-17, 2005.

5. AUTHORITY FOR TRAVEL INDICATE VALUE OF PAYMENT:
X s1usc 1353 [] s2uscasos [ suscraee TRAVEL  § 790.00
(See DHHS Travel Manus! Chapler 1-70):
T LODGINGS  § 0.00
A [J DIRECT REIMBURSEMENT TO PROJECTITASKEXP.TYPE § MEALS $ 706.50
PROJECT/TASK/EXP.TYPE
OTHER $ 0.00
B[ NKIND. .. s 1.496.50
€[] iNCASH for retention by travele. . . . . . . . ... s
, "NOTE: CASH MAY ONLY BE 42U.S.C. 3506 Y
{,,; YMENT TO BE USED FOR TRAVEL
) X] rounp [ oNEWAY (see itinerary beiow)
STARTING DATE ENDING DATE FROM TO
09/14/2005 09/14/2005 Bethesda, MD GENEVA, SUI
09/18/2005 09/18/2005 GENEVA, SUT Bethesda, MD.

7. 1S THE DEPARTMENT PAYING PART OF THE COST? (If any, specify which part and amount}

8. RECOMMENDATION

9. AUTHORIZATION (SEE DOCUMENT TRACKING AND HISTORY)

10. TRAVELER'S CERTIFICATION (Complete after trip)
1 certify that while on official travel the above amounts are correct and | did not receive (1) any honoraria, or (2} any cash for my reten-

tion from the sf 4 ion. | further d that any i meals or inci ted that are
not normally reir by Travel Re i and not fully reir by the it ization will have to be
bome out of my personal funds.

. DATE 09/28/2005

‘hrs-348 (Rev. 882)
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- Documient Summary . Page 1 of 1

«

. Document Summary for Adjustment to Authorization TR169524 (View Only)

Quick Tip For this Document you can:
For specific information, click on a-Details link. You can sign and stamp your document from the s
" Document Status section. Entering Document
A Authiorization Number A135470 8 cumrent Document
Hinerary Detalls GENEVA,SUI 09/14/05 - 09/18/05
Purpose Description To participate in research planning conference on dementia to co-chair presentation on
Markers of F i in Geneva, Swil Sept 15-17, 2005.
Ticketed Trans Details $790.00
Expense Detalls pypense Summary Document Status
Edit Delete Date Expense Amount Pmt Method
09/14/2005 Taxi 25.00 OTHER
7 001152005  Taxi 10.00 OTHER
4 09/18/2005 Taxi 25.00 OTHER
V4 00118/2005  Taxi . - 10.00 OTHER
Total: 70.00
Lodging/M&IE Detalls $1,550.50
Other Authorizations Detalls FOREIGN TRAVEL
SPONSORED TRAVEL
Accounting Code Summary
! Label Amount
Accounting Code Details 199909/ 70.00
109952/ 0.00
Total: 70.00
Sponsor Detalls
Sponsor Summary
) Sponsor Name Reimbursable Amount in-Kind Amount
R AMERICAN PSYCHIATRIC
Nl ASSOCIATION, MINORITY  0.00 2,340.50
FELLOWSHIPS PROGRAM
Total: 0.00 2,340.50
Totals Detalls otals Summary
Disbursement Type Amount
Estimated Cost 70.00
‘Advance Requested 0.00
Enter Comments Approved as offiial duty on 9/7/05. NFT approved on 9/3/05.
DRocument Status pocument Status Enter Status/PIN to stamp this document

Document Status: CLOSED  Awaiting:
[ Final Voucher
Status To Apply Remarks

|
A,

2

https://nbrssprod.cit.nih.gov:8920/cgi-bin/wstest.sh/WService=g816prod/docprep/summary.w?vsess=bv... 6/22/2006
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04/20/06 VOUCHER Voucher: TR169524V1
PAGE 1 ** Read Privacy Act On Last Page *¥* TA Num: Al135470
’) NAME: SUNDERLAND, PEARSON . EIN: 001-00-75074
ADDR: ADDRESS NOT AVAILABLE PHONE :
MAIL CD:
7 ORG: HN76V00000C
TITLE:
DUTY: Bethesda,MD TZ: 0 SEC CLR:
RES: , CARD: | CARDHOLDER
HOURS: 8
2) FROM TO TA NUMBER TA DATE TRIP PURPOSE TRIP TYPE
09/14/2005
09/18/2005
Al135470 09/28/2005
Sponsored - Foreign SINGLE TRIP
3) GTR/TICKET NO VALUE CR CLS DATE FROM TO
TBD 1 0 790.00 IAD-Washing GVA-Geneva
4) ACCT CLASS CODE TRIP 3 TRIP 2 TRIP 1 |5) FINANCE OFFICE

= 267.75
109909.1.2152 CONFERENCE ATTENDANCE - F.1832.853.853.103.09/
14/2005. . PROJECTS ‘

N
6) NON-REIMBURSABLE EXPENSES ----=--=co-~=-o-=o-
TOTAL AMOUNT CLAIMED ----==-==-m==o-=a-==-=ooms 267.75
ADVANCE OUTSTANDING ----- 0.00
ADVANCE APPLIED --------- 0.00
NET TO TRAVELER (GOVT) -=---ce--ccmeiommmamemmn

=Copyright 1998 Gelco Information Network GSD, Inc.
I certify that this Voucher is true and correct to the best
of my knowledge and belief, and that payment or credit has
not been received by me. I hereby assign the United States
any right I may have against any parties in connection, with
reimbursable transportatio cribed above, pur-
chased under cash paymen (41 XFR Part 301-10).

paTE Y Ma(

v
7)TRAVELER SIGNATURE

8)
VOUCHER NO:

SCHEDULE NO:
CERTIFIED BY:

DATE:

This Voucher is approved. Logg distance telephone calls,
if any, are certified as necgfssary in the interest of the
Government. (Note: If long distance telephone calls are
included, the approving official must have been authorized
in writing by the head of the department or agency to so
)rtify (31 U.S.C.. 680a)). ’ .

. APPROVED, DATE

10)
CASH RECEIPT DATE

AMOUNT $

SIGNATURE
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04/20/06 VOUCHER Voucher: TR169524V1
PAGE 2 ** Read Privacy Act On Last Page ** |SUNDERLAND 001-00-75074
'11) ITINERARY AND TRANSPORTATION EXPENSES - TRIP NO 1

DATE TIME DEPARTED/ARRIVED LOCATIONS MODE CosT DESCRIPTION
09/14/2005

D-Bethesda, MD
09/14/2005 . AIR 790.00

*  airline Flight

09/14/2005

A-GENEVA, SUI
09/14/2005 CAB 45.00 Taxi
09/15/2005 CAB 30.00 Taxi
09/18/2005

D~GENEVA, SUL
09/18/2005 CAB 45.00 Taxi
09/18/2005 CaB 30.00 Taxi
09/18/2005

A Bethesda, MD

TOTAL TRANSPORTATION EXPENSES 940.00

,12)SUBSISTENCE AND OTHER REIMBURSABLE EXPENSES
: ACTUAL LODGING MEALS M&IE P-DIEM

"“"DATE LODGING ALLOWED B L D ALLOW RATE OTHER EXPENSES AMOUNT

09/14 0.00
* 0.00 117.75#211/157 0.00

09/15 0.00
* 0.00 157.00#211/157 0.00

09/16 0.00
* 0.00 157.00#211/157 0.00

09/17 0.00 :

* 0.00 157.00#211/157 0.00

09/18 0.00
* 0.00 117.75#211/157 0.00
0.00 706.50 0.00

===(13) COMMENTS :
Approved as official duty on 9/7/05. NFT approved on 9/9/05.

VERCIV=RATE TBL DATE=09/15/05=Copyright 1998 Gelco Information Network GSD, Inc.
* Expense not claimed for reimbursement.
# M&IE calculation altered.

) Exception to SF 1012

'E: Falsification of an item in an expense account works a forfeiture of
c-aim (28 U.S.C. 2514) and may result in a fine of not more than $10,000 or
imprisonment for not more than 5 years or both (18 U.S.C. 287; i.d. 1001).

In compliance with the Privacy Act of 1974, the following information is prov-
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04/20/06 ACCT DETAIL Doc No: TR169524V1
Copyright 1998 Gelco Information Network, Inc. SUNDERLAND, PE 001-00-75074
’ ICT CLASS CODE TRIP 1
M&IE-O- 117.75
TRANSPORT-0O- 150.00
1 . 0.00 0.00 267.75

Organization: HN76000000C
109909.8337647.1.2152 CONFERENCE ATTENDANCE - F.1832.853.853.103.09/14
/2005. . PROJECTS

SPLIT PAY DISBURSEMENTS:

TOTAL EXPENSES —---------==--=-=-=-—=-===== 267.75

NON-REIMBURSABLE EXPENSES ------------------= 0.00

TOTAL AMOUNT CLAIMED --------===-====-------= 267.75
GOV'T ADVANCE OUTSTANDING -- 0.00

GOV‘T ADVANCE APPLIED

NET TO TRAVELER (GOVT)

, GOV'T CHARGE CARD EXPENSES - 0.00
GOV’T CHARGE CARD ATM ADV -- 0.00
ADD’L GOV'T CHARGE CARD PYMT 0.00

TOTAL GOV'T CHARGE CARD AMT . 0.00

PAY TO GOV'T CHARGE CARD 0.00
PAY TO TRAVELER ----=-==---=--====-=--———-~- ) 267.75
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06/22/06 VOUCHER Voucher: TR169524V1
PAGE 1 ** Read Privacy Act On Last Page ** TA Num: A135470
)} NAME: SUNDERLAND, PEARSON . EIN: 001-00-75074
'ADDR: ADDRESS NOT AVAILABLE PHONE :
MAIL CD:
) ORG: HN76V00000C
TITLE:
DUTY: Bethesda,MD TZ: 0 SEC CLR:
RES: , CARD: CARDHOLDER
HOURS: 8
2) FROM TO TA NUMBER TA DATE TRIP PURPOSE- TRIP TYPE
09/14/2005
09/18/2005
Al135470 05/04/2006
Sponsored - Foreign SINGLE TRIP
3) GTR/TICKET NO VALUE CR . CLS DATE FROM TO
TBD 1 790.00 IAD-Washing GVA-Geneva
4) ACCT CLASS CODE TRIP 3 TRIP 2 TRIP 1 5) FINANCE OFFICE

109909.1.2152 CONF!
,14/2005 . .PROJECTS

ERENCE ATTENDANCE - .F.

150.00

6) NON-REIMBURSABLE

TOTAL AMOUNT CLAIMED ---
ADVANCE OUTSTANDING -

ADVANCE APPLIED

NET TO TRAVELER (GOVT)
=Copyright 1998 Gelco Information Network GSD, Inc.
I certify that this Voucher is true and correct to

EXPENSES

of my knowledge and belief, and that payment or credit has
not been received by me. I hereby assign the United States

any right I may have against any parties in connection, with

150..00
0.00
ety
------- 150.00
the best |8)
VOUCHER NO:
SCHEDULE NO:

reimbursable transportation charges described above, pur-
chased under_cash payment procedures (41 CFR Part 301-10).

CERTIFIED BY:

7) TRAVELER SIGNATURE DATE DATE:

This Voucher is approved. Long distance telephone calls, 10)

if any, are certified as necessary in the interest of the CASH RECEIPT DATE
Government. (Note: If long distance telephone calls are

included, the approving official must have been authorized AMOUNT $

in writing by the head of the department or agency to so

ertify (31 U.S.C. 680a)). SIGNATURE

v )JAPPROVED,

' DATE
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06/22/06 VOUCHER Voucher: TR169524V1
PAGE 2 ** Read Privacy Act On Last Page ** [SUNDERLAND 001-00~75074
11) ITINERARY AND TRANSPORTATION EXPENSES - TRIP NO 1
DATE TIME DEPARTED/ARRIVED LOCATIONS MODE COSsT DESCRIPTION
09/14/2005
D-Bethesda, MD
09/14/2005 AIR 790.00
*  Airline Flight
09/14/2005
A-GENEVA, SUI
09/14/2005 . CAB 45.00 Taxt
09/15/2005 CAB 30.00 raxi
09/18/2005
D-GENEVA, SUI
09/18/2005 CAB 45.00 Taxi
09/18/2005
A Bethesda, MD

09/18/2005 CAB 30.00 raxi

TOTAL TRANSPORTATION EXPENSES 940.00

’(12)SUBSISTENCE AND OTHER REIMBURSABLE EXPENSES

. ACTUAL LODGING MEALS M&IE P-DIEM

DATE  LODGING ALLOWED B L D ALLOW RATE  OTHER EXPENSES AMOUNT
09/14 0.00 ’

* 0.00 117.75#211/157 0.00
09/15 0.00 ,

* 0.00 157.00#211/157 0.00
09/16 0.00 }

* 0.00 157.00#211/157 0.00
09/17 0.00

* 0.00 157.00#211/157 0.00
09/18 0.00

* 0.00 117.75#211/157 0.00

0.00 706.50 0.00

===(13) COMMENTS :
Approved as official duty on 9/7/05. NFT approved on 9/9/05.

VERCIV=RATE TBL DATE=09/15/05=Copyright 1998 Gelco Information Network GSD, Inc.
* Expense not claimed for reimbursement.

# M&IE calculation altered.

Exception to SF 1012
/TE: Falsification of an item in an expense account works a forfeiture of
~C¢laim (28 U.S.C. 2514) and may result in a fine of not more than $10,000 or
imprisonment for not more than 5 years or both (18 U.S.C. 287; i.d. 1001).

In compliance with the Privacy Act of 1974, the following information is prov-



125

ided: Solicitation of the information on this form is authorized by 5 U.S.C.
Chap. 57 as implemented by the Federal Travel Regulations (41 CFR 301-304),
E.O. 11609 of July 22, 1971, E.O. 11012 of March 27, 1962, E.O. 9397 of Nov.
2, 1943 and 26 U.S.C. 6011(b) and 6109. The primary purpose of the requested

i‘vformation is to determine payment or reimbursement to eligible individuals

r allowable travel and/or relocation expenses incurred under appropriate

-aministrative authorization and to record and maintain costs of such reim-
bursements to the Government. The information will be used by officers and
employees who have a need for the information in the performance of their
official duties. The information may be disclosed to appropriate Federal,
State, local, or foreign agencies, when relevant to civil, criminal, or regu-
latory investigations or prosecutions, or when pursuant to a requirement by
this agency in connection with the hiring or firing of an employee, the
issuance of a security clearance, or investigations of the performance of
official duty while in Government service. Your Social Security Account Num-
ber (SSN) is solicited under the authority of the Internal Revenue Code (26
U.S.C 6011(b) and 6109) and E.O. 9397, Nov. 22, 1943, for use as a tax payer
and/or employee identification number; disclosure is MANDATORY on vouchers
claiming travel; and/or relocation allowance expense reimbursement which is,
or may be, taxable income. Disclosure of your SSN and other requested infor-
mation is voluntary in all other instances; however, failure to provide the
information (other than SSN) required to support the claim may result in
delay or loss of reimbursement.
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06/22/06 DOCUMENT ADJUSTMENTS Voucher: TR169524V1
Copyright 1998 Gelco Ipformation Network GSD, Inc. |SUNDERLAND, PE 001-00-75074

IP: © DATE: 09/28/2005 TIME: 11:35AM ADJUSTOR: DOROTHY M DRAKE
‘ﬁIP: 0 DATE: 04/20/2006 TIME: 11:11AM ADJUSTOR: DOROTHY M DRAKE
iP: 0 DATE: 04/26/2006 TIME: 5:22PM ADJUSTOR: DOROTHY M DRAKE
<IP: O DATE: 05/02/2006 TIME: 10:47AM ADJUSTOR: EILEEN M NEFF
TRIP: O DATE: 05/04/2006 TIME: 1:47PM ADJUSTOR: ERIN M HALL
TRIP: 0 DATE: 09/28/2005 TIME: 11:35AM ADJUSTOR: DOROTHY M DRAKE
TRIP: O DATE: 04/20/2006 TIME: 11:11AM ADJUSTOR: DOROTHY M DRAKE
TRIP: O DATE: 04/26/2006 TIME: 5:22PM ADJUSTOR: DOROTHY M DRAKE
TRIP: O DATE: 05/02/2006 TIME: 10:47AM ADJUSTOR: EILEEN M NEFF
TRIP: O DATE: 05/04/2006 TIME: 1:47PM ADJUSTOR: ERIN M HALL
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06/22/06 ACCT DETAIL Doc No: TR169524V1
Copyright 1998 Gelco Information Network, Inc. [SUNDERLAND, PE 001-00-75074

: 2CT CLASS CODE TRIP 1
TRANSPORT-0- ’ 150.00

1 0.00 0.00 150.00
Organization: HN76000000C

109909.8337647.1.2152 CONFERENCE ATTENDANCE - F.1832.853.853.103.09/14
/2005 . . PROJECTS

SPLIT PAY DISBURSEMENTS:

TOTAL EXPENSES ~-~-=-=-=cmcecmcmcmomcoooonon 150.00
NON-REIMBURSABLE EXPENSES 0.00
rrrrry e
TOTAL AMOUNT CLAIMED <-----=-wommmcmcmcmomnan 150.00
GOV'T ADVANCE OUTSTANDING -- 0.00
GOV'T ADVANCE APPLIED ------ 0.00
NET TO TRAVELER (GOVT) ~-~---o-m-ecmmocmcno- 150.00
GOV‘T CHARGE CARD EXPENSES - 0.00
) GOV'T CHARGE CARD ATM ADV -~ 0.00
ADD’L GOV'T CHARGE CARD PYMT 0.00
- SrerrrrrrrrrrTr
TOTAL GOV'T CHARGE CARD AMT 0.00
PAY TO GOV'T CHARGE CARD-~c~-=-=-~-mcmmomonn 0.00

PAY TO TRAVELER -----=-=cccmcmmmcomomooemnn 150.00
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06/22/06 RECEIPT CHECKLIST Voucher: TR169524V1

Copyright 1998 Gelco Information Network, Inc. SUNDERLAND, PE 001-00-75074
’ DATE DESCRIPTION COST
[1 1. 09/14/2005CAB Taxi 45.00
[1 2. 08/15/2005CAB Taxi 30.00
{1 3. 09/18/2005CAB Taxi . 45.00
[] -4. 09/18/2005CAR Taxi . 30.00
06/22/06 . DOCUMENT HISTORY " |voucher: TR169524V1

Copyright 1998 Gelco Information Network GSD, Inc. |SUNDERLAND, PE 001-00-75074

STATUS DATE
CREATED 09/28/2005
PREPARED 09/28/2005
ADJUSTED 09/28/2005
PREPARED 02/06/2006
PREPARED 02/16/2006
PREPARED 04/19/2006
ADJUSTED 04/20/2006
ADJUSTED 04/26/2006
JUSTED 05/02/2006
EVIEWED 05/02/2006
- ADJUSTED 05/04/2006
APPROVED 05/04/2006

I certify that the el
valid and on file.

TIME SIGNATURE NAME TELEPHONE

11:30AM DOROTHY M DRAKE 301 496 1338
11:35AM DOROTHY M DRAKE 301 496 1338
11:35AM DOROTHY M DRAKE 301 496 1338
4:16PM DOROTHY M DRAKE 301 496 1338
3:29PM DOROTHY M DRAKE 301 496 1338
1:11PM DOROTHY M DRAKE 301 456 1338
11:12AM DOROTHY M DRAKE 301 496 1338
5:22PM DOROTHY M DRAKE 301 496 1338
10:47AM EILEEN M NEFF 301 496 4271
10:48AM EILEEN M NEFF 301 496 4271
1:47PM ERIN M HALL 301 496 4271

2:28PM ERIN M HALL - 301 49%6 4271

ectronic signatures listed.above are

SIGNED . DATE
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REQUEST FOR APPROVAL TO ACCEPT PAYMENT OF
TRAVEL EXPENSES FROM A NON FEDERAL SOURCE

—06/22/2006

(dats)

- ynending official as soon as possible, but not later than 15 days before scheduled departure.

3 this form to request, approve, and report acceptance of payments as provided in DHHS Travel Manual Chapter 1-70. Submit request to recom-

1. NAME AND TITLE OF TRAVELER

SUNDERLAND, PEARSON /

2. NAME AND ADDRESS OF SPONSORING ORGANIZATION

AMERICAN PSYCHIATRIC
1000 WILSON BOULEVARD

3. TRAVELER'S ORGANIZATION
HN76V00000C

SUITE 1000

ARLINGTON, VIRGINIA é2209, us

4, PURPOSE OF TRIP

To participate in planning

Sponsored - Foreign

on dementi

pathophyeiology in Geneva, Switzerland, Sept 15-17, 2005.

to co-chair presentation on Markers of

5. AUTHORITY FOR TRAVEL INDICATE VALUE OF PAYMENT:
[X] 31 usc 1353 [0 «2usc3soe [ suscr3ez TRAVEL  § 790.00
(See DHHS Travel Manual Chapter 1-70):
" R EATIENT LODGINGS § 0.00
A [ DIRECT REIMBURSEMENT TO PROJECTITASK/EXP.TYPE § MEALS $ 706.50
. PROJECT/TASK/EXP.TYEE )
B OTHER $ 0.00
BB INKIND. ..o oe et s 1.496.50
= C.[] INCASH for retention by traveler. . . . . ... ... oo
“NOTE: CASH MAY ONLY BE ACCEPTED UNDER 42 U.S.C. 3506 AUTHORITY
| AYMENT TO BE USED FOR TRAVEL

o= ROUND ] oNEWAY (sse itinerary beiow)
STARTING DATE [ ENDING DATE FROM 70
09/14/2005 | 09/14/2005 Bethesda, MD’ GENEVA, SUI
09/18/2005 | 09/18/2005 GENEVA, SUIL Bethesda, MD

7.1S THE DEPARTMENT PAYING PART OF THE COST? (If any, specify which part and emount)

8. RECOMMENDATION

9. AUTHORIZATION (SEE DOCUMENT TRACKING AND HISTORY)

10. TRAVELER'S CERTIFICATION (Complete after trip)

1 certify that while on official tra_vel the above amounts are correct and | did not receive (1) any honoraria, or (2) any cash for my reten-

tion from the

not ly reil y
) borne out of my personal funds.

| further that any meals or that are
b Travel F and not fully by the will have to be
09/28/2005

DATE

__.riS-348 (Rev. 8/92)
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To
From

Subject
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

National Institutes of Health
National Institute of Mental Health
Geriatric Psychiatry Branch

August 19, 2005
William T. Fitzsimmons, Deputy Ethics Counselor

Trey Sunderland, M.D., Geriatric Psychiatry Branch

Memorandum
301-496-1338
FAX 301-402-2588

Request for Approval of Official Duty - Sponsored Foreign Travel

This is to request that the following activity be approved as an official duty activity. I understand that no
honorarium may be accepted. An HHS-348 for sponsored foreign travel will be submitted via the appropmte

channels.

Organization/ . American Psychiatric Association (APA), c/o Ms Rocio Salvador
Address 1000 Wilson Blvd, Suite 1825, Arlington VA 22209-3901

Meeting: The Future of Psychiatric Diagn the R h Agenda - Di

Issues in Dementia

Meeting location: Warwick Hotel Geneva, 14, rue Lauasanne, 1201 Geneva, Switzerland

Time frame involved: ‘Wed, Sept 14 PM thru Sun, Sept 18, 2005
Estimated time involved: 16 duty hours plus Saturday and Sunday
Nature of Activity: To participate in this t

fe ond ia to co-chair a

presentation on “Markers of Pathophysiology.” Attendance at this meeting will
provide me with theé latest information on diagnostic classifications in the area of
dementia, which is my field of expertise, and allow for the exchange of
information with others in the scientific community, which supports the mission
of the NTH. Ihave no agreement or relationship with the APA.

Travel expenses paid by: APA: .

Point of canta_c!: Sheila Johnson, Administrative Officer

- """W;@"’“M ot

Supe or Name
“Approve - Dlsaprprove

Date

YARYNE) %/(

elor, IC

MS/

Name of Requestor 5y/

RT economy airfare(in-} hnd), 3 nights lodging (in-kind) and
4.5 days M&IE
NIH: Local expenses

De.

w»i
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REQUEST FOR APPROVAL TO ACCEPT PAYMENT OF
TRAVEL EXPENSES FROM A NON FEDERAL SOURCE _Qiﬂ%“L)ZQﬁ__
o)

Use this form to request, approve, and report acceptance of payments as provided in DHHS Travel Manual Chapter 1-70. Submit request to recom-
mending official as soon as possible, but not later than 15 days before scheduled departure. .

1. NAME AND TITLE OF TRAVELER 2. NAME AND ADDRESS OF SPONSORING ORGANIZATION
AMERICAN PSYCHIATRIC
SUNDERLAND, PEARSON / 1000 WILSON BOULEVARD
3. TRAVELER'S ORGANIZATION SUITE 1000
HN76V00000C : ARLINGTON, VIRGINIA 22209, US

4-PURPOSEOFTRIP  Sponsored - Foreign

To participate in planning on dementia to co-chair presentation on Markers of
Pathophysiology in Geneva, Switzerland, Sept 15-17, 200S.

5. AUTHORITY FOR TRAVEL INDICATE VALUE OF PAYMENT:
X stusc13ss [ 42 uscasos [ suscra2 TRAVEL  § 730.00
(See DHHS Travel Manual Chapter 1-70): B
ODGINGS .0
METHOD OF PAYMENT: u & CL L g
A. [ OIRECT REMBURSEMENT TO PROJECT/TASK/EXP.TYPE $ MEALS $ 706.50
PROJECT/TASK/EXP.TYEE.

OTHER s 0.00

B INKIND. oo voe e s 2.340.50

* ©.J INCASH for retention by traveler. . . .. ... ... s— 0

“NOTE: CASH MAY ONLY BE ACCEPTED UNDER 42 U.S.C. 3506 AUTHORITY

PAYMENT TO BE USED FOR TRAVEL

ROUND ] oNEWAY (see itinerary below)
STARTING DATE | ENDING DATE FROM TO
09/14/2005 | 09/14/2005 Bethesda, MD GENEVA, SUI
09/18/2005 { 09/18/2005 GENEVA, SUI Bethesda, MD

7.1S THE DEPARTMENT PAYING PART OF THE COST? (If any, specify which part and emoun)

8. RECOMMENDATION

9. AUTHORIZATION (SEE DOCUMENT TRACKING AND HISTORY)

— DEQ, KimH ? lgk

10. TRAVI 'CERTIFICATION (Complete after trip)
| certifyfthat while on official travel the above amounts are correct and | did not receive (1) any honoraria, or (2) any cash for my reten-
tion from the sp i ization. | further that any i meals or inci that are
not ly reir by Travel julatic and not fully reir by the ization will have to be

’ borne out of my personal funds.

5348 (Rev. 8/92)
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Boikess, Olga (NIH/NIMH)

’m: Boikess, Olga (NIH/NIMH)
o Tuesday, August 23, 2005 4:40 PM
Sunderland, Trey (NIH/NIMH)
Cc: Fitzsimmons, William (NIH/NIMH); Nakamura, Richard (NIH/NIMH)
Subject: FW: APA- Sept 14-18- trip to Switzertand for meeting on Future os Psychiatric Diagnosis -
Dementia

The invitation materials that Ms Drake forwarded are helpful, but they don't answer the question - whether or not the APA
is using NIH/HHS funds to sponsor your travel. Please establish the source of funds for your sponsored travel.

