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NIH ETHICS CONCERNS: CONSULTING
ARRANGEMENTS AND OUTSIDE AWARDS

WEDNESDAY, MAY 12, 2004

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

The subcommittee met, pursuant to notice, at 10 a.m., in room
2322, Rayburn House Office Building, Hon. James C. Greenwood
(chairman) presiding.

Members present: Representatives Greenwood, Bilirakis, Walden,
Ferguson, Barton (ex officio), Deutsch, DeGette, and Allen.

Staff present: Mark Paoletta, majority counsel; Alan Slobodin,
majority counsel; Ann Washington, majority counsel; Casey
Hemard, majority counsel; Billy Harvard, legislative clerk; David
Nelson, minority investigator; and Jessica McNiece, minority re-
search assistant.

Mr. GREENWOOD. Good morning, everyone. This hearing of the
Oversight and Investigations Subcommittee will come to order. I
apologize for being a few minutes late. The Chair recognizes him-
self for an opening statement and, welcome to our guests. Thank
you for being with us.

For years in America and American political history there was
quote “honest graft” described by William Safire as “money made
a result of political power without doing anything illegal, no longer
considered permissible.”

Later as described by Safire the practice “honest graft” became
known as the revolving door. Government officials when they retire
take jobs with private industry. In an article appearing on Decem-
ber 7, 2003 in the Los Angeles Times detailing the decade long
practice of high level scientists at the National Institutes of Health
receiving hundreds of thousands of dollars in fees to consult for pri-
vate drug or biotechnology companies revealed yet a new form of
honest graft, what I call the swivel chair. Now the government offi-
cial does not have to retire, he can take outside consulting jobs
with the drug industry as a scientific expert yet still have the privi-
lege of being on the inside of the NIH, the crown jewel of the Amer-
ican biomedical research enterprise.

This swivel chair at NIH is still defended, to some extent, in the
name of retention, recruitment and moral, to some extent as an en-
titlement of the scientific class. The controversial nature of this
swivel chair policy at NIH is perceived when one considers its anal-
ogy in the context of Congress. I do not believe the American peo-
ple would tolerate for one moment the notion that Members of Con-
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gress could be allowed outside income to consult for private entities
doing business before the Congress. In fact, the Congress elimi-
nated the practice of members receiving outside income such as
cash gifts for speeches. It took the straightforward approach of
raising our salaries and eliminating outside income that raised con-
flict of interest issues.

Today this subcommittee examines the issue of outside income
for NIH scientists posing conflict of interest concerns such as con-
sulting for drug companies or cash gift awards to NIH senior man-
agers from grantee institutions receiving or seeking substantial
funds from that official’s institute. As we pursue the facts over the
nature and extent of these outside income practices one question
is worth wondering: If this kind of reform was good enough for the
Congress, why is it not good enough for the National Institutes of
Health?

As I have noted before as the chairman of the subcommittee, the
scandal is often finding out what not what is illegal, but what is
legal. Consider NIH’s policies on cash awards and outside con-
sulting. Under current policies an NIH Institute director is per-
mitted to accept a cash gift from a grantee or cooperative agree-
ment holder with his institute provide it is presented as a “bona
fide award” and meets the minimal criteria for such an award. If
a grantee wants to reward or influence an NIH official, it can do
so if the cash is called an award as long as there is adequate finan-
cial backing for such endeavors.

If a university seeking NIH funds wants to attract reward or in-
fluence an NIH official whose salary is paid by taxpayers to give
a speech by paying cash to that official for his speech, that is other-
wise part of his taxpayer supported official duties. He can do so
without running afoul of criminal felony statutes and noncriminal
ethics regulations by calling the event a lecture award.

For outside consulting by NIH scientists with drug or bio-
technology companies under current policies established by then
NIH Director Harold Varmus in 1995, there is no limit on the
amount of compensation or the number of hours. On December 7,
2003 the Los Angeles Times revealed that high level NIH sci-
entists, including some institute and center directors, received hun-
dreds of thousands of dollars in compensation for consulting with
drug and biotechnology companies. The next day, this committee
began its own detailed investigation of these outside consulting ar-
rangements only to discover that high level NIH scientists making
higher salaries than that of the Vice President of the United States
were not even required to file public financial disclosure reports.

Equally astonishing, this committee learned that prior to our in-
vestigation NIH employees were not required to provide the
amounts of compensation they were receiving through their drug
company consulting, not required to provide it to the public.

Even though the NIH has complied in providing a substantial
amount of information in documents in response to the committee’s
request, as a result of these nondisclosure policies and slow rolling
by HHS lawyers, to this day we still lack complete information on
the amounts of compensations received by individual NIH sci-
entists in many consulting arrangements over the last 5 years. We
have been told that NIH only has the authority to request NIH em-
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ployees to voluntarily produce information on past consulting
agreements, and many have reportedly not responded.

If NIH scientists are too embarrassed to have these details pub-
licly known, then that reluctance to divulge this information is a
message in itself about the propriety of these arrangements. Thus,
because of the HHS and NIH inability to respond, I am announcing
today that the committee will be sending request letters to drug
companies to get the amount data for individual NIH scientists
consulting arrangements.

The controversy over outside consulting with drug companies is
further underscored when one considers what has happened in the
last few years to make working at the NIH more attractive, excit-
ing and important. Many scientific personnel at NIH have boosted
their salaries well beyond the caps in the Federal Civil Service Sys-
tem by converting themselves into consultant employees through
the widespread use of what are called special compensation au-
thorities under Title 42 of the Public Health Service Act. Not only
can annual salaries be boosted by an extra $50,000 or $60,000, but
under an arcane Office of Government Ethics legal ruling, highly
paid Title 42 personnel are exempt from filing public financial dis-
closure reports, although recently some have been required to be
public filers.

Through Federal technology transfer policies, NIH can now pay
royalty income to NIH inventors for technologies they have discov-
ered that have been commercialized. Congress has completed the
doubling of NIH’s budget, vastly enlarging the universe of unique
and intellectually enlivened research opportunities at NIH.

Finally, in the post September 11th world, the NIH occupies a
key leading role in assisting our bioterrorism defense efforts. But
to proponents of outside consulting, notwithstanding all these de-
velopments, moral at the NIH will be damaged if the freedom to
be put on a drug company’s payroll is not preserved, even though
we are told very few NIH employees engage in outside consulting.

The committee begins its consideration of these NIH ethics con-
cerns by receiving testimony about the report of the NIH Blue Rib-
bon panel on conflict of interest policies released last week after 66
days of work. This panel was appointed by the Director of the NTH
shortly after the December 2003 Los Angeles Times Article and the
beginning of the committee’s investigation on outside consulting.
The co-chairs of the panel were Dr. Bruce Alberts and Normal Au-
gustine, who will be testifying before us today.

The Blue Ribbon panel assessed the current status of conflict of
interest policies with particular attention to outside consulting and
made recommendations for improving. The panel states its rec-
ommended improvements are “needed to assure the continue de-
served public confidence in the work of NIH.”

We welcome our very distinguished witnesses from the NIH Blue
Ribbon panel. And thank you for your public service and the quick
response you delivered to the NIH Director.

By definition and by your description the panel’s work was lim-
ited by a relatively short timeframe and by limiting yourselves to
not investigating specific allegations or reviewing individual cases
under investigation. The panel’s work was a useful step, but it is
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only the first step as the NIH, the Congress and the American pub-
lic and interested stakeholders sort out the facts and the issues.

In general, the panel recommended that high level employees at
the NIH should not engage in consulting activities with pharma-
ceutical or biotechnology companies, but that some NIH employees
should be allowed to consult, but be limited to an amount equal to
50 percent of the employee’s annual salary with no one source ac-
counting for more than 25 percent of annual salary.

The panel also called for relaxing restrictions on earnings from
outside teaching, writing and speaking engagements.

I look forward to discussing this report with the co-chairs, since
I have many questions and I am troubled by some of aspects of the
report.

For example, the report maintains that very few NIH employees
engage in consulting agreements with drug or biotechnology com-
panies. It also found “an extremely complex set of rules governing
conflicts of interest at NIH. These rules are widely misunderstood
by some of the very people to whom they are intended to apply,
thereby creating uncertainty as to allowable behavior and ad-
versely affecting moral.”

If so few NIH employees engage in outside consulting, why allow
it in any form replacing one confusing set of rules with another?
Why not a blanket prohibition on the swivel chair?

While some of the rules may be confusing, it needs to be ac-
knowledged that some rules are clear. The committee has investing
NIH ethics concerns for over a year, along with several other NIH
oversight activities. Unlike the Blue Ribbon panel, we have been
looking case specific practices. It is clear from the cases we have
reviewed that some NIH scientists are either very close to the line
or have crossed the line.

We are serious about upholding the highest ethical standards at
the NIH, and NIH scientists should not even be close to the line.
Yet this has been the persistent problem at NIH for years, not be-
cause of confusion but because of a deliberate permissive attitude
reflected in some NIH employee comments received by the Blue
Ribbon panel.

In a June 1987 letter to HHS David Martin, the Director of the
Office of Government Ethics wrote of the ethics program at NIH
“My greatest concern, however, relates to the area of outside activi-
ties such that there occasionally appears to be a blurring of the dis-
tinction between what should be properly authorized as official
business and outside activities.”

In a November 22, 1991 letter to HHS Secretary Lewis Sullivan
the Director of the Office of Government Ethics Steve Potts wrote
“I am concerned, however, about the persistent weakness in the
NIH outside activity approval system as it relates to scientists and
doctors and NIH.”

And in December 22, 1991 letter to NIH Director Bernadine
Healy Mr. Potts wrote “We believe also that the permissive atti-
tude of NIH toward outside activities has led to certain activities
being approved without adequate documentation to support such
decisions. Less than 1 percent of over 4,000 requests for approval
of outside activities were denied. Moreover,” he said, “approxi-
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mately 40 percent of the 553 requests we received were approved
after the activity had already taken place.”

In it’s 1991 audit OGE reviewers wrote: “The permissive attitude
at NIH toward outside activities and its fear that further restric-
tions of outside activities may hinder recruitment and retention of
scientific personnel has also played a major role in the problems
and issues we identified.”

One NIH official stated that if OGE is saying that NIH employ-
ees who are on the cutting edge of biomedical research are like
other Federal employees and should be denied the right to talk
about their expertise even though the subject matter is related to
agency responsibilities and programs, then NIH does not agree.
The official contended that NIH is unique and should be exempt
from this restriction.

From its February 1992 report on employee conduct standards,
the General Accounting Office found that NIH was one of five out
of 11 agencies audited that because of overly permissive policies
approved outside activities such as speaking and consulting that it
appeared to be violated the standard of conduct prohibiting the use
of public office for private gain. Keep in mind, these permissive
practices took place under rules on outside consulting that are in
some respects more restrictive than what the Blue Ribbon panel is
recommending. In November 1995 NIH Director Howard Varmus
loosened these consulting restrictions to “strengthen our ability to
recruit.”

The Blue Ribbon panel report seems to handle the conflict of in-
terest issues gently and seems almost blithely to accept the reten-
tion and recruitment arguments for maintaining some form of out-
side consulting and compensated scientific activities by NIH sci-
entists. But as I constantly hear on oversight issues from the NITH
and the FDA, do not give me anecdotes, give me data. Are there
facts or information that back up these arguments about NIH’s
ability or inability to retain or recruit? What are the turnover rates
of the Title 42 personnel? What have the turnover rates been over
the year for NIH scientists? Was NIH less of a research institu-
tions before the November 1995 lifting of consulting restrictions?
What have been the benefits to society from the consulting? What
new drugs were developed?

Some questions are unanswerable, but are certainly with consid-
ering. What new drugs were not developed because the NIH sci-
entists were devoting more energy about the drug company re-
search and not the NIH research?