This activity is eligible for official duty approval - the question is whether or not NIMH can accept APA's sponsored travel.
Note that even if APA is using its own non-federal resources, there may be conflict of interest concems in accepting
sponsored travel support from this group.

thank you Olga Boikess

——Qriginal Message---—
From: Drake, Dorothy (NIH/NIMH)
Sent: Tuesday, August 23, 2005 4:15 PM
To: Boikess, Olga (NIH/NIMH)
Subject: RE: APA- Sept 14-18- trip to Switzerland for meeting on Future os Psychiatric Diagnosis - Dementia

Hi Olga - 1 am sending you some info now for Dr. Sunderland’s trip to Geneva. Dottie

From: Boikess, Olga (NIH/NIMH)

nt: Tuesday, August 23, 2005 12:30 PM

- Sunderiand, Trey (NIH/NIMH)

-Drake, Dorothy (NIH/NIMH); Tosten, Timothy (NIH/NIMH); Johnson, Sheila (NIH/NIMH)
subject: APA- Sept 14-18- trip to Switzerland for meeting on Future os Psychiatric Diagnosis - Dementia
Since sponsored travel is involved, we need more information.
Among other matters, we need to be sure that APA isn't using HHS funds for this sponsored travel. '
Please fax the invitation letter to 301-443-7840

Please provide more information. Who invited you? is this activity supported by NiH or HHS? who will be attending the
meeting - types of attendees? how large is the group likely to be?

| tried to look this up on the APA website, but you need to have memibership credentials to access the calendar.

thank you Olga Boikess
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AUG-23-2805 16:28 0OCD/BEB 381 482 25688 o P.@2
S‘uv\M"“f} :’-"
Sunderland, Trey (NIH/NIMH) Trei6aye 7
. ) From: Rocio Salvador [RSalvador@psych.org] &
: Sént: Friday, August 12, 2005 12:08 PM ) ’
To: Yu Xin; Barry Reisberg; Deborah Blacker; Dilip Jeste; Dr. Baiyewu; Dr. Hampel's Assistant; Dr.

O'Brien Assistant, Gary Small; Harald Hampel ; Joao Machado; John Breitner; John O'Brien;

John Saunders; Mary Sano; Masatoshi Takeda; Michael B, First; Olasgugun Baiyewu; Robert

Terry; Ron Petersen; Simon Lovestone; Sunderiand, Trey (NIH/NIMH); William Narrow; Darrel

A. Regier, M.D; Erin Dalder; Jennifer Shupinka; Maritza Rubio-Stipec; Paul Sirovatka
Subject: Hote! and Air Logistics for Geneva

importance: High

Dear Participants of the Research Planning Conference on Dementia,
v B .
b er the disappointment of having to cancel our conference in Cairo, and the subsequent rush to find a
new venue, I am pleased to inform you that we have secured a hotel for our conference in Geneva. 1

o;/\,- would like to thank each of you for your patience throughout this entire process, 1 really do appreciate it.

I realize that some of you had already made your travel arrangements through McNair. I have provided
a new list to McNair, authorizing each of you to make your flight arrangements through them. If you
had already booked a ticket, they will be able to change your flight to reflect our new destination.
Please contact McNair Travel at (202) 496-9300 or toll free at (888) 662-2624. If you are calling from
outside of the U.S. or Canada please dial + 1-202-496-9300.

) For those of you who made your flight arrangements directly, the APA will reimburse you for any costs B
‘ incurred because of changes to your flight itinerary. Please contact me so that I may answer any
questions.

Finally, we have contracted with the Warwick Hotel Geneva, a four star hotel that is located near the
main train station at 14, nie Lavasanne; 1201 Geneva Switzerland. Once you have decided on your ~
fravel plans, please inform me of your arrival and departure dates so that I may add you to our hotel
reservation list directly. ’

" I will be out of the office from August 15% untit August 25"‘, so please copy my colleague Jennifer
Shupinka on any response to me or if you have any questions. Her email is jshupinka@psych.org.

Thank you so much for your attention and assistance in this matter. I look forward to hearing from you
soon.

With kind regards,
Rocio

Ms. Rocis Salvador
Psychopatbology Program Coordinator for DSM V' Development, Division of Research
Abpzerican Psychiatric Associati
7000 Wilkon Blnd, Suite 1825
Arlington, VA 22209-3901
. ) Phone: (703) 907-8655

8/19/2005
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[d003/004
. 04533 ASB/NIMH
08/08/2005 15:32 FAX 301480453; 301 422 2588 P.@3
el s % A
Sondeded
TrY 4§ VT

@ Zundertend, Trey (HNME) 3 | ncakion c\\qﬂg)eal ‘o (senevar

From: = Rocie Salvador [RSalvador@psych.org]
Sent:  Monday, Ju y 11, 2005 3:11 PM

To: Sunderiand, Troy (NIH/NIMH); Barry Reisberg; Dilip Jests; George Zubenko; John Bretiner; Marilyn
Albert; Mary Sano; Michael Welner: Robert Terry; Rudy Tanzi .

Cc: William Nar ow; Erin Dalder; Jennifer Shupinka; Amy Porfiri
Subject: Air Travel Ligistics for Dsmentia Workgroup Conference in Cairo

Thank you for a.gxeem. to participate in the Dementia Workgroup Conference scheduled for September 14~ h

16, 2005, in Cairo, Egyot.

Shortly you will receiv: more detailed logistical information for the confe In the ime, please use
the information provid:d below to contact McNair Travel for your flight arrangements.

- The following is a preti xninary outline of the meeting to assist you with making your air reservations:

- September 14, 2005: 4 Welcome Reception and Dinner will be held, starting at 6:00 p.m., location To Be
Announced (TBA).

Septembals,zoos:Ihemeeﬁngwﬂlocm:nt';hehotdinC:ito&om 8:00 a.m. to 5:30 p.nv. with snother
Reception and Dinner 1.t 6:00 p-m., location TBA. - ’

’eptunbet 16, 2005: " 'he meeting will occur at the hotel jn Csiro from 8:00 2.m.-5:30 p.m.

 ~The APA will pay for your hotel soom at the conference for up to fout nights, and will allow one ight

befare the conference fieptember 13%) and one night at the conclusion of the conk (September 16%)

make your trave! casier.

lerrmktbatallﬁmm’!.ﬁtaduadmbj:dmw Tbiri:mmtm:mungw'dcmyﬂmmhﬂrml
plans. .

To book your air travil, please do the following:

An account has been se- up with MacNair Travel so your girling bill will be paid directly by us. Please
contact MacNair Travel at 1-888-662-2624 (Toll Free in the U.S. or Canada); For residents outside the uUs.
or Canada, please call 00-1-202-496-9300, 8:30 a.m. — 6:00 p-m., Eastern Time, ot you may fax your request
to 00-1-202 496-9309. ¥ ou may also e-mail your request to DLovell@macpairtravel.com. Identify yourself
23 2 Demeatia Wotkgrop Conference participant. Our sirfare is based on an economy/coach rate.

Ifyouhxvealtudyboo&edaiztmvel,plmsehfomme. Inaddiﬁon,pleucteuinyoutxecdpu;owem:y
reimburse you after the i:onference. Once again, outni;ﬁmallowmoeisbued,onmeconomy/oombmﬁe.

0! B
Seueintthtocmo:’sa&ngup omhotdaccountmdwiﬂhandleyouzhoﬁdmdom«ﬁmﬂy.‘ Once -
m,/ouhsvexmdeyoutﬂighmngunenu,plusescndmeyouza:ﬁvdanddcpuumditusoﬂmlmyadd

8/19/2005
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Vo U3/ LUV LUi9E FAA  QULEBUEDII ASB/NINH @o04/004
AG-23-2085 16:28 OCD/BEB 3oy 42 2588 P04
you to our hotel list 2. cordingly. ml s LY

"Please note, again, that the APA will pay for your hotel room at the conference for up o four nights, and
will allow one night b fote the conference (September 13%) and one night at the conclusion of the
conference (Septembi x 16“‘).

I will send your confl mation number a few weeks before the conference.

Visas:

McNair Travel has gr:iciously agreed to facilitate visa application for entry into Egypt. If you wish for
McNair Travel to assist you in this process, please inform them at the time that you make vour flight
arrangements. You viill need to submit the following:

o Your valid, sig:aed Passport (passport must have at least 6 months validity remaining)
o 1 Application ; orm, fully completed and signed [Form Attached to this email]

o Completed Co:cr Page (print from browser) [Form Attached to this email]

¢ 1 recent passpc st-type photograph

e Copy of aitline: tickets or jtinerary

If you wish to proces.i your application on your own, plen;e go to the following website to find i
on how to apply for ; our visa. ) .

’ bhup://www.egyptenbassy.us/ On the menu bar on the left of you screen, click on “Consalar Services.”
Scveral options will 1. 5pear below this selection, dlick on “Visa and Consular Setvices.”

Youmayused:einw.nﬁmletmr,senteadiuby]enniquhuy&nhonbchﬂfofDx.chin,mmeetthe
requitement for your visa application. A letter of financial responsibility is forth ing ard will be sent to
you via email as soor as it is available.

Finally, my contact ix:formation is listed below; please feel free to contact me via this emsi. or viz telephone
if you have any ques: ons or if I may be of further assistance.

I'will be in touch soon with further logistical information.
Cheers, ’
Rocio

Ms. Rocio Salvader ’
Poychapatbology Progran» Cordinator for DSM V Development, Division of Research
American Pyychiatric ./ sociation
1000 Wilson Bld., Sute 1825
ﬂ Arlington, V.A 222053901
Phone: (703) 9078652
_. Fax: (703) 907-1087

8/19/2005
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pocument Summary ) Page 1 of 1

Document Summary for Adjustment to Authorization TR169524 (View Only)

Quick Tip For this Document you can:

For specific information, click-on a Details fink. You can sign and stamp your document from
Document Status section.

Travel Authorization Number m Current Document

Itinerary Details GENEVA,SUI 09/14/05 - 09/18/05
Purpose Description To participate in research planning conference on dementia to co~chair
-y .

presentation on Markers of P i . Sept 15-17,
Ticketed Trans Details $790.00
) Expense Detalls gxpense Summary Document Status
Edit Delete Date Expense Amount Pmt Method
09/14/2005 Taxi . 2500 OTHER
V4 09/15/2005 Taxi 10.00 OTHER
7 09/18/2005 Taxi 25.00 OTHER
V4 08/18/2005 Taxi 10.00 OTHER
Total: 70.00

Lodging/M&IE Details $1,550.50
Other Authorizations Details FOREIGN TRAVEL

SPONSORED TRAVEL
Accounting Code Summary
5 _ Label Amount
Accounting Code Details 109909/1 70.00
) 109952/1 0.00
Total: 70.00
Sponsor Details Sponsor Summary
‘ Sponsor Name Reimbursable Amount in-Kind Amount
AMERICAN PSYCHIATRIC
= ASSOCIATION, MINORITY  0.00 2,340.50
FELLOWSHIPS PROGRAM
Totat: 0.00 2,340.50
Totals Detalls 74
Totals Summary
Disbursement Type Amount
Estimated Cost 70.00
Advance Requested 0.00
Enter Comments Approved as official duty on 9/7/05. NFT approved on 9/9/05.
Rosument Stalus pocument Status Enter Status/PIN fo stamp this document

D Status: RE' £D iting: BARBARA E VERMILLION
7 Final Voucher )
Status To Apply Remarks

q

tps://nbrssprod.cit.nih.gov:8920/cgi-bin/wstest.sh/W Service=g8 1 6prod/docprep/summary. w?vsess=bv... 9/13/2005
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Vermillion, Barbara (NIH/NIMH) °

m: . Klein, Pameta (NIH/NIMH)
ﬁ . Tuesday, September 13, 2005 9:02 [l
o7 Vermillion, Barbara (NIH/NIMH)
Subject: Travel Manager Correspondence

Travel Authorization TR169524 with first destination GENEVA,SUI departure date 09/14/05
purpose Sponsored - Foreign is now available.

If you are the TRAVELER (PEARSON SUNDERLAND) then click the URL provided below to review
this Authorization and confirm your trip details:
<https://nbrssprod.cit.nih.gov:8320/evoucher/evMain.jsp?evParam=vchnum_TR169524
_doctype_Authorization>

If you are the travel APPROVER, please click http://my.nih.gov and access Gelco Route and
Review Module to approve this document.

y ‘ QMM
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DATE: 09/09/2005

TO: Barbara Vermillion
FAX#: 301-443-6893
FROM: EILEEN NEFF
FAX#: 301-480-4533
PHONE: 301-594-8062

# OF PAPERS INCLUDING COVER
SHEET: 4 -

Please find attached the sponsor letters
for Trey Sunderland’s travel (TR169524)
to Geneva, Switzerland on 09/14/2005.

Thank you very much,‘Eileen'



139

Trip Detail View Page 1 of 1

Approved Trip Information

LastName  FirstName Title Employee status Degree Phone Number

SUNDERLAND  PEARSON SENIOR INVESTIGATOR PHS-CO M.D. 301-496-0948
e Additional Preparer . : .
Agency Center Division Cab_le Organization Preparer Phone Preparer Email Trip_L
Dotti 301-496- —_
NIH  NIMH YES =< o ]: 1335 dorothydrake@mail.nih.gov 09/14/2
SecurityStatus International Emergency Contact

Research Planning Conference on Dementia sponsored by American Psychiatric
Association - contact is Rocio Salvador, APA, 1000 Wilson Blvd, Suite 1825,

APPROVED Arlington VA 22209, tel 703-907-8655; meeting and lodging at Warwick Hotel
Geneva, 14, rue Lausanne, 1201 Geneva, Switzerland; Embassy of US (in Bern) Tel
031-357-7011 :

Dates Locations Purpose/Areas of activity/Explanation |

Meeting Speaker/Presenter — gerontology/aging; mental health
Switzerland - Traveler will participate in APA-sponsored Research Planning

el Geneva Conference on Dementia to co-chair a presentation on "Markers of
09/18/2005 p "
Pathophysiology’

FundingSource FundingDetails Amount
INDUSTRY American Psychiatric Association 2,446.00
NIH NIMH ) 70.00

Total Air Fare Total PerDiem Total ODC Grand Total
790.00 - 1,656.00 70.00 2,516.00

MultilatOrg Multilateral Meting Title ML File  Business Class Explanation
NONE NONE No
Author Action Date Time LateJustification Comment
L APPROVE  09/09/2005 10:45:34 NONE NO COMMENTS MADE
APPROVER 7”7 REQUIRED !
NIH 1A
APPROVER APPROVE 09/08/2_005 17:14:10 OTHER NO COMMENTS MADE
NIH .12.«n NONE JUSTIFICATION: LATE
APPROVER AMEND 09/08/2005 17:13:50 REQUIRED INVITATION
NIH SEC_APPROVE 09/08/2005 16:11:15 NONE NO COMMENTS MADE
SECURITY ~ *7 7Y REQUIRED
.<n.c4 NONE
CIOBNIMH APPROVE 09/08/2005 13:52:54 REQUIRED CARLHA MARSH 9/8/05
.11.4¢ LATE JUSTIFICATION: LATE
PREPARER NEW 09/08/2005 13:11:46 INVITATION INVITATION

[ Retum to Main Menu ]

https://192.73.61.128:8443/nft/ViewManager 9/9/2005
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NIH Travel Request Form RETTIV Y ED

’ Note: This template is not an official form and its use is not requireds,-P 0 8 m

INSTRUCTIONS: This template is for Travel Planner or Traveler use a?w il i
provided to assist in the communication of |nformat|on and recommend neiesied to
complete official travel documents.

TAB to each field and complete the items pertinent to the trip. SAVE document on
your hard drive and send as an e-mail attachment to the Recommending Official
(Traveler's Supervisor) for concurrence. The form should then be returned to the Trave!
Planner via e-mail attachment or hard copy so travel documents may be prepared.

RAVELER INFORMATION
v SUNDERLAND, P. Trey

10 CRC, Room

Senior investigator

re (BEGIN) | 0871472005

To participate in research planning conf on dementia to co-chair presentation on Markers of
Pathophysiology in Geneva, Switzerland, Sept 15-17,2005.

Per Diem Location Arnival Date’ ™ 1
= e |-{(mmvd : (mm/ddfyy) -} Time: -
Geneva, Switzerland " 09/15/04 10:00.AM 09/18/05 8:00AM -

INSORED TRAVEL" INFORMATIQN : 5
Is this a Sponsored J xIYes []No (If No, go to SECTION 4) O Late Memo?

Trip?
Do you have any confiicts of interest with this sponsor that will prevent you from answering Oves x[ONo

“no” to all Sponsored Travel Checkhst Questions?
S

nseleost Airfare: 790.00 Additionat:
Lodging: | $633.00
Meals: 706.50
- Sponsor Contact Name

703-907-8655

Amer Psxrchlatnc Assoclauon Ms. Rocio 'Salvador. o 1000 Wilson Bivd., Arlington VA 22209

NIH Travel Request Form Page 10of 3
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NIH Travel Request Form

Q) TRAVEL EXPENSES (OTHER THAN PER DIEN) RS
: ' . : : xOJarR Oprov OmRAN  [OBus [0 GOV Vehice

*] Comments:

$ or Enter # of PQV Miles:
1. $100 taxis/shuttles

2,

Pre-Trip Direct Deposit 3
s and:other.costs (é_.g.’, one n pt
would be Used to pay for these expens
irement .

7. 1e ined Av_l?r C

+.°] T Yes xINo
4 TJYes x[CNo

[OYes CNo  x[N/A

[ Yes xCINo
[0 Yes xCINo
[ Yes xINo
T3 Yes xNo

NIH Travel Request Form Page 2 of 3
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NIH Travel Request Form

‘TAccounnuc INFORMATION T
Projed Number (DIRE~ EXPENSES) e 109909
Pro;eq Number (REIMBURSABLE EXPENSES) 109952

7:TRAVEL CASH ADVANCE T X
Empioy and C issioned Officers who trave! frequently (two or more trips per year) on official business are responsible for
meeting their travel expenses. However, these employees should not have to pay official travet entirely from

funds unless they have eiected not o use the Government contractor-issued charge card.

An ATM cash advance may be taken, not to exceed the greater of: the estimated out-of-pocket cost of the trip, 5300.06 per day,
or $600.00 per week.

Cash (Dlrect Deposit). . OYes x[No (if no, proceed to Section 8)
Ad uested

Dlinfrequent Traveler (One trip per year or fewer) Rea;oh for Cééh Advance (Other):

ONot Eligible for Travet Card

CJother (Piease provide explanation)

y

8. Recommending Signature

Recommnmngot‘ﬁcal LT Tosten (e mmenad this Travel.
s [INo

or
for&mlnist . DIRP, NIMH

NIH Travel Request Form Page 3 of 3
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To
_ From

Subject
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service-
National Institutes of Heaith
National Institute of Mental Health
Geriatric Psychiatry Branch
Memorandum
301-496-1338
FAX 301-402-2588
August 19, 2005
William T. Fitzsimmons, Deputy Ethics Counselor
Trey Sunderland, M.D., Geriatric Psychiatry Branch
Request for Approval of Official Duty - Sponsored Foreign Travel
This is to request that the following activity be approved as an official duty activity. I understand that no

honorarium may be accepted. An HHS-348 for sponsored foreign travel will be submitted via the appropriate
channels.

Organization/ American Psychiatric Association (APA), c/o Ms. Rocio Salvador
Address 1000 Wilson Blvd, Suite 1825, Arlington VA 22209-3901
Meeting: A Thc Future of Psychiatric Di is: Refining the R 'h Agenda - Diagne
Issues in Dementia .

Meeting location: Warwick Hotel Geneva, 14, rue Lauasanne, 1201 Geneva, Switzeriand

Time frame involved: Wed, Sept 14 PM thru Sun, Sept 18, 2005

Estimated time involved: 16 duty hours plus Saturday and Sunday

Nature of Activity: To>r icipate in this h planni on d ia to co-chair a
on “Markers of Pathophysiology.” Attend at this meeting will -

provnde me with the latest information on dxagnosnc classifications in the area of
dementia, which is my field of expertise, and allow for the exchange of
information with others in the scientific community, which supports the mission
of the NIH. I have no agreement or relationship with the APA.

Travel expenses paid by: APA: RT economy airfare(in-kind), 3 nights lodging (in-kind) and
4.5 days M&IE
NIH: Local expenses -
Point of contact: Sheila Johnson, Administrative Officer D
.
Dottic Drake DZM
Name of Requestor

/A}WM M7 aptes Wy P8 7%9“ pf'

2”(/’ //4 I

A}/I/ Jj/

[/I'Vlsur Name Date
ve Disapprove

4
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HUG-23-2085 16:28 OCD/BEB 301 4@2 2568
The Future of Psychiatric Diagnosis: Refining the Research Agenda
. Diagnostic Issues in Dementia
September 15-17, 2005
Geneva, Switzerland

Thursday, September 15

Welcome Dinner and Reception

Location TBA

Geneva, Switzerland
7:30-9:30 p.m.

Speakers:
Darrel Regier
Benedetto Saraceng (tentative)
T¥éy Surderland =

Olusegun Baiyewu

Friday, September 16%

Buffet Breakfast to be served at the hotel
7:30-8:30 a.m.

' Transport to the University of Geneva
(participants will meet in hotel lobby)
8:30 a.m.

Welcome and Aims
9:00-9:30 a.m,
Darrel Regier, Norman Sartorius,
Trey Sunderland, Dilip Jeste, Qlusegun Baiyewu

The Neuropathology of Dementia
9:30-10:10 am.
Presenter: Robert Terry
General Discussion

Morning Break
10:10-10:30 a.m.

Differential Diagnosis of Dementia
10:30-11:10 a.m.
Presenter: Masatoshi Takeda
General Discussion

P.as
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AUG-23-208S 16:239 OCD/BEB 301 482 2588 P.86

Mild Cogpitive Impairment: Is it Real Yet?
’ 11:10 a.m. -12:00 noon.
Presenter: Ron Peterson
Discussant: John O 'Brien
General Discussion

Lunch
12:00-1:00 p.m.

Merging Differences Between DSM and ICD
1:00-1:50 p.m.
Presenter: Barry Reisberg
Discussant: Norman Sartorius (Benedetto Saraceno tentative)
General Discussion

3 42

Epidemiologic C ations in D
(and Cross-Cultural Differences in the Nomenclature)
1:50-2:30 p.m.
Presenter: John Breitner
General Discussion

Afternoon Break
2:30-2:50

‘ . Genetics of Dementia: Diagnostic vs. Prognostic
2:50-3:40 p.m.
Presenter: Deborah Blacker
Disc Simon Lo
General Discussion

Neuropsychological Testing
3:40-4:20 p.m.
_ Presenter: Mary Sano
General Discussion

Close and Adjournment
4:20-4:30 p.m.

Reception at World Health Organization
6:30-7:30 p.m.

Dinner
7:45-9:45 p.m.
Location TBA
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AUG~23-2085 16:29

’ Saturday, September 17

Buffet Breakfast to be served at the Hotel Warwick
7:30-8:30 a.m.

Behavioral Complications +/- Prodromes
9:00-9:40 a.m.
Presenter: Dilip Jeste
General Discussion

Neuroimaging as a Surrogate Marker of Disease
9:40-10:20 a.m. ’
Presenter: Gary Small
General Discussion

Morning Break
10:20-10:40 a.m.
* " Markers-of Pathophysiology ™"~
10:40-11:30 a.m. N
o Presenter: Trey Sunderland )
“~__ Disc t: Harald Hampel .~

—.

, General Discussion

11:30 a.m. - 12:00 noon
Led by Trey Sunderland and Dilip Jeste
with special discussions from Joao Machado and
Tarun Dua

Assignment of Disorder Groups and Description of Group Tasks
12:00- 12:15 p.m.

Disorder Workgroup tasks:
L Identification of strengths and weaknesses of the current diagnostic criteria

I Identification of promising hypotheses that could be tested in the next few years
to make the criteria more valid and/or useful

IL Identification of hypotheses that are currently emerging but could only be
addressed by significant technological breakthroughs over a longer time period

IV:  Delegation of work guiup member to prepare brief power point presentation of
results .

OCD/BEB 301 482 2588
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AUG-23-2895 16:29 OCD/BEB 301 492 2588 P.28

, 12:15 -2:00 p.m.
. Disorders Workgroup Collaboration

2:00-3:00 p.m.
Presentation of Summaries of Workgroup Collaborations
(Each workgroup will present a 15 minute summary of his/her warkgroup's
collaborations, followed by a 15 minute question and answer session)

3:00-3:30
Closing Comments:
Outlining a Future Research Agenda and Thanks
Dilip Jeste, Trey Sunderland

3:30
Adjournment
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Trip Detail View Page 1 of2

Trip Information

LastName  FirstName Title ‘Employee status Degree Phone Number

SUNDERLAND PEARSON SENIOR INVESTIGATOR PHS-CO M.D. 301-496-0948
e Additional Preparer . .
Agency Center Division Cable Organization Preparer Phone Preparer Email Trip_L
Dottie  301-496- __—
NIH NIMH NO Drake 1338 dorothydrake@mail.nih.gov 09/14/2
SecurityStatus International Emergency Contact

Research Planning Conference on Dementia sponsored by American Psychiatric
Association - contact is Rocio Salvador, APA, 1000 Wilson Blvd, Suite 1825;

R Arlington VA 22209, tel 703-907-8655; meeting and lodging at Warwick Hotel
Geneva, 14, rue Lausanne, 1201 Geneva, Switzerland; Embassy of US (in Bern) Tel
031-357-7011

Dates Locations Purpose/Areas of activity/Explanation

Meeting Speaker/Presenter — gerontology/aging; mental health
Switzerland  Traveler will participate in APA-sponsored Research Planning

el Geneva Conference on Dementia to co-chair a presentation on "Markers of
09/18/2005 Pathophysiology"

FundingSource FundingDetails ) Amount
INDUSTRY American Psychiatric Association 2,446.00
NIH NIMH 70.00

Total Air Fare Total PerDiem Total ODC Grand Total
790.00 1,656.00 i 70.00 2,516.00

MultilatOrg Multilateral Meting Title ML File  Business Class Explanation
NONE NONE  No - :
Author Action Date Time LateJustification Comment
LATE JUSTIFICATION: LATE

PREPARER NEW 09/08/2005 13:11:46 INVITATION INVITATION

Select Action:
Please select an action to perform on the record detailed above and then press Update Record.

® Approve: Selecting this option will send the record to OIA for approval.
O Disapprove: Selecting this option will notify the preparer that the trip request requires changes.
O Cancel: Selecting this option will cancel the trip.

Add Comments:
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Trip Detail View Page 2 of 2

Carlita Marsh 9/8/05



‘ NIH Travel Request Form

150

TR 524

Note: This template is not an offictal form and its use is not required.

INSTRUCTIONS: This template is for Travel Planner or Traveler use ONLY. ltis
provided to assist in the communication of information and recommendations needed to
complete official travel documents.

TAB to each field and complete the items pertinent to the trip. SAVE document on
your hard drive and send as an e-mail attachment to the Recommending Official
(Traveler's Supervisor) for concurrence. The form should then be returned to the Travel
Planner via e-mail attachment or hard copy so travel documents may be prepared.

10 CRC, Room

| Senior Investigator

Geneva, Switzeriand 09/15/04

10:00 AM 09/18/05

ol a|eofn

Is this a Spo
Trip? .

Do you have any confiicts of interest with this sp that will pi it you from OYes xNo
“no” to all Sponsored: Travel Checklist Questio:
790.00 Additional:
633.00
.50

NiH Travel Request Form Page 1 of 3
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‘ NIH Travel Request Form

RIDIEME
xOJAR [prPov [OTRAIN [JBUS [ GOV Vehicle

Comments:

$ or Enter # of POV Miles:
1. $100 taxis/shutties

2.
3.

Lodging/Meals Included?.

[dyes [INo

NiH Travel Request Form Page 2 of 3
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NIH Travel Request Form

Employees and Commissioned Officers who travel frequently (two or more trips per year) on official business are responsible for
meeting their travel expenses. However, these employees should not have to pay official travel exp entirely from
funds unless they have elected not to use the Government contractor-issued charge card.

An ATM cash advance may be taken, not to exceed the greater of: the estimated out-of-pocket cost of the trip, $300.00 per day,
or $600.00 per week.

[Yes x[No (If no, proceed to Section 8)

Reason for Cash Advance (Other):

1, Timothy Tosten (enter name) Recommend this Travel.
OYes CNo

NIH Travel Request Form Page 3 of 3
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@ 002/003

008 18:55 FAX ]
os[? 1,/...2 vu 19,90 ras oui 444 a8 NIwH Tab 22 @003

e 0
.JAMES P MORAN WASHINGTON OFFICE:
ey = s s
) 202) 3254378
COMMITTEE ON APPROPRIATIONS Fax: {202) 225-0017
SUBCOMWTTESS, DISTRICT OFRICES:
: Congress of the TUnited States TALEXANNA, VA Z310
INTSRIOR T ST
FHouse of Representatives el
www.house.govimoran * . ;Tugﬁ ,71 5
Tuly 5, 2005 " RETON, VA 20120
(703) 491-a338
Dr. Thomas R. Insel Fax: (703) 474338
Direoter
Netional [nstitute of Mcntm] Health
6001 Bxecutive Boulevard, 8235 NSC
Bethesda, MD 20892-9663
Dear Dr. Insel:
lm\vrhn;mnfcmuwmeaiowimu'lysmdy llnn;i:udm-lm onA!zheﬁur s disease
that hag been underway within the NIMH for & number of yeass. I and also

the national Alzhelmer's Associztion, Mﬁkmdyisvaryhpomwhdpushmarundgmh
arigins of Alzheimer’s disease and could be critical to someday hmmuendmﬂmm‘bkdunu Ttis
wwmmemumamnmrmymmyuwm

I would hops that the Biocard Parnily Study wonld costinue to completion, in benuunfm
wnnhufdanthllhlhunmlh:hdmmdiwdmhmﬂuﬁnﬂyhimof&hﬂhe- 1 realize there may
be this study g on its Jong time principal investigator.
NoMMm.leMMW&#WM:ﬂMwubmd
investment while the ixsues are resolved. It would be @ shamo to waste the investment and risk slowing
progress on treatments, prevention and perhaps someday even a cure for Alzheimer's discase.

Mamﬁﬂdhwm%mlhwwhdewm

wmmmmmnmmwmdmmmmmumm Alzheimes's. 1
plmmhmmlmmmmmymhdumﬂﬂmwﬂmm

funding. J especially appreciate the work of the NIMH aloog with other institutes, such as the NIA snd
NINDS, on Alzhelmer's ressarch. Our nation cannpt sustain the projectsd growth in numbers of
who will suffer from this discase if we do not ead it or at lepst find ways 1a delay its onset and slow its
progreasion.

lwwdmmhm'ﬁmnumﬂmﬂ'lpmhmawmwy Study. If you have
mqnunmpleuednmlhﬁimtocmﬁkmﬂ&wﬂddwaﬂun(lm)m-ﬂu

Simcerely.
+ v
: P. Moran.

45383/
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.b5/0|{2008 16:55 FAX @003/003
_V8/M4sLUUG L3:DD PAA BUL 443 2678 NIME @Qooz

C DEPARTMENT OF HEALTH & HUMAN SERVICES Publid Health Service

',"
{ .
N : National Institutes of Health
National Instiluta of Mental Hea
6007 Exccuiive Bvd.
Belhesda, Maryiand 20882

‘The Honorable James P. Moran
United States House of Representatives
' Washington, DC 20515-4608

Dear Mr. Moran:
Thank you for your letter regarding the B:ocatd Fumly Study (Biomarkers in Older Controls at
Risk for Alzheimer's Discase), a longitudi ion of individuals at risk for Alzheimer's

disease. TbeNahomllnsutmeochntalHealth(NMi)ucommmedtoleducmgthebu:dmof
mental illness, mcludmg the behavioral mmfesmhons of Alzheimer’s disease, through rescarch
on etiology, pr and treatment. The Bi smdyhasmlled3$0pammpan1=andhal
been directed by Dr. Trey Sunderland as Principal Investigator (PI) since its inception in
NIMEs Division of Intramural Research Programs in 1995. As you may know, Dr. Sunderiand
is planning to luveNndHtotakzanewposmunnsapmfmorufpsychmryutﬂwAlbcn
Einstein College of Medicine in New York. Typically, when a PI leaves a study, it either closes
ahogether or is continued by the PI in 8 new venue. So, in D! ber 2004, all particip in the
study were notified in writing of Dr. Sunderland's intention to conbnuethureseuchﬁomhls
new position in New York.

You may be assured that we at NIMH are very concerned with issues of mental health and
mental illness in older adults and have recently established a new extramural branch to focus and
coardinate h in this § ingly imp area.

Ivmymuchappwmmhavingthnbmcﬂtofyourwm. pleasedunotlwsimm contact me if
you require further information,

Sincerely yours,

e A0

Thomes R. Inscl, M.D.
Director

NINH

National Institute
ntal Health

b
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Page 1 of1

[ ]
T
Slobodin, Alan Tab 23

~rom: Hemard, Casey (HHS/ASL) [Casey.Hemard@HHS.GOV]
Sent: Wednesday, September 06, 2006 4:12 PM

To:  Slobodin, Alan

Cc: Flamberg, Gemma (NIH)

Alan, in response to your question, please see below:
As you know, Dr. Joel Kleinman was recently named the Principal Investigator of the Biocard study. Please provide a list of the
associate investigators (their names and affiliations) on this study and any changes in the listings of associate investigators since

June 1, 2006. Thanks.

Currently, for Protocol #95-M-0096,

Principal Investigator: Joel Kleinman, MD (NIMH)

Associate Investigators: Blaine Greenwood, MD (North Shore Hospital System, NY)

John Kane, MD (North Shore Hospital System, NY)

William Klunk, MD (University of Pittsburgh)

Francois Lalonde, PhD (NIMH)

Karen Putnam (formerly NIMH)

P. Trey Sunderiand, MD (NIMH)

These investigator changes were submitted to the IRB on 3/6/06 and approved on 7/6/06.

ey Hemard
. .anselor on Oversight
U.S. Department of Health and Human Services
Office of the Assistant Secretary for Legislation
Casey.Hemard@hhs.gov
(202) 690-7627

9/6/2006
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[ ]
Tab 24

Flamberg, Gemma (NIH/OD) [E] __

H Putnam, Karen T. (NIH/NIMH)
Wednesday, January 12, 2005 8:40 AM

fo: Copenhaver, Brittany (NIH/NINDS) [C}
Cc: Sunderland, Trey (NIH/NIMH) [E}
Subject: LITHIUM CSF VIAL PULL
Follow Up Flag: Follow up
Flag Status: Fiagged
Attachments: BRITTANY.SMCSF05.12JANO5.xls

Good morning Brittany,

Attached is an excel sheet with the 20 vials | described yesterday for the next CSF vial project. All of these samples will be
pulled from the OLD systermn and realiquoted into the .5cc tubes. Then we will blind one tube for each CSF date, labeled
with the corresponding label name listed in the excel sheet (SM05_01—SM05_20). The remaining sample will be filed
withe other old system realiquoted vials in the freezer. In columns Q & R you will see that some subjects already have
some NEW system realiquoted vials, however we plan to use the older OLD system vials for this project.

These vials will probably be picked up directly and not need to be shipped out, however we will need a styrofoam box and
dry ice for transport.
Please let me know which ones you cannot locate and if you have any questions.

Talk w/you later today or tomorrow

BRITTANY.SMCSFO
5.12JAN0S.xIs (...
Sincere thanks
Karen
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Flamberg, Gemma (NIH/OD) [E]

3 Copenhaver, Brittany (NIH/NIMH)
: 4 Tuesday, January 18, 2005 1:58 PM
To: Sunderand, Trey (NIH/NIMH) [E]; Putnam, Karen T. (NIH/NIMH) [E]

Subject: lithium CSF shipment

Follow Up Flag: Follow up

Flag Status: Flagged

Hi Trey & Karen,

For your records - FedEXx just picked up the shipment of the 20 CSF lithium samples. It was sent to:
Virgina Lee
Maloney 3, HUP,
3600 Spruce Street

Philadelphia PA, 19104-4283
They said it will arrive by 10:30 tomorrow morning.

Have a great afternoon!
Brittany

Brittany R. Copenhaver

Geriatric Psychiatry Branch, NIMH
National Institutes of Health
copenhaverb@mail.nih.gov
301-435-6060
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Flamberg, Gemma (NIH/OD) [E]

I H Putnam, Karen T. (NIH/NIMH)

. Thursday, February 03, 2005 3:36 PM
To: Copenhaver, Brittany (NIH/NINDS) {C]
Subject: RE: ?

Follow Up Flag: Follow up

Flag Status: Flagged

Hello hello to you ©
Lucky you withe snow...enjoy

Good to her that merjud got dna; no problem about the entering. You can of course, just wait until next M or T and use
MaryBeth machine.

The current 20 samples are not going withe big shipment, they are a separate study. They will be going to NY.

Talk w/you soon
K

PS. We are still working on the ship date for the big shipment. What is the final number for that shipment--thanks

From: Copenhaver, Brittany (NIH/NIMH)
Sent: Thursday, February 03, 2005 2:27 PM
To: Putnam, Karen T. (NIH/NIMH)
ject: RE: ?
ello hello... good to hear you got snow, we are getting quite a bit right now!
Yes, merjud got dna done, 1 just haven't entered it yet. 'l get it entered today.

1 just finished realiquoting everything, so let me know when to ship it all of. These extra 20 are going with the big shipment,
right?

Talk to you later!

Brittany
From: Putnam, Karen T. (NIH/NIMH)
Sent: Thursday, February 3, 2005 12:31 PM
To: Copenhaver, Brittany (NIH/NIMH)
Subject ?

Morning Brittany
Hope you are well today, Ohio got a lovely snow last night.

Quick question..did merjud get dna done when she was here in early Dec?
Thanks
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Flamberg, Gemma (NIH/OD) [E]

From: Sunderiand, Trey (NIH/NIMH)

Sent: Monday, February 07, 2005 10:05 AM
To: Copenhaver, Brittany (NIH/NINDS) {C]
Cc: Putnam, Karen T. (NIH/NIMH) [E]
Subject: CSF Shipment and Freezers

Follow Up Flag: Foliow up
Flag Status: Flagged

Hi Brittany,

Here is the address for the CSF shipment.

Peter Davies, PhD

Dept of Pathology, F526
Albert Ei n College of
1300 Morris Park Ave
Bronx, NY 10580

718 430 3083 (phone)

718 430 8541 (fax)
davies@aecom.yu.edu

Also, | wanted you to see my correspondence with Terri Tolliver about the freezer space. We will see what
happens on that front.

Hope you had a good weekend,

Trey

Hi Terri,

Thanks for the update. I certainly understand your situation, but please remember that the space your
freezer is currently occupying a spot that has been our space for many years. The only reason it was
vacant temporarily is because of a freezer breakdown of our own. You did what anyone would do in an
emergency and found an available space...in this case, ours.

Now that the freezer has been repaired and ready to be returned, we need that, or an equivalent spot
nearby. Idon't really care if the space is slightly down the hall, but I do not think it is appropriate to ask
us contact the SD office about where to put our freezer. After all, your freezer is borrowing our space at
the moment.

T'am sure we will be able to work something out. On the good side, we may be having space open up
for you by the end of the summer, as we hope to move some of these freezers permanently, so the

squeeze is really only temporary.
Let me know what plan you come up with.

Trey
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PS Dennis, hope your flu is getting better...see you soon.

Good Moming Trey,

Dennis is sick with the flu. He emailed me this morning and asked me to tell you what was going
on. :

We are in the process of consolidating some of samples into our newer freezers on the N corridor
but one of freezers went down. Rental brought a new freezer for us to use and plugged itin N
corridor to help us out but it kept blowing the circuit breaker. The circuits need to be rotate to
another circuit in the electrical panel before that freezer can be plugged in. We put in an emergency
work request to have the power from some of freezers on the N corridor switched to a different
circuit but there was no telling when they will get to us. To get the power checked on our corridor |
had to call the Clinical Center maintenance 4 times and they finally showed up at 2:30 in the
aftemoon and told me that they would work on it until 3:30 because that was quitting time. They
said to put in a work request, which we did. Eventually, we hope to surplus three old freezers and
purchase one new freezer for our group and would like to have it located near our labs on the N
corridor once alf the work is completed.

Dennis said he wished he could help you out but under the present circumstances we can't really
offer a quick solution to the space dilemma. Dennis suggested that you locate your freezer further
down the D comidor near your lab or contact the SD office about where to put your freezer. We
have already had one freezer damaged on the D with all the new construction and with the reduction

in our budgets this year we can't afford to take such losses.

Teresa J. Tolliver
NIH, NIMH, LCS
10 Center Dr., Rm 3D41

Bethesda, MD 20892
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#Iamberg_, Gemma (NIH/OD) [E]

Copenhaver, Brittany (NIH/NIMH)
Tuesday, April 05, 2005 2:37 PM

Tor Sunderland, Trey (NIH/NIMH) [E]

Cc: Putnam, Karen T. (NIH/NIMH) {E]; ‘davies@aecom.yu.edu’
Subject: CSF shipment

Foliow Up Flag: Follow up

Flag Status: Flagged

Good Afternoon Trey,

| just dropped off the shipment at the shipping dock, they said it should arrive tomorrow morning around 10am. Here is the
address ! shipped to:

Peter Davies

Dept. of Pathology

Albert Einstein College of Medicine

1300 Morris Park Ave

Bronx, NY 10461

This is a different zip code than the one you gave me, last time there were problems but this is the correct zip.

Hope all is wellt
Brittany

Brittany R. Copenhaver
Geriatric Psychiatry Branch, NIMH
ional Institutes of Health
haverb@mail.nih.gov
35-6060
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Flamberg, Gemma (NIH/OD) [E]

2aam: Sunderland, Trey (NIH/NIMH)
Tuesday, April 05, 2005 8:34 PM
Copenhaver, Brittany (NIH/NINDS) [C]

Sui)iecl: Re: CSF shipment
Follow Up Flag: Follow up
Flag Status: Flagged

Hi Brittany,

Good work. We have already gotten a confirmatioin note from Dr. Davies.

Trey

Sent from my BlackBerry Wireless Handheld

----- Original Message-----

From: Copenhaver, Brittany (NIH/NIMH) <copenhaverb@mail.nih.gov>

To: Sunderland, Trey (NIH/NIMH) <trey@mail.nih.gov>

CC: Putnam, Karen T. (NIH/NIMH) <karenputnamémail.nih.gov>; 'davies@aecom.yu.edu'
<davies@aeconm.yu.edu>

Sent: Tue Apr 05 14:37:28 2005

Subject: CSF shipment )

Good Afternoon Trey,

ust dropped off the shipment at the shipping dock, they said it should arrive tomorrow
morning around 10am. Here is the address I shipped to:
Peter Davies
Dept. of Pathology
Albert Einstein College of Medicine
1300 Morris Park Ave
Bronx, NY 10461

This is a different zip code than the one you gave me, last time there were problems but
this is the correct zip.

Hope all is well!
Brittany

Brittany R. Copenhaver

Geriatric Psychiatry Branch, NIMH
National Institutes of Health
copenhaverb@mail .nih.gov
301-435-6060
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Flamberg, Gemma (NIH/OD) [E]

Page 1 of 1

From: Putnam, Karen T. (NIH/NIMH)

Sent: Tuesday, April 05, 2005 8:40 AM

To: Copenhaver, Brittany (NIH/NINDS) [C]
. Ce: Sunderland, Trey (NIH/NIMH) [E]

Subject: FW: CSF Shipment and Freezers

Follow Up Flag: Follow up
Flag Status: Flagged

Morning Brittany

Below is the address to send the G04 shipment today. It is the same location we sent the smaller set in Feb05.

Piease email Trey (cc me also) to notify him when the shipment has left NIH etc.

Only include the blinded CSF vials (in boxes) with lots of dry ice- like previous shipments; do not include any of
our excel lists that could identify the samples. Also please label the outside of each vial box on the top and side

as ‘T.Sunderland #ftotal boxes’.(1/4 boxes, 2/4 boxes and so forth).

Many thanks, call if this is unclear and | hope the inventory of the new system is going along swiftly.

Karen

From: Sunderland, Trey (NIH/NIMH)

Sent: Monday, February 07, 2005 10:05 AM
To: Copenhaver, Brittany (NIH/NIMH)

Cc: Putnam, Karen T. (NIH/NIMH)
Subject: CSF Shipment and Freezers

Hi Brittany,

Here is the address for the CSF shipment.

Peter Davies, PhD

Dept of Pathology, F526

Albert Einstein College of Medicine
1300 Morris Park Ave

Bronx, NY 10580

718 430 3083 (phone)

718 430 8541 (fax)
davies@aecom.yu.edu
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Flamberg, Gemma (NIH/OD) [E]

.: Putnam, Karen T. (NIH/NIMH)

3 Thursday, April 07, 2005 4:12 PM

To: ‘Dr Peter Davies'; Copenhaver, Brittany (NIH/NINDS) [C]
Ce: ‘t3mobile@yahoo.com'

Subject: RE:

Follow Up Flag: Follow up

Flag Status: Flagged

Afternoon Dr. Davies,

THANK YOU for following up on our CSF shipment. I am very relieved to hear that the boxes
arrived intact with lots of dry ice!

sincerely
Karen Putnam

-----Original Message-----
From: Dr Peter Davies [mailto:davies@aecom.yu.edu]
Sent: Thursday, April 07, 2005 1:10 PM

To: Copenhaver, Brittany (NIH/NIMH)

Cec: Putnam, Karen T. (NIH/NIMH); t3mobile@yahoo.com
Subject:

Importance: High

Of course, 30 minutes after I sent the last email,. the package with 4 boxes of CSF was
delivered safely. There was still tons of dry ice, and the samples are now in one of my

&C freezers.
r
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Flamberg, Gemma (NIH/OD) {E]

From: . Fitzsimmons, William (NIH/NIMH) [E]
Sent:  Monday, July 10, 2006 3:53 PM

To: Flamberg, Gemma (NIH/OD) [E}
Subject: FW: CSF Samples

William T. Fitzsimmons

Executive Officer

National Institute of Mental Heaith (NIMH)
National Institutes of Health (NIH)

6001 Executive Boulevard; Room 8254
Bethesda, Maryland 20892

(Tel: 301-443-3877; Email: witq@ nih.gov)

From: Copenhaver, Brittany (NIH/NINDS) [C]
Sent: Monday, July 10, 2006 11:54 AM

To: Fitzsimmons, William (NIH/NIMH) (E]
Subject: RE: CSF Samples

Mr. Fitzsimmons,

| am about to forward you many emails between myself and Karen and Trey regarding the CSF shipments. They

contain excel spreadsheets showing which vials were in each shipment and other details about the process.
Please let me know if | can assist you any further as you read through them.

Also, from reading through all of these emails | remembered that the database where this information was stored
is called TITAN, and it could only be accessed through a few computers in the office. Every user had an individual

password and we only had access to the databases that were specific to the work we did (for example, | could
access the CSF and DNA databases but not the neuropsychological testing results databases).

Regards,
Brittany

—--Original Message-—---

From: Fitzsimmons, William (NIH/NIMH) [E]
Sent: Friday, July 07, 2006 5:30 PM

To: Copenhaver, Brittany (NIH/NINDS) [C]
Subject: CSF Samples

Brittany,
Could you please call me on Monday at the number below?

Our records show that, while you were an NIMH IRTA fellow, in February and April 2005, you shipped
Cerebrospinal Fluid from the NIMH's Geriatric Psychiatry Branch to a Dr. Peter Davies at the Albert
Einstein College of Medicine in New York.

You seem to have signed to approve the shipments in lieu of the local Administrative Officer, and these

shipments are now part of a Congressional inquiry, so | need to chat with you to understand what
happened.
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Fitzsimmons, William (NIH/NIMH) [E]

! From: Harris, John (NIH/NIMH) [E]
Sent:  Monday, July 10, 2006 4:37 PM
To: Shirdon, Patrick (NIH/NIMH) [E]; Fitzsimmons, William (NIH/NIMH) [E]
Cc: Hermach, William (NIH/NIMH) [E]
Subject: RE: CSF Samples

Bill / Patrick,

A review of the site has revealed that there is no database integrated into the application architecture of the SILK
site. All data is contained within HTML tables that are stored on the web site file system. Of those HTML tables
that we located, we were not able to find any data related to tracking tissue samples. The tables contained
primarily patient data, with no obvious reference to tissue.

We also spoke with Quang Tran from IRP to see if he was aware of any other databases that might be located on
servers used by the branch, but he indicated that he was not aware of any. Bill also spoke with Frangois in CIT
(from whom he received access to the SILK site), but he was not aware of any databases either.

It would appear at this point that, if any tracking of tissue samples was done, it was likely through a spreadshéet
or similar technology on a desktop computer or a laptop.

At this point, we are out of areas to search unless someone can provide us with more intelligence on the nature
and location of this information.

John

);
" From: Shirdon, Patrick (NIH/NIMH) [E]
Sent: Monday, July 10, 2006 2:24 PM
To: Fitzsimmons, William (NIH/NIMH) [E]; Harris, John (NIH/NIMH) [E]
Subject: RE: CSF Samples

John~— fairly certain that limits it to the SILK site.

From: Fizsimmons, William (NIH/NIMH) [E]

Sent: Monday, July 10, 2006-1:56 PM

To: Harris, John (NIH/NIMH) [E]; Shirdon, Patrick (NIH/NIMH) [E]
Subject: FW: CSF Samples

See reference to TITAN.
Bill

From: Copenhaver, Brittany (NIH/NINDS) [C]
Sent: Monday, July 10, 2006 11:54 AM

To: Fizsimmons, William (NIH/NIMH) [E]
Subject: RE: CSF Samples

Mr. Fitzsimmons,

s am about to forward you many emails between myself and Karen and Trey regarding the CSF shipments. They
- 'contain excel spreadsheets showing which vials were in each shipment and other details about the process.

7/10/2006
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Please let me know if | can assist you any further as you read through them.

Also, from reading through all of these emails | remembered that the database where this information was stored
jis called TITAN, and it could only be accessed through a few computers in the office. Every user had an individual
password and we only had access to the databases that were specific to the work we did (for example, | could
access the CSF and DNA databases but not the neuropsychological testing results databases).

Regards,

Brittany

-----Original Message-—---

From: Fitzsimmons, William (NIH/NIMH) [E]
Sent: Friday, July 07, 2006 5:30 PM

To: Copenhaver, Brittany (NIH/NINDS) [C]
Subject: CSF Samples

Brittany,

Could you please call me on Monday at the number below?

Our records show that, while you were an NIMH IRTA fellow, in February and April 2005, you shipped
Cerebrospinal Fluid from the NIMH's Geriatric Psychiatry Branch to a Dr. Peter Davies at the Albert
Einstein College of Medicine in New York.

You seem to have signed to approve the shipments in lieu of the local Administrative Officer, and these
shipments are now part of a Congressional inquiry, so | need to chat with you to understand what
happened. .

Thank you in advance for your assistance.

3 - Bill Fitzsimmons

William T. Fitzsimmons

Executive Officer

National Institute of Mental Health (NIMH)
National Institutes of Health (NIH)

6001 Executive Boulevard; Room 8254
Bethesda, Maryland 20892

(Tel: 301-443-3877; Email: wisq@nih.gov)

7/10/2006
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[ |
Tab 25
Slobodin, Alan

From:  Flamberg, Gemma (NIH/OD) [E] [FlamberG@OD.NIH.GOV]
Sent:  Tuesday, February 21, 2006 12:06 PM

To: Siobodin, Alan

Cc: Hemard, Casey (HHS/OS)

Subject: Answers regarding Karen Putnam

As a follow-up on Karen Putnam:
Is Karen Putnam known by any other name? NIH is not aware that Ms. Putnam is known by another name.

When was Karen Putnam's last day of NIH employment? Her resignation date was 7/22/2005. However,
she has unpaid “special volunteer" status with the NIMH, which allows her to perform some statistical
analyses for the Behavioral Epidemiology Branch of NIMH on an intermittent basis.

Does NIH have contact information on Karen Putnam? 1283 Sweetwater Drive, Wyoming, Ohio 45215

Can NIH confirm that Karen Putnam is at North Shore Hospital? If so, what department? The NIH has not
confirmed that Ms. Putnam is at North Shore Hospital.

Does Karen Putnam have an attoney? If so, please provide name and number. In 2004, her attomey was David
Schertler of Coburn and Schertler, 1100 Conn. Ave., N.W., Washington, D.C. (202) 628-4199. We do not know
if he is still her personal attorney.

Gemma Flamberg

Senior Legislative Analyst

Office of Legislative Policy and Analysis
National Institutes of Health

(301) 496-3471

fax (301) 496-0840
flamberg@od.nih.gov

6/29/2006
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M — Minority-owned o od Total
19. FOR BILATERAL AGREEMENTS ONLY: (When applicable, see attached Form NIH 2555-3.) .
Contractor's typed name and title Contraclor's signature Date S“Subﬂl"a“ ::ham xdm °'L°n3°:;‘§,$’.,',’,’l"°’°e‘
provisions on Form NIH 2555-1.

pctii o/ Y N

21, Typed name and title of Govemment tive
CLARA KAERORE

CONTRACTING OFFICER

NIF 2555 (Rev. 7/96) FRONT
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. MARKET REQUISITION - QXT50015 ACCELERATED?
RQM#: QXT50015 CAN: 58337647 INST: NIMH OoC: 2522 SF37: XSXQ9
16008 PRO DEST: CEN - JUST? N CLEARANCES? N FSS#:
‘GST EIN: 1541779932A1 PAYEE: CRYONIX INC WORK RQSTi#:
DOR: *CRYONIX INC ROM STAT: CERT ENTR DATE: 06/03/05
* UPDATED: 06/03/05
*12401 WASHINGTON AVE #ITEMS: 03 TOTS$AMT: 22923.80
CITY/ST: *ROCKVILLE, MD ZIP: 20852 VEN TEL: 301-881-2045,
SHIP TO: TREY SUNDERLAND BLDG: 10CRS ROOM: 2-5330 FPDS:
PANAME: VALERIE MASON BLDG: 31 ROOM: 2B34 TEL: 435-4348
FOR: TREY SUNDERLAND BLDG: 10CRS ROOM: 2-5330
PROJ OFFR: BLG: RM: TEL:
SUPPORT DOC:
A.0: CTT APPROV DATE: 06/03/05 ORDER TOL%: CLERK ID: VJM RQM CANCEL?