As Josephine Johnson of the Hastings Center noted in the March
12, 2004 issue of Science “If a scientist’s desirably as a consultant
stems from her NTH post, can be sure that the advice and time she
sells to industry does not already belong to NIH? Nevertheless,
given the sometimes six figure sums involved, concerns should per-
sist about whether salaried individuals can give their primary job
the effort and attention it deserves while also understanding con-
siderable consulting work given similar consulting arrangements in
many of the Nation’s public and private universities the real ques-
tion of the moment is should we abandon the idea of impartial dis-
interested science or should NIH be the last stronghold of this
ideal?”
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I am disappointed by the Blue Ribbon panel’s lack of substantive
analyses of the issue of bona fide awards. While the panel acknowl-
edges that scientists who receive these awards are frequently re-
quired to prepare a lecture as an acceptance speech, it left unex-
plained the conflict of interest issues arising from the fact that
these speeches are required in order to get the cash by a private
entity possibly with substantial interests before NIH and are offi-
cial duty activities of NIH scientists. I believe this matter of what
constitutes a bona fide award and the serious conflict of interest
issues raised by receipt of cash awards from prohibited sources
warranted further consideration and thought by the panel.

In addition, if these awards are so important in raising the visi-
bility of NIH scientists and recognizing the value of NIH research,
why does NIH not collect and publish information listing these
awards to promote itself and its importance?

We are all eager to hear from the Director of NIH, Dr. Elias
Zerhouni. Since the committee has been engaged on these issues
over the last year, I have had the pleasure of working with him.
I believe Dr. Zerhouni has been a man of good intentions through-
out and I hold him in the highest esteem. He has been earnestly
attempting to respond to the committee’s concerns and to help us
to reach a conclusion of this investigation, if for no other reason
than to lift the cloud of uncertainty felt by some NIH employees
about this probe. When he has been adequately advised by the de-
partment, he has taken decisive steps to address the problems, but
more needs to be done.

In my discussions with Dr. Zerhouni, I had hoped to complete
our investigative work on NIH ethics concerns by the hearings to
be held today and on May 18th. Unfortunately, the delays and ob-
stinacy principally at the HHS Office of General Counsel in getting
amount data on the individual consulting arrangements will extend
this investigation beyond May 18th as we are now forced to pursue
this data from the drug companies. As I have learned from experi-
ence, the truth will ultimately come out.

This hearing will be Dr. Zerhouni’s first public response to the
Blue Ribbon panel report and recommendations.

Dr. Zerhouni, I look forward to your testimony and working with
you on mutual issues of concern, including the improvement of
NIH’s ethics program worthy of a great scientific agency with tal-
ented and valued employees.

And I now recognize the ranking member, the gentleman from
Florida, Mr. Deutsch for an opening statement.

Mr. DEUTSCH. Thank you, Mr. Chairman. With unanimous con-
sent put in Mr. Dingell’s statement and Mr. Waxman’s statement
into the record.

Mr. GREENWOOD. Without objection.

[The prepared statements of Hon. Henry A. Waxman and Hon.
John D. Dingell follow:]

PREPARED STATEMENT OF HON. HENRY A. WAXMAN, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF CALIFORNIA

Last December, the Los Angeles Times revealed that a handful of high-ranking
NIH scientists had accepted hundreds of thousands of dollars in consulting fees
from pharmaceutical companies. The story, and this subcommittee’s subsequent in-
vestigation, caused NIH to reexamine many of its conflict of interest policies, and
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rightfully so. NIH is respected around the world for its scientific leadership and the
high quality of its research. Probably the world’s greatest biomedical research estab-
lishment, NIH’s reputation for scientific integrity and independence is unmatched.
It is therefore particularly disturbing that NIH scientists should give even the ap-
pearance of being influenced by the pharmaceutical industry in their decisions.

I have no doubt that most NIH scientists are carrying out their jobs according
to the highest ethical standards. But some of what this subcommittee’s investigation
has exposed is very troubling. Dozens of NIH scientists have accepted very substan-
tial sums of money from drug companies with few checks on whether those relation-
ships posed conflicts of interest. All public servants must be sensitive to the reality
and even the appearance of such conflicts, and an institution of NIH’s scientific
standing must be especially vigilant. America and the world must feel confident that
NIH’s research results are not biased by drug company influence. Because if we
allow NIH’s credibility to be compromised, we have all lost.

I commend Dr. Zerhouni for the steps he has taken to change the ethical rules
that guide NIH. And I recognize that the “Blue Ribbon Panel” has made a good faith
effort to minimize potential conflicts of interest. But more needs to be done. I am
particularly concerned that some potential conflicts of interest will still go undis-
closed. Full disclosure is essential for ensuring public confidence in the work of NTH.

T've asked the GAO to analyze the work of the Blue Ribbon panel, and I hope that
GAO will be able to provide a roadmap to enhance the Panel’s recommendations.

Many argue that if we don’t allow NIH scientists to accept large payments from
the drug industry, we will lose them to higher paying jobs in industry or academia.
I am not ready to accept this conclusion. One heartening finding of the subcommit-
tee’s investigation is that the vast majority of NIH scientists are willing to do their
jobs without receiving supplemental income from drug companies. Of the thousands
of scientists employed by NIH, only a small percentage were found to be receiving
money from drug companies. Apparently, the rest of NIH’s scientists have found suf-
ficient compensation in their government salaries and the opportunity to work at
the world’s leading biomedical research facility.

We are justifiably proud of NIH’s long tradition of scientific achievement. We've
always been able to trust the science that comes out of NIH. This is a legacy we
need to defend and protect. Americans need to know that when NIH reaches a con-
clusion, that conclusion is based on hard evidence and the scientific method. We
need to act now to impose appropriate conflict of interest standards so that America
and the global scientific community can continue trusting in NIH.

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

Mr. Chairman, you are to be congratulated on this investigation into conflicts of
interest at the National Institutes of Health (NIH). NIH is a national treasure, the
flagship for scientific research into the causes and cures for diseases that have rav-
aged mankind through the ages and others that have arisen with devastating effect
in more recent times. It has been so successful in fulfilling its missions that Con-
gress, on a bipartisan basis, has increased its budget four-fold over the past two dec-
ades. Along with the increased funds have come increased tasks.

In general, we have been very careful not to earmark funds for research into spe-
cific diseases, trusting the NIH scientists to pursue the most promising research as
they see fit. We have also passed legislation to permit private/public partnerships
in the hopes of making promising cures available to the American people in an expe-
ditious manner. This makes sense.

Unfortunately, certain scientists have been trusted to determine when their per-
sonal financial involvement with drug and biotech companies poses a conflict of in-
terest with their responsibilities to the public. And those scientists have not been
subject to rigorous review or full disclosure. Now we see that at least three Adminis-
trations have not only tolerated, but encouraged, the acceptance of monies, in some
cases extraordinarily large sums, by NIH scientists from private companies with
substantial interests in the decisions at NIH. The secret purchase of information
and influence must stop.

Mr. Chairman, another activity that must stop is the lack of cooperation with this
important inquiry. I agree with you that this investigation has been slow-rolled and
stonewalled from its onset a year ago. We have yet to receive all the requested docu-
ments and interviews. It is my understanding that the Department of Health and
Human Services has refused to supply at least one witness you requested for the
hearing next week.
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Moreover, the Department has broken with past practice in order to monitor, if
not hinder, the inquiry. As you are aware, this Subcommittee has had a long-
standing agreement with the Department that it could provide personal counsel to
individual employees during staff interviews on particularly sensitive investigations,
provided that no information from those interviews would be revealed outside the
interview room. That agreement spans three Administrations and control of the
Committee by both parties. Two weeks ago we discovered that the attorneys accom-
panying all department employees to these interviews were reporting back the con-
tents of those interviews, and had informed the employees that they were in the
interviews not to represent the individuals but for the purpose of reporting the con-
tent of the interviews back to the Department. This came as a surprise to both ma-
jority and minority staff and undermines the credibility of our work. I offer you the
full support of the minority in whatever steps, including formal process, you may
take to acquire the necessary cooperation from the Department.

This investigation is important—both to protect the integrity of the scientific work
at NIH, and to protect the credibility of the work of this Subcommittee. Mr. Chair-
man, you have my thanks and my support as we continue the bipartisan work on
this matter.

Mr. DEUTSCH. Thank you.

Thank you, Mr. Chairman, for holding this very important hear-
ing into conflicts of interest at the National Institutes of Health.
NIH is truly a critical agency that enjoyed bipartisan support for
its work fighting diseases and cripple and kill millions of Ameri-
cans. Yet it appears that the leadership of NIH may have fallen
victim to a disease itself, and that is creed.

It is important to differentiate between the current and former
leadership of NIH that have encouraged the option of corruption,
the HHS lawyers that have facilitated the payoffs from drug and
biotech companies and the thousands of the dedicated scientists
that do such brilliant work solely for the benefit of their employers,
the American people.

While the full extent of the corruption is unknown largely be-
cause of the stonewalling of the Department of HHS, there appears
to be only 114 employees out of 17,526 that currently admit to pro-
viding consulting services to drug and biotech companies.

Today we hear from a so called Blue Ribbon panel appointed by
the Director of NIH Dr. Elias Zerhouni, as well as Dr. Zerhouni
himself.

The panel represented by its co-chair today, made 18 rec-
ommendations to reform the ethics program at NIH. They issued
these recommendations in a 68 page report released last week.

To say that the report constitutes nothing more than an apology
for the status quo does it a disservice. It is a report from a panel
that blatantly refused to consider the most important facts. The
panel apparently felt compelled to base its recommendation on
their misplaced need to excuse the inexcusable.

I cite the executive summary, and I am quoting, “The panel did
not investigate specific allegations or review individual cases.” Nor,
apparently, did it do much else except hear testimony from 32 wit-
nesses over 4 days of public hearing, some 28 of which had a direct
financial interest in maintaining the status quo. Three others are
lawyers that developed or defended the rules that perpetuated the
corruption. And finally, the former head of NIH that removed vir-
tually all obstacles to acceptance of gratuities at NTH.

It would appear that the panel had at least some substantial
amount of help in drafting this report from HHS General Counsel.
Mr. Chairman, that office has facilitated destruction of much of the



9

legal basis for ethical standards in NIH and it has been largely re-
sponsible for the attempt to cover up the extent of the corruption
at NIH from this subcommittee. Nonetheless, the panel members
are responsible for this public report, and Dr. Zerhouni is the offi-
cial who will be responsible for cleaning up the corrupt practices
at the agency.

Again citing from the report section 5 recommendations page 60,
“The panel believes that with careful oversight and monitoring the
potential conflicts of interests can be effectively avoided.” This is
clearly not the case.

I am anxious to hear from the panel representative just how NIH
is supposed to effectively monitor and oversee the for profit activi-
ties of its thousands of employees. I suggest that the report really
proposes is the existing quality control system that might accu-
rately be described as a system of careful twisting of the rules and
an overlooking of the consequences.

I submit for the record a summary of what the panel should have
had but did not consider, specifically: A spreadsheet prepared by
NIH of the employees with current consulting contracts with drug
and biotech companies; a series of PowerPoint slides prepared by
the subcommittee staff off the information contained in that
spreadsheet, and; a series of articles by David Williams from the
L.A. Times that explores some of the stories in detail.

Dr. Zerhouni, I have two recommendations for you. If you are in-
deed serious about restoring the pristine reputation of NIH re-
search, suspend every ethics official in the NIH that has approved
a consulting agreement between a drug or biotech company and an
NIH employee until real investigations, perhaps from the Office of
Inspector General, confirmed that they made a vigorous effort to
determine the extent of any potential conflict. Staff review of the
documents in our possession today suggests that these ethics offi-
cer, by in large, saw their role as facilitating the consulting ar-
rangements rather than protecting the government from conflicts of
potential conflict. The NIH’s own spreadsheet suggests that their
facilitation was a success.

Finally, I would urge you in the strongest possible terms to end
the practice today of NIH researchers taking anything of value
from a drug a biotech company. The conflict is not defendable short
of NIH having supervised each review and every task undertaken,
every work product produced, every piece or advice provided the
drug company and comparing them against current and former
tasks that need to be taken by the Federal Government. Even then
it is hard to imagine how the American taxpayer could possibly be
assured that the employee on the payroll of a drug or biotech com-
pany is always acting in their best interest.

Mr. Chairman, again, I want to thank you for holding this hear-
ing. I look forward to the witnesses.

I yield back any remainder of time.