RMKS: SEE ATTACHMENT FOR APPROVAL BY SUE KEOSTER 06/03/05

PRO RCV DATE oo/oo/oo ACT DATE: 00/00/00 SECT CODE: SPA PA CODE:
REF ORDER$ : PR

AUTH COD O STAT:
DLV DATE BFF DATE: RMKS :
LINE ITEMS
ITEM#: 01 LAST ITEM? N QTY: 0001 UNIT: EA UPRICE: 16823.70 AMT: 16823.70
DISCOUNT%: LPRICE: 16823.70 TRADE-IN: TOL% : VARS%:
CAN: oC: LSTAT: MULTL# :
TH#: O DESC: TRANSFER 5 FREEZERS FROM NIH TO LONG ISLAND NY

RAGE OF MATERIALS IN FIVE ULT FREEZERS FOR 5 TO 9 MONTHS

ITEM#: 02 LAST ITEM? N QTY 0005 UNIT: EA UPRICE: 250.02 AMT: 1250.10
DISCOUNTS : LPRI 250.02 TRADE-IN: TOL% : VARS :
CAN: oC: LSTAT: MULTL# :
CAT#: 0 DESC: TRANSPORTATION OF FREEZERS
ITEM#: 03 LAST ITEM? Y QTY: 0001 UNIT: EA UPRICE: 4850.00 AMT: 4850.00
DISCOUNT% . LPRICE: 4850.00 TRADE-IN: TOL% : VAR% :
oC: LSTAT: MULTL# :
CAT# 0 DESC: RELOCATION OF FREEZERS

oY



176

' Mason-Yates, Valerie (NIH/NIMH)

‘-n' Koester, Susan (NIH/NIMH)
Friday, June 03, 2005 3:36 PM
Fitzgerald, Pameia (NIH/NIMH)

C:: Sunderland, Trey (NIH/NIMH); Mason-Yates, Valerie {NIH/NIMH); Johnson, Sheila
(NIH/NIMH)

Subject: Re: Cryonixs

Yes, this is important to the Institute to provide reliable storage of these patient
samples. -Su

Sent from my BlackBerry Wireless Handheld

----- Original Message-----

From: Fitzgerald, Pamela (NIH/NIMH) <fitzgerpemail.nih.gov>

To: Koester, Susan (NIH/NIMH) <koestersemail .nih.gov>

CC: Sunderland, Trey (NIH/NIMH) <trey@mail.nih.gov>; Mason-Yates, Valerie {NIH/NIMH)
<yatesv@mail.nih.gov>; Johnson, Sheila (NIH/NIMH) <SheilaJohnson@mail.nih.govs>
Sent: Fri Jun 03 14:54:57 2005

Subject: Cryonixs

Hi Su:

I am in receipt of a Cryonix purchase request from Trey Sunderland to transfer material in
five ULT Freezers to protect specimens, GPB has arranged to store them off NIH campus with
Cyonix, Inc. The total amount of this order is $22,923.80.

we proceed?

.mela Fitzgerald
Lead Administrative Officer
NIH, NIMH, IRP, ASB
31 Center Drive Suite 2B34
301-496-4271 (P)
301-480-4533 (F)
fitzgerpemail.nih.gov
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~

;. DATE RECEVED (slamp hers)

) Requisition Worksheet
.i :
) .
R DNJBRANCH [can
ul nd, Trey 337647
OBJEST CLASS CODE [CUSTODIAL CODE [PHONE NO DATE NEEDED
10—CRC 2-5330 1-496-0948
Source
NAME OF COMPANY [PHONE NO.
Cryonix inc. X 1-881-2045/ FX: 301-881-8306
ADDRESS COMPANY CLERK'S NAME
12401 Washington Ave, Rockville, MD 20852 ori Pearson
Order Inf
Now | Back. CATALOG UNITOF usT DISCOUNTED | TOTAL
Wo | order NUMBER e .| ssue | erice. PRICE PRICE
1 Transfer 5 freezers from NIH

to Long island, NY
Storage of material in
five ULT freezers

Total for 5 for 9 months 1 _ea 16.823.70 16,823.70, 16,823.70
transportation of § ea 25004 250027 1.250.10
relocation of freezers 1| ea 485000  4,850.00 4,850.00
CENY;
Z\
[ R
Total: 22 923.80
'ARE THE ITEMS ORDERED AVAILABLE FROM THE!
Yes No Yes No Yes No
[ G 1 nHsumps 3. Biind/Se : 5. FEDERAL Supply Schedules
[] [x] 2 unicor 4. NIH or GSA Stock (catalog or store) 6. OPEN-MARKET Suppliers
COMPANY NAME
If order exceeds $2500, 2 more-sources of supply must be contacted and fisted PRICE AVAILABILITY DATE CALLED
14
JUSTIFICATION (Required for all orders: large business, ADP, personal appeal items, and sole source.)
See attached
BACKORDER INFORMATION
(/17/ 1S5 3FFTT3 A/
ARDCITCO SOURCE NO. FSS CONTRACT [SHIPPING DATE [CLEARANCE REQURED?
' ves []no
. ] Date sent to INSTITUTE PURCHASING AGENT
s Date ordered; Cortral Procurement: I

NIH 1861-9 (10/92) COPY DISTRIBUTION: wﬂ Molﬁee
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With the general decrease in Geriatric Psychiatry Branch staff over the last several
months the proper supervision of the biologic specimens is increasingly difficult. These
NIH specimens have been collected over the last 15 years and reflect the end products.of
many research projects. To protect these specimens, we have arranged to store them off
campus with Cryonix, Inc. The attached interact reflects the moving and secure storage

of these samples.
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P. 3/3

No. 1851

THERMO/ROCKVILLE

Jun. 22, 2006 4:49PM
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W Jun-27-08  12:8¢ From=NiH

. For Sericl# 334593

01 402 187 T-T71  P.00S/012  F-027

"ATION ORDER NUMBER l DATE PREPARED (M/D/YYYY) [
TRANSPORTATION 5015335 11/3/2005 .

governmen: shipment s subjece | YFLLOW FREIGHT SYSTEMS
the terms and conditions of #i 7521 JEFFERSON AVENURE

crm e ia)is | 1ANDOVER, MD 20785 1601 Go1 77333 -
CARRIER REPRESENT. {f ) Slasts DATE:j{l}?/):—

TNAME AND MAILING ADDRESS OF REQUESTING AGINC\’

, SERVICES ORDER TSP (Completc mailing addrss) * SCAC YFSY ° Tab28
f

NIH
9000 ROCKVILLE PIKE
- | BETHESDA, MD 20892 1SSUING OFFICER; SAMUEL TAYLOR
MobE
Dteock -~ [Oran Clar Cnveort Oexrort Rpomestic  [Jommr

COM.MDDITYD)ZSCR]I’HON (Give UFC, NMFC, number or a clear non-technical description; show number of packages as proparcd for shipment (¢.g. crated,
boaxes, skids, loose, SU, D)

1 SKID OF RESEARCH FILES
CARRIER WAY/FREIGHT BILL NO.:
CONSIGNOR (SHIPPER) ORIGIN ‘CONSIGNEE (RECEIVER)
NIH FPreight address of actual shipping point DR TREY SUNDERLAND .
5000 ROCKVILLE PIKE SAME AS SHIFPER LITWIN ZUCKER CENTER
BETHESDA, MD 20892 . A EINSTEIN COLLEGE OF MEDICINE
Ph - 301-496-5921 Fax 301-402-1857 225 COMMUNITY DRIVE, SUITE 110
GREAT NECK, NY 11021
Ph (516) 487-3492 Fax
CBL REQUESTED TRANSPORTATION AFPROPRIATION NUMBER PAYING OFFICE OF REQUESTING AGENCY
Bl Y8 (if yes, complete) <> | TO BE SHOWN ON B/L Name  NIH/BLDG, 31, RM B1B31
0 No ,W ! 9000 ROCKVILLE PEKE
68337647 THINE, BETHESDA, MD, 20892
DITM

e IWWWINIMWMWWII R el g e s

ALTERNATE PHONE NUMBER CONT/  .ypn.¢ S T ]
m Tﬁ”-m--mm‘

=l
R “RATE/ROUTE RESPONSE
TO: REQUESTING AGENCY mmm@umnwummm«mmuuot d in toem x0x. I shi isnot made in
@ feasonablc period & new request should be submitted with refercnce madc to the control number in itam xx below)
‘TRANSPORTATION SERVICK PROVIDER APPLICABLE RATE INFORMATION
‘Name  ,NON RATE(S) 'WEIGHT (LBS) TARIFF OR OTHER | ESTIMATED COST
Pr (Fax( , RATE AUTHORITY
Email 1,486

BILL OF LADING DESCRIPTION WHEN DIFFERENT FROM ITEMXX | REMARKS AND SPECIAL SERVICES

P Nll\H

|

!
Nu 8l Institute F

~ Nal ﬂ’\ Health 1

| parsissum

ICABLE DESTINATION INFORMATION

R N |

"I:T

v Y%d\ -
b'e v . D'rosrunIc?nETmm ﬁ:rmgoz‘nwm sﬁom“
M k{) ;x::rnsmvn
Lrb’e : ] ICATED BEREAFTER D. .
S =

lr ‘)J /F'df { MEOF DESTINATION TSP TAm OF TSP’S AUT
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801 402 1887 =TT P.004/012  F-027

REQUEST FOR SHIPMENT <£

n " 324592

ctions:
T ting Office sends.tha firt two copies (white and yellow) 1o the Shipping Office
the third (pink) copy fer reference.

/NH! Al cutable irtersinl shipmente (aher

1han printed documents) must be accompanied by

three coples of a commercial inveice (NIH 1834-1)
clearance,

~ St - At has picked up the shipment, file this form to back
e for e
1. We are requasting shipment of: i 2. Datp of reqiest
Govemment-owned property B/owr- resereh {iles lp 7n§
’'s Namhe (Consi 4, 5. Sollding and Hoom
SRR N Ble (228"

7. Shipment to be paid by
Consignee
NI+ D {¥f sansignes, complete item 8.}

8. Carrler's Name; Account Na. to be Bllod camigme s Phane No.

8. DESCRIPTION OF

When ltema of varying ducrlpnom are 10 be shipped, separate tham and enter the quantity
and value of each, If any itsm Is hazardous or infectious to humana, nots the amount (in

jlliiiters or kilograms) Ive 3 detailed desc n of the substance,
i‘;wck 61_\%

))

Packead by
requestor D

To ba packed by Shipping
pmn-m, nonhazardous

15, SHIPTO > Corsignes

‘ﬁ‘i e Somdian el

L.rh.u- n —Z_m&km

,cl{’ atate or courtlry, 2ip cods, tolephane number)

1o, :::;ZAHW""" 11..QTY. | 12, DOLLAR VALUE
No Bby —o-—
TOTALS b [B 7 [$ O —
14, if materfal was ad by the mauester, AND it is bialogical material, how was it packed?
] Dryica los packs [J other:
£ watice ] Room temparature

Vet St
5?5’4#510—35’7-3%7_.

B, Gmst‘e‘.-\ G e mgllune_,
&asummm.g?uuev Sudtelio e TC ho ansven coan Gma Sowtes
Neck Losl 20l 486 9e7S
17. Dats shipment must amive at dektination of Propeny. la Officer ar other ofivial)

Sxrpgt

T

mm o

Neka vuch > 1t 1o Ic)s
aly T

18, Common Aecount Number

-3

_SHIPPING OFFICER COMPLETES THIS SECTION

ok

20. Administrative Olficer’s name {Typeq)

e e

s Soo

22 Carrler

Jtko Ty .

hipped

Y UYin

24. GBL or ROC number  \\25. Alrway bill or freight bill numbor

A swd

27, Packed by awner

SO 583

30. Mode

S

730,

36

)_;Tenl’w-lght
NIH 1884 (Rev. 10/90)
*umnﬂﬁmmumcuu
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) Jun-'!ﬁ-a 11:51 From-NIH S0t 402 1857 T-785
<4, “TMD Shipping Order Record
Shipping Order Record
’ f
5 "Fiscal Yearos Y™ 5::3’2},““"“"” Shipping Date 11/03/2005
Need Jowd i > Govt Bill of Ladin;
verghdt < e Ll Reemdofcall | 501583
Sy Si"‘l Shipper Sertal 00324592 [[Seader ‘Dorrm DRAKE|
[Sender Phone 301.496-1338___|[Institute/Center || NIMH
Bill Namber
Ca 8337647 (Air or F‘reg‘ t_z
International
"vaelCnunlry NY I; mestic D
Packed . Packed .
by Owner Shippi
[Estimated Cost_ | $150.36 JPist Cost 50.00
. [Hazardous
, ickup Regd - No Inspection - No | Docd by JW DELPRO by JW
[Property Number| Shipping Bill $42.00
Order Type
Original "No(ﬂ
Entered By Created “Updnted “i;m.d
TSY 01/06/2006 {loa132006
’\ Billable Shipping Orders
i
Shinping Jnqu
Shipping M

http://silk.nih.gov/md/ship/dispso?ssid=043607fy=062crind=N

P.008
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301 402 1887 T-T71 P.00B/012  F-027

REQUEST FOR

smpmsm‘"

YL 324590

mlrd {pink) oopy for reference,

Shlpping Officer - Afiar carricr has pleked up the shipment, file this form to back up .

authorization for shipment.

n orﬂa. sends the first two coples (white and yeliaw) to the Shipping Officwr.

NOTE: AR dutiable international shipments (other

than printed documentts) muat be sccampanied by
three copies of a commaerclal involea (NIH 1884-1)

tor customs clearancs,

1, We are requesting shipment of:
Gavernment-owned propesty

(B/ouwr. ’Q\Cs

ol=vTos

e B \aaach

5. Building and Roem hnm No.

Chmp o2 0] 58 ¥2s Loso

7. Shipment t§ be peid by

E/ D (llcondgnee complate item 8,)

8. Carrior's Name; Account No. to be-Blliad; Consignee's Phane No.

ION O

When items of varying descriptions are to be shipped, separate
and value of each. If any lwm is hazardous or m(t:ﬁoun:‘ humens, note the
of the sul

illilfers or kilograms) and a dotsiled descri

10, HAZARDOUS or

INFECTIOUS? | 11.GTV.

them and entar the quantlty
amourt (In 12. DOLLAR VALUE

“Research les

) J

0l bx. — O —

-

No

Torats p (Bl |§ — O —
13, Packeging: 14, l‘lmmriﬂwupaekedbyihonq«mr AND It is biological materinl, how was k packed?
be packed by Shi
by xnn;ed-w:ymm:m Ul oviee L iow packs L other
raguester A ] watico [] Room tempormture

18, SHIF TO (Consignes)

(Narns, street address, city, atate or country, Zip code, telephone number)
ddraosaes)

(Do not use P.O. bax.l

16. Ad

', or

Litwin —Zuckey Contrn. Ted ~ Sle-4e7-349a,

gb\:ﬁ‘_’% &%“‘M&\lﬁ{c‘(— meA% Ne—rg! (}(—L\Q, < \!C.L«L-'L’ X
o_on Sunderianl Yt "7 Pine 1 AL 161S &

A5 Q*,:",;‘,’W ?f.,‘«f‘ S""jz’“o Srfice e B0t Wal (338 (\‘.\

7. Date shipment must arrive ol destination

Net vush -l "' los

@Wmﬂww Officer or other official).  AMN T
A \A?Ru Winag D

19, Common AScount Number (CAN)

f-S337047 |

SHIPPING OFFICER COMPLETES THIS SECTION

20. Administrative Officer's nume (Typed) 21. AO's signature

i@;\& ;rc\'\n.ém Q

2 Camior — 23. Dove shipped m&ﬁ.mmcn ‘h\ 25. Aitway bil or froight bil number
% 0-3-00 | 50[57/4
26, UPS 27, Packed by owner yohipphRs ﬂ. D Internad, 30, Mado
)r /.S Kd [ tomostc
LN Y |« JZp.o7 e e

NIH 1884 (Rev. 10/90)
¥ US. OOVERNMENT PRINTING OPFICE: 1907—418-811

R Ly



. Jun-25-08 11361 Fron-NIH 301 462 1087 T-765  P.004
. ‘TMD $hipping Order Record
) Shipping Order Record
J .
||Fiml Yearog |[Syeiem Sog‘;:l,N“'“"”J Shipping Date 10/31/2005
5 e
~4
el 00324590 ‘Sender TREY SUNDERLAND
[Sender Phone 301-435-6050___|[Tnstitute/Center NIMH
N Number
CAN 8337647 E‘Mr or Freight)
Iimle/Country NY In?:::g:ml D
[Packed . [Packed o
by Owner Shipping
[Estinated Cost $ 730.07 Jicist Cost $0.00
zardous
Fl’icknp Reqd - No| E eetion - No l Docd by KK DELPRO by KK
|Property Number] [Shipping Bill $ 42.00
[Order Type
Original Notes
Eatered By Created uupumd Fu
llxv 1212712005 . 01/13/2006
J —
' Shipping Inquirv

185

Shipping Menu

tp://silk nih. gov/tmd/ship/dispso?ssid=038672y=067crind=N

F-804

rageior1

6/26/2006
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. Jun-2r-08  12:87 From=NIH
- . 901 402 1687 T Po0T/oi2 F
For Sericl# 2334590 -027
“TRANSPORTATION onm:n Ntmnmn ,E)AT:: PREPARED (M/D/YYYY)
TransporTaTION (| 301576 1073172005
ERVICES ORDER [ TSP-TComp e malling address) SCAC EAFF

overnmane shipment is subject | EXPRESS ATR
& terms und conditions of 41 | 23723 AIR FREIGHT LANE

CRI= B AL DULLES, VA 20166
CARRIER REPRESENTATIVE: DATE:

NAME AND MAILING ADDRESS OF REQUESTING AGENCY j
NIH
9000 ROCKVILLE PIKE .
BETHESDA, MD 20892 ISSUING OFFICER: EDWARD CROCKETT
MODE
OTruck Orar Xar Cnvrort Cexport Moomestic  [Jotrer

COMMODITY DESCRIP‘I’!ON {Give UFC, NMFC, number of & clear non-technical description; show number of packages as propared for shipmext (€.g. craced,
uncrated, boxes, skids, loose, SU, KD}
FILES

RESEARCH
CARRIER WAV/FREIGHT BILL NO.:
CONSIGNOR (SHIPPER) ORIGIN CONSIGNEE (RECEIVER)
NIH Freigh address of actual shipping pout LITWIN-ZUCKER CENTER
9000 ROCKVILLE PIKE TREY SUNDERLAND ALBERT EINSTEIN COLLEGE OF
BETHESDA, MD 20892 NIH 10/2-5360 . MED/225 COMMUNITY DR/STE
Ph 301-496-5921 Fax 301-402-1857 9000 ROCKVILLE PIKE 110/DR SUNDERLAND 5
BETHESDA, MD 20892 GREAT NECK, NY 11021
Pk (516) 487-3492 Fax
CBL REQUESTED TRANSPORTATION AFPROFRIATION NUMBER | PAYING OFFICE OF REQUESTING AGENCY
X Yu(yya, completg) > | TOBESHOWN ONB/L Name  NIH/BLDG. 31, RM B1B3l.
7 ' ) 9000 ROCKVILLE PIKE
\ 8337647 BETHESDA, MD, 20892

/DITIONAL SHIFPING INFORMATION (Describe articles of smisual size or weigh (eg, 33" long, &' wide ar highy; special handdiing (o.. hasardois
‘| wmarerials); spcchlmrrbrmnu&d(ug, mﬁnmmquhiakarbwmnml

RATE/ROUTE RESPONSE
TO: REQUESTING AGENCY Trumcdmmmhhuibdemdlormdxbuk(lwnu)uuuflhﬂdttmminhmu Whipmerz isnot  ade in
period 8 new h be submitted with reforeace mude 1o the control mmber In lem.xx below)
" TRANSPORTATION SERVICE PROVIDER APPLICABLE RATE INFORMATION
Neme =, NON RATE(S) WEIGHT (LBS) TARIFF OR OTHER | ESTIMATED COST
Pr (Fax ( RATE AUTHORITY
Email 1220 LBS

Bn.L OFLADING DESCRIPTION WHEN DIFFERENT FROM ITEM XX | REMARKS AND SPECIAL SERVICES
(Incliuds hazardous rmaterials decription if any)

TECHNICUANS NAME : | paEIssumn
APPLICASLE DESTINATION INFORMATION
DATE () ACTUAL DELIVERY POINT DELIVERED THIS CONSIGNMENT COMPLETE & IN STORAGE
[0 To STORAGE IN TRANSTT APPARENT GOOD ORDER
EXCEFT AS MAY BE
INDICATED HEREAFTER

DAMAGE

) JAME OF DELIVERING TSP NAME OF DESTINATION TSP SIGNATURE OF TSP'S AUTHORIZED
ad AGENT
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301 402 1857 T-771  P.008/012° F-027

REQUEST FOR SHIPMENT

%7 ENTY

324591

=

Juesting Office
_4p the third (pink) copy for

Shipping ofllw After carrier has picked up the shipment, file this form to back up

sends the first two copiss (white and yellow) to the Shipping Officer.
referoncs,

NOTE: All dutiable irtetnaional shipments {other
than printed documents) must be accompanied by
three ooples of a commorcial invoioe (NIH 1884-1)
for customs clearance.

1.We nqueaﬂng shipment of;

Govemnment-owned pro;ma< L:L%

i 25

2 of reg
o Q7 F;S
" uil and Room 8. Phone Na.

TRt e gt 40Tt 0 1335

7. Shipment o be pald by

Cansignes

’ D (If consignos, contplete itam 8,)

8. Ouriurnwlme; ‘Account Na. to be Ellied; Consignee's Phono No.

&
o

3. DESCHI OF
Whan items of ing ducrlpﬂonsm be shipped, separate them and enter the quantity 10, HAZARDOQUS or
and valve ,«.;’.:? It?my -mn is h or inf 1 humans, neE\lmu:an INFECTIOUS? |17 @TY.[ 12 DOLLAR VALUE
milliliters of & detaliéd descrition of the substance.
C!N\U,dcex; Ok O :,j’?,w ecde | WNo o fbX
j 6350 4334 B1A0
(D 57%
.97- g 41, 6360 4334 8150
025/ .# 8350 4334 8161
5-0 :ﬁé 360 4334 8172
) e
N TOTALS b bx |$
13, Packaging: hpaﬁﬁm 14. f meverial was packed by the raquoster, AND it s bialogical material, how was it packed?
F-ultod by Dry low Ice packs Other:
lkmlanM ( ‘D Wet ios D Room
18, SHIPTD 16, Additi

(Consignes) C t
{(Name, streer address, cily, state ar country, Hpco{a telephone number)

\jé R C300

D e m

[Plesse manle F?.%\L_E'
HProberke ircko atlpibad

2130 \a\en
s Bencelec CA ) #3100 433 Yoo
17. Date shipment artive at destination 18. Pfope: Wwﬁmmmmwwm&u
‘ \‘ L'* "OS ﬁ 0\ ‘rs I\E‘La\

18, Common Adcount Number (CAN)

lo— 532 T

20, Administrative Officer’s name (Typed)

Aheilg bt

21, AD's signature

Ye Lo

—
SHIPPING OFFICER COMPLETES ECTION

V
25. Airwsy bill or freight bil number

a./%pui/{ 24, GBL or ROC numbaer

22 Carrier, W /p
S~—"

28. UPS Charge

27. Packed by owner

30. Mede

MDSCO6F S =

,L'rmwugm

32, Estimated cost gy' Jzﬁliz a%up -

— /37

UL

[ Rateervion charge
%\ Wed of3
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. Jun-26-08,  11:51  FromNIH 301 402 1857 T-T56 P.003  F-gu4
» TM®D Shipping Order Record Page ( of |
Shipping Order Record
D M
. , | Fiscal Year 06 [[0Y>t°m So‘;";;'sN“““"" Shipping Date 1072872005
Fed-ex ' -
FDE- Govt Bill of Lading| NIDS6003
| /Record of Call
Shippe Sarial 00324591 Sender IbOTTIE DRA
[Sender Phone 61338 |[fastitute/Center - NIMH
[Bill Number
CAN 8337647 J CAr or Prereht 636043348140
International
lStzteICountry CA omestic D
Packed 7 [Packed o
Owner by Shippi
Estimated Cost $175.36 List Cost §339.15
Pickup Reqd - Yes ﬁ:’;’:‘:j"’,:’_ . | Docd byEH || DELPRO by ST

Shipping Bill $ 200.00
otes
[ALSO 636043348150/8161/8172

(1042008 | .
D] ' Billable Shipping Orders
Shipping Inquiry
" Shipping Meau

),

httpy//silk nih.gov/tmd/ship/dispso?ssid=01435Hy=062crind=N ' 61262006
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REQUEST FOR SHIPMENT

Instructions:
Requesting Office sends the first wo coples (whits snd yellow) o the Shipping Officer.
Keep the {pink) copy for reforence.

Officer - Afer sarrier has picked up the shipment, file this form to back up

1. We app requesting shipment of:

authorization for shipment.

3. usster's Neme (T

AT A 70 ‘ﬁi !’T\H

CCel.

5, Bullding and Room
2

~533%Q

6. Phone No. I
32 % e \33R

7. Shipment o be paid by

1 [T] @ comignes, complete tom 8)

8. Carrier's Name; Account Na. to be Billed; Consignes’s Phone No.

9.
When itsms of descriptions are to be shij 3 ate them and enter the quantily 10. HAZARDOUS or
and valv:':l ..3.7 |;f"-rly lhm“h hu.:r'dou: or h:.m: ip;l’\umm. note ;.. .'nnum n INFECTIOUS?
millﬂmng,g'lgqmmc]mdm-doumgggggvimﬂmgum. i
i N . . T
Pepmcon s s weiny T K g N 7 ‘J' v
) romms b 14 by |8
13. Packaging: 14. ¥ material was packed by the requester, AND it is biological material, how was |
g Prckedy Wm"m""””"’“"" Oryios L) fon packs Other:
requester lhm'o__aM”?\ s [ wetios Room temperaturs
18. SHIPTO (Consignes) s 16. or
Wmamm,dmmorwm.dpwdmmmm . — o e
Do ot ure P.O. box ] k\(. ekl w el
L vebectCaben Ao, AR
Ceruvs, - e 19\ A R T N A A
MAET, = [RA LEWS .=(--t
g 4 aoAdd 2y e g
S °d D . - -
oo L el CA Png el & 210433 wo70

18. Property ch

g
17. Date shipment must arrive et destination
U4 .08

of Property

Officer or other official)

19. Common Acsount Number

20. Administrative Officer's name

Y VR "r'l\rr".‘\]

Y TEN UL W S P
e

21. AQ's signature

SHIPPING OFFICER COMPLETES THS SECTION

22. Carrier 3. Oato shipped 24, GBL or ROC number
26. UPS Charge 27. Packed by owner 28. Packed by shipping
3. Total weight 32. Evtimated oost

$
NH 1684 Flev, 10/90)

sns
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AR 2 LELCERE L AP L 450 ALK T

) JASON. NCENTEE
— _._L a -§
Racord of Persona! Property Lnn
To Non-Faderal Gin or

PLOFS e Instruclions on roverse
-"J!HLln v‘ltww
e, 10 oA, 4NZ22/ 5000 ROCKWLLE PIKE ROBERT M. COHEN
_ ZETHESDAMD =2 o
3iCP -mc ™ LOS ANGELES, CA'S0048
'-'S) ol m(Nﬂﬂ!.mmmnnd m) ‘ ke
7351) 4438831
401) 455889 S g
" gc%% 5 5;'.“' (poral no.. ;m, medel no.j
€008 Bee sHtached See Attached listing

-\

h. Tokol Nan-Acet,

1 Totat Amct. [

4,375.&.

. Tasdieamon gnvae Em-ﬂ [Ty w Mmmmﬂ
Or. Robert wht contim

Suneth

projects
iewﬂbcmmhwumn!bhm& wlahuhnwawdduldﬂskiﬂshrumuﬂlﬁnm

mumﬂﬂnﬂ-‘

rsun. ﬂmmﬁ

Stad

b. Apphaving
e
] BA "
et ot el w1 "%

B —
10. Tarmy for Borrower

wmmuhm W A mont
2. The propemy of i'e Unitsd S Govemment or rwturn ef Use propaty will ba ot
szaond sbovels perlad Banuwer RU)MNH
] ard encing on Nm-wm #m p recohed
RS olnd suder ot 2 wihin uowm-lwmwmm othamwian Bmpor Wi eny
ol e NiH, The proparty ehak De eeyuﬂ; of srynesident 2 avent of se or aoule o O
wn:dl*:”‘w‘muﬂ raesheiA ] dawage Invefiing the Vaued upen Yw pranwrty by he.
ox e
mm.;:uﬂmdu nd B enployscs v from emy a;‘u 1.6ving
& -
Tomvramentin b pos Habiey asing o e bomowsrs e of -~ phy
LTTOwRr 9t sl imge divhly W of sny um-mﬂmbmhumm B the
e e e L
r al
b rd il oy e e - oAmeen ) o huly covering the veluk ~
fu.h.wmeh‘.u-an-nm Tor borowsPs wo of
shell survice sny tyminadon of Hls sgrvemet. O proparty; a0d {2) 3 propety mamgemans.
Ll A8 nstfcAions ©
b, The pruperty Cad abuve b Baing leancd b = Flidiaa
orvowe, WaTanites, sxprase “The Eorroiver spresc  use e ezl by @
:,w,‘,'m" __-l d ‘ﬂnammw Bhers  of Conteet Isted
aHM'orQh-'vl mwhw““!-’-"m - gnoll be madw by
The berrowar wseurnte end.shall taus” ive metire loen oaratement, Bomower aorues, ol ke tein D IC Peitof Conpst feme
malu-.wt.mwmd:l Caparse, ko kuwp v prapasly Id gead romlr, NN Lanmer!
%m m‘m;rm wmﬂ.wbmn' and 3l ™ T berocct oy nat vancter
i ik Shwl] AVTLNES UDDN rESDIDt e O m.mmmwu L er

Proparly by e Samiw conbeetad Dy Me bonoms.

ﬂi.&mnfmmnmm ‘ &, Prinind Nams

T

AL23cR3d

l;‘nln .
240010 1o longer! Uso Pocrn NIN 3488-1 {w'

1109

vSi6e sez/seMmis
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{ 4 DEPARTMENT OF HEALTH & HUMAN SERVICES * Public Heslth Service
\"'," ' i National Institutes of Heaith
’ Bethesda, Maryland 20862
(] ]
Tab 29

May 4, 2006
TO: CAPT Trey Suncerland

FROM: Commissioned Corps Liaison Office, NIH

SUBJECT: Medical Speclal Pay

This is to inform you that pursuant to the investigation by the National Instltutes of
Health Eth:cs Office, your Medical Specll.l Pay is not being approved.

,} o ethCDlepold ; “

Cc: Dr. Thomas Insel, Director, NIMH
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us. OF HEALTH .
PUBLIC HEALTH SERVICE i
MEDICAL SPECl:L PAY (MSP) DCP USE ONLY
CONTRACT loAEREG: ]
(Privacy Act Notice on Reverse) S
IDENTIFICATION T
NAME First, Miciglle inital) b. GRADE/RANK c. PHS SERIAL NUMBER -
3 T. 0¢ §6247
d. ORGANIZATION o. DUTY PHONE NUMBER 1. SSAN EXP. DATE:
NI/ NIMH [ ZRP %[ 435 . (050 l
2 SPECIAL PAY(S) REQUESTED (Che
RETENTION SPECIAL PAY (RSP) 0] MULTIYEAR RETENTION BONUS (MRB) )( INCENTIVE SPECIAL PAY (ISP)
1,2, 3, or 4 year contracts) (2, 3. or 4 year contracts, concurrent with RSP) {1 year—l{ MRB contract, rate of concur-
rent ISP fixed for duration of MRB)
3 - OF COl

In consideration of payment of the above requested special pay for which lq\nllfy\lndu’l! US.C. ZIO(U)(Z). 37usc. 302(!)(4), 302(b), and
3014, and implementing policies prescribed in INSTRUCTIONS 3,9, and/or 10, €C22.2, of Personnel Man-
ual (CCPM), [ hereby agree to the following:
A. To remain on active duty in the Public Health Service (PHS) Commissioned Corps for 12,24, 36, oc 48 consecutive months from the
effective date of this contract,
(CHECK ONLY ONE) 12 MONTHS O 24 MONTHS O 36 MONTHS O 48 MONTHS
B. Thatthe EFFECTIVE date be the DATE THE NOTARIZED CONTRACT IS RECEIVED in the Compensation Braoch (CB), Division
of Commissioned Personnel (DCP), except for conditions listed below:
(1) Effective date for iniial contracts shall be the:
(a)Mlumzh@lllwhmmwhmwmumvednm bce, wlﬂmﬂ)dxytlﬁallmmnnlly eligible,
the contract bears my signature, notarized within 30 days after 1 am initially eligible for MSP; o
(b)Dmnheeomplehdcm!nﬂummdx(lwuvedmm DCP, within 60 days of the date of eligibility but has not been notarized
within 30 days of the date of initial cligibility; or
(c) Later date, if eligible, specified by me, which is .
(2) Efffective date for subsequent contracts shall be the; o} L (Yay .
(%) Daie following the date the preceding contract expires, provided the completed contract is received in CB, DCP, within 60 days sfier
the date of expiration of th ious contract, and ty buunwmmmmdmmbefueﬂndugﬂolbwakm
the proceding coutract cxpired; or
(b) Date the completed contract is notarized if received in CB, DCP, within 60 days sficr the dale of cxpiration of the previous contract,
‘; but has not been notarized on or before the date the previous contract

expired.
} C. If this contract is i prior to its expiration date other than as identified in F. below:
(l)hlullbereqmndblefmdnpmmmdwwmwwmmﬁul-wmuﬂwlsrum
MRB contracts, that portion that represents 1/360 of the annual payment for each day of the year not served. In the case of 3-year and
A-ymmmhmmlnu*dmﬂbehemmmmaymbmm))Tlulddmmalbnmulmnlﬁrl-yar
llid#ymeonmwﬂlmbemudmhuwndnﬁw

(2) 1 shall be divested of enti for travel and for myself and my dependents, shipment of houschold goods,
usc of, transfer of, oc payment for unused annuat k ty credit upon tion from the PHS C Corps;
(J)Any-mnwwhl-mohhwnwmmm-wmu-mmuhummwulw

,  agreeto pay in full as directed by the officials. In withi Treasury Fiscal Roquirements Manual (1
mmwmmnymmmhwmmmwumuummmuw
States Government; and

(4) 1 shall have nry commission

D. Thata period of Abseace Without luw(AWOL)Mlu(beuuﬁMnﬁdﬁlMoﬂh!ﬁﬁMlyWummnﬂh
this contract and that the pesiod of such active-duty obligation shafl be extended by the number of days of AWOL.

E. That the policies (INSTRUCTIONs 3, 9, and/or 10, Subchapéer ©C22.2, of the CCPM) which implement the MSP provisions of
42US.C. 210(a)2) and 37 U.S.C. 302(a)(4), 302(b), and 301d are incoeporated into and made part of this contract.

F. Thatif | entera bong-term training program as defined in INS TRUCTION 1, Subchapter OC25 2, of the CCPM or medical internship or
residency training program (i.c., training which is creditable toward board certil be terminated and | shall repay
an amount as specified inC.(1) above. W

G. That | am NOT ELIGIBLE for voluntary retirement for the duration of this ck -

8 )
Subscribed and sworn Wmﬁ% of
o _Pethesis s D

,f M = TS |  ) III-IIIIIIIII

(Ast copy ole mcmommommwmocﬁm 3 COPY OFFICER ¢, acicm e s ssos
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Is SUPERVISOR CERTIFICATION

(Chack below as appropriate)
' This is to certify that the officer meets the following conditions:
mmumﬂuhm«mmwmlnmwmmamm\guwmmsmucmm

satistactory level; and
Wammwmmmmmwr Officers’ Report as required by
TRUCTION 1
%gnecouusnoeo FOR; )ﬂu«-um Special Pay contract requested,
ultiyear Bonus contract

tive Special Pay contract mnm
O 1sNoT RECOMMENDED for Medical Specil Pay must

v MRS S G SRV

7 OPERATING DIVISIONPROGRAM CERTIFICATION

1 centify thiat this officer is cligible to receive this bonus and I recommend psyment.

SIGNATURE TITLE . DATE

Privacy Act Notice for
PHS Cnrnmh:lnned Corps Medical Special Pay (MSP) Contract
Form PHS-6300-1

General: This information is provided pursuant to the Privacy Act of 1974 (Public Law 93-579) for PHS commissioned
medical officers applying for MSP.
Records System: 09-37-0002, "PHS Commissioned Corps General Personne! Records,” HHS/OASHIOSG, 09-37-0003,
s i C
j Proccedings,» HHS/OASH/OSG; 09-37-0006, "PHS Commistioned Corps Grievancs, Investigatory, and Disciplinary Files.

Authority for C of Inf th 37US.é. 2(a)(4), 302(b), and 301d (Pay and Allowances of the Uniformed
Services); 42 US.C. 202 t seq. (PHS Act Sec 201 et seq.); and Executive Order 9397 (Numbering System for Federal
Accounts Refating to Individual Persons).

Purposes and Uses: The principal purpose for collecting this infc ion is to d L ymnehpbmtyforMSPlfyou
muleaedfwlwudnfMSP,d:infomuumw\Wwﬂlbeuudfwmofwwmdmm payment.

meords.onnformmonﬂwmﬁmymydnbepmﬂdmo&uﬁdenlwmmwhdimpnmoﬁemm
assigned. The information also may be used for study and/or of for reports to other
Fedenl-gancunndﬂwOowltmuyskobensedfauherhw&lmuwmhﬂ;umdlmmh
Federal G law and li

T Regarding of Your Social Security Number (SSAN): Disclosire of the SSAN is mandatory
under provisions of the Social Sccurity Act, since Corps officers are under Social Security "covered employment” and taxes
must be withheld from their salaries. The SSAN is also used as an identifier throughout an officer’s carcer. It is used
pnmlnlyhuldamfy-nolﬁocrspemmsl lewemdp:yrecordtnﬂhr:ln:memmm The SSAN is also used in
connection

with lawful requests for i from former employers, and financial or other
organizations. Thcmfommmg-ﬂmedlﬁmgblhemoﬂhznmmﬂbenudmlyumrymm
autin sceondance with establi ous and published notices of sysiems of rocords,

The use of the SSAN umdemwbeumofﬁelngcmhofmmmm.mw.mmmd
officers and applicants who have identical names and birth dates, and whose identitics can only be distinguished by the
SSAN.

En‘ectofNududu-u. You mrequmdmpmvldeﬂnmfomunmrequemdonﬂn:eonhumwave MSP. Failure to
supply plete and accurate may result in delays and/or errors in
in late payment or nonpsyment, or be cause for refund of pay if you receive an award based
. statements arc subjoct to verification.

) I
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. : L]
’ I T —
MRB/ISP VALIDATION RECORD -
Name: SUNDERLAND II1, PEARSON Grade: 6 ADMINCOD: HN76V
. SERNO: 56247 SSN: Training Obligation Date:
' Retention Pay DATE: 01/01/200~ ) Scholarship Obligation Date:
‘Retirement Credit Date: 07/06/1982 Limited Tour End Date:

Licensure: Y Exp: 09/30/2005

Creditable Service Entry Date: 07/01/1983

Specialty 1: 1701 BCERTI: Y
Specialty 2: . BCERT2:
Billet #: 12CC067 PRIMJOB: 92 MSPCSPEC: 9999 ROGSTAT: R

I. Attachments necessary to be submitted to the agency BY THE OFFICER:

L/

MSP Contract (Notarized)
Documentation of Training in Specialty or Board Certification

(uniess Board Certification listed above or on ISP-ROG contract)
L Copy of a current, unrestricted state license

If billet is NOT a clinical billet (PRIMJOB not = 81), officer MUST attach:
L~ ROG BILLET OR PREVENTIVE MEDICINE BILLET (No attachment needed)
Copy of billet, if PRIMJOB not = 81, but clinical privileges included in billet

Letter from clinical facility ing clinical privileges

Letter from clinical facility certifying previous year's completion of clinical

time requi (not y on initial contract)
Ougside facility accreditation or description if not accredited.

I hereby certify that I or WILL (circle one) practice my

"rfR_B/ISP Specialty of

®O(r

at s( IE { 5 —Federal
acility’ Facility
46 +  hours weekly

lcexﬁfyﬂmtﬁ\eaboveinf_mmﬁmiskuenudcmmt Fmtlur,[undustxndmatnukin.glfalsesmhnqﬂorclaim'
against the U. S. Government is punishable by a fine of not more than $10,000 or imprisonment for not more than five

years or both, as written in 18 U.S.C. 287, 1001. I further und d that the inf ion p

OR days monthly -OR

Non Federalg

days annually.

ided herein is subject to

audit and that I will cooperate in such audit by providing the information requested.
I UNDERSTAND THAT IF MY CONTRACT PACKAGE IS INCOMPLETE

PROCESSING WILL BE DELAYED.
: SIGNED: @A@S&—

PHONE:_ 3a 1~ '3¥5-L,020 DATE: a,&\:n/

I wish to have any contract problems reported to me on E-mail address

F\
?
[

II. AGENCY VERIFICATION

BY:

TITLE:

DATE:
A
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Page 1 of 1
a

~Tab 31
Fitzsimmons, William (NIH/NIMH) [E]

From:  Shirdon, Patrick (NIH/NIMH) [E]
Sent:  Friday, December 30, 2005 1:15 PM
To: Fitzsimmons, William (NIH/NIMH) [E]
Subject: Retention bonus for Trey
HI Bill - Hope you are feeling better.
Dr. N received the paperwork for a $15K bonus for Trey. To the best | can tell it is essentially a retention bonus
based on his medical discipline. | don't see any reason we would want to not advise the front office to sign off on
this, but there is some language that Trey has to sign off on about his time????7?7777?
Also - As | read the contract if he were to be able to retire, then he would have to repay a pro-rata share.
We can discuss on Tuesday.
Have a nice New Years Eve
Patrick Shirdon
Deputy Executive Officer, NIMH
NSC - Room 8102
6001 Exec Blvd

Rockville, Maryland 20892
301-443-3879 .

7/6/2006 '
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Fitzsimmons, William (NIHINIMH) [E]

Nakamura, Richard (NIH/NIMH) {E]
Friday, January 06, 2006 9:24 AM
Shirdon, Patrick (NIH/NIMH) [E]; Fitzsimmons, William (NIH/NIMH) [E}

¥

Subject: Re: Trey and the contract bonus

This is clear and the next steps proposed are fine.

————— Original Message-----

From: Shirdon, Patrick (NIH/NIMH) (E] <shirdonp@mail.nih.govs

To: Nakamura, Richard (NIH/NIMH) [E] <rnakamur@mail.nih.gov>; Fitzsimmons, William
(NIH/NIMH) [E] <wfitzsim@mail.nih.govs .

Sent: Thu Jan 05 21:09:28 2006

Subject: Trey and the contract bonus

Good Evening Dr. Nakamura and Bill --

Richard Wyatt and I finally connected late this evening. He has been speaking directly
with Trey on related matters concerning the "process" of his situation and they spoke of
his contract. .

Trey is not looking for a contract for calendar year 2006; but payment for calendar year
2005. Richard informed him that this cannot be done. However, he did suggest that as a
part of a settlement, it could be negotiated.

T want to talk wiht Trey tomorrow to confim this with him. But beleive no further action
) necessary on this issue.

4 would be glad to discuss further if you would like.
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Sep~11-2008 0B:27mm  From-Assistant Sscretary for Legislation 202-680-T3680 T-580 r.nu; F-311

~Tab 32

Flax'nbgg‘ Gemma (NIH/OD) [E] -

From: Fizsimmons, Willlam (NIHANIMH)
Fortt Fombery Garmime (NIOD] (25 Smolonsky, Mero (NIH/OD) [£]
Subject: FW: North Shore ’

From: Fitzsimmons, William (NIM/NIMH) [E]
Sent: Friday, February 10, 2006 554 P

To: Simderland, Trey (NIH/NIMH) [E)

Oc: Insel, Thomas (NIH/NIMH) {E]; Fizsimmons, William (NIN/NIMH) [E]; Nakamura, Richard (NIH/NIMH) [E]

Subject: North Shors
Trey,

“The institute cantinues o recelve inquiries from people who think you have left Govemment employment and are now
worki'matNunhSlmnl-hspﬁathquuk. most recent came today fram a reportsr in the New York area.

Whih:lprsumﬂ&hduebwebslbasbﬁaﬂmmNom&nmamwmrhaﬁnnl.whﬁlmhmmldmlmm
Ist mb reiterate in writing what | have aiready explained to you several times:

1~w‘houlla walver, NI Ethics regutations do not it you to have an outsiie or with North
arid 2t the moment no walvers are possible.
zYﬁnMwabwwﬂmdmm,mhchlmmtlnNewYuk.

8. | uhderstand that you Intend 1o assume a pasition with North Shore once your Commissioned Corps retirsment is
approved, and thet aliow you to fravel to North

Shore without permission for kmited purpases, essantially to work out detals relatsd o your future employment thera.
wnoqynudnmywmuawd

leave, which | undaerstand you have done,
4. But, please understand that, even with you taking annual leave, you cannot work at North Shore at this point in time.
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T-68  P.008 F=311

~Tab 33

Sep-11-2006 05:28pm  From-Assistant Secretary for Legislation 202-680-7380

Flamberg, Gemma (NIH/OD) [E]

From: Fitzsimmans, William (NIH/NIMH) {E]

Sent: , September 08, 2006 2:30 PM
Tos: Flamgerg, Gemma (NIH/OD) [E]
Sublect: FW: Can you please send me, RSK, and Holli ES #218138 &s an email atachment? Thanks.
Sensitvity: Confidential
;
Re ananymaus compiaint,
From: Insel, Thamas
Sent: Wednesday, February 05, 2005 7:43 PM
To: Gottesman, Michael )

¢
Ce: Fzsimmons, William (NIH/NIMH)
mkeanmpbgswdm,mmmlﬂﬁfmuGsmmlwm
vity: Confidential

Michael, 5
Wowllgethayxmdamommmmpomabmomw.bmﬂubomzmumhmmmm-dmhmhﬁnw
we handle the depariure of any Jab chief, mumunhmummumm'mmmwm_
volunteers in a longitudinal study of aging. The NIMH will not continue this study without Trey, | suspect the letter to EZ is
from a disgruntled former fellow of Treys. She has siready complained to me that she wants the CSF samples that she
eoﬂmdm:hawuafeﬂuwhﬁsyshramhmymmaaowshedoesnntwantﬂnhmhasesanphm
MWemmhraMuhumwvﬂm.. nting the subj In ging Trey's deparhure, we
have asked what s best for the subjacts es well as what is falr for him. | suspect this employee is interested in nelther of
these factors,

Tom *

“Thams R Busel, ML,

Director, NIMB
6001 Exccudve Blvd. - Rm 8235- MSC 9669
Bethesda, MD 20892 - 9665

301-443- 3673 )
301443-2578
i
Sent: Wednestiay, Fsbricey 09, 2005 7:34 PM
Subject: mmwmwmuwusmms:m' azachmend Thanks.,

Moving the patients is a mixed blessing. mmmmbmmmmeammmumednmﬁmm
Sunderiand, mmmm.umammmmmmm Bill Fitzeimmons has been in

h about tinding iant transfer and | have asked for & detalied pian which addressss the lssue of
ﬁonhnpb/dwe.mmaddy,and g the initial commitment to the pationts,

Fromy Kingtan, Raynard (NI

Sent: Wednesday, February 9, 2005 1:51 PM

Ta: Michael (NH/OD); Inssl, Thomas (NIH/NII
Cex Holli Beckerman (NIH/OD); Monarque,

Subject: Fw: Can you pleass send Holl B Thanka.
3 U pleass and Es
’-; yol me, RSK, #2181%6 gs an emall attachment?
Can you take & look st this?

! 1
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Sep-11-2006 05:28pm  From-Assistant Secretary for Legislation 202-690-7380 7-868 P.004 F=811

{
!
!

S.Iﬁngmu.n Ph.D.
Deputy Director, NiH

'801-495-7522

For Kington, Bayoars tNlenMﬂuﬁa?lﬁ&h (NIHOD) <
MonereB @ ODNE GOV Jefts LR Bechota (D) e B oD N A
CC: Johnson, Dﬂll(NIHIOD N .

Senl:WadFabosﬁﬂmZOﬂS
SUb}ectREDanyuupleuaaandma.Rs&deouiES#zwwsasmmmM Thanks,

<<Esror! Hyperlink referen

Hers‘shdnwmau,m.pdﬂumm.
~tom

l%rovrr Mnnarque. Brenda

Sent: d‘n% 09, 2005 1:40 PM

To: Jol’msum Dale (NIH/OD); Gill, Tom (NIH/OD)

Backerman (N!

Jeffe, HolE
su:pa: Can you please send me, RSK, and Holli E3 #218136 as an email attachment? Thanks.
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Sep-11-2006 05:28pm  From-Assistant Secretary for Legistation 202-690-7380 T-568 P.008 F-311
n .
i Page [ of 1

[
Flamberg, Gemma (NIH/0D) [E] ~Tab 34

From: Fitzsimmons, Willlam (NIH/NIMH) (E]
Sent:  Fridey, Septsmber 08, 2006 2:31 PM
Te: Flamberg, Bamma (NIH/OD) [E)
Subject: FW: Sunderiand

From: Insel, Thomas (NIH/NIMK)
T
; Jaffe, Holli Beckerman (NTH/OD;
Fitzs William
s“mwlrnrnm. (NIH/NIMH); Gattesman, Mhhael (un-vm)

%:mmerblmveuﬂdﬁ?m# h project for the past 2 months. He is eager to cooperate and even
m

'i‘homsR.In»I.M.D.
Director,

*Wd d Holll,
. h:guhl:wﬂhTrBySuMsrhndhnlgm He will not serve as P.1,, cara for patients, ar sign charts. Robert Cohen

Bethesda, MD 20892
301-443-3673 (phooe)
D1443- 2578 (fax)
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Sep-11-2008 05:28pm  From-Assistant Secretary for Legislation 202~680-7380 T-658 P.008/016 F-31t

i l‘
i ~Tab 35

Flamberg, Gemma (NIH/OD) [E] :
[

From; Fitzsimmans, William (NIH/NIMH) [E]

Te ! Fltm!y;erg Gi “(IBW'I(HIDD)Z:SI:,'==

o: , Gemma

Sul FW: confidential memo N

]
Fromi Fitzsimmons, Wiliam (NZH/NIMH)
Senk Thursday, January 20, 2005 2:03 FM
Tot Gottesman, Michael (NIH/OD)
Cc Wyalt, Richard G (NIH/0D)
Subject; RE; confidential memo

Okay, | will ry to reach him.

mero

dpnmmaspedﬁcpropomtmmeyabeuthwmud\ﬂmhewomdnondhbcatEhshhbshadwrdﬁs
protocols through the IRB process? Imlmamaunhmad-mﬁahmnﬂdlovammm”med
fa be honest about how much time this will actuelly take, and sevaral days a week does not seem appropriate.

From: Fitzsimmans, Willam {NIHNIMH)

Sent: Thursday, January 20, 2005 1:52 PM
: To: emw'llnldml (NIH/OD)
Wyatt, Richard G (NIH/OD)

so::b]euh RE: corfidential memo

) Yu.homelanmﬂnm—buthaﬁnknmnmhhudbdabnndm
§ Thus — he wants 10 spend at east some (Goveinment) time up there In NYC.
Abu.otmum.ﬂnrelsmebarmhelqh!hhmﬁpmeu 9

|

b

1]

e ';:uunsqp—-

i Eowm g b 1 R

- iy, R & pyony )

§ Subject; RE: confidentisl mesmo

{oBa,

i Gmmnmmmashmmmnmmomwmmmw Hopefuldly, his situation wil be
;  fosolved by the tin the Einstein IRB hes approve the pictoools. '
i

i

i



Sep-11-2006 05:28pm  From-Assistant Secretary for Legislation 202-680-7380

i
H
{
i
H
i
)

202

T-650  P.010/015  F-311

From: Flizsimmons, Willlam (NIH/NIMH)
Sent: Thursdey, January 20, 2005 1:28 PM
Ta: Gottesman, Michael (NIHAOD)
Subject RE: confidential memo

Michael,

Mus.Hkﬂlmmimmalhﬂe%mh!my'mnmmdwmwbmkw.
Ml call you then,

In the meantims, Trey's argument essentially runs as follows:

1. He wants 10 assure that his patients are taken care of,

zWImTomeasereﬂradandShzmayﬂapupoﬂmtdohg much, he Is ona of the few games in town
for many of these patients, many of whom have cognitive problems,

S.Paopleonmmﬂmalreadyleavhg. making it difficult for him to keep things intact hera.

tnmmmmmonm:mge:msappmhemuﬁmsohuneodsinnetupiﬁereaﬂemona
pat time basls to get started.

5.'I'heNlHhasusignlﬂcaminvesunantinhlswerk.nokhhporlammﬂﬂmnungnkgsmdlum
10 completion.

bl

Fi dé“mumnmwam
.?%M.M'IlWEIMPM
(] immons, William
Subjenhncnorﬁduuhlngmo i

Of course. Give me a call.