Mr. GREENWOOD. The Chair thanks the gentleman and notes the
presence of the chairman of the full committee, Mr. Barton. And
we are pleased to have him here, and he recognized for his opening
statement.

Chairman BARTON. Thank you, Mr. Chairman.

I want to commend you for holding this hearing.
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I am going to ask unanimous consent that my formal statement
be put into the record.

Mr. GREENWOOD. Without objection it will.

Chairman BARTON. I am just going to speak extemporaneously.

The NIH is an important asset to our Nation. As such, we dou-
bled its budget over the last 5 years to I think a little over $28 bil-
lion. There is not a member of this subcommittee or the full com-
mittee, or I would even possibly like the House and the Senate,
that does not want the NIH to be absolutely totally successful.

I have the privilege to have a private meeting with Mr. Zerhouni,
and everything that I know about you personally and the informa-
tion that we exchanged indicates to me that you really want to do
nothing but enhance the reputation of the agency that you head.

Having said that, NIH has not been reauthorized in over 10
years. There are some very controversial issues that your agency
deals with, and the Congress has been reluctant to wade into the
fray and engage in the policy debates that need to be debated if we
are going to reauthorize the Institute.

It is my intention in this Congress to reauthorize the NIH, and
I have been working on a bipartisan basis with Ranking Member
Dingell, and I think we are going to be able to do that. We want
NIH to succeed. But we are also concerned that as our staffs have
worked on the policy side and as the oversight investigation staffs
have worked together on this side, the administrative side, we have
found NIH to be less than cooperative, and that’s going to change.

Now, you can go back to your agency and you can tell your direc-
tors and all that the administrative officials that they can cooper-
ate, you know, cooperatively or we will make them cooperate coer-
cively, you know. We are going to get the information that this
staff has asked for and we are going to share it on a bipartisan
basis, and then we are going to see what recommendations, if any,
need to be made.

I am very concerned about the fact that there are large hono-
rariums and consulting fees being paid without any internal or ex-
ternal requirements for disclosure. There was a time in the Con-
gress where a Member of Congress could accept an honorarium, I
think we were capped at $2,000 per speech and I think $30,000 or
$35,000 per year. And those all had to be reported. They could be
used for personal use, but they had to be reported and they had
to be capped.

Apparently within your agency there are little, if any, controls on
that and at least anecdotally there are stories of at least one indi-
vidual getting a half million dollars. I do not know if that is true
or not. But if that is true, at a minimum it needs to be reported
and disclosed, and it might need to be banned.

Now the Blue Ribbon panel that Dr. Augustine chaired, I believe,
held seven hearings over a 2 or 3 month period and made some rec-
ommendations that apparently have not been agreed with. Now,
that could be wrong and you may bring that out in testimony. But
we have to have transparency. We have to have accountability. And
we simply must have the faith of the American people that the re-
search grants that are given at NIH are given because of the merit,
not because somebody got a big honorarium or speaking fee.
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So, this is not a hearing that is being convened for a witch hunt.
Again, we want the NIH to succeed, but we do want to put into
place the proper checks and balances to make sure that the full
faith and trust of the American people can be placed in the agency.

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

[The prepared statement of Hon. Joe Barton follows:]

PREPARED STATEMENT OF HON. JOE BARTON, CHAIRMAN, COMMITTEE ON ENERGY
AND COMMERCE

Thank you, Chairman Greenwood for holding this important hearing. The ethics
concerns and the lack of public accountability associated with much of the outside
consulting fees and cash awards received by NIH scientists is yet another reason
the NIH needs to be reauthorized by this Committee.

It has been over a decade since the NIH has been reauthorized. Since that time,
the restrictions on outside consulting have been lifted entirely. Rules on public dis-
closure have been weakened to the point that the Los Angeles Times reported that
94% of NIH’s highest paid employees were not required to publicly disclose their
consulting incomes. These highly paid employees included some scientists who were
paid more than the Vice President of the United States. At the same time restric-
tions were lifted and public disclosure was minimized, the NIH did not even require
the employees to tell the agency the amounts proposed or actually received in order
to get the outside consulting approved.

I am well acquainted from my years as Chairman of this Subcommittee with the
attitude often found at the NIH: the rules don’t apply to us. Now I sense we are
hearing a variation on this theme: If the rules do apply to us, they shouldn’t. Such
permissive attitudes and practices can no longer be tolerated. One can only wonder:
if NIH can be so permissive about the most basic ethical rules in the Federal gov-
ernment, what does this say about NIH’s ability to manage taxpayer dollars and,
most ?importantly, ensure that taxpayer-supported research gets translated into
cures?

The NIH is the premier medical research institution with nearly a $28 billion ap-
propriation. There must be greater transparency of NIH activities to hold this agen-
cy accountable for the taxpayer investments made. It is an enormous agency requir-
ing much constructive oversight and the strong support of this Committee.

Continued public confidence in the work of the NIH must be assured, especially
at a time when public-private partnerships should be strengthened. Technology
transfer activities of the NIH have helped speed research from the bench to the bed-
side. These efforts have been successful without the need to place NIH scientists on
industry payrolls.

The productive collaborations in clinical research of the Federal government, aca-
demia, and industry have recognized the distinct roles that each of these entities
is best suited for. These roles should not be blurred.

Chairman Greenwood is to be congratulated for his leadership. In this hearing
and others to come, I expect this Subcommittee to reveal the full nature of the prob-
lem of the NIH ethics program. This effort should be considered part of the broader
work of this Committee to modernize and improve the authority of the NTH.

I especially want to welcome Dr. Elias Zerhouni, the Director of the NIH, and I
thank all the witnesses for appearing before the Subcommittee. I look forward to
your testimony.

Mr. GREENWOOD. The Chairman thanks the gentleman and rec-
ognizes for an opening statement the gentle woman from Colorado,
Ms. DeGette.

Ms. DEGETTE. Thank you, Mr. Chairman.

And in the interest of time, I would ask unanimous consent to
put my entire opening statement in the record.

Mr. GREENWOOD. Without objection it will be put in the record.

Ms. DEGETTE. I just would like to mention one thing that really
struck me when I was reading the background materials for today’s
hearing and also a number of the newspaper articles and other ma-
terials about this issue. The Chairman and I had been working for
some time on legislation around human subject protection, as you
know, Dr. Zerhouni. And what struck me was in previous years
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some of the NIH researchers who were on the NIH payroll also had
financial interests in drugs that were being provided to people who
were in these studies. And this was not disclosed to the individuals
in those studies and, in fact, a couple of people died as a result of
some of the drugs they were given in the studies.

The reason I bring this up is because I have always assumed,
and I think Mr. Greenwood has too, that when we are talking
about human subject protection and our legislation, we are sort of
talking about some of these renegade researchers. And what struck
me was these are NIH researchers. These are researchers, the very
top tier researchers in our Nation, and yet they were conducting
human subject research without full disclosure to the patients.

I understand since those studies, which were in recent years, the
NIH has subsequently instituted a rule that prohibits such con-
flicts. But that has only been in recent years. And it just strikes
me, Mr. Chairman, that a little part of us, a little footnote to this
whole investigation is the issue of human subject protection be-
cause if this can happen at our flagship institution in this country,
think about what is going on everyplace else.

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

[The prepared statement of Hon. Diana DeGette follows:]

PREPARED STATEMENT OF HON. DIANA DEGETTE, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF COLORADO

I want to thank the Chairman for holding this hearing today. Conflicts of interest
issues are so important, particularly in the realm of health and science because of
the vast research potential that can help mankind and the direct impact on individ-
uals. I am very glad to be here today to try to get at the bottom of what I think
is a real scandal.

This issue is of particular interest to me and in fact I have legislation, that I have
worked on in cooperation with our esteemed Chairman, that aims to put key protec-
tions in place for human research subjects. In working on this bill, one of the things
that has become clear is that addressing conflicts of interest issues are crucial; not
only is it important to inform patients whenever conflicts of interest exist that could
directly affect them, but we need to work towards eliminating such conflicts espe-
cially in clinical trials.

I commend Dr. Zerhouni for recognizing that problems exist at the NIH and for
convening the Blue Ribbon Panel (BRP) to look into the situation. I think this was
an important first step. However, I will be honest and let you know right from the
start that I think very serious shortcomings exist within this report and it doesn’t
give me much confidence that the changes I think need to happen will be made.

Just this morning there was a Los Angeles Times article alleging that although
the Blue Ribbon Panel found permissive practices at the NIH, they were not de-
tailed in its final report. I don’t understand why the BRP did not consider it impor-
tant to, at the very least, outline a few examples of the problem. I will be very inter-
ested in our witness’s explanations as to why they made this choice and how they
think they can solve a problem, if the depths of the problem are not illuminated.

This is just one of the reasons that I believe the proposed changes in the BRP
report are seriously flawed. Let me cut to the chase about why else the rec-
ommendations aren’t going to help. Mr. Chairman, unless there is a blanket restric-
tion on outside compensation serious conflicts of interests will continue to exist.

For example, currently honoraria, as such, is not allowed. This ban is essentially
meaningless because NIH employees are allowed to receive thousands of dollars in
consulting fees, awards that come with significant monetary prizes, etc. So if the
BRP recommendations are followed and certain restrictions on consulting fees are
instituted for certain employees, but there is no change to regulations regarding re-
ceipt of bona fide cash awards, then surely we will see a shift to more and larger
cash awards being given to NIH employees from outside companies. The money in-
flux won’t change; it will just shift around so that it fits the new rules.

One of the things that struck me in reading the report is the notion that many
employees, including senior level scientists are increasingly demoralized by the scru-
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tiny and criticism the NIH has received recently in regards to this issue. This is
really too bad because these staff members are simply doing what the rules allow
them to do. However, I think that there is an implication in the report that some-
how it is the media and Congressional condemnation that is the problem, rather
than the issue itself. It is not the fault of the scientists that they are under a “cloud
of suspicion” as it is characterized in the report, it is the unethical system that has
created this situation.

The good news is there is a very easy solution. Clean up the system entirely and
the “cloud” and all the investigations and news stories all disappear. It seems crys-
tal clear to me. Remove big money from the equation entirely and the integrity of
that great institution that is the National Institute of Health is restored.

Mr. Chairman as you may be aware two Members of this Committee, Mr. Brown
and Mr. Waxman wrote ten drug companies in March asking about payments to
NIH employees. Only two provided responsive answers, Schering Plough and Abbott
Labs.

I ask that both responses be added to the record because they contain several in-
stances of payments that are apparently current but that NIH did not include on
its spreadsheets. This may be because the employees did not report the income as
required or it may be because the information collection apparatus at NIH failed
to include those consulting payments in response to your request.

In either case it is disturbing that an Agency that makes the sanctity of data col-
lection an article of faith seems does not seem to be up to supplying data requested
to Congress. Apparently, this Committee should seek information directly from
firms in the pharmaceutical and biotech industries since the government agency
cannot provide a complete record.

Thank you again for holding this hearing and I look forward to hearing the testi-
mony of our witnesses.

Mr. GREENWOOD. The Chair thanks the gentlelady, and recog-
nizes the gentleman from Oregon, Mr. Walden, for an opening
statement.

Mr. WALDEN. Thank you very much, Mr. Chairman.

I have a prepared statement I would like to insert in the record.

And I just want to say, like my other colleagues, I think we are
all very supportive of the NIH and the great work that is done by
your extraordinary scientists to bring us cures to disease and ill-
ness and new research for drugs and other techniques to improve
the lives of Americans. And just as NIH is on the cutting edge of
research, I think what we are saying is you need to be on the cut-
ting edge of ethics, too. And the problems that have come up are
serious and they are ones that need to be addressed. And I know
that you have inherited these as you have come on board only re-
cently, and a lot of changes occurred upwards of 10 years ago. But
they are now out there and we are going to look at them closely,
and we should. Because the research needs to be above question
both at NIH and every other institution in America, as well as in
journals where they publish medical research, too. We need to
know that the information being provided, the research that is
being done is above question when it comes to the ethics. And I
know you agree on that. So look forward to working with you on
this.

Thank you, Mr. Chairman.

[The prepared statement of Hon. Greg Walden follows:]

PREPARED STATEMENT OF HON. GREG WALDEN, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF OREGON

Chairman Greenwood, thank you for holding this hearing.

I am an enthusiastic advocate for the National Institutes of Health. NIH research
yields miraculous breakthroughs that save lives and dramatically improve the qual-
ity of life for those with once-untreatable diseases and medical conditions.
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I am proud that Congress kept its commitment to doubling the NIH budget. I sup-
ported this ambitious endeavor every step of the way.

One thing that we have been abruptly reminded of by recent news accounts is
that the questionable actions of a few can tarnish the good, honest work being done
by others. Additionally, even the appearance of impropriety and conflict-of-interest
can have a devastating affect. Congress and the American taxpayer have invested
in NIH, and in a way, we place our hopes and wishes in the hands of NIH research-
ers. These hopes for a cure and wishes for loved ones to recover from illnesses are
more valuable than any cash award or stock option that NIH researchers and staff
might receive from extramural consulting agreements.

I applaud NIH Director Zerhouni’s initiative in forming a Blue Ribbon Panel on
Conflict of Interest Policies. Now that the Blue Ribbon Panel’s report has been re-
leased the hard work begins. Do the Panel’s recommendations go far enough? Will
the recommendations truly avert conflicts of interest—both real and perceived? If
the answers to these questions are not “yes,” then work remains to be done. The
report’s recommendations are a good start. I am interested to hear how these rec-
ommendations will be put into practice. Finally, I challenge NIH to press forward
and continue to find ways to strengthen these policies, so that the hard-earned and
well-deserved image of NIH is not tarnished.

Mr. GREENWOOD. The Chair thanks the gentleman, and recog-
nizes the chairman of the Health Subcommittee, the gentleman
from Florida, Mr. Bilirakis for an opening statement.

Mr. BILIRAKIS. Thank you. And thank you very much, Mr. Chair-
man. And, again, my gratitude, too, for you holding this hearing
and for all the investigations you all have conducted.

Drs. Zerhouni, Alberts and Augustine, we thank you of course for
taking time to be here and for all the work you have done leading
up to this hearing.

I had not intended to make an opening statement. I had intended
to come in here and just sort of listen to you all before jumping to
any conclusions. And I would like to think that I have not jumped
to any conclusions.

We hold these hearings to learn, and we certainly should not be
prejudging before we listen to you and have an opportunity to ask
you questions. But I would say that you have got to know that we
are besieged by our constituents and by disease, many many dis-
ease-specific groups.

I have chaired the Health Subcommittee for quite a few years.
I do not think I knew that there were so many diseases out there.
It is just amazing. I sometimes feel, I do not know, like maybe an
undertaker or whatever it is and particularly so when the constitu-
ents will come in or, as I said before, representatives of disease-
specific groups with a child who is ill with a certain disease. And
so many comes in, ALS, and whatnot. And what do they ask for?
They beg for an increase in research funding at the NIH.

And I have to tell that we formulated a sort of a policy here
sometime ago, going back to when the other party was in charge,
where you know we did not think that this ivory tower of the Con-
gress should make decisions on how much money should go to re-
search for a specific disease. We do not know. We figured, you
know, they might be on the cusp of a real breakthrough in a par-
ticular disease and we are we to basically say. And Dr. Zerhouni
have discussed this. And who are to basically say that you have got
to shift dollars from this to this, or whatever the case may be.

And yet these same people that are already heartbroken after
they have sat down and talked to me and other people on this com-
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mittee and in this Congress, and they pick up the newspaper and
they read some of these things that are taking place.

Now, you know, is it truly a conflict of interest in terms of does
it play a part in the decisionmaking in terms of where the dollars
go for research, which specific disease and which specific research?
I do not know. But I am here to tell you, and I know you are intel-
ligent enough to realize this, that perception and image is really
sometimes a hell of a lot more significant than fact. So how much
these families feel when they pick up these newspaper articles and
read about this stuff and whatnot.

So this is critical. And as Chairman Barton said, you know, we
double funded. We made a promise back in the mid-'90’s, and I
guess there are quite a few promises that we do not fulfill; I think
we intend to but we do not. But that is one that fulfilled. And yet
I just do not think that the people at NIH are doing their share
in terms of fulfilling promises to the sick people of our country re-
garding their disease and whatnot.

I have often been very concerned and curious, and curious under-
lined, as to how NIH allocates the funding and whatnot and what
criteria they use. And I am not sure that we have ever really got-
ten a handle on specifically how what criteria you use. But some
of these things that are taking place, the consulting fees and the
speaking fees and whatnot, playing a part in all that, well whether
they are or not, I don’t know. But it sure as heck is a perception
out there, reasonably so, that that is taking place.

So I hope that you do a good job here this morning trying to ex-
plain to us, maybe answer all of these concerns that we have. But
not only for ourselves, but also for the sick people out there in
America who depend on you so very much. Thank you.

Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentleman for his in-
sights.

Prior to introducing our panel, the Chair would ask unanimous
consent that this binder be incorporated into the record. It includes
several pieces of correspondence from the Department of Health
and Human Services, a series of articles from the Los Angeles
Times and the Blue Ribbon report is incorporated in here, as are
spreadsheets supplied to this subcommittee from the NIH con-
cerning outside consulting agreements. And without objection, that
will be incorporated into the record.

[The information referred to appears at the end of the hearing.]

Mr. GREENWOOD. And now I have the privilege to introduce our
panel. Thank you for your patience and listening to our opening
statements.

And the first of our witnesses is the Honorable Elias Zerhouni.
Dr. Zerhouni is the Director of National Institutes of Health. And
let me say again and for the record, I think you are the best thing
that ever happened to the NIH. I think the skills that you have
brought toward reorganizing the NIH, to making its mission clear,
the administration of the NIH, your vision are exemplary and I
think your commitment to ethics is second to none.

And I regret that—I know that you would have liked to have
been spending a lot more time working on the mission of NIH than
responding to our requests, and I am sorry for that. We have im-
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portant work to do. We are going to get it done. And I am very op-
timistic when this process is over, we all will be better off for it
and so will the NIH, and so will all of the patients, that Mr. Bili-
rakis has just referred to.

We also have with us Dr. Bruce Alberts who is President of the
National Academy of Science. And we welcome you. We thank you
for your service in heading up this Blue Ribbon Commission.

And we also have Dr. Normal Augustine, Ph.D, Co-Chair of the
Blue Ribbon Panel on Conflict of Interest Policies for the NTH.

Welcome to all of you.

It is the practice of this committee to take its testimony under
oath, and so I need to ask if any of you have any objections to giv-
ing your testimony under oath? I see no objections.

I need to advise you that pursuant to the Rules of the House, you
are entitled to be represented by counsel. Any of you request to be
represented by counsel? I would think not. Okay.

In that instance would you rise and raise your right hands,
please.

[Witnesses sworn.]

Mr. GREENWOOD. Okay. You are under oath.

And Dr. Zerhouni, the floor is yours for your opening statement.

TESTIMONY OF HON. ELIAS A. ZERHOUNI, DIRECTOR, NA-
TIONAL INSTITUTES OF HEALTH; BRUCE ALBERTS, PRESI-
DENT, NATIONAL ACADEMY OF SCIENCE; AND NORMAN AU-
GUSTINE, CO-CHAIR, BLUE RIBBON PANEL ON CONFLICT OF
INTEREST POLICIES

Mr. ZERHOUNIL Thank you very much, Mr. Chairman and mem-
bers of the subcommittee, ranking member.

I am pleased to have this opportunity to be here and testify
about our agency’s ethics program. And before I do, I would like to
really tell you that my intent and the intent of the agency is to
work in parallel with you and your concerns and address them
fully. I do not think the American people can afford to have an
agency like NIH with any taint, shadow, or cloud over its head. So
you have my commitment, and I think you have the commitment
of all of NIH to do it as quickly, as effectively as we can within the
constraints that you well know are always around a complex agen-
cy like the NTH.

So having said that, I believe that NIH has had great success in
improving public health thanks to the resources you mentioned
provided by the Congress and the President and the talent of our
scientists. But without the trust of the American public, there is
no progress that will be possible, and we need to address that.

This trust must be sustained. This committee, the subcommittee
has raised questions about the NIH ethics process. Your questions
must be answered because our public health mission is too impor-
tant to have it undermined by any real or perceived conflicts of in-
terests.

I want to personally thank you, Mr. Chairman and members of
the subcommittee, for helping me in identifying what you perceive
as weaknesses in NIH’s ethics policies and systems. The Chairman
has supported our efforts to review and reform ethics rules and
procedures of the agency. Mr. Chairman, I also appreciate very
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much your leadership, your fairness and the constructive guidance
that you have provided me and NIH throughout this process. We
are looking forward to continuing to work with the subcommittee
in a process that I agree cannot be finite because this situation
evolves, in that the relationship of science, industry, development
of new treatments, and new cures is one that is constantly chang-
ing and we need to be able to be adaptive to that reality.

First, let me tell you how we internally within the authority of
the agency, started to address these issues before the media re-
ports. In July of 2003 as we started looking because of your inquiry
into awards. We then immediately realized, I realized and I made
the observation that the consistency of our rules across the complex
agency were not what they should be. And when I learned of that
and evaluated that, we immediately moved to develop a trans-NIH
ethics advisory committee that would report directly to me in my
own office to review the activities of all high level officials and of
all relationships related to industry, biotech, or any relationship
that could be construed as influencing a granting decision or a re-
source allocation decision. That was step one.

Let me give you an example. Because of this panel, we were able
then to instruct that all existing consulting relationships with
pharmaceutical or biotech firms be stopped and resubmitted to this
trans-NIH ethics advisory committee to address this issue of blur
that some of you have mentioned and resubmit it to the advisory
committee for review and reapproval before they could proceed.

Working through the Department of Health and Human Serv-
ices, we looked at the issue of disclosure. Chairman Barton raised
the issue of a $500,000 award, I am not clear about what that is.
I suspect this is a prize that was given to one of our directors, and
I believe that was disclosed publicly. But when you looked at the
disclosure levels, you realized that because of Office of Government
Ethics rules related to the payment mechanism that we used, that
through this mechanism you could have internal disclosure—and
let me make sure everybody understands.

We always have internal disclosure of these activities as they oc-
curred. But external disclosure would not occur.

So we immediately asked the HHS and the Office of Government
Ethics to close this inadvertent loophole in ethics regulation that
does not require public disclosure of financial statements of some
of NIH’s most senior and highest salaried personnel. OGE ap-
proved our request and extended a number of public filers at NIH.
As a result, all senior scientific personnel within the jurisdiction of
the NIH Director are now required to file. That includes directors
of institutes and all their deputies and anyone in charge of a grant-
ing program.

This week we submitted a second request to the Office of Govern-
ment Ethics. Following the Blue Ribbon panel reports, I felt that
it was time to move and extend because we heard the recommenda-
tion. We are now asking that all policymakers and those who mar-
shal any resource in the public interest be required to file public
financial disclosure reports. Our request to the Office of Govern-
ment Ethics relates to 500 new additional positions that we would
like to have disclosed.



18

As a result of your inquiries, we learned that the majority of NTH
scientists who consult for pharmaceutical or biotechnology compa-
nies are not required under current rules to disclose the specific
amounts and type of compensation. They have to disclose the rela-
tionship. But because of the rules that we are under, which are not
NIH rules, these are government-wide rules, we could not request,
supposedly, that amount. We have changed that in the context of
current agreements. I asked that this rule be changed, and we
were able to have employees submit these compensation amounts
for all current and future consulting arrangements. And I think we
submitted all of that information to your committee, subcommittee,
Mr. Chairman, in March.

The issue of not being able to provide you all of the information
that you needed, frankly, goes beyond my own authority to do. And
it relates to the balance between the Privacy Act and the regula-
tions that we can effect. And I think your staff has been well in-
formed of that, and you have my commitment that whatever I can
do within the rules and regulations and the advice that I receive,
I will do. And this is my promise to you.