Michasi

v————tt—————
Sent trom my BlackBeny Wirelass Handheld

=~Qriginal Messagg-——

T G:mnm' mmw | (NIH%IEW
o ae o

Sent: Wed Jan 19 12:4128)

Subject: FW: confidential memo

tyie
BTW, I talkedto T rdey re the rationale i to later.
Al rey yesterday re the for moving patients Elnstein sconer rather than

w
ea

~~~Original Messago—

From: * Ganning, Betly (NI/OD)

8ent  Wednesday, Jenuary 19, 2005 12:22 P

‘é: g.lfla“immom. Wiliam (NIH/NIMH)
Sttt R ) o

Mywwrynmhforyaurhab. linmwhﬂnuﬂnn:horwumlwemedommnr
2
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all of your suggestions, Appreciatg il

—Original

From: m%m (NTH/NIME)

Sent: 19, 2005 12:18 PM

To: Gannmg, anula-%

o l-VNlm-l). Bolkess, Olga (NI/NIMH)
subjeﬁ RE: wnﬁde

Betty,

The draft Kington memorandum looks pretly good, but | do have some comments and concems:

1. IWnkitwouldbeveqhelpfulbhavesomeasiwmedﬁmeﬁamaaasomdwﬂhmevaﬂnusstlm
ing process.

Thhgsseemmbsnmmgveryslowly which is exacerbating morale probiems.

2. While paragraphs are 1 think the use of "bullets™ or a "How d ram” would help the reader

understamandfglbwﬂ:my' better. =

3. At the end of paragraph S on page 1, I would encoura; aflowing the |C DEC e chance to commenit on
ﬂln'bomliulsanglysh perfomxedbymeNlHEINlthﬁg:

mmawshhsmhom%ﬂpmmammmdmdmmbmm
4.l-uggaat&mfollwhunsaaubsﬂbmludh

Mkhpmﬂsﬂmmwhmwscmwmwwmeﬁs
lmeﬂmmwmm-gemmlﬁonmﬂ about ...

-BH

~—Original Message-——

From: Canning, Befty (NH/OD) .
?:t Wednesday, January }ﬂi m:w AM
Subjeot: confidential mamo

Importance: ]
Hau%medmmmmmmhmmmkam.
Thank you fer helping.

<< File; 216916memo11805.wpd >>

TO: Addressees
FROM: Deputy Director, NiH
SUBJECT: Review of Outside Activities

Thepurposgofthlsmrmmﬁumh 1o provide you with some information ebout the NIH review of
cartain outside activities of NIH employsss, mmmmmocommmemﬁwww
Gommelee.&beunmhaumovcmla Information about some outside
activities 1o NiH for review, olheraotwiiesvlam hnawswﬁda.maﬂlomerswsmsetmm
by NIH smployees In In response 1o & request by Dr. Zerhouni, You are recelving this memarandum
marmuraefyouroumdeacwm-snmm

The NIH Office of Management Assessment lsemmmafa:t-ﬂrmspomonoﬂmm
Enehdwum"utwwmﬂwoppom&.}w fepresentatives from OMA. You have or will
mmhomwhmmmhmdmmmpmw% You will
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alsa have the opportunity to comment on the draft OMA report.

In addition to the fact-finding, some cases will elso undergo a conflict analysls, Whan OMA finds that an

ouside activity was not approved &s required by HHS and NIH policy, they will refer that activity to the NIH

th ke MY et o s i T e et IV b Sl o ket
outside 8 ovel = . res|

will be transmitted back to OMA, i

When all work has bgsn completed, OMA will fts final report, along with the conflict analysis, I
any,bﬂaeneputybimdorfnrManagemmn(DDM).Nll-L OMA will aiso give a copy of its final report and
the contlict analysis to you and to your Instifute executive officer,

The DDM will dellberats and determine whether administrative action Is appropriate, and i 5o, what action
should be taken. The DDM will be advi by Human R anduﬂlerexm;in ing these
determinations to ensure faimess and consistency. Issues invalving Commiss Corps officers and
calling for adminietrative dispeshtion may be referred to or coordinated with the Office of the Surgeon

G ! or other G issloned Corps officials, as appropriats.

Youwilbeinfunnedbymemamndum nfanyadmhhtraﬁnauﬁon.asv;ehsadmrbﬁanofﬂnappd
process for any administrative action. You will alsa be Informed If no administrative action will be taken.

Raynard 8. Kington, M.D., Ph.D.

AEvI:gI (81) on the list provided by the H: Subcol
oyeos onh ouse mmittee
Wmmzmﬂmrmam

who
Em mpnmdacﬂvlﬁaswlhphanmeaumuﬂbbmhnnlogywmpmas

NIH;0D;0M:0MA;SServis; 1/3/05;d0c#216918
Revised per MH;OD‘OM;PLBWO’H;WOGC/E;GW”WG&EMG@EWMWM

Revised per NIH:OD:OM;OMAKW etmore;0GC;BDar-NIHOD:ES Dichaeoribes 1 1100
navhedgeécmh;suaeemmms c . i

Revised per NIH;OD;NEO;HBeckerman.Jafie;0D;OM;OMA;KW. /19/08
_ﬁmiﬂ 3HI e} MA;KWetmore; 1
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b
E (L ]
iThank you for helping- ~Tab 36
b File: 216816mema11905.wpd >>
i
TO: Addressees
?Bou: Deputy Direotar, NIH
SUBJECT: Review of Outside Activites
i
The| of this dum Yyou with some general infonnation about the NIH review cf certain
aulsidea.cﬂvmesnf NlHamploy\aes. AsyaumwmcﬂoquommmeonEnsmyand ree, Subcommitiee
i abeu!aome ouuﬁeacwmuhNIchrmhw other activities
wereeuad'hnewsarﬂdet,mdsmomerswsraselr ported by NIH i request by Dr,
h You are ng this nneormmolyowoutaldcwﬁvlﬂesisbaingmm

{
The NiH Office of Menagement Assessment (Ol Is conducting the fact-finding portion of sach review., Eaehdynu
Fias met or will have the wmnnyhmmvmmrgmammmouk You or will have had the opportunity
hr;'vu;rvmoﬁxbahesummrydmmmmwmpm by OMA, Youwlllahohavamncppomml!ytoeommm
on report.

Inaddlﬁonwuhm-ﬁndkm.mmmwﬂlabounﬂamaammm When OMA finds that an
amywasnotapprwadurquedhyHHsmmeoﬁcy.meywﬂl Maﬂh\lhywmeNlHEhlcsomce.Mlﬁr

Iannfllet lysis of the p ar actvity to ummwhemmmww
uvarlaps Meemployee'snfﬁdaldutas. The results of that analysis will be transmitted back to
Whenall\mrkhasbasn will transmit Its final repor, afong with the confiict analysis, # any, to the

completed, OMA
Dieputy Director for Management (DDM), NIH. OMA will also 4 copy of its final report and the conflict analysis to
wulndwywrlmﬁwbmuw‘n - o
T‘nDDMwmdaﬂbumnlnddmxmlnamﬂnrudmlnkmMonllIwwpﬁmwuo.wmnsbddha
hlun.Th-DDMwlboadvisedbyHummHawmesnmoﬂm%mhmaﬂngMdehmﬂmﬂombmu
Issuss involving Gommissioned Corps and calling for administrative diaposition may
h:mdbmmmmh%dhmnﬁemﬂwmcmmkswmm'
apprapriate,
Youwulbauﬂomwd any administrative actian, as welutdeeefbﬁonofmeawcalpwhr
any administrative Yuum'llalsobelrﬂomwdlfnoadmﬁdmnw

!
i

t Raynard 8. Kington, M.D., Ph.D.

:F%Mmﬁhwuwﬁ?a

Vised {PLenowitz0 GO/ GWeavar0GC BMcGareybe;1/847/05
Riived per NHODIOMOMAKWelmore;0GC;BDarNH,OD: ES Dobmorebert/ 108
Reyised OGC/NIHE huew

Reviged W NlH,'O lafte;CD;0M:OMA:KW! 1Ha0B

N
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i
' [ ]
~Tab 37

1 Flamberg, Gemma (NIH/OD) [E]

{ From: Fitzsimmons, Willlam (NI/NIMH) [E]

; Semt  Friday, September 08, 2006 2:38 PM

' To:  Fiamberg, Gemma (NIH/OD) E]; Smolonsky, Marc (NIH/OD) [E)
1 Subjeet: FW: Phons call with Trey

fn
From: Insel, Thomas

To: Atzsimmons, William (NIH/NIMH) [E]
Subject: Phone call with Trey

|

Bill,
Iunmhqmmdwwmhgwdeﬁuammmeimdﬁsumghhmdfﬁommy
dealings with a future employer. He reiterated that he is not working at Nortb Shore becanss be is not
being paid, but he admitted that he bas traveled thers while on leave. He explatned that he feels a
clinical responsibility to the patients who are transferving from his NIH stady to the North Shore smdy.
He fecls thar after committing several years to this longitudinal study, he necds to be availsble to setup
the program in New York and to ensure continuity for these patients. He reiterated that we told patieats
dbout this change over a year ago and that whatever problems exist now are dus to the “unacceptable™
delay he has endured in being able to leave the government and accept his new post. 1 reviewed the
tegulations with him (agrin) and told him that be is putting himself in jeopardy by interacting with a
future exployer while 2 government employes whether on official time o leave. I undeystand thar you
lga\_redmdyspeued_thiu out for him very clearly on multiple occasions. I assume he has not requestsd &
waiver far this activity. My scose from this conversation on Friday is that be does not recognize the
seriousness of his situstion. After 14 months of waiting to be released (I signed his retirement request in
ehuNu:bzgtu.la:;ngﬁnmmmdhhMMm But if he flaunts the regs, be will make matters
worse no| 2 to s with Raynard (as NIH DEC) to decide next steps. Will let
Know his recommendarions, ¢ B Y=
Tom
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A I
—Tab 38

DEPARTMENT OF HEALTH & HUMANSERVICES Mlnnuhsm'

i ' National Institules of Health
Bethesda, Maryland 20892

DATE:  Angust3, 2006

TO Dr. Trey Sunderland, M.D.
| FROM:  Dircotor, NIMH
| SUBIECT:

Workplace Restrictions

: On December 2, 2005, you were informed that, after & lengthy investigatian, it was determined
: mnmmwmamofmmmdw ’lo;:‘emmw

: sulxeq_ucnﬂyrefen-edtntheComnﬂs:ionedCo:psforfmﬂmacdm. It is my understanding thax
theUmmdSut:sAnnruy'soﬂiee!slookingimthmlmuuwelL

oy L lguins, e o e e s il g
i mmﬁ;:"ﬂ:&mmmwMumm?‘w;dﬂzumeW
, (&nd which normally require prior spproval). i s
f ﬁenewmuﬁeﬁnm.tobcaﬁuﬁvsimmedimly.mnfnllmz
’ 1. No official duty activities with outside cntities, includi i
mﬂdﬁ;ﬂeﬁmﬂmmﬁmmﬁ:ﬂm;
" o gpres e o e e o s el o,y

]
:
E
E
!
i

;Ywmaywnﬂnuymmplimmdiﬂlpmcﬁcesolonguthcmndﬂdmmicﬁm

: . related to
gsepmumofyompdmpmmmﬁviﬂumdywrmpmsihﬂiﬂuunkdaﬂcmﬂmm
gcbterved. Ymdmmm&mmm&mﬂdﬁaﬁmﬂﬁcwmwmmm
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oo

assignments; however, these are subject to the normal pre-publication clearance procedures.
Your tele-work agreement also rameins in cffect, which will allow you to work from your home
several days per week.

Also be aware that, during this interim period, it is my intention to place you on a temporary duty
assignment, effective August 6, 2006, to the Office of the Institate Director, in the Nevroscience
Center on Executive Boulcvard in Rockville, where you will assume Special Assistant to the
Dircctor duties, and assist me in the evaluation of the NIMH's extramural aging research
programs.

You are also again cautioned that you cannot perform work for your prospective employer, North
Shore Hospital, during this period, ar take any official action an behalf of the Feders]
government that might benefit the financial status of North Shore.

Jf you have questions regarding these restrictions, or you would ke to discuss the contents of

; this memorandum, I would be happy to meet with you,

. ‘Thomas R, Inscl, MD.

" Director, NIMH

Acknowledgement of Receipt:
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~Tab 39
| e SE - el

Slobodin, Alan
ul 4444%- A —

‘rom: Hemard, Casey (HHS/ASL) [Casey.Hemard@HHS.GOV]

Sent:  Monday, September 11, 2006 6:08 PM T oboelsar

To:  Siobodin, Alan I C c&%«x@

Subject: Corps questions i g /// /¢(,
Alan-

In response to your questions for Dr. Agwunobi and the Corps, please find answers below:

1. Can action be taken against a Commissioned Corps officer’s retirement

without the action of a Board of Inquiry (BOI)?

An officer’s retirement pay and/or commission status cannot be compromised for
misconduct without a Board's review, recommendation and a decision by the Assistant
Secretary for Health. This would involve the convening of a Board of Inquiry, which affords
due process by providing notice and an opportunity for the accused officer to appear at a
hearing, present witnesses and cross examine the witnesses. .

(2) What was the last case for which a BOIl was convened? How long did it

take? What were the allegations? Chronology of how long it took? Facts of the
case?

The most recent BOI case was in 1999, involving an officer assigned to the Food and Drug
Administration (LCDR R. case).

The case took less than one year to complete. Special Agent within the FDA Office of
Internal Affairs gathered facts on potential allegations for four months. A BOI was
convened by the Surgeon General and a three-month investigation was conducted by a
PHS Representative assigned to the BOI to develop the record and specification of the
charges. The officer was formally notified and provided case documents, charges and
specifications. The officer was afforded the required 30-day notification. The officer
requested a one-month extension and was granted a 2-week extension. Prior to the
hearing, the officer submitted a voluntary resignation and her commission was terminated
by the Corps.

The case involved a total of seven charges including AWOL and misconduct for
misappropriation of drugs.

(3) Can the Corps provide a list of all BOI cases for the last 30 years?

9/12/2006

The Commissioned Corps has records of Boards of Inquiry (BOI) dating back to 1983. The
Corps’ personnel policy governing disciplinary action including the BOI became effective in
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April 1983. Since that time, there have been a total of 12 officers referred to a BOI.
These cases represent the most serious types of misconduct that could not be adjudicated
through other administrative remedies.

The BOI cases and their outcome are as follows.

Officer Outcome

LCDRB Settled prior to the convening of the Board

recommendation

#2 LCDRL Involuntary termination as a result of the Board
recommendation
#3 LT L Reduced in rank/grade and not eligible for promotion
for 5 years; officer retired from the Corps as an 0-2
as a result of the Board recommendation
#4 LCDR L2 Reduced in rank/grade and not eligible for promotion
for specified period; and reassigned as a result of
the Board recommendation
#5 CDRS Reduced in rank/grade as a result of the Board
recommendation
#6 RADMW Negotiated settlement prior to the convening of the
Board hearing
#7 CDR S2 Negotiated settlement prior to the convening of the
Board hearing
#8 CDRM Summarily terminated for AWOL prior to the Board;
#9 CDRH Involuntarily terminated commission as a result of the
Board recommendation
#10 LCDRR Voluntarily resigned commission prior to the

convening of the Board hearing
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#11 CAPTPS Pending BOI — currently suspended
#12 CAPTTW Pending BOI

Can the Corps provide a list of all Boards of Involuntary Retirement over
the last 30 years?

During the period, 1991 to 2006, the Corps has referred a total of 45 officers to Involuntary
Retirement Boards. The majority of these cases involved officers for whom the Corps was
unable to identify suitable assignments, followed by issues involving professional licensure,
performance, misconduct, and failure to promote. There are likely to have been additional cases,
but officers elected to voluntarily retire when informed by supervisors that they were being
considered for referral to an Involuntary Retirement Board.

Is there a place on the HHS/OPHS website that relates to NIH the
advantages of employing Commissioned Corps officers?
There are a number of Departmental and Corps websites that contain information that relates the
advantages of being a Commissioned Corps officer and employment opportunities for health
professionals. Also contained on the Commissioned Corps Management Information System
website is information for Departmental supervisors about employing and supervising Corps
officers.

It appears to the Committee staff that the Commissioned Corps has different

tandards from ag ies for participation in outside activities. Does the Corps enforce
this differently from NIH?

The Standards of Ethical Conduct for employees in the Executive Branch and the Department's
Supplemental Ethics Standards apply to both civil service employees and officers in the PHS
Commissioned Corps. When an ethical question arises, the officer is referred to the agency
Ethics Office.

Why wasn't CAPT Sunderland deployed during Katrina?
CAPT Sunderiand did not participate in the Corps deployment during the Hurricanes Katrina, Rita
and Wilma. Over 2,400 officers deployed in response to these three hurricanes, which means
that approximately 3,600 officers were not deployed.

In a situation where an officer retires from the Corps before an agency

brings allegations of misconduct against this officer, can the Corps take away their
retirement benefits (after they retire)?

Although, the Corps’ disciplinary policy does apply to both active duty and retired officers, there

are practical limitations to recalling a retired officer who may be facing allegations of misconduct.
It may be easy to recall a retired officer who voluntarily wishes return to active duty status, it may
be difficult, or impossible to recall an officer who is facing allegations of misconduct and unwilling

9/12/2006
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(12)  What is "station leave"? How does this differ from "annual leave"?

What office maintains records on station leave? What office maintains records on annual
leave? If paid outside consuiting is permitted on annual leave but not station leave, how
is this activity policed for proper leave usage?

Stations leave is defined as “absence from duty and station under the following conditions: (1)
during off-work hours (i.e., the period between the normal completion and commencement of
scheduled working hours) on two consecutive workdays; (2) on a non-workday unless the non-
workday falls within a period of annual leave; and (3) for a period of less than one workday.”

In contrast, annual ieave is defined as “any period of one workday or more during which an
officer is relieved from his/her scheduled working hours (other than sick leave) including all non-
workdays falling within such period.”

An officer’s supervisor assigns the officer a leave maintenance clerk who maintains the officer's
annual and station leave. Typically, the leave maintenance clerk is in the immediate office of the
assigned officer.

Outside consulting may be permitted on annual leave as well as station leave provided the
activity has been approved and is performed consistent with Subchapter CC26 listed in the
previous question. Station leave may not be granted during normal duty hours for an officer to
participate in an outside activity and earn compensation. For example, a nurse officer whose
normal duty hours are Monday through Friday 0730 to 1700 would technically be on station leave
during the weekend. Therefore, if the nurse officer wants to maintain clinical proficiency by
working on the weekend, the officer would not be authorized to work and earn compensation
unless approved for outside activity in accordance with Corps policy.

Casey Hemard

Counselor on Oversight

U.S. Department of Health and Human Services
Office of the Assistant Secretary for Legislation
Casey.Hemard@hhs.gov

(202) 690-7627

9/12/2006
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GAO

United States
General Accounting Office
Washington, D.C. 20548

General Government Division
B-270284
May 7, 1996

The Honorable Lamar Smith
House of Representatives

The Honorable John R. Kasich
House of Representatives

This report responds to your request that we review the operations of the
Public Health Service's (PHS) Commissioned Corps, whose officers carry
out a variety of public health functions. You were interested in (1) whether
there is a continuing need for the PHs Corps as a uniformed service with
military-like pay, allowances, and benefits and (2) what the costs would be
if federal civilian employees carried out the Corps’ functions. You were
also interested in the same issues regarding the National Oceanographic
and Atmospheric Administration’s (NoaA) Commissioned Corps. We plan
to issue a separate report later on our findings on the NoAA Corps.

In working with your desij ted repr ive on the req it was
agreed that answers to seven specific questions would provide the
information you were seeking. In general, the questions addressed why the
Corps exists; Corps officers’ duties; the rationale for their receiving
military-like pay, allowances, and benefits; and any savings that might
result from not using uniformed personnel to carry out Corps functions.
Our findings are summarized below, and detailed responses to each

question are presented in appendix I.

In doing our work, we interviewed and obtained documentation from
officials of the Department of Health and Human Services (HHS), PHS, the
Commissioned Corps, the Department of Defense (pob), and other federal
organizations that could provide insights into the Corps’ functions,
responsibilities, and costs. Appendix II describes in detail the objective,
scope, and methodology of our review.

Resuits in Brief

The PHS Corps was established in the late 1800s to provide medical care to
sick and injured h Over the ing years, the Corps’
responsibilities have grown, and Corps officers are involved in a wide
range of PHS programs, such as providing medical care to Native
Americans at tribal and Indian Health Service facilities, psychiatric,
medical, and other services in federal prisons, and health sciences
research.

Page 1l GAO/GGD-96-55 Need for the PHS’ Commissioned Corps
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The functions of the Corps are essentially civilian in nature. In fact, some
civilian Pus employees carry out the same functions as Corps members,
and new employees hired for these functions are allowed to decide
whether they will serve in a civilian capacity or as members of the Corps.

Members of the Corps were authorized to assume military ranks and
receive military-like compensation, including retirement eligibility (at any
age) after 20 years of service, as the result of their temporary service with
the armed forces during World Wars I and II. The Corps has not been
incorporated into the armed forces since 1952, and DOD has no specific
plans for how the Corps might be used in future emergency mobilizations.
Corps officers continue to receive virtually the same pay and benefits as
the military, including retirement.

Generally, the pHs Corps does not meet the criteria and principles cited in
a pOD report as justification for the military compensation system.
According to the poD report, the chief purpose of the military
compensation system is to support the military services’ mission readiness
and sustainability. Military members can be assigned at any time to any
locations the services see fit, regardiess of the members’ personal
preferences or risks. Accordingly, the military compensation system is
based on the premise that individual aspirations and preferences are
subordinated to the good of the service. Other than officers who are
detailed to the Coast Guard and pop, Corps members are not subject to the
Uniform Code of Military Justice, which underlies how military personnel
are managed.!

Corps officials provided us their rationale for continuing the Corps as a
uniformed service. In large part, the officials maintained that uniformed
Corps members are needed as mobile cadres of professionals who can be
assigned with little notice to any location and function where their
services are necessary, often in hazardous or harsh conditions. We found
that although some Corps assignments are of this nature, federal civilian
employees are often also assigned to duties similar to those of the
Commissioned Corps. Some PHs civilian employees—physicians, nurses,
pharmacists, and others—have responsibilities that are identical to those
of prs Corps officers. Other agencies, such as the Environmental
Protection Agency, the National Transportation Safety Board, and the

'Under a 1902 statute, the president can incorporate the Corps into the military service in the event of
war or national emergency. Since all military personnel are subject to the Uniform Code of Military
Justice, Corps officers, after being Incorporated into the military, would be subject to the Code. This
situation has not occurred since 1952.

Page 2 ‘GAO/GGD-96-55 Need for the PHS' Commissioned Corps
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Federal Emergency Management Agency, use civilian employees to
respond quickly to disasters and other emergency situations.

According to our estimates, it would cost the government less to employ
civilian workers than pHS Corps members. As of March 1995, PHs employed
6,276 persons on active duty in its Commissioned Corps. On the basis of
1994 costs, we estimate that PHS’ annual personnel costs could be as much
as $130 million, or about 22 percent, a year lower if civilian employees
were used for the functions carried out by Corps members, once a
transition to civilian employment were completed.? The components of
this $130 million cost reduction include special pays, allowances, bonuses,
Corps officers’ advantage from paying no taxes on their housing and
subsistence allowances, and retirement.

Agency Comments

HHS provided written comments on a draft of this report. Its specific
comments on our responses to the seven questions are discussed at the
end of the appropriate sections in Appendix I along with our responses to
the comments.

HHS maintained that continuation of the Corps is essential to effective
operations of the government’s health programs. The primary argument
advanced by Hus for retaining the Corps was an assertion that officers
eligible to retire would, in fact, retire if the Corps functions were
civilianized, and as many as 25 percent of the officers not eligible to retire
would elect to leave their jobs, thereby creating immediate and long-term

' problems in the recruitment and retention of qualified health professionals

and in the development of professional leadership for the future. HHS said
it was informed by the agencies to which Corps officers are assigned that
loss of the Corps would have an extremely detrimental effect on their
programs and that they believed it would be very difficult to replace Corps
officers with similarly qualified civilian employees.

We did not survey Corps officers to assess their potential actions if the
Corps were civilianized. More importantly, there are a number of ways in
which a transition to civilian employment could be accomplished if the
Corps were eliminated, and the time period over which the transition

The actual net cost reduction would differ, depending on various factors, including the method by
which any changes are implemented, the accuracy of the data PHS and DOD provided us, the
npphablh@ofl@dc«tstoﬁ:hmyean,andhowclaselyourmderlymgnsnmpmmacwd
relationships between Corps and civilian costs. C ion would result in

savings only if Congress reduced appropriations by the amount of the cost reduction and lowered the
discretionary spending caps.
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would occur would have to be determined. In its comments, HHS presumed
that the transition would be immediate and that all Corps officers would
be required to decide whether to become civilian employees or leave their
jobs. While such an approach is possible, nothing in our report suggested
that it was the appropriate arrangement. It is also important to note that
our report does not assess whether the Corps should be eliminated and
reaches no conclusions nor makes any recommendations in this regard.
Rather, we were asked to answer seven questions related to the Corps’
history, costs, and operations. If a decision were made to eliminate the
Corps, it is apparent that many considerations would be involved, not the
least of which would be the manner in which a transition to civilian
employment would be carried out and over what time frame.

We believe it is informative to again note that each professional category
(medical, dental, nursing, etc.) in the Corps had civilian employee
counterparts, often with more civilian employees than Corps officers
serving in the professional category. Nothing came to light during our
review or in the HHS comments to suggest that the civilian employees were
incapable of carrying out their job responsibilities.

HHS took issue with our estimates of the comparative costs of employing
Corps officers and civilian employees included in the draft report. After
analyzing the HHS comments, including consideration of certain
circumstances that had changed since our work was completed, we
adjusted the cost comparisons accordingly. However, HiS also maintained
that one-time transition costs amounting to at least $575 million could be
incurred to convert the Corps to civilian eraployment. We found this
estimate to be questionable because it consisted mostly of costs that
would be incurred regardless of whether the Corps were continued or
terminated.

pop also provided written comments on the draft report. DOD stated that
the number of Corps officers currently assigned to DOD was somewhat
greater than indicated in the report. We did not change the report because
the assignment data in the report reflected officer assignments as of a
specific date. DoD also suggested some wording changes for clarification,
particularly with regard to PHS’ role in DOD’s emergency mobilization plans.
In consultation with a pop official, we revised the wording to
accommodate DOD’s suggestions.
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As agreed with your office, unless you publicly announce its contents
earlier, we plan no further distribution of this report until 7 days from the
date of this letter. At that time, we will send copies to the Secretaries of
HHS and DOD and other interested parties. We will also make copies
available to others upon request.

If you have questions concerning this report, please telephone me at
(202) 512-8676. Major contributors to this report are listed in appendix V.

O, Sk

L. Nye Stevens
Director, Federal Management
and Workforce Issues
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OASH Office of the Assistant Secretary of Health

OMB Office of Management and Budget
OFM Office of Personnel Management
PHS Public Health Service

SGLI Serviceman’s Group Life Insurance
TSP Thrift Savings Plan

UNICEF United Nations Children’s Fund
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1. When and why was the Public Health Scrvice's Cs Corps ?

In 1798, Congress established the Marine Hospital Fund to maintain hospitals that would care
for sick or disabled Navy and merchant seamen. The marine hospital system, the

of the Public Health Service (PHS), consisted solely of civilian employees. In 1811, the
Navy began its own hospital system, and the marine hospitals' responsibilities were limited to
providing health care to merchant seamea.

Until the 1870s, the marine hospitals were locally administered with no central direction, and
no merit requirements governed the selection of staff. To address this situation, in 1870,
Congress established the Marine Hospital Service and created the position of Supervising
Surgeon (later to be the Surgeon General) to oversee the newly created Marine Hospital
Service. The new Supervising Surgeon required the Marine Hospital Service's physicians to
wear uniforms. The stated objective of the uniform requirement was to professionalize health-
care services. Two years later, the Department of the Treasury® issued regulations formally

ishing the C issi Corps as a unif service. The literature suggests that the
Commissioned Corps was created in the hope that the uniform requirement could deter
patronage abuses in the Marine Hospital Service.

In 1878, in response to a yellow-fever epidemic, the Marine Hospital Service's scope was
broadened to include quarantine authority. In 1889, Congress statutorily authorized the
Commissioned Corps as part of the Marine Hospital Service. The Marine Hospital Service
was renamed the Public Health and Marine Hospital Service in 1902, and in 1912, this
organization became the Public Health Service. The Commissioned Corps continued its
existence throughout these organizational changes.

The PHS Corps played a role during both world wars. During World War I, PHS Corps.
officers worked to combat disease in areas surrounding military camps in the United States.
During World War II, some Corps medical, dental, engineering, and nursing personnel served
with the U.S. Coast Guard in the North Atlantic, and other Corps officers were detailed to the
military services.

Between the two world wars, PHS continued its prewar function of caring for sick and injured
merchant scamen in its system of hospitals and clinics. PHS also expanded research that it
had begun before World War I in arcas such as vencreal disease and mental hygiene, and its

>The Marine Hospital Fund, the Marine Hospital Service, and later the Public Health Service,
were under the Treasury Department from 1798 until 1939.

9
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expanded research role was recognized by Congress in 1930 with a statute creating the
National Institute of Heallh (later the National Institutes of Health). During the 1930s, PHS
gained new ibiliti mcludmg, iding psychi ',med:mlmdodmmvieenn
federal prison hospitals and di: Other ibilities included p

and technical assistance to state and local public health departments. PHS Carp officers
were involved in these aspects of PHS' expanded role.

In 1981, the Omnibus Budget Reconciliation Act terminated the PHS Corps' original mission,
which had broadened considerably over time. The automatic entitiement of merchant seamen
to government-funded treatment was ended, and the PHS hospitals and clinics were closed.

hlm other PHS amployees, Corps ofﬁm are physicians, nurses, dentists, pharmacists,

scientists, dietitians, and ists. As of March 1995,
PHS had 40,643 civilian General Schedule and Senior Executive Service employecs and 6,276
Corps officers.

At the time of our review, the active duty Corps officers were carrying out functions in the
various component agencies of PHS, as follows.

~ Indian Health Service (THS) (2,401 officers). The officers’ duties included pmvndm;
medical care to Native Americans at tribai and IHS facilities.

— Health Resources and Services Administration (997 officers, including 165 detailoes who
provided medical care to members of the Coast Guard; 429 detailees to the Bureau of
Prisons, most of whom provided medical care to the inmates of federal correctional
facilities; and 11 detailees who pruvlded medical care to members of the Commissioned
Corps at the National O and A Administration (NOAA)). Officers
not detailed to other organizations served as project officers or grants administrators or
provided technical support to clinical programs, such as those in public bousing or for the
homeless.

- National Institutes of Health (NIH) (918 officers, including 2 detailecs to the
Uniformed Services University of the Health Sciences and 1 detailee to the United
Nations Children’s Fund (UNICEF)). The officers assigned to NIH carried out
research in the health sciences or provided care to patients invoived in NIH projects.

- Centers for Discase Control and Prevention (CDC) (701 officers, including 9
detailees to the National Park Service; 6 detailees to the World Health Organization; 6
detailees to the U.S. Agency for Intcrnational Development; 1 detailee to the Pan
American Health Organization; 1 detailee to a congressional committee; and 3
detailees to private institutions, including The Johns Hopkins University, the
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Rockefeller Institute, and the John Snow Institute. Officers in CDC carried out
disease research, mostly in epidemiology.

-~ Food and Drug Administration (519 officers). The officers appraised the efficacy and
merits of proposed new drugs and medical devices.

-~ Substance Abuse and Mental Health Services Administration (113 officers, i i
detailees who provided medical care for patients at St. Elizabeth's Hospital). The mter 42
officers were involved in mental health and substance abuse grant management.

-- Agency for Toxic Substances and Discasc Registry (52 officers). The officers
evaluated the health effects of toxic wastes in cooperation with community officiels and
local medical professionals.

-~ Agency for Health Care Policy and Research (23 officers). The officers analyzed
health-care policies and clinical treatment responses.

-- Office of the Assistant Secretary for Health (OASH)* (259 officers, including 2
detailees to the Depmmem of Energy, l detailee to the Department of De(eme (DOD), 38
detailees to the it and ion Servi here officers
provided bealth care to aliens seeking entry into the United States—-and ] detailee to me
Peace Corps). OASH included the PHS regional offices, the National AIDS Program
Office, the National Vaccine Program Office, the Office of the Surgeon General, the Office
of Emergency Preparedness, and other health-related activities.

In addition, 13 officers were detailed to the Office of the Secretary of the Department of
Health and Human Sexvices (HHS), where they provided computer support for Corps and
civilian HHS personnel systems. Further, 95 PHS Corps officers were detailed to the Health
Care Financing Administration, where they served on medical peer review panels and
conducted state nursing home cvaluations, and 185 officers were detailed to the
Environmental Protection Agency, whese they carried out environmental research or
regulatory functions.

AGENCY COMMENTS
HHS pruvnded mfmnlnm to clarify the mntnsofPHS m-nom 1995 HHS

ying DOD noted that the number of
ColpsofﬁcasdemledloDODm since we p our work. So
*As the result of an October 1995 ization, OASH was eli ‘The Office of the

Surgeon General was assigned to the newly created Office- of Public Health and Science.
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that the assi i ion would i reflect all agency details as of the same

date, we did not show the later DOD numbers.

2. Wheq and why were members of the PHS Corps first covered by military-like pay,
mmunmmmmwmm
military compensation program?

Generally, the Corps compensation program is the same as the military compensation
program.

Although the PHS Corps has been a uniformed service since the 1870, it was not until World
‘War I that Corps officers received military-like compensation. An executive order issued
April 3, 1917, made PHS a part of the military forces during wartime. Several months later,
Congress enacted legislation giving those PHS officers who were detailed to the Army or
Navy or serving on Coast Guard vesscls in wartime the same rights to pensions as those
provided to Army, Navy, and Coast Guard officers. Officers not detailed to the military were
not affected by this legislation.

The Joint Service Pay Act of 1920 extended the military pay system to the PHS Corps and
explicitly set out the Corps rankings and their equivalent ranks in the Army and Navy. The
debate on this act included the statement of one senator that the PHS Corps officers were
placed in the same category as Army and Navy officers "[bjecause the Army, the Navy, the
Mn.rincCotps,.‘.mdﬂnhxblicHeﬂﬂlSerVicemlumglrdednlpmofﬂ;eAmyor
Navy ." At the time the act was considered, this statement was true because the wartime
mobilization of the PHS Corps was still in effect. (Although the actual combat in World War
1 ended with the Armistice of November 1918, the United States remained legally at war until
Congress terminated the state of war by joint resolution in 1921.)

The PHS Corps was again integrated with the milicary services during World War IL¥ In
1944, Congress extended all military "rights, privileges, immunities, and benefits* to PHS
officers who were detailed to duty with the Army, Navy, or Coast Guard. In 1956,
PHS Corps officers became eligible for certain veterans' and survivor benefits. In 1960,
legislation made all Corps officers eligible for retirement after 20 years' service.

5The PHS Cmpsmminedapmofdnnﬁliurysuvieesbyexec\lﬁwotﬂerunﬁlluly 3,
1952, when the order expired. The Corps has not been integrated with the military since that
date,
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AGENCY COMMENTS

Neither HHS nor DOD had any comments on our response to question 2.

The Corps provided us its rationale for inuing to be a uni service.

officials cited (1) the need for officers to be moblle like the military, and to respond qulckly
in emergency sitations and (2) the fact that Corps officers can be called on to serve in
arduous conditions and remote focations. The officials said the Corps' pay and benefits
enabled them to attract the best professional medical taleat.

Information we developed suggests that unif are not Y to carry out
the Corps’ functions. For example, civilian employees of the Federal Emergency Management
Agency (FEMA) and the National Transportation Safety Board (NTSB) must quickly respond
to emergency situations and also must work under arduous conditions at remote locations.
Officials of these two agencies said agency employees serve under these conditions on a
routine basis. Also, officials at NIH, the Agency for Health Care Policy and Research, and
the Health Care Financing Administration said all positions in their agencies could be filled
by civilians. These 3 agencies have about 1,000 PHS Corps officers assigned to them.

Several officials from IHS said it continues to be very difficult to get civilian medical
personnel to serve in IHS medical facilities in remote sections of sparscly populated states,
such as South Dakota. In an earlier report,® we noted that some geographic areas were
experiencing shortages of IHS medical personne] in gencral. As we reported, the lack of
available full-time physicians, whether Corps officers or civilian empioyees, had foroed IHS
medical facilities in North and South Dakota to use physicians from temporary-hire agencies,

On entering PHS, qualified new recruits were permitted to choose between a carser in the
Corps or to do the same jobs in a civilian capacity. PHS officials said some recent PHS
recruits, especially physicians, had elected to work as civilian employees because entry-ievel
civilian salaries were higher than the pay and allowances Corps officers receive in some
professions.

We asked PHS Corps officials to provide their views on why the Commissioned Corps needs
to exist. Table L1 gives their stated rationales and our observations on those rationales.

“Indian Health Service: Efforts fo Recruit Health Care Professionals (GAO/HEHS-94-180FS,

July 1994).

Page 12 GAO/GGD-96-55 Need for the PHS' Commissioned Corps



227

Appendix I

Information on the Public Health Service's

Commissioned Corps

Table L1: PHS' Reasons for Maintaining the Corps and Our Observations

PHS' reasons for maintaining the Corps

Our observations

To attract the best professional talent into
public service medical work through
competition for available slots.

Tools such as recruiting bonuses and special pay erc availabie 10 PHS
to attract civilian medical talent. Qualified new entrants are given
their choice of becoming PHS Corps officers or civilian employees.

To have a cadre of officers who can be
mxmadwm:mmy pmnon,

PHS officers can refuse assignments and leave the Corps without
being court-martialed; many assignments are filled by officers who
applied for them.

Corps officers are mobile and can be
moved from assignment to assignment
anywhere in PHS to meet critical needs.

According to a PHS official, Corps officers in most PHS agencies do
not relocate regularly, and civilians are not necessarily harder to
nasugnlhnCurps . In fact, many officers stay st one
geographic location mmu‘houmoﬂovallochm

Corps officers can be sent into
emergency situations on short notice.

Many civilian federal employees are also subject to emergency call-up.
NTSB and FEMA both order their employees to respond to emergeacy
situations on short notice. Furthex, only 1 of the 61 disaster medical
assistance teams run by PHS consisted solely of active duty Corps
officers.

Corps officers are available for
forces in wartime. In such mobilization,
they can replace military doctors needed
for combat zones.

Nomchcu.l!—uphls&mplwem l952.lnd|beAmm

needformmﬂhanhbnpﬁlymdweﬂulhemmhofbob‘s
downsizing.

Corps officers provide services on detail

PHS has over 19,000 civilian employees in the same occuparional
specialties as the Corps officers. in these occupations
could be—-and have been—detailed to these organizations.

The Corps proactively and consciously
develops a multidisciplinary public health
workforce that can be counted on to
pmv-del.hemuy:hllndmd

and i
to manage, develop, and evaluate public
hulmpmmmsmdpolme:m

Cimhumvm:mfmmdnprﬂemﬂism
Further, Corps officers' assignments and job responsibilities are
determiined by the agencies in which they serve, not by the Corps.
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HHS COMMENTS

HHS stressed its view that the Corps was essential to accomplishing the missions of the
agencies to which officers are assigned. According to HHS, officials of each of these
agencies had indicated that the loss of Corps officers would have an extremely detrimental
efffect on their health-care delivery programs. HHS also said such elimination of the Corps
could negate the gains that have been experienced in the employment of women and minority
officers.

The premise behind HHS' comments and the statements of the agency officials was the
presumption that, if the Corps were elimi the ion to civilian would
be immediate and that no transition pericd would be allowed. Using this premise, HHS stated
in its detailed comments on the repost that all retirement-eligible officers would retire
immediately and 25 percent of all other officers would leave federal service rather than
continuing in their positions as civilian employees.

The scope of our review did not include a survey of Corps officers to assess their potential
actions if the Corps were civilianized. HHS told us its estimates of officer departures were -
based on informal surveys and discussions with dozens of officers. We agree that the sudden .
departure of Corps officers in the numbers assumed by HHS could have severe consequences
on health-care delivery programs. However, nothing in our draft report suggested that

ily be * . "

complete civilianization of the Corps should or that
it should be done in a manner that would compel Corps officers to leave federal employmeat.
In fact, the report reaches no ions and makes no ions as to whether the

Corps should be discontinued. However, it does note that many considerations would be
involved in a.decision on whether the Corps should be continued, particutarty regarding the
manner in which & conversion to civilian employment would be carried out and over what
time frame.

HHS also stated that many agencies find it is more effective, efficient, and economical to
have Corps officers detailed to them than to recruit health professionals from the private
sector.

This comment is undoubtedly factual from the agencies’ viewpoint. The processes involved in
recruiting and hiring civilian employees can be time consuming and costly. However, this
ergument does not consider the fact that PHS incurs similar costs to recruit and hire Corps.
officers. Thus, regardless of whether PHS or the agencies do the actual recruiting and hiring
of health professionals, the associated costs arc borne by the government. Moreover, agencies
to which Corps officers are detailed do not pay the costs of the officers’ retirement benefits.
We were told by a Coast Guard official that a major reason the Coast Guard continues to use
Corps officers instead of employing its own medical staff is that the Coast Guard does not
have to pay retirement costs. The official said the Coast Guard might review its practice of
using Corps officers if it had to pay all compensation costs.

According to HHS, the loss of Corps officers could create immediate and long-term problems
in the recruitment and retention of qualified health-care professionals and the development of
professional leadership for the future. This position appears to be based primarily on HHS'

Page 14 ‘GAD/GGD-96-55 Need for the PHS’ Commissioned Corps



229

Appendix I
Information on the Public Health Service's
Commissioned Corpe

presumption that the Corps would be abolished immediately, causing large rumbers of
officers to leave federal service. It also does not take into account the fact that significant
numbers of civilian personnel are already empl in the same p; i ies as
Corps officers. As the following average employment statistics for 1994 show, civilian
employees outnumbered Corps officers in many of the occupations at issue.

Table 12: G Civilian Average Emgl Statistics, 19

Number of Number of

Occupation Corps officers civilian employees
Medijcal 1,691 1,197
Dental 714 19
Nurse 1,006 3,060
Engineer 571 497
Scientist 284 11,566 )
Sanitarian 357 306
Veterinary 104 80
Pharmacist 733 86
Dietitian 86 111
‘Therapist 99 43
Health Service Officer 786 1253
Total 6,431 18,218

Source: PHS data.

Finally, HHS said it is more advantageous to employ Corps officers than civilians because
officers can be detailed easily to non-HHS agencies to meet special requirements for health
personnel and, through these details, the officers gain expertise that is unmatched by any other
group of health professionals in the government.

‘We were told by a senior HHS official that it is no more difficult to reassign civilian PHS
employees than it is to reassign Corps officers. Our work also showed that a substantial
number of Corps officers do not rotate among assignments.
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DOD COMMENTS
Inits DOD that some clarification was needed in our characterization of

the Corps' potential role in wartime mobilization. In consultation with a DOD official, we
revised the wording.

According to a DOD report,” the sole purpose of the military is the continued safety of the
nation, mdlhednefpmposeoflbeoompensmon system forthemlhnrymlnomn

the services' mission readiness and insbility. As in civilian

aspirations are often achieved through a military career, but it is expected that personal
preferences will be subordinated to the good of the service. It is a way of life that is different
from civilian life, according to the DOD report.

Generally, the PHS Corps does not meet the criteria stated in the DOD report for eligibility to
receive military compensation. The Corps is not an armed service., Also, unlike the armed -
services, whose personnel are subject to the Uniform Code of Military Justice, PHS cannot .
press criminal charges or pass sentence against an officer who disobeys orders. Corps officers
can quit the Corps without legal sanctions. Corps officers also are not required to face the
hazards of field duty or mancuvers for training purposes, as military service members are
required to do. Also, Corps officers usually are not transfetred involuntarily and, es a
grlcnce, are not involuntarily separated from their families. PHS officers also can select their
by ing to job

TMPHSComsmeelmmnyofmewnetypesofply.nuwm&mdbemﬁuﬂmue

paid to military DOD bhas arti g three major of

military compensation.

1 Regular Military Compensation. This component includes (a) basic pay, (b) bousing
allowances or housing, (c) i or actual and (d) the

associated tax advantages that occur because the housing and subsistence allowances
are exempt from federal taxation.

2. Special and Incentive Pays. These include board-certified pay, retention special pay,
and incentive pay for certain members based on their specialties.

3. Retirement and other supplemental benefits.

‘The FEifth Quadrennial Review of Military C ion said the distinction between
uniformed (military) and civilian service was that the uniformed service is subject to a

Department of Defense, January
1984. This publication included a detailed discussion of the criteria for the military
compensation system.
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"relatively complete, one-way control over the workforce, without internal debate and with the
lom to use it in any way judged necessary to serve the national interest.”

The Revigw provided the ing criteria as justification for the military p i
system. Following the criteria are PHS Corps officials' comments on how service in the
Corps relates to the criteria.

1. The national leader (the president) must be sble to

a. Jegally require the force to fight anywhere in the world, and have authority to
punish those who disobey orders to do so;

PHS Corps

Officials:  The PHS Corps is not an armed service, although it is a uniformed one. PHS
officers are not required to enter armed combat, although they do fight disease.
Further, officers are asked at times to serve in distant locations such as New
Deihi, India; Djakarta, Indonesia; or the island of Truk.

b. numelomewhmmdnIwguilishliavedvaﬁmwilhmmduemnm
to the personal preferences of individual military members, and
whauvern:ksdeemed nommyvnﬁmn npd eonformmeetnthe

ies of the i used;

PHS Corps

Officials:  Unlike military personnel, PHS officers do not sign up for a "tour” or
enlistment period. Once an officer has passed a probation period, that officer
can expect to serve 20 to 30 years, barring 2 large-scale reduction in streagth.
Corps officers can be and are assigned to slots not strictly in their occupational

categories.
c. individually “fire” members, de:pne fully satisfactory performance, in mid-
career for any to the g while not allowing kna&
oﬂlﬂ:toluve,cventhmghlh:ymydun:w, ,/\‘

Avin ¥
PHS Corps r
Officials: Other than & seperation for marginal or substandard performance (which is
preceded by a series of prescribed steps) the only grounds for involuntary
separation would be if there were no longer a billet for the officer (that is, his
or her position would have been abolished) and a slot could not be found for
the officer anywhere else in PHS,

d. fomelndlvldullmmbmwmnmdmﬁnhnﬂnmmulllhemmmve
duty when the need arises;

PHS Corps
Officials:  Annually, all PHS agencics receive a list of Corps officers eligible for
. retirement, along with an inquiry regarding whether the agency bas any officers
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it wishes to suggest for involuntary retirement. An agency may suggest

i for i i based on declining performance or on the
lack of a position. During March 1995, there were about eight Corps officers
who faced possible retirement because no positions were available for them. In
most cases, an officer facing i ry retis will opt to ily retire
instead.

Retirees continue to hold commissions and can be called back to active service.
Recall has occurred rarcly because temporary needs usually are filled by
members of the Corps' inactive reserve.

e. hold members in an idle status for indefinite and protracted periods and then cast
them into whatever operational role is required.

PHS
Officials:  The PHS Corps does not have an "idle” status. Officers are either carrying out
specific assignments or on leave. However, officers can be--and have been-—
recalled from leave. 0

2. Service members have no control over
a.  whether, when, or how long they will be exposed to the risks of combat;

PHS Corps

Officials:  Corps officers do not go into combat. They can be considered to be “in harm's
way" in some foreign assignments—for example, nurses in Kuwait after Desert
Storm, engineers looking into the supply of water for the Kurdish camps, or
nurses and dietitians in Rwanda.

b. whether, when, or how often they will have to relocate themselves and their
families;

PHS Corps

Officials:  Corps officers have some control over their relocation. Many positions in PHS
are filled by taking applications and interviewing applicants. In some
situations, both Corps officers and civilians may be interviewed. The selecting
officials choose from among those who are interested in the job, rather than
bringing in someone who is not.

In 1981, under the Omnibus Budget Reconciliation Act, PHS hospitals and
clinics were closed. Some Corps officers were involunterily separated, and
others were given new assignments and told to report to them within 72 hours
or separate. However, this type of mass involuntary reassignment is the
exception rather than the rule.

¢. when, how often, and how long they will have to work overtime and on weekends
and holidays;
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PHS Corps

Officials:  Corps officers, like many of their civilian counterparts, may work longer than
an 8-hour day. On those occasions when extra work is required, Corps officers
do not eam overtime pay or compensatory time, as can PHS civilians. Officers
are considered to be on duty 24 hours a day, 7 days a week and must work
whatever schedule their supervisors set to keep the functions operating.

d. when, how often, and how long they will have to work at a location separated
from home and family;

PHS Corps
Officials:  When Corps officers are separated from their families, it is usually because the
families chose not to accompany the officer or the officer chose not to bring
them to the location. The only situation in which an officer cannot bring his or
ber family is when the officer is detailed to the Coast Guard or NOAA and is
serving an “unaccompanied tour” aboard 2 ship. These details are usually filled
by advertising the position and interviewing applicants--with the Coast Guard ™y
or NOAA, whi ization has the ised position, doing the N
interviews. Therefore, officers on these details have volunteered for these
positions and know what they are getting into. (It should be noted that most
CorpsofﬁcendatliledwtheCoanGunddonotma-bougldﬂps.)

¢. when, how often, and how long they will be exposed to the conditions and
‘hazards of field duty for training.

PHS Corps

Officials:  PHS does not have “field duty” in the sense of maneuvers as the armed
services do. One of the 61 PHS Disaster Medicai Assistance Teams is
composed of Corps officers, and this team accompanies an Army unit on
maneuvers every year.

3. Uniformed service requires the forfeiture of the individual's right to resign immediately if
the situation is not satisfactory.

PHS Corps

Officials:  Corps officers can resign at any time, except if the Corps is incorporated into
the Armed Forces by order of the president in a wartime situation, However,
the officers must repay any government-incurred training costs that they have
not worked off through service. PHS can sue for recovery of such costs,
Otherwise, the Corps has no statutory authority to hold anyone who wants to
leave.

4. Service members can also lose their jobs through failure to progress—-known as "up-or-
out.”
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PHS Corps

Officials:  The PHS Corps does not have statutory “up-or-out" authority~-its officers
cannot be forced to leave the Corps for failure to be promoted.! Officers are
encouraged to take control of their own professional development. If they do
not develop as the Corps desires and are not promoted, they can be given
career counseling, which may refocus their goals or may lead to advice that
their goals might be beiter achieved outside the Corps. However, some officers
enter the Corps on a "program-limited tour,” which is for a preset time, usually
in increments of 1, 2, 3, or 4 years, depending on the needs of PHS. Such an
officer automatically leaves the Corps at the end of the tour, unless PHS
extends the tour. In August 1995, 214 officers were serving program-limited
tours.

5. Uniformed service is a truncated career because of the need to maintain a young, vigorous,
and mission-ready workforce.

PHS Corps

Officials:  Like the military retirement system, the Corps retirement system permits
officers to retire at any age after completing 20 years of service. Corps officers
must retire after 30 years of service unless they get permission from the Corps
to continue. Such requests are tightly monitored. {Our comment: From
calendar year 1991 through the first half of calendar year 1995, 92, or about 35
percent, of the 265 PHS Corps officers' requests to extend their service beyond
30 years were approved.)

6. A carcer in the uniformed services involves no choice in the selection of job, supervisor,
or subordinates.

PHS Corps

Officials:  PHS Corps officers can select their assignments by applying for announced
jobs. Except by deciding not to apply for a certain position, an officer cannot
choose a supervisor. A supervisor can choose subordinates by selecting
candidates to fill vacancies.

AGENCY COMMENTS

HHS stated that the DOD criteria we used to assess the appropriateness of providing a
military-like compensation system to Corps officers were actually the criteria applicable to
military combat personnel. HHS noted that the Cotps did not have a combat mission and
maintained that it would be more appropriate to compare the Corps with military health-care
professionals, whose work and responsibilities were comparabie to those of the Corps.

*In its response to a draft of this report, HHS said Corps officers can be dismissed for failure
to be recommended for promotion after being eligible for promotion twice at a given grade
level.
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The DOD criteria used to justify the military compensation system, including retirement
eligibility at any age after 20 years of service, apply to all military personnel, not combat
personnel alone. Like any other members of the military, health-care personnel are subject to
the Uniform Code of Military Justice, involuntary transfers or separations from service,
inability to disobey orders or quit their jobs without legal sanctions, lack of control over their
exposure 1o the risks of combat, and other conditions of employment that DOD cites in
explaining why military members are managed and compensated in a manner different from
other federa) personnel or, indeed, unlike persons employed in the nonfederal sector.

‘We agree with HHS that Corps officers and military heaith-care professionals ofien do the
same type of work. However, it is also the case that most Corps officers do much the same
type of work as civilian health-care professionals in PHS. These civilian professionals, like
Corps officers (other than the officers who are detailed to the Coast Guard and DOD), are not
subject to military command or the Uniform Code of Military Justice. The civilians do not
receive military-like compensation.

According to HHS, the Corps has provided personne! to serve in every major conflict
involving American forces daring this century, thereby demonstrating the Corps' ability to
carry out military missions when needed.

It is true that Corps officers carvied out some military functions in World Wars 1 and 1L
Because of that participation, they were covered by a military-like compensation system.
However, according to information provided by the Corps Historian, Corps officers did not
serve in combat arcas during the Korean Conflict, and PHS' participation in Viemam
consisted of a small number of Corps officers and civilian employees working in civilian
hospitals or participating in plague and malaria control efforts. As HHS acknowledged in its
detailed comments on our draft report, the Corps’ association with the Gulf War was limited,
consisting of nursing care in a children's hospital in Kuwait, assessment of air pollution from
buming oil wells, and efforts to improve the water supply on the Kurdish border with Iraq.

DOD had no comments on our response to question 4.

there be cost ss
to carry out jis

On the basis of PHS data, we estimated that, in 1994, personnel costs would have been
approximately $130 million, or about 22 percent, lower if civilian employees, rather than
commissioned officers, had carried out the Corps' functions.”

The actual net cost reduction would differ, depending on various factors, including the
method by which changes are implemented, the accuracy of the data PHS and DOD provided
us, the applicability of 1994 costs to future years, and how closely our underlying

ions match actual i ips between Corps and civilian personnel costs. Cost
reduction would result in budgetary savings only if Congress reduced appropriations by the
amount of the cost reduction and Jowered the discretionary spending caps.
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COMPARISON QF CORPS AND CIVILIAN PERSONNEL COSTS

In comparing the compensation costs of Corps officers and federal civilian employees, we

asked PHS to determine the General Schedule salary grades that would be assigned to each

member of the Corps if the positions were converted to civilian employment. We accepted
or ver

the PHS inations without i i ficati Table 1.3 shows the
Corps' gr ivilian grade equi d: ined by PHS.
Officer grade Civilian grade PHS Corps position
o1 GS-5/6 Ensign,
Junior Assistant
02 GS-7 Licutenant (junior grade),
Assistant
03 GS-9/11 Lieutenant,
Senior Assistant
04 GS-12 Licutenant Commander, Full Grade
0-5 GS-13 Commander, Senior Grade
0-6 GS-14/15 Captain, Director Grade
0-7 SES* Rear Admiral (lower half),
Assistant Surgeon General
0-8 SES Rear Admiral,
Assistant Surgeon General,
Deputy Surgeon General
09 SES Vice Admiral,
Surgeon General
*Senior Executive Service member.
Source: PHS.
Comparative Pay and Allowances
PHS Corps officers are’ under a pay-and-all system. Each officer

receives a basic pay amount, determined by his or her grade and length of service, along with
housing and subsistence allowances that vary by grade and number of dependents. Corps
officers' basic pay and allowances amounts are determined under the same schedules as apply
to the military services. Corps officers may also receive retention bonuses and special and
incentive pays, depending on the positions they hold.
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Table 1.4 itemizes the pay, allowances, and bonuses paid to PHS Corps officers in grades 0-1
through 0-9 during calendar year 1994. Of the $451.7 million total, basic pay constituted
$296.6 million, or 65.7 percent. Special pays and bonuses amounted to $74.6 million, or 16.5
percent, and housing, subsistence, and variable housing allowances together comprised the
remaining $80.5 million, or 17.8 percent.

Total cost in
Category Description 1994
Basic pay $296,611,000
Variable special pay Special pay to physicians 16,842,518
and dentists
Category special pay Special pay to veterinarians, 494,413
optometrists, nurses,
scientists, and engineers
Board-certified pay Additional pay to medical 5,446,131
officers and dentists for .
board certification
Additional special pay | Additional pay to dentists for 3,955,978
1-year retention
Incentive special pay Incentive pay for certain 17,237,000
physicians based on specialty
Multiyear retention Special retention bonus for 9,503,500
bonus medical officers
Retention special pay Annual payment for 21,113,418
physicians committing to
remain on active duty for a
fixed period
Basic subsi All for subsi 11,048,795
allowance (food) costs
Basic housing Allowance for housing 52,569,773
allowance
Variable housing | Allowance based on the cost 16,899,812
allowance of renting or purchasing a
home at the officer's duty
station
Total $451,722,338
Soree T o
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Civilian employees at PHS are compensated under an entirely different system. Most receive
annual salaries that are based on the General Schedule. Unlike Corps members, civilian
employees do not receive housing and subsistence allowances or inceative pays. However,
they can be eligible to be paid for any overtime they work, as well as for pm'mum payments
for working at night and on Sundays and holidays. (Corps members do not receive extra
compensation for any overtime they may have to work or for working at night, on Sundays,
or on holidays.) Like eemm Corps officers, PHS uvnlnns are eligible for retention bonuses,
and civilian PHS ians also receive the P C ility All ‘which is
an additional amount paid to attract physicians to federal service.

We requested from PHS payroll data showing actual expenditures during calendar year 1994
for salarics and other payments to the civilian employees PHS had identified as having jobs.
comparable to PHS Corps officers. We averaged thesc amounts to get a "per person” cost at
each salary gnde and applied these nvmgs to the comparable Corps positions to estimate
the cost eqt fora Corps. As table 1.5 shows, we estimate that

Corps officers would have received total salary and other payments of about $375 million, as
opposed to the over $451 million they actually received, if they had been paid as civilian
employees during calendar year 1994.

Category Estimated cost in 1994

Salary $352,927,139
Overtime 2,496,783
Night pay 637,672
Sunday pay 555,397
Holiday pay 815,875
Post differential* 18,823
Cost-of-living allowance® 989,919
Uniform allowance® 86,902
Physicians' Ce ility A * 16,223,262
Retention bonus® 255,770
Total $375,007,542

*Post differential i is a percentage of salary that is based on the conditions of an environment
that differ from counditions in the i United States, or an amount paid to
an cmployce officially stationed in the United States who is on extended detail outside of the
United States.
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*A cost-of-living allowance is authorized in locations outside of the continental United States
when living costs are substantially higher than in the District of Columbia,

“A uniform all is authorized for emp who are required by regulation or status to