Finally, I created a Blue Ribbon panel because I realized, as you
did, that in fact these issues were not just of marginal changes or
misinterpretation. I believe personally, given my previous experi-
ence, that when you see a situation like this it is not just an acci-
dent. A system is designed to produce the results that you observe.
So I believe right away that what we needed to do was do a system
review. And I asked that the Blue Ribbon panel be formed to re-
view existing laws, regulations, policies and procedures under
which NIH operates. And I asked the committee to leave no stone
unturned. I put no limits on their ability to obtain data, obtain in-
formation except that I felt that it was very important, and as I
expressed to you Mr. Chairman, it was very important in this situ-
ation to state correctly what the problem is and continue in the
work of the investigative process of all of the other things that
have happened, that I do not think we can have the period of time
while we deliberate glaring deficiencies will remain uncorrected.

So that was my goal here, and I think we have made some
progress. And I agree with you that we have to look at balancing
issues that come from that. I told the Blue Ribbon panel that the
principles that we, NIH, myself wanted to apply, and we have been
public on that.

No. 1 is transparency. No. 2 is full disclosure, and there is a dif-
ference between the two. Full disclosure internally is not fully
transparent. Transparency to me relates to the interaction with the
public. Full disclosure means do you have the exact content of the
relationship well understood by the third component, which is an
independent peer review mechanism that understands the science,
not just ethics officers who may be well versed in the law of ethics
but not well versed in the details of how science gets done.

And fourth, a monitoring process that will allow us to make sure
that we are not going to deviate in the future from those principles.

I also have to tell you as NIH Director that although it would
be easier, quicker, more satisfying to basically create a blanket pro-
hibition, the reality of science is such that you do need to have
interactions between scientists and their colleagues both within
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academia and within industry. It is also a public interest, a policy
interest of the United States to have translation of these findings
be effective. And we have heard that through the many admonish-
ments that Congress has asked our agency to follow. And yet, at
the same time, we cannot forget that the primary interest is the
public trust.

So we have three interests; public trust first, making sure the
translation is effective. But to make that translation effective, you
do need the best people that you can recruit. Those three things
are very hard to balance, and I want to testify to the fact that we
should keep the dialog open. And I am more than happy to provide
the data and the information that would enlighten all of us to-
gether into what is the best policy framework that we need to de-
velop.

I have reviewed the panel’s recommendations. I find them to be
constructive and it’s a good approach to improve the NIH ethics
program. I think that we need to implement the recommendations
of the Blue Ribbon panel which improve the trajectory of where we
want to be, and do it as diligently as we can either within my au-
thority and if it’s not within my own authority, I will work with
the department, and the Office of Government Ethics to implement
these recommendations as we go forward; modified, obviously, by
the process that we’re undergoing with you, Mr. Chairman.

In sum, I think these actions have strengthened NIH, the actions
we have taken have strengthened NIH’s process not to the point of
perfection. But let me state here just as in a concluding portion of
my testimony, what I think is essentially different about what is
being proposed.

One, policy interest No. 1 is public trust. How can we ensure
public trust? Well, make sure that no individual who is responsible
for program funding decisions and recommendations or professional
management of grants or review of grants—we have a very bal-
anced process at NIH with multiple levels of checks and balances.
It’s very hard for me to see how someone alone can have a granting
capability. However, that being said, I think that the recommenda-
tion of the Blue Ribbon panel that excludes any and all officials
that have those responsibilities from any consulting with not just
pharmaceutical and biotech companies, but also paid consulting
from academia, is a good recommendation. I think we should imple-
ment it and it will preserve, give me, Director of NIH the assur-
ance that there is a layer of government scientists which is com-
pletely immune to any potential interference. So that I think is a
step that we need to do. This is pretty different than whatever hap-
pened before and whatever happens in universities or any other in-
stitution. This is an innovative step and I think it’s a good step.
And I think we need to take that.

I will reaffirm the prohibition against NIH scientists conducting
research involving human subjects having financial relationships
with any organization whose interest could be effected by their re-
search. We have always used that rule. I am not sure that trans-
gressions occurred. We should look at that. Nonetheless, the prin-
ciple should be implemented as we speak today and we should be
reaffirming this principle making sure it sticks.
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I will propose that employees engage in compensated outside ac-
tivities be prohibited from compensation in the form of stock or
other forms of equity ownership. This is a major departure from
prior policy. This is a recommendation of the Blue Ribbon panel
that does not apply just to employees with responsibilities, but it
will apply to every employee of NIH. This is, I think, a major move
and I think we should give credit where credit is due, and that is
the Blue Ribbon panel giving us a clear recommendation in that re-
gard.

I will set in place policies and procedures which give full consid-
eration of the appropriateness of recusals. I personally believe that
recusals should be used only in the most limited circumstances
when the employee has an unavoidable conflict, like for example a
spouse working for an organization. But recusals that relate to the
authority of the employee should be limited to the most extreme
exceptions. There may be some, but we have to be very careful.

Principle two is increase transparency. In this case, working with
HHS and OGE, as I told you, we have increased the public disclo-
sure requirements. I will aggressively seek additional authorities to
require more employees to disclose their outside activities where
appropriate, including disclosure of relevant outside relationships
and financial holdings in connection with research, publications,
speeches, inventions, clinical research. The Blue Ribbon panel has
considered this issue.

And let me just state the principle, I think, that we, NIH Direc-
tor and my own directors, have stated publicly in a testimony in
the Senate when asked whether there is any reason why you would
not want to disclose an existing outside relationship. My answer to
this is there should be no reason. If you cannot disclose that rela-
tionship, then you should not have that relationship. That is a
clear principle I want to be on the record to tell you that this is
what I believe in, this is what my scientists believe in. It is the
rules and regulations, complex as they are as pointed out by the
Blue Ribbon panel, that prevented this clarity from occurring.

Let me tell you, I am committed to make sure that whatever we
need to do we will do, so that in the context of relationships with
industry, biotech, any conflicting relationship; and that we find
ways of making sure that that relationship is publicly disclosed.

I understand the Privacy Act issues. I understand that people in
their outside time on their own time have the right to privacy. But
when it comes to activities that are so closely related to their gov-
ernment function, I think we should exclude that from the general
government ethics rules under which all agencies of the govern-
ment are working. So we will look forward to find creative ways of
making sure that that principle of full transparency be imple-
mented, however, we need to get there. It may take us some time.
We can do what we can do today, but frankly this is a principle
that I want to be clear about: increasing the transparency.

There is no doubt also that the rules do prevent, as they stand
today, fair, good, honest scientific interchange in the form of writ-
ing and teaching and reviewing and conferencing with colleagues.
This is something that the Blue Ribbon has looked at. For activities
under very limited dollar amounts and other activities, I think as
Director of NIH, as a scientific manager, we have to be very careful
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to not put that in the same category as drug company business re-
lationships. That’s the bread and butter of scientific interactions. I
hear your comments, I understand your concerns but I plead with
you to be open minded about the academic activities of our sci-
entists. They are important to science.

And last, we will establish effective monitoring and oversight
mechanisms. We want to have a central data base that will record
all of those activities. One of the issues we found is the disconnect
sometimes between the very complex forms. And I have to tell you,
the Blue Ribbon panel got an education in the law of ethics about
this. If you knew the number of forms and requirements; 520,
278s, 450s and all of those things, you can see how the employees
really become confused. We need to clarify and simplify it and have
it in one place so that the recusal, if it ever exists for that indi-
vidual, is in the same place as the disclosure from that scientist.
We want to commit to build probably a paragon, an example, of
how you can manage ethics with a transparent fashion by having
this central data base and full disclosure.

So I just wanted to convey to you that we want to work with you.
I cannot afford, nor can our scientists afford, any sense that we are
transparent and not willing to reform as deeply as we need to re-
form so that this taint that you are worried about, concerned about
disappears.

With that, Mr. Chairman, I'm ready to answer any of your ques-
tions.

[The prepared statement of Hon. Elias A. Zerhouni follows:]

PREPARED STATEMENT OF ELIAS A. ZERHOUNI, DIRECTOR, NATIONAL INSTITUTES OF
HEeALTH, U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

NIH’s mission is to generate new knowledge to improve health. The outcomes of
NIH research affect the lives of every American and increasingly people around the
world. Medical research leads to new diagnostics, treatments and prevention strate-
gies—and these medical interventions must be founded on the veracity of the data
and on the unimpeachable integrity of the individuals who conduct the research and
oversee the research enterprise.

Recently Congress has questioned the relationships of some NIH employees with
outside organizations. Our public health mission is too important to have it under-
mined by any real or perceived conflicts of interest. And to this point, I am aggres-
sively developing and implementing new conflict of interest policies, revamping re-
view of activities with outside organizations and working to increase transparency
by expanding the number of employees who file internal and public financial disclo-
sure reports.

I want to personally thank Chairman Greenwood and Members of the Sub-
committee for helping me to identify potential weaknesses in NIH’s ethics policies
and systems and for supporting my efforts to review and reform ethics rules and
procedures at the Agency. I appreciate both your leadership and the constructive
guidance you provided on this very important issue.

New and Ongoing Changes to NIH’s Management of Conflict of Interest:

I want to describe actions I have taken in response to concerns about NIH’s man-
agement of conflict of interest.

I began reviewing ethics rules, policies and practices last July, when this Sub-
committee raised questions about NIH employees receiving lecture awards. I believe
NIH scientists must remain eligible to receive recognition for their work in the form
of legitimate awards. However, NIH scientists should not be accepting awards that
are merely a ruse to provide compensation, and we will develop a system to increase
uniformity and track the determinations of NIH’s senior ethics officials as to wheth-
er an award can be accepted by NIH employees.

On November 20, 2003, I wrote to all senior managers at NIH advising them to
exercise great prudence in entering into any arrangement that could reflect poorly
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on NIH or could create the appearance of conflict, even in cases where the arrange-
ments are permitted by law (emphasis added).

In the same memorandum, I announced the creation of the new NIH Ethics Advi-
sory Committee (NEAC) in the Office of the Director to provide independent peer
review of activities involving outside organizations. The NEAC, which conducted its
first meeting on January 20, advises the NIH Deputy Ethics Counselor (DEC) on
conflicts of interest and helps to ensure that activities involving acceptance of com-
pensation from outside sources receive uniform oversight at the NIH. NEAC reviews
applications for proposed activities with outside organizations that stand the great-
est chance of posing risks to NIH’s objectivity, or appearances thereof, including,
where an award is valued at $2,500 or more; where total income from an activity
with an outside organization exceeds $10,000 or is unknown; where outside com-
pensation is in the form of equity; where the activity involves a drug or biotech com-
pany; or where the activity involves senior NIH leaders (e.g., scientific and clinical
directors).

Co-chaired by the NIH Deputy Ethics Counselor (DEC) and Deputy Director for
Intramural Research, the NEAC consists of ten rotating members and two ex-officio
ethics advisors, all of whom are full-time federal employees. The rotating members
are nominated by IC Directors and appointed by the Co-chairs. Membership rep-
resents the categories of employees submitting proposals to the NEAC, including IC
Directors and Deputy Directors, Scientific Directors, Clinical Directors, Extramural
Directors, OD Senior staff, and others.

During the centralized NIH review, committee members review each proposed ac-
tivity to help assess whether it creates an actual or apparent a conflict of interest.
The committee reviews the proposals based on criteria set forth in the Standards
of Ethical Conduct for Employees of the Executive Branch promulgated by the U.S.
Office of Government Ethics (OGE) and the supplemental Department of Health and
Human Services (HHS) regulations.

To ensure oversight of activities that had already been approved prior to the cre-
ation of NEAC, we also instructed that all existing consulting relationships with
pharmaceutical or biotechnology firms be stopped and resubmitted to NEAC for its
review and input, before they could be reapproved, if appropriate, by the NITH DEC.

The Inspector General of the Department of Health and Human Services and the
General Accounting Office also initiated their own, separate reviews of ethics proc-
esses at NIH. In addition, OGE accelerated its regularly scheduled review of the
NIH ethics program. We welcome these inquiries and are cooperating with the var-
ious reviewers.

On January 12, 2004, at my request, Dr. Raynard Kington, the Deputy Director
of NIH, was appointed to be the new Deputy Ethics Counselor for the Agency. Com-
mensurate with his appointment, the role of the NIH DEC has been expanded be-
yond the staff of my office and the Institute and Center Directors to include Insti-
tute and Center Deputy Directors, Scientific Directors, Clinical Directors and Extra-
mural Program Directors.