wear a prescribed uniform in the performance of official duties. (Corps officers also wear
uniforms, but they do not receive recurring uniform allowances. They receive one-time
allowances to purchase uniforms when entering the Corps.)

¢A Physicians' C: ility All is an all that civilian physicians receive to
bring their pay closer to private physicians’ incomes.

“A retention bonus of up to 25 percent of salary may be approved for an employee—who is
otherwise likely to leave--to retain his or her services.

Source: GAO analysis of PHS data.

Because PHS Corps officers do not receive extra pay when they work outside the regular 40-
hour work week, the above estimated costs of using civilian employees to carry out the Corps’
functions could be understated. A Commissioned Corps official said there is no requirement
that Corps officers record their time usage; thus, the extent to which individual officers may
work overtime or on Sundays and holidays is unknown. Our estimates of the costs of
civilianizing the Corps include the actual overtime and other premium pay amounts received
by PHS civilian employees in jobs comparabie o those in the Corps. If Corps officers
actually work more such duty hours than civilians, the added costs that would be incurred are
not reflected in our estimates.

Esderal Income Tax Advantage

As is true for members of the military, PHS Corps officers pay no federal income taxes on
their housing and subsi: ¥ As DOD ined, the "cost™ to the government
arising from this tax advantage comes in the form of a loss to the U.S. Treasury of the federal
income taxes that would otherwise have been paid if the allowances were taxable, rather than
as payments to individuals." Federal civilian employees receive no such tax advantages; they
must pay their living expenses from their fully taxable salaries.

1°As previously di a major comp of military and Corps compensation is termed
"Regular Military Compensation.” This component includes basic pay, nontaxable housing
and i il and the tax tage accorded to members through the

nontaxable allowances.

1As actually calculated by DOD, the tax advantage is the amount of additional income
‘military (or Corps) personnel would need to retain their take-home pay if their allowances
were taxable.
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A DOD publication' pointed out that the actual federal tax benefit an individual member
realizes is governed by many i i These i ions include (1) the aggregate
amount of a member's (and his or her spouse's) income, both earned and uneamed; (2) the
amouint of the member's housing and subsistence allowances; (3) the member's marital status
and number of dependents; (4) whether the member takes the standard deduction or itemizes
deductions for federal income tax purposes; and (5) whether the member is entitled to other
types of tax exclusions. The publication further noted that members do not achually recejve
the tax advantage in cash or in kind. Accordingly, it is not a cost item in DOD's budget, nor
is it in PHS' budget.

DOD d ped a series of i i of the tax tages to using
certain assumptions related to the above factors. Since PHS Corps officers receive the same
base pay and housing and subsistence allowances as military officers at the same ranks, we
used DOD's tax advantage estimates to estimate the tax advantage afforded to Corps
members. In 1994, the estimated tax advantage for Corps officers amounted to $27,516,188,

Comparative Retirement Costs

The retirement system for PHS Corps officers provides the same benefits as the system
covering military personnel. They patticipate in the Social Security program, to which the
officers and the Corps meke equal contributions of 6.2 percent of bese pay,’ and they are
also covered by a pension plan for which the government pays all costs. According to a PHS
actuarial report, the annual accruing cost of the pension plan, calculated as of September 30,
1994, was 30.1 percent of base pay."

Most federal civilian employees hired after 1983 are covered under the Federal Employees’
Retirement System (FERS). Using Social Security benefits as a basc, FERS provides a
pension plan and a thrift savings plan (TSP). FERS-covered employees curreatly contribute
0.8 percent of their salaries toward FERS pension plan costs. Their employing agencies
contribute 11.4 percent of salary to the pension plan.’* The employing agency contributes 1
percent of each employee's salary into his or her TSP account. The agency aiso matches,
dollar-for-dollar, an employee’s contributions to TSP up to 3 percent of salary and 50 percent

“Military C Papers: C

Cost Items, Office of the Secretary of Defense, Department of Defense, November 1991.
In 1994, Social Security contributions were required on base pay amounts up to $60,600.

!The annual accruing cost of a pension plan is referred to as the "normal cost.” It is
expressed as a percentage of payroll and represents the amount of money that should be set
aside during employees’ working years that, with investment eamings, will be sufficient to
cover future benefit payments. It applies to future retirement benefits being eamed by current
employees, not payments to current retirees.

**According to the Office of Personnel Management (OPM), the normal cost of the FERS
pension plan is 12.2 percent of covered payroll.
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of the employee contribution of the next 2 percent of salary.'® Using the FERS Social
Security, pension plan, and TSP cost factors, we calculated what the costs would have been in
1994 if PHS Corps officers were covered by FERS and compared these costs with the costs
of thé PHS retirement system. Table 1.6 shows the results of this comparison.

‘Total Aggregate
i i i cost Total
system pay factor retirement costs
Civilians (FERS) $352,927,139 21.3%" $75,173.481
PHS Corps 296,611,000 36.1%" 107,076,571
Cost difference $31,903,090

*Includes 11.4 percent FERS pension, 6.0 percent Social Security, and 3.9 percent TSP costs 5
to the government. The actual Social Security contribution requirement in 1994 was 6.2

percent of pay up to $60,600. Because a number of individuals had pay rates higher than

$60,600, OPM suggested that a 6.0 percent factor be used to estimate Social Security costs.

*Includes 30.1 percent PHS Corps pension and 6.0 percent Social Security costs to the
government.

Source: GAO analysis of PHS, OPM, and TSP data.

Health Care and Life Insurance

PHS Corps officers do not participate in the Federal Employees Health Benefits (FEHB)
program. Instead, Corps officers and their dependents receive free health care directly from
PHS medical personnel or at DOD-operated facilities where available, and otherwise from
contract health-care providers. The pmviders directly bill PHS for the care the officers and
dependents receive. In contrast, FEHB is a health insurance program. A number of insurance
plans are lvnlllble to emplayeﬂ under FEHB, with various premium amounts depending
upon indi plan p The g pays as much as 75 percent of the premium
in some plans, and -plnyees pay the mmnnder Seldom, if ever, does an FEHB plan pay
all of an employee's health-care costs.

Corps officers and civilian employees are also covered by the Medicare program. They and
PHS each contribute 1.45 percent of their basic pay/salaries toward Medicare costs.

**According to information provided by the Federal Retirement Thrift Investment Board, on
average, agency contributions to TSP amofmtad to 3.9 percent of the FERS payroll in fiscal
year 1994,
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‘We compared the costs to PHS for active duty officers' health care during 1994 with the
premium amounts PHS would have paid if the Corps officers had participated in FEHB.” As
table 1.7 shows, it would have been somewhat more costly to PHS if the Corps officers had
participated in FEHB, rather than receiving free health care paid by PHS. Moreover,
Medicare costs for civilian employees would be greater because of their higher salaries.

Category PHS Corps officers Civilian employees Difference

Health care/FEHB 513,645,548 $18,256,103 $4,610,555
Medicare 4,326,963 5,117,444 790,481
Total $17,972,511 $23,373,547 §5.401,036

Sources: GAO analysis of PHS and OPM data. 5

Civilian employees and Corps officers also receive group life insurance coverage uniess the
employee or officer waives coverage. Civilians are covered by the Federal Employees’ Group
Life Insurance (FEGLI) program, while Corps officers can receive Serviceman's Group Life
Insurance (SGLI). While the government pays onc-third of the premiums for

covered by FEGLI, Corps officers covered by SGLI pay the full cost of such coverage. We
estimate that if the PHS Commissioned Corps were covered by FEGLI, the cost to the
govemnment in 1994 would have been $480,321.

Other Benefi Privik
PHS Corps officers as well as federal civilian employees are afforded other benefits and
privileges that are neither easily il nor readily ible to i For

example, Corps officers and retirees are eligible to purchase goods and services at military
base commissaries and exchanges at prices generally lower than those charged by commercial
establishments. This benefit is usable only if such facilities are Jocated within a reasonable
commute of an officer's home or duty station.

Corps officers also have access to military service clubs and other DOD-sponsored
recreational facilities. Again, however, this is a usable benefit only when such amenities are
nearby. Further, Corps officers can obtain free travel on government aircraft on a “space
available” basis, but a Corps official said records are not kept of the actual availability of
such flights, the frequency of usage by Corps members, or the value of this benefit. Corps
officers can also qualify for a variety of veterans' benefits by virtue of their Corps service.

""We derived our estimates using OPM data for average FEHB program "seif” and "family”
premiums paid during 1994.
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However, a Corps official said the extent to which Corps officers actually use such benefits as
A tuition assi or VA home loans is unki

Further, Corps officers, like military personnel, have the option of declaring a state of
residence regardiess of where they are actually stationed or the length of time they spent in
that state. This can be of significant value to officers who select states with no personal
income taxes as their states of residence. In contrast, civilian employees are subject to all
taxes imposed by the states in which they actually reside.

Federal civilian employees can also receive benefits and privileges that arc intangible or
difficult to quantify in terms of dircct costs to the government. For example, federal
cmployees may have access to occupational health-clinic services at work without cost to
themseives. There also may be such ities as employer-provided or idized health-
club memberships or exercising facilities.

‘While these benefits and privileges can be of considerable value to Corps officers and civilian
employees, we did not attempt to cstimate their comparative values or costs.

POTENTIAL REDUCED PERSONNEL
COSTS AVAILABLE BY
CIVILIANIZING THE PHS CORPS

Ouvr analysis shows that, when all of the p of costs in this
section are considered, PHS personnel costs could be reduced by civilianizing the PHS Corps.
The extent to which actual net costs would be reduced would differ, depending on various
factors, including the method by which any changes are implemented, the sccuracy of the data
PHS and DOD provided us, the applicability of 1994 costs to future years, and how closely
our i ions match actual ionships between Corps and civilian personnel
costs.

The amount of any cost reductions would also depend, in large part, on the manner in which
any transition to civilian employment would be carried out, including the period of time over
which the transition would occur. Any decision to replace Corps officers with civilian
employees could be implemented in-a number of ways. The possibilities range from requiring
all officers to immediately convert to civilian employment to longer-range measures such as
allowing all current officers to remain in place until retirement or other separation and
requiring all new entrants to be civilian employces. Or, perhaps all officers with a specific
number of years in the Corps could be allowed to continue in the Corps until retirement or
other separation. It may even be found to be appropriate to retain a permanent smaller Corps
to provide medical services in areas that are difficult to staff with civilian employces.

The amount of transition costs wouid also depend on how considerations such as the
following are resolved.

(1)  What retirement benefits or credits are given to officers for the time they spent in the
Corps before converting to civilian employment and the civilian employee retirement
system.

Page 29 GAO/GGD-96-55 Need for the PHS’ Commissioned Corps



244

Appendix I
Information on the Public Health Service’s
Commissioned Corps

(2)  What resources would be required to recruit, train, and retain civilian employees that
might be needed to replace Corps officers who opt to leave federal service.

(3) * The amount of additional resources, if any, that would be required to administer the
civilian workforce at PHS after eliminating the Corps and its administrative personnel.

A plan of action that addresses the above factors and other possible considerations would be
needed before estimates of the transition costs involved could be determined.

Table 1.8 izes the esti ive costs in 1994.
Table LB: Estimated 1994 C ive Costs of ing PHS Corps Officers and Federal
Civilian Epl
PHS
Corps Federal civilian
Category officers employees Difference -
Basic pay/Salaries $296,611,000 $352,927,139 | ($56,316,139) !
Special pays, allowances, 155,111,338 22,080,403 133,030,935
and bonuses
Tax advantage 27,516,188 0 27,516,188
Retirement 107,076,571 75,173,481 31,903,090
Health care 17,972,511 23,373,547 (5,401,036)
Life insurance [ 480,321 {480,321)
Tota! $604,287,608 $474,034,891 $130,252,717

Source: GAO analysis of Corps and civilian personnel costs.

It should be again emphasized that the estimate of civilian employee costs could be somewhat
understated if PHS were to incur added overtime and other premium pay costs from using
civilian employees rather than Corps officers to carry out all functions now assigned to Corps
officers.

AGENCY COMMENTS

Our draft of this report included an estimate that, based on 1994 costs, PHS' annual personnel
costs could be as much as $162 million a year lower if civilian employees were used for the
functions now carried out by Corps officers, once a transition to civilian employment were
completed. HHS stated that a number of circumstances had changed since our work was
completed that would cause the cost difference to be lower than our estimate. Also, HHS
pointed out that we had understated the potential costs of certain elements of the civilian
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employee compensation package. HHS said its analyses suggested that no savings were
available from civilianizing the Corps.

After analyzing HHS' comments, we agreed that our original estimate of the cost savings
available from civilianizing the Corps was . A major ibuting factor was a
significant reduction in the cost of the Corps retirement system. Our estimate reflected the
latest actuarial valuation available at the time we completed our work, which showed the
retirement system's normal cost was 35.9 percent of base pay. However, HHS pointed out
that a new actuarial valuation showed the normal cost had dropped 1o 30.1 percent of base

pay through the application of revised jons. On the basis of HHS
we also the esti amounts that would be paid to civilian
npl¢ for Physicians' C: ility All and retention bonuses if the Corps were
i With the ions of these elements and the reduction in

Corps retirement costs, our estimate of the difference between annual Corps and civilian
personnel costs on the basis of 1994 data was reduced to about $130 million.

HHS stated that efforts were under way to compensate PHS civilian physicians and other

ies of health under the isions of Title 38 of the United States Code
that aliow higher than normal federal compensation amounts for Veterans Administration
health-care personnel. According to HHS, paying Title 38 amounts to civilian replacements
for Corps officers would cost approximately $47 million a year more than we had assumed in

our cost However, i provided by HHS showed
considerable uncertainty about the extent to which Title 38 would actually be apptied in the
PHS agencies. HHS acknowledged that use of Title 38 had not been i

for all of the agencies and some of the agencies for which it had been authorized had no
plans to use it. HHS said Title 38 was being used to the greatest extent in NIH, but added
that there were still uncertainties about how many employees would ultimately be covered in
NIH. Since it was not possible to predict with any degree of certainty how much use might
be made of Title 38, we did not change our cost comparison estimates.

‘We did not agree with other HHS comments that suggested we should make further changes
to our cost comparison estimates. In large part, we felt the matters involved were too
speculative to justify assigning dollar values to them. For example, HHS stated that it would
incur over $15 million in additional moving costs each year if the Corps were civilianized
because civilian !l receive greater reis of their moving costs than do Corps
officers. HHS told us this estimate was made using data on actual relocations of Corps
officers during fiscal year 1994 and the assumption that the same number of moves would
occur each year if the Corps positions were filled by civilian employees. While it is true that
average civilian moving cost reimburscments have been higher, we believe there is simply too
much uncertainty about how many moves might be made in the future to determine how
much, if any, added cost would be incurred. Similarly, HHS stated that it might need to
spend about $3.8 million a'year in recruitment bonuses to attract civilian employees
positions now beld by Corps officers. Again, we believe this is too speculative to allow a
dollar value to be assigned because it is not possible to know at this point how many officers
might leave their jobs if the Corps were civilianized or whether recruitment bonuses might be
necessary to recruit civilian repl HHS provided infe ion showing
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that, of almost 2,500 civilian employees who were recruited into PHS during 1994 and 1995
in positions in the same occupations as Corps officers, only 65 received recruitment bonuses.

It should be noted that, because of uncertaintics about future events, our cost comparisons
also did not include a significant benefit available to Corps officers. When officers retire,
they are eligible to receive reimbursement of the cost of traveling and shipping their
household goods to any home they select. The home of sclection may be in any location in
the world, but the cost reimbursement is limited to the amount that would have pertained if
the home of selection was in the contiguous United States. According to HHS, in 1994,
about 42 percent of the retiring officers reccived such payments, averaging about $9,000 each.
Similarly, officers who separate before retil may receive rei of the cost of
travel and transportation of household goods to their homes of record or the locations from
which they entered the Corps. Similar benefits are generally not available to civilian
employees.

HHS also maintained that civilian employees who replaced Corps officers would receive
higher salary grades than assumed in the report. It stated that many officers were actually
working at higher levels of responsibility than their ranks would indicate; thus, the
equivalencies of Corps ranks to civilian salary grades used in the report understated the
civilian salary grades that would be assigned if the Corps’ positions were civilianized.

As discussed on page 22, we did not independently determine what civilian salary grades
were appropriate for each of the Corps’ ranks. Rather, PHS provided the equivalent salary
grades that it determined would be appropriate for the duties and responsibilities of Corps
members at each rank. In the absence of any evidence that PHS erred in determining the
equivalent ranks and grades it originally provided us, we did not change the report.

‘While our draft report recognized that some amount of transition costs would be involved in
converting Corps positions to civilian employment, it did not attempt to estimate such costs
because of the decisions that would be required on how such a conversion would be carried
out and over what time frame. In its comments, HHS estimated that the one-time transition
costs would amount to at least $575 million, assuming that the conversion caused all
retirement-cligible officers to retire and 25 percent of the remaining officers to leave federal
service.

As discussed previously, we see no basis for assuming that such significant departures of
Corps members would occur if the Corps were civilianized. More importantly, much of the
costs HHS included in its estimate of transition costs are not directly related to elimination of
the Corps. These costs included (1) $20.8 miltion to retiring officers and $4.3 million to
other départing officers for their unused annual leave, (2) $5.7 million to retiring officers for
moving costs to their homes of selection, and (3) $4.4 million to other departing officers for
moving costs to their homes of record. These are all costs that would be eventually paid to
the officers regardless of whether the Corps were retained.

The greatest amount of transition costs cited by HHS was $489 million to cover the unfunded
liabilities for benefits officers have accrued under the Corps retirement system if they were
transferred to the retirement system for civilian employees. HHS reasoned that the amount
should be included as transition costs since the civilian retirement system is folly funded.
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In our opinion, it is inappropriate to include unfunded Corps retirement liabilities as part of
the costs of converting the Corps to civilian employment. For onc thing, this assumes that all
Corps officers would be immediately removed from the Corps retirement system and included
under the civilian retirement system. This assumption may or may not be the manner in
which a conversion to civilian employment would be carried out. More importantly, the cost
of retirement benefits earned in the past under the Corps system bears no relationship to the
cost of future benefits the officers would earn under the civilian system. It would be PHS'
responsibility to fund the past service costs regardless of whether the officers remained under
the Corps system or were included under the civilian system.

On the basis of its assumption that 25 percent of the Corps’ physicians would leave federal
service if the Corps were civilianized, HHS stated that it would cost $12.1 million to recruit
civilian replacements and additional amounts would be required to recruit replacements in
other job categories. HHS also said recruitment bonuses amounting to $23.4 million would
have to be paid to civilian employees hired to replace all officers it assumed would leave
federal service because of a transition to civilian employment. Also on the basis of its
assumptions about officer departures, HHS stated that the vacancies in clinical positions
would have to be filled with temporary contractors at an added cost of $16.3 million until
permanent employees were hired.

It is difficult to evaluate these cost estimates because they are based on HHS assumptions
about the magnitude of Corps officer departures. If the assumptions were to prove valid, it is
clear that added recruiting costs of some amount would be incurred to replace i

officers and contracts might be needed for interim replacements as well. However, because of
the uncertainties involved in HHS' assumptions, we did not evaluate any added costs that
might be incurred as the result of officers' departures.

DOD bad no comments on our response to guestion 5.

res

h serve offic
ctive reserves?

y L to the ina

In addition to the regular PHS Corps, PHS also maintains a rescrve corps. The reserve corps
is divided into two components—active and inactive duty. Officers in the Corps' active
reserve are actually on continuous active duty, like regular Corps officers. All officers enter
the Corps in the active reserve and, after 4 years of service, are eligible to be “assimilated”
into the regular Corps (which requires nomination by the president and confirmation by the
Senate.) Statutory provisions limit the size of the regular Corps to 2,800 members, and its
actual strength was at 2,391 as of March 1995. The active reserve, which has no statutory
limit, had a March 1995 strength of 3,885.

‘The PHS Corps inactive reserve component consists of former active Corps officers and
students receiving training in a health-care profession who serve in the Corps during school
breaks. The inactive reserve numbered 7,543 as of May 1994, including about 2,500 students.
Inactive reserve members can be--and occasionally have been--called up for brief periods but
do not participate in training or other organized Corps activities when not on duty. Inactive
reserve members do not receive pay or other compensation except when serving on active
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duty. Therefore, the Corps has no budgetary obligation for the inactive reserve. Except for
any periods that officers may spend on active duty, time on the inactive reserve list does not
count toward retirement.

AGENCY COMMENTS
Neither HHS nor DOD commented on our response to question 6.

7. Have there been efforts to change the Corps’ retivement system to the sccrual bagis?
If yes. what has occurred as the resat of those cfforts? -

The PHS Corps retirement system is not prefunded, although there have been efforts in the
past 1o convert it 1o the accrusl basis. The federal budgets for fiscal years 1991 through 1993
contained proposals to change the Corps retirement system to the accrual basis. These
proposals did not advance.

The 1996 federal budget proposed to require that agencies fully account for the costs of
retirement benefits as they accrue. According to an Office of Management and Budget
{OMB) official, this action would also convert the Corps retirement sysiem from pay-as-you-
£0 to the accrual basis. At the time we this report, no legislation to i the
proposal had yet been forwarded to Congress.

It has long been our position that the costs of federal retirement programs should be
recognized as they accrue rather than when they are paid. When done properly, recognizing
costs as they accrue reflects the full costs of providing retirement benefits 10 federal pessonnel
at the time their services are rendered.

Until 1984, the military retirement system was funded on a pay-as-you-go basis in the same
manner that the Corps retirement system is currently fonded. The 1984 change required the
military system to switch to the accrual basis.

The proposal to convert the Corps retirement to the accrual basis includes a plan to eliminate
the system’s unfunded liability. This liability amounted to $3.7 billion as of September 30,
1994, the last date for which a liability figure was available. The legislation that converted
the military retirement system to the accrual basis also required that annual appropriations be
made 1o the retirement fund to amortize the system’s unfunded liability. The DOD Retircment
Board of Actuaries established a 40-year amortization schedule for the liquidation of the
unfunded liability. An OMB official said the proposal discussed above will call for the
unfunded liability of the Corps' system 1o be amortized in a similar manner.

AGENCY COMMENTS
Neither HHS nor DOD commented on our response to question 7.
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The objective of this report is to provide information on the operations of
the Public Health Service’s (PHS) Commissioned Corps. We were asked to
provide answers to seven questions regarding PHs Corps officers’ duties;
the rationale for their receiving military-like pay, allowances, and benefits;
and any savings that might result from not using uniformed personnel to
carry out Corps duties. One of the questions asked about efforts to fund
the Corps retirement system on the accrual basis.

The seven questions were as follows:
1. When and why was the pHs Corps established?

2. When and why were members of the Corps first covered by military-like
pay, allowances, and benefits? What facts can be cited that are relevant to
these justifications? In what ways is the Corps’ compensation program
like, and unlike, the military compensation program?

3. What reasons does the Corps now give in support of the need for
uniformed services personnel to carry out its functions? What facts can be
cited that are rel t to these ?

4. What are the pob-stated principles of uniformed services’
compensation? In what way do the Corps functions conform to, or not
conform to, these principles?

6. Would there be cost savings if the PHs Corps did not use uniformed
services personnel to carry out its functions?

6. What are the functions of the reserve officers in the ps Corps? What is
the federal budgetary obligation to the inactive reserves?

7. Have there been efforts to change the Corps’ retirement system to the
accrual basis? If yes, what has occurred as a result of those efforts?

To gather information on the Corps’ history and officers’ duties, we
reviewed PHS historical material and interviewed and obtained
documentation from officials of the Office of the Secretary of the
Department of Health and Human Services (HES); PHs, including Corps
officials; the Indian Health Service; the Department of Defense (Dop),
including the Departments of the Army and Navy; the National
Transportation Safety Board; the Federal Emergency Management Agency;
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the Environmental Protection Agency; the Coast Guard; and the Bureau of
Prisons.

Since the Corps’ compensation system is very similar to the compensation
system for military personnel, we identified the criteria DOD uses to Justify
the military compensation system. These criteria were articulated in a
report entitled The Fifth Quadrennial Review of Military Comp ion.!
We then obtained the views of PHs Corps officials on how service in the
Corps related to these criteria. We also interviewed officials of HHS
component agencies, such as the National Institutes of Health and the
Health Care Financing Administration, to determine whether positions
occupied by Corps officers in those organizations could be filled by
civilians.

To compare the costs of using uniformed personnel or civilian employees
to carry out Corps duties, we identified the different types of pay,
allowances, bonuses, and benefits that officers receive in the Corps and
obtained data from pas that showed the cost to the government of
providing each type of pay, allowance, bonus, and benefit during calendar
year 1994. We used 1994 data because that was the most recent full year
for which data were available. We obtained from pHs the equivalent
General Schedule salary grades for civilian employees that would be
appropriate for the duties and responsibilities of Corps members at each
Corps grade. We then obtained from PHs and applied the average annual
compensation (total pay, allowances, bonuses, and benefits) costs for PHS
civilian employees in these grades during the same time period to estimate
what the cost would have been if civilian employees had carried out the
Corps functions.

We also obtained information on other types of benefits and privileges
available to Corps members, such as military commissary and exchange
privileges; access to military service clubs, health clubs, and other
recreational facilities; and occupational health clinical services. Some of
these benefits and privileges, such as the cc issaries and exch
recreational facilities, and occupational health clinics, involve some
measure of cost to the government, although not necessarily to PHs.
However, because of the difficulty in determining the value of these
benefits and privileges and the lack of information on the extent to which
PHS personnel actually used them, we did not include these elements in our
cost-comparison estimates.

'The Fifth Quadrennial Review of Military Compensation, Department of Defense, January 1984.
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To gather information on the methods used to finance the Corps’
retirement program, we interviewed officials from HHs and the Office of
Management and Budget.

We did our work in Washington, D.C., and Oklahoma City, Pawnee, and
Claremore, OK, between November 1994 and January 1996. Our work was
done in accordance with generally accepted government auditing
standards.

HHS and DOD provided written comments on a draft of this report. Copies of
their comments are included as appendixes III and IV. HHS' coraments
included both a summary of HHS' positions on the matters discussed in the
report and an appendix providing elaboration and details supporting the
summary comments. Because we found that the summary comments
captured the essence of the information contained in the appendix, only
the Y CC are included in appendix III.
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§ DEPARTMENT OF HEALTH & HUMAN SERVICES Ottioe of inepsotor Geneesl

Washington, 0.C. 20201

JAN 1T BB

Mr. L. Nye Stevens
Director, Federal Management
and Workforce Issues
United States General
Accounting Office
Washington, D.C. 20548
Dear Mr. Stevens:
Enclosed are the Department’s comments on your draft report, "Federal Personnel: Issues
Reiared 10 the Need for the Public Health Service’s C i Corps.” The
represent the tentative position of the Department and are subject to reevaluation when the
fina