Regarding the important issue of public disclosure, working through the Depart-
ment of Health and Human Services, I asked that the Office of Government Ethics
grant approvals to require increased public disclosure of financial statements of
some of NIH’s most senior and highest-salaried personnel. OGE approved the re-
quest on February 6, and as a result, all senior scientific personnel within the juris-
diction of the NIH DEC are now required to file public financial disclosure state-
ments. Although many of these individuals were already filing public financial dis-
closure forms, they will now be required to do so. Recently, a second request was
submitted to OGE to require additional high-level personnel at NIH to file public
financial disclosure reports.

In addition, because the majority of NIH employees who file financial disclosure
forms are required to use the OGE-450 financial disclosure form, which does not re-
quest the amounts of compensation paid by outside organizations, and because the
approval process focuses on the nature of the activity and the identity of the outside
organization rather than the compensation paid, the amounts paid to NIH employ-
ees in connection with their activities with outside organizations has in many cases
not been collected or reported either internally or externally. I requested that the
Department ask OGE to revisit this approach and, as a result, NIH employees are
now required to submit these compensation amounts for all current and future con-
sulting arrangements in their request for approval of activities with outside organi-
zations. Furthermore, to the extent that additional NIH employees will be required
to file public financial disclosure forms, these amounts will be collected and reported
on such forms.

As part of our internal policy review, we are also asking employees to disclose
compensation amounts for expired activities with outside organizations. I personally
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believe we should know those amounts, and so I requested that the Department
work with OGE to find a way, consistent with the Privacy Act, which places limits
on collection of identifiable information by the federal government, to ask for these
amounts. The Department was successful in doing so, and so we have been able to
ask employees for these dollar amounts. We have carefully considered, including in-
ternal discussions with legal counsel and others, to what extent we can and should
order that employees must provide this information instead of voluntarily request-
ing it. After such consideration, it is our understanding that asking for this informa-
tion on a voluntary basis is the most appropriate and prudent way to proceed. We
have also been cooperative in providing this information we have collected for our
internal policy review to the Subcommittee where it has asked for the information.

The Blue Ribbon Panel:

Finally, I created the Blue Ribbon Panel on Conflict of Interest Policies to review
existing laws, regulations, policies, and procedures under which NIH operates re-
garding real and apparent financial conflicts of interest where compensation is re-
ceived by employees. I also charged the Panel with reviewing public financial disclo-
sure rules and procedures. The panel began its review on March 1 and made its
recommendations to the standing Advisory Committee to the NIH Director May 6.
The recommendations were adopted by the Advisory Committee and submitted to
me on the same day.

The Blue Ribbon Panel operated with extraordinary speed. Norm Augustine and
Bruce Alberts, the panel’s co-chairs, as well as all the panel members, served with
distinction and performed a great public service. They deserve gratitude and re-
spect, and I thank them for their extraordinary efforts. Dr. Alberts and Mr. Augus-
tine are here to testify and answer your questions.

In reviewing the Panel’s report, I was impressed with the degree to which they
looked closely at both NIH policies and its procedures. The Panel also explored regu-
lations of other Agencies and the rules, regulations, and laws set in place by the
HHS, the Office of Government Ethics (OGD), and the Congress. And in making rec-
ommendations, they did as I asked—they did not limit themselves to what was in
my authority to change—rather I asked them to make any and all recommendations
that would improve NIH’s management of conflict of interest. I told them that
where I did not have the authority to implement change, I would seek the help of
HHS and OGE.

I have reviewed all of the Panel’s recommendations and plan to move ahead as
appropriate.

In sum, these actions have already significantly strengthened NIH’s internal over-
sight of ethics matters and continue to do so in the future.

Next steps: Principles and Policies

After nine months of review and listening to the concerns of the public, and after
examining the recommendations of the Blue Ribbon Panel, I want to unveil my
plans for further improving NIH’s ethics program. My plans are based on four main
principles:

1) Enhance public trust in NIH by preventing conflicts of interest through the re-
striction of financial relationships employees may have with outside organiza-
tions;

2) Increase levels of transparency in the NIH ethics program by requiring much
more internal as well as public disclosure of the details of financial relation-
ships employees have with outside organizations, including consulting arrange-
ments and awards;

3) Balance NIH’s ability to recruit and retain the best scientific expertise while ex-
pediting the translation of research advances;

4) Establish effective monitoring and oversight of employee activities.

I will seek to implement actions in response to these principles, as appropriate,
through administrative actions, and supplemental regulations.

Principle One: Enhance Public Trust

e I will seek to prohibit NIH senior management and NIH extramural employees
who are responsible for program funding decisions and recommendations, and
professional staff managing grants and contracts and publication review from
consulting with pharmaceutical or biotechnology companies or from paid con-
sulting for academia, except in the case of the clinical practice of medicine.

o I will reaffirm the prohibition against NIH scientists participating in research in-
volving human subjects where the scientist has a personal or imputed financial
interest in an organization whose interests would be directly and predictably af-
fected by his research, except in those exceptional cases where the interest is
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not so substantial as to be deemed likely to affect the integrity of the employee’s
services to the Government or is otherwise subject to regulatory exemptions.

o I will propose that employees engaged in compensated activities with outside or-
ganizations be, in future, prohibited from compensation in the form of stock or
other forms of equity ownership in the companies for whom they are working.

e I will set into place polices and procedures to fully consider the extent to which
the recusals necessitated by an approved activities with outside organizations
have an effect on the ability of senior scientific managers and decision makers
to conduct their government work. NIH will clarify the use of recusals that are
required because of financial relationships with outside organizations. We will
require a uniform policy for informing relevant personnel of who is recused and
establish a new process for monitoring recusals.

Principle Two: Increase Transparency

o NIH, working with HHS and OGE, has already increased the number of senior
managers who must publicly disclose their compensated activities with outside
organizations and the amounts received. These are interim steps. I will aggres-
sively seek additional authorities to require more employees to disclose their ac-
tivities with outside organizations, where appropriate, including disclosure of
relevant relationships and financial holdings in connection with research publi-
cations, speeches, inventions, and clinical research. As I have said previously,
public disclosure and transparency will be the cornerstone of the NIH ethics
program.

e I will ask NIH employees to voluntarily disclose all relevant relationships with
outside organizations and financial holdings in their work products, such as
publications, speeches, and invention disclosures. And I will seek changes to
regulations to make such disclosures a requirement.

Principle Three: Recruit and Retain Best Scientific Expertise While Expe-
diting Translation of Research Advances

e I will propose that regulations allow NIH scientists to receive compensation for
teaching, speaking or writing about their research, but only if the information
is shared in a public forum and has already appeared in published literature.

e NIH will continue to allow certain types of consulting arrangements, teaching and
lecturing opportunities, receipt of bona fide awards, and collaborations with the
private sector, but only under clear, rigorous rules meant to eliminate real and
appearances of conflict of interest. Consulting, collaborating and teaching must
continue in order to expedite the translation of research advances, but only
under clear guidelines.

Principle Four: Establish Effective Monitoring and Oversight Mechanisms

e I will seek to limit the amount of time spent on consulting and the amount of
compensation received annually. The limits proposed by the Blue Ribbon Panel
will be considered as the draft regulation is developed.

e NIH will improve its ability to manage and track approved activities with outside
organizations by increasing the accountability of managers, creating a central-
ized data base, centralizing review of senior managers and scientists, con-
ducting random audits of files pertaining to activities with outside organiza-
tions, and continuing the rigorous peer review conducted by the NEAC.

e NIH will develop and implement a new, more understandable method of training
employees on ethics rules, and we will establish a web site that displays rules
in plain language, updates employees on regulatory trends and changes and dis-
cusses—anonymously—ongoing cases as examples of best practices or unaccept-
able practices.

Much of the discussion about ethics policies and procedures at NIH has been un-
necessarily negative. NIH employees have great integrity. In retrospect, the policies
and rules could have been even stricter, their implementation could have been more
efficient and oversight could have been more rigorous. But for better or worse, this
was the system NIH employees had to negotiate.

As we move forward, all of us, the NIH leadership, HHS, OGE, and the Congress,
will have to strike a careful balance between maintaining public trust in NIH and
allowing appropriate interactions between NIH scientists, industry, academia and
all elements of the research community.

Collaborations with the non-governmental research community are vital, not only
for understanding and advancing science, but for translating our knowledge into ac-
tual medical practice and treatment. We should be more transparent, more vigilant
about oversight, and we need to tighten the rules. But it would be a mistake to ban
all compensated activities with outside organizations. Such an action would be bad
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for science, unfair to the employees, and ultimately hinder our efforts to improve
the nation’s health.

Mr. GREENWOOD. Thank you very much, Dr. Zerhouni.
Dr. Alberts, you are recognized for an opening statement. And
Dr. Augustine, you are going to speak for the Commission.

TESTIMONY OF NORMAN AUGUSTINE

Mr. AUGUSTINE. Yes, please. We will share our remarks. I'll
begin.

Mr. Chairman and members of the committee, we welcome the
opportunity to share with you our findings in our review of conflict
of interest policies at the NTH.

We are very well aware of the support that this committee has
given to NIH over the years, and also the expectations you have
for the NIH and I might add that we, as private citizens are shar-
ing those expectations.

Dr. Alberts and I today appear on behalf of the entire members
of our panel, a list of which is attached in the submittal. And we
do appreciate your including our formal statement for the record.
Dr. Alberts and I will briefly summarize it in a more informal fash-
ion this morning with the committee’s permission.

Our panel, as you know, was established at the request of Dr.
Zerhouni. We were asked to complete our work in 90 days because
of the urgency that the NIH assigned to this particular issue.

As has been mentioned, we were asked to focus on policy issues,
not on specific cases. And the reason for that was that there are
least three other investigations underway by official government
agencies into specific matters.

During our efforts we had over 30 witnesses appear before us
from a variety of perspectives. We established a website at NIH
which we received responses from over 300 employees of NIH with
respect to a series of questions we had asked of them. We spoke
one-on-one generally, often by telephone with the director of all 27
institutes and centers of NIH and we put the notice in the Federal
Register that we would welcome input from the public.

NIH, as has been pointed out several times this morning, is in-
deed a great national asset, a treasure. Its impact on health, not
only in America but throughout the world, has clearly been pro-
found. The more we learned about NIH the more apparent it be-
came to us that NIH’s principal asset, far above anything else,
were the scientists and the clinicians that worked for the institutes
and the centers.

The easiest thing in the world for us to have done would have
been simply to have put an outright ban on all consulting, to insist
that everybody’s related personal activities, emphasize related, be
placed on the web. But we were also mindful of the fact that there
were at least two ways that we could damage NIH even though our
efforts would be well meaning.

The first of those would be that if we were to recommend policies
with regard to conflicts of interest that were too liberal, too easy
and the NIH were to continue to suffer from publicity of apparent
conflict of interest violations, that this could be very damaging to
the support for the NIH by the public, damaging to its science and
damaging to those who put their faith in the NIH. On the other
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hand, we also realized that if we placed recommended rules that
were so restrictive and some analytical to common accepted prac-
tices in the scientific community, we truly believed that it would
be very hard to hire the world class scientists, many of whom have
decades of education, to serve the NIH’s role.

Similarly, we encountered the fact that NIH researches, as all
other citizens, have certain rights to privacy in their private life.
By the same token, those of us who depend upon NIH researchers,
the public, have every right to be aware of what activities there are
in their private lives that might impact their impartiality of car-
rying out their responsibilities as public servants.

Further, we were well aware that it’s inappropriate for a private
organization to benefit from government sponsored work in a dis-
criminatory fashion. At the same time, we realized that it’s almost
through the activities of commercial firms that the basic research
conducted at NIH is able to impact the health of America’s citi-
zenry.

Considering these factors, we arrived at three principal findings,
which I will just generalize and Dr. Zerhouni has really touched on
them very thoroughly.

The first is that we recommend that the NIH conflict of interest
policies be substantially tightened, they be made more restrictive
particularly for the senior leadership at NIH.

Second, we believe that more disclosure by more people both pub-
lic and private is very much needed.

And third, we believe that in cases where there are not conflicts
of interest, that steps should be taken to give scientists the latitude
to participate in the accepted cultural approaches practiced by the
scientific community at large.

Well, that is a brief introduction. Let me ask Dr. Alberts to use
our remaining 5 minutes to summarize some of the specific instruc-
tions.

Mr. GREENWOOD. Dr. Alberts, you are recognized.

TESTIMONY OF BRUCE ALBERTS

Mr. ALBERTS. Thank you, Mr. Chairman.

There are 18 recommendations in our report, and you have them
and I have no time to really go over them in detail here. Let me
just point out a few essential recommendations that I want to pay
special attention to in view of the comments already made.

Recommendation one at the top deals with the senior leadership
issue and would prohibit any paid consulting for a set of senior em-
ployees and those having responsibility for program decisions. And
Dr. Zerhouni has already spoken eloquently about accepting those
recommendations, and I don’t think I need to say anything more
about them, except that this is a change in policy from a 1995 pol-
icy that was implemented at the NIH.

The issue of whether we should abandon any kind of contact with
industry by the majority of the 5,000 scientists who work at the
NIH who are just pure researchers and have nothing to do with
any resource decisions or allocations or recommendations is one
that you've addressed here and one that we took very seriously. We
came down the side, as Mr. Augustine said, of allowing those inter-
actions where they are appropriate after an appropriate screening
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and specifically said these people should be able to consult for ei-
ther industry or academia where there is no conflict and wherever
it makes sense after the decision is made centrally at the NIH.
Why?

Well, let me say, I have 30 years in the universities at a research
scientist before I came to Washington 10 years ago. I was at the
UCSF, which is the place where all this biotech stuff started. And
at the beginning, I was very much against any academic involve-
ment with industry. And personally, I had never had any. But I
have talked to many, many scientists including the young scientists
at NIH who are coming there to do public service and have no actu-
ally plans or actually activities yet with industry. But the fact is
that this is very much a two way street. People who do this often
tell me that they gain more from knowing about what industry is
doing and enlarging their thinking by seeing what these people are
doing in new kinds of ways. They are often ahead of academia. I'm
talking about colleagues at UCSF now. That in fact these kinds of
interactions changed the ambitions and often the effectiveness of
the research that people are doing both in universities and by anal-
ogy at the NIH. And so that’s the basic reason why I personally
came down on the side of allowing it where appropriate.

However, we are very concerned about what we call conflict of
commitment. We talk about this as a shower test. What are you
thinking about when you’re in the shower? Are you thinking about
your NIH job or are you thinking about something else? And so we
wanted to make sure that it’s the NIH job that you're thinking
about, and we therefore have recommendation three which puts
real limitations on both how much compensation you could receive
and how many hours you can spend and, I think very importantly,
whether you could take equities. Equities, we feel, creates a dif-
ferent kind of sense of involvement than money received. You
would become, in a sense, an owner and you tend to get a lot of
attention, may get a lot of attention from an employer that we
don’t want. We don’t want them to be primarily concerned with
their outside activities.

Now these recommendations, obviously, represent restrictions
from current policy. We also have recommendation five, which is
designed to promote more interactions between NIH scientists and
their colleagues elsewhere; we move in the direction of more leni-
ency. This involves a change recommended in OGE regulations al-
lowing them to behave like other scientists and receive small
honoris where they go to speak about their work and be able to
speak about their work in a public forum and provided it’s been
published already in the literature freely.

We found these restrictions had come from—the regulations are
very confusing. In fact, I was very surprised by them. And I think
it hampers the ability of scientists to, again, interact with the sci-
entific community, do the best they can to disseminate what they're
doing and also get information back from their colleagues. Because
science is very much a highly cooperative interactive activity.

Then we go on to recommendation ten which deals with ensuring
a complete internal disclosure of financial interests and other po-
tential conflicts of interests. This has to do with form 450. I learned
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all these facts. I am hoping I can erase all this information that
I have learned.

Form 450. We want more form 450 filers. That may be limited.
If not, we want NIH to get it some other way so they know every
possible conflict of interest and can regulate it more efficiency.

The other issue which of course we’re very concerned, for Dr.
Zerhouni and for the panel, is transparency. Transparency we
would mean public availability of information. Disclosure we use
NIH’s accessibility to the information.

And we supported the idea that this Title 240, it is sort of bi-
zarre, regulation that prevents NIH from getting information from
people publicly who they want to have information for should be
changed somehow, either by OGE regulation or by law if necessary.
And the NIH, as Dr. Zerhouni said, has now requested some 500
people be put under that regulation and we’ll see what happens.
We would certainly support that.

We also would produce transparency in a different way by re-
quiring an employee in recommendation 13 to publicly disclose all
relevant outside relationship and financial holdings in their work
products; that is their publications, speeches and invention disclo-
sures. So it is another form of public disclosure.

Finally, we looked at the comparative salary scales of academia
and NIH for scientists. And we found that at the lower levels, the
scientists are well compensated. They are fairly compensated. The
problem comes at the higher levels of the leadership where, for
whatever reason, the marketplace is at much higher salary levels
for many of the people you would like to have as senior leaders
than NIH can actually pay. And so because leadership is so crucial,
it is crucial to have the right leaders in the organization, we have
recommendation 18 that the NIH Director working with Congress
should ensure that the agency has authority under Title 42 or some
other hiring mechanism to recruit senior scientific staff in a highly
competitive market and asking the HHS to also to review and if
appropriate, raise the current annual salary caption of $200,000 for
the most senior Title 42 employees at NIH. We are concerned that
the present ceiling is limiting the agency’s ability to retain and re-
cruit the very best leadership. And, again, I cannot emphasize the
leadership issue.

Let me just go through this transparency issue, because person-
ally I would be very much in favor of having all the information
that you want posted on our public website. In fact, our panel was
leaning strongly in that direction when we encountered the Privacy
laws. That was at our last meeting. And, in fact, we have learned
that this would, or what we believe is that some government wide
legislation would be needed to change the Privacy law in order to
do what the panel was heading for in our recommendations. And
so we concluded in the end that the strong governmental policy
protecting personal information against disclosure would be a for-
midable challenge to overcome and thought there was no use in
recommendations that are meaningless and instead we have con-
structed several recommendations to the end of making more effec-
tive both the internal disclosure, as I said, and public disclosure
through the public disclosure at speaking and work products stage
that I mentioned, and finally by requested an agency wide public
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report that annually summarizes the amount and the nature of the
outside activity of NIH employees, which is recommendation four
which I didn’t have a chance to mention.

Thank you very much.

[The prepared statement of Norman Augustine and Bruce
Alberts follows:]

PREPARED STATEMENT OF DR. BRUCE ALBERTS AND MR. NORMAN AUGUSTINE, REP-
RESENTING THE NATIONAL INSTITUTES OF HEALTH BLUE RIBBON PANEL ON CON-
FLICT OF INTEREST POLICIES

Mr. Chairman and Members of the Committee, thank you for this opportunity to
share with you the findings of our Panel which evaluated Conflict of Interest Poli-
cies affecting the National Institutes of Health (NIH). We are, of course, well aware
of the support given by this committee to the NIH over the years and of the high
expectations you, and indeed the American people, hold for NTH.

We appear today on behalf of the members of the Panel, a complete list of whom
is attached to this testimony. Our Panel was established at the request of Dr. Elias
Zerhouni, Director of NIH, and was requested to complete its work within 90 days
because of the urgency of the matter at hand. Administratively, we were formed as
a Working Group of the Advisory Committee to the Director of the National Insti-
tutes of Health. We should note that our assignment was forward-looking; that is,
we were concerned with policy rather than with specific cases that occurred in the
past. As you are aware, there are a number of on-going investigations of prior mat-
ters being conducted by entities within the government. Other than providing our
basic charter, which was to review existing conflict of interest policies and to pro-
pose new policies where appropriate, no constraints were placed by NIH on the con-
tent of our work.

In carrying out the Panel’s responsibilities we met a total of five days and held
one telephone conference. We heard testimony from over 30 individuals, including
members of the public, and established an internal web site which received over 300
responses from NIH employees. In addition, we interviewed the Directors of all 27
NIH Centers and Institutes. Notices of meetings were placed in the Federal Reg-
ister.

The National Institutes of Health represents a national and global treasure. Its
principal asset is the truly remarkable scientists and practitioners who choose to
serve as its employees. In many ways the future health of our nation depends on
a robust and productive NIH. But if care is not taken, the ability of NIH to continue
to serve the public’s health could be severely damaged in either of two ways by
issues affecting conflict of interests. On the one hand, if the science NIH conducts
or its funding decisions are, or even appear to be, biased or corrupted, the public,
the broader scientific community, and the government’s funding officials could lose
faith in the institution’s credibility. On the other hand, if a unique set of rules were
to be enacted that is so inconsistent with the established practices of the scientific
community, it could drive talented individuals away from NIH as an employer and
at the same time discourage the dissemination of knowledge.

Developing sound policies for managing and preventing conflicts of interest re-
quires the balancing of several sometimes competing values and considerations.
First, government employees, like all citizens, are entitled to a life of their own with
reasonable privacy—but at the same time, the public has a right to complete assur-
ance that outside activities will not inappropriately influence an employee’s judg-
ment or commitment to public service. Second, although sound arguments can be
made for the enactment of consistent and uniform conflict of interest rules across
the federal government, each agency, including NIH, has unique circumstances and
needs. Third, it is clear that a government employee should not receive personal fi-
nancial gain for outside activities by exploiting knowledge gained through his or her
government position, yet much of the accumulated knowledge and value of a sci-
entist might well have resulted from efforts made and accomplishments achieved
outside of government service. The Panel has sought diligently to balance these
sometimes conflicting considerations as it developed its recommendations.

In its deliberations the Panel found an extremely complex set of rules governing
conflicts of interest at NIH and, in fact, across the federal government. In the con-
text of NIH, with its unique mission to conduct and support biomedical and health-
related research on its own campus, across the country, and internationally, these
rules are widely misunderstood by some of the very people to whom they are in-
tended to apply. This has created uncertainty about allowable behavior and has en-
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gend(ired fear that inadvertent transgressions could occur—significantly damaging
morale.

The Panel found that most of NIH’s policies and procedures for managing conflicts
of interest are reasonable and appropriate and it believes that the agency has been
responsive to direction provided to it in this area by the Department of Health and
Human Services (HHS), the Office of Government Ethics (OGE), and Congress.
However, significant improvements can be made, including imposing greater restric-
tions on some types of activities, relaxing some restrictions that are inappropriate
and counterproductive, enhancing disclosure and transparency, and improving the
overall management of these issues at NIH through better training, education, and
resource management.

We believe the existing conflict of interest policies affecting NIH do not suffi-
ciently discriminate among groups of employees who have widely differing respon-
sibilities and therefore widely differing susceptibility to conflicts of interest. In par-
ticular, we conclude that the policies affecting senior officials of NIH should, as a
matter of policy, be tightened—that is, made more restrictive. It is our view that
greater internal and, in some circumstances, public, disclosure can be beneficial in
assuring the continued quality of the NIH’s work and the confidence the public can
place in that work. In particular, some senior NIH staff members, absent case-by-
case approval authority, are, under present interpretation of the relevant laws, not
expected to file public disclosure forms.

On the other hand, we found that many well-intentioned constraints that have
been placed on researchers at NIH who perform purely scientific work have been
counterproductive. As but one example, NIH scientists are generally prohibited from
indicating their affiliation with NIH when giving lectures, even when those lectures
are accompanied by appropriate disclaimers.

At present, only a relatively small number of NIH employees are engaged in con-
sulting arrangements with industry. In contrast, a substantial number of NIH em-
ployees are involved in outside activities with professional societies and with aca-
demic and research institutions—primarily in the forms of teaching, speaking, or
writing (including editing). In addition, NIH scientists who are recognized for out-
standing scientific achievements, leadership, or public service are sometimes the re-
cipients of awards, which may be accompanied by a cash prize. The Panel believes
these are important—even essential—activities for NIH scientists, since they are
part of the tradition of science and provide evidence of the value and significance
of the NIH research community to the larger scientific community. For example,
speaking at academic institutions or other similar public fora is a critical part of
being a productive and contributing scientist. It provides an important avenue for
the exchange of scientific ideas, and both the speakers and the audiences benefit.

What did the Panel not accomplish that we sought initially to do? During our ini-
tial meetings, and in the first full draft of the report that was used to frame our
Panel discussions at our April 5-6 meeting, we seriously considered proposing that
selective information from the Form 520 be posted on a publicly accessible portion
of the NIH website. (Form 520 must be submitted to obtain permission for any out-
side activity). More specifically, we discussed the possibility of requiring, as part of
the permission process, the public posting of both the nature of each paid outside
activity, as well as the exact amount of the compensation received each year. The
Panel was thinking that such compete transparency could serve as a “disinfectant”
to remove suspicions that might otherwise persist concerning the internal NIH dis-
closure and permission system.

In the course of these deliberations, we encountered the federal Privacy Act and
other relevant federal statutes and regulations. We asked the lawyer on our Panel,
Dorothy Robinson, to consider these matters further and to discuss them with NIH
legal counsel. She reported that the federal Privacy Act presents a serious barrier
to virtually any agency-mandated public disclosure of the sort we were considering,
other than the public disclosure mandated for those senior level employees des-
ignated as Form 278 filers—including those so designated through equivalency rul-
ings by the Office of Government Ethics. (See also Letter from Marilyn L. Glynn,
Ac‘cinﬁT (li)irector of OGE, to Bruce Alberts and Norman Augustine, April 19, 2004,
attached).

The Panel considered the possibility that the Privacy Act might be amended to
allow for this type of disclosure, but concluded that the strong governmental policy
protecting personal information against disclosure would be a formidable challenge
to overcome. Instead, as you will hear, the Panel constructed recommendations
aimed at augmenting and making more effective internal disclosure within NIH. We
want NIH to have all of the information and abilities it needs to make thorough
and effective conflict of interest reviews. We have also recommended enhanced pub-
lic disclosures in connection with all speaking and publications by NIH personnel,
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as well as an agency-wide public report that annually summarizes the amount and

nature of the outside activity by NIH employees.

Our recommendations are as follows:

Recommendation 1: NIH senior management and NIH extramural employees who
are responsible for program funding decisions and recommendations, and profes-
sional staff managing grants and contracts and application review should not en-
gage in consulting activities with pharmaceutical or biotechnology companies or in
paid consulting for academia. The Panel considers speaking for compensation at an
industry site as equivalent to consulting for industry. In addition, the Panel does
not include in this prohibition time spent in clinical practice by health care practi-
tioners, if approved as an outside activity free of conflicts.

Recommendation 2: The Panel reaffirms current federal law that intramural sci-
entists conducting research with human subjects—for example, investigators and re-
search team members involved in patient selection, the informed consent process,
and clinical management of a trial—should not be allowed to have any financial in-
terest in or relationship with any company whose interests could be affected by their
research or clinical trial, except with an appropriate waiver or authorization.

Recommendation 3: In addition to existing requirements for engaging in outside
activities, the following additional requirements should be in place for employees di-
rectly involved in the administration or conduct of NIH research programs and who
are not subject to the restrictions posed in Recommendations 1 and 2:

a. The total amount earned annually from compensated consulting with industry or
academia should not exceed an amount equal to 50 percent of the employee’s
annual salary, and no one source should account for an amount in excess of 25
percent of annual salary.

b. Employees eligible to engage in compensated outside professional activities
should not:

i. receive compensation in the form of stock options or other forms of equities
for their services
ii. spend more than 400 hours per year on these activities (writing excepted).

c. An exclusion to the above limits should exist for NIH employees who are health
care practitioners. For these employees, there should be a more flexible time
limitation and the capitation for compensated outside medical care and patient
servi(iies should be 100 percent of base pay, with the one-source limitation re-
moved.

Recommendation 4: To improve NIH’s ability to manage and track approved out-
side activities:

a. all requests for outside activities (Form 520) should be updated on an annual
basis (with such updates indicating only those changes that have occurred)

b. supervisors should be held accountable for the evaluation and approval of outside
activity requests, and this supervisory function should be a component of a su-
pervisor’s performance evaluation

c. NIH should publish an annual institute-wide statistical report on the number and
types of outside activities approved for its employees.

Recommendation 5: NIH should seek a change to OGE regulations so as to allow
NIH scientists to receive compensation for teaching, speaking, or writing about their
research, only if the information is to be shared in a public forum and it has ap-
peared in the published literature.

Recommendation 6: NIH intramural scientists should continue to be allowed to
engage in compensated speaking, teaching, and writing for professional societies and
for academic and research institutions as an outside activity as long as all ethics
review and approval requirements are met.

Recommendation 7: NIH should seek a change to OGE regulations to permit em-
ployees to be identified by their title or position (and institutional affiliation) when
engaged in teaching, speaking, or writing as an approved outside activity. Dis-
claimers should be provided that the activity is not being conducted in the employ-
ee’s official capacity as an NIH employee and that the views expressed do not nec-
essarily represent the views of NTH.

Recommendation 8: There should be no restrictions on royalties received on works
written, edited, or published or on income received from patents licensed by any
NIH employee who conducted the work as an approved outside activity.

Recommendation 9: The current OGE rules regarding receipt of bona fide cash
awards for meritorious public service or achievement and NIH’s interpretations of
the rules are reasonable and should apply to all employees. There should be no limit
on the amount of money received from a bona fide award. These awards are consid-
ered gifts under current law and are not considered outside activities because the
employee accepts the award in his or her official capacity.
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Recommendation 10: To increase NIH’s ability to manage conflicts of interest, it
should either move immediately to increase the number of employees required to
annually file a confidential disclosure form 450 or find some other means to achieve
comparable levels of internal disclosure.

Recommendation 11: NIH should ask OGE to make a regulatory change or seek
statutory modifications to provide NIH with greater discretion in determining
whether certain Title 42 employees should file public financial disclosure form 278.
This would promote the public interest by increasing transparency and thereby en-
hance trust in government. In the meantime, NIH should seek additional equiva-
lency rulings from OGE to increase the number of public filers to include all the
senior employees as specified in Recommendation 1.

Recommendation 12: NIH supervisors should be provided with enhanced training
on the criteria to be used for their annual review of financial disclosures so as to
become more effective in managing and avoiding employee conflicts of interest.

Recommendation 13: To preserve public confidence in NIH, the agency should put
in place a policy that requires employees to disclose all relevant outside relation-
ships and financial holdings in their work products, such as publications, speeches,
and invention disclosures. In addition, where relevant, such disclosures should be
made to potential research subjects as part of the informed consent process.

Recommendation 14: NIH employees should be required to submit recusals in
writing to immediate supervisors when a potential conflict of interest emerges. The
supervisor should then be required to inform those who should be aware of the em-
ployee’s need to be recused from the official duties for which there is a conflict. As
is currently the case, when an employee must be recused from official duties, those
duties can be reassigned only to someone at an organizational level above the em-
ployee. As such, recused employees or their supervisors will need to inform both su-
periors and affected subordinates of the recusal.

Recommendation 15: The NIH Ethics Office should prepare a user-friendly docu-
ment and website that displays ethics rules in simple language and emphasizes ex-
amples of outside activities and financial interests that are permissible as well as
those that are not. Employees seeking approval of outside activities should, as part
of their submission of form 520 and its supplements, indicate in writing that they
have reviewed these summary materials and have discussed any questions they
have with their relevant ethics official and/or supervisor.

Recommendation 16: The NIH Ethics Advisory Committee should issue a report
of its findings, in the form of anonymous case studies and generalizable principles,
on a regular basis to provide the NIH community with a clear common body of
knowledge by which to understand and interpret ethics rules.

Recommendation 17: NIH management should assure that sufficient resources are
provided for the administrative and management functions of its ethics activities to
guarantee that the expanded program proposed in this report can be implemented.

Recommendation 18: While the Panel has not addressed the application of Title
42 to the hiring and compensation of senior scientific staff, it is clear that some such
hiring and compensation authority needs to be applicable to this group of employees
if NIH is to remain competitive in the market for talent. In addition, the NIH Direc-
tor should ask HHS to review and, if appropriate, raise the current annual salary
capitation of $200,000 for the most senior Title 42 employees at NIH. The Panel is
concerned that the present ceiling is limiting the agency’s ability to recruit and re-
tain the nation’s best scientists as the leaders of NIH.

Mr. Chairman, since our report is not unduly long and contains substantiation for
these recommendation, we would like, with the committee’s permission, to have it
considered for inclusion in the record as an attachment to this statement.

Among the more significant changes these recommendations, if implemented,
would impose are:

e Senior NIH officials would not be permitted to engage in paid consulting with bio-
technology or pharmaceutical companies or academic institutions.

¢ In instances where paid consulting is permitted (i.e., no conflicts of interest exist),
such activity would be subject to a 400 hour annual limitation and a compensa-
tion cap of 50 percent of the individual’s annual base salary, with no more than
25 percent being derived from any one source.

e The number of individuals filing disclosures, both public and private, would be in-
creased, and all work products would bear a disclosure statement indicating re-
lated financial interests or activities of the researcher(s).

. Co}inﬁ)engation for outside work in the form of equity would be (prospectively) pro-

ibited.

e Scientists, where no conflicts exist, would be encouraged, not discouraged, in par-
ticipating in outside activities which are innate to the workings of the scientific
community at large. Thus, scientists would be permitted to receive outside com-
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pensation for speaking or writing about their work without having to wait one
year after that work has been completed and published.

e The salary ceiling for employees hired under Title 42 authority would be in-
creased to an extent which would assure that the NIH is competitive in the
marketplace for world-class scientists and managers of science.

In arriving at its findings and recommendations, the panel noted that for virtually
every policy it could conceive it could also identify extraordinary circumstances
under which the application of that policy would be counterproductive to the accom-
plishment of the NIH mission. For this reason, it is important that, within the con-
straint of applicable laws, the NIH Director be granted the authority to make care-
fully considered exceptions when deemed appropriate.

In conclusion, the Panel believes that the recommendations presented in our re-
port can correct many of the concerns that have in the past been expressed about
conflict of interest practices at NIH. We urge that the recommendations be adopted
as quickly as possible. This is needed to assure the continued, deserved public con-
fidence in the extraordinary work of NIH, to enhance the continued quality of the
scientific staff at NIH, and to rectify what the Panel perceives to be a growing mo-
rale problem among an excellent NIH staff.

Thank you, and we would be pleased to answer your questions.

NIH BLUE RIBBON PANEL ON CONFLICT OF INTEREST POLICIES
A WORKING GROUP OF THE ADVISORY COMMITTEE TO THE DIRECTOR, NIH
ROSTER

Bruce Alberlés, Ph.D. (Co-Chair), President, National Academy of Sciences, Wash-
ington, D

Norman R. Augustine (Co-Chair), Chairman, Executive Committee, Lockheed
Martin Corporation, Bethesda, Maryland

Christine Cassel, M.D., President, American Board of Internal Medicine, Philadel-
phia, Pennsylvania

Thomas H. Murray, Ph.D., President, The Hastings Center, Garrison, New York

Phillip Pizzo, M.D., Dean, School of Medicine, Stanford University, Stanford, Cali-
fornia

The Honorable Stephen D. Potts, Chairman, ERC Fellows Program, Ethics Re-
source Center, Washington, D.C.

Dorothy Robinson, Esq., Vice President and General Counsel, Yale University,
New Haven, Connecticut

Lawrence Sadwin, President, Lifestyle Security, L.L.C., Warren, Rhode Island

James Siedow, Ph.D., Vice Provost for Research and Professor of Biology, Duke
University, Durham, North Carolina

Reed V. Tuckerson, M.D., Senior Vice President, Consumer Health & Medical
Care Advancement, UnitedHealth Group, Minnetonka, Minnesota

Mr. GREENWOOD. We thank you, both Dr. Augustine, Dr. Alberts.

And the Chair would recognize for questioning the chairman of
the full committee, the gentleman from Texas Mr. Barton.

Chairman BARTON. Thank you, Mr. Chairman. I appreciate the
courtesy. I have got a hearing downstairs, too, on a telecommuni-
cations issue. So I appreciate be able to go out of turn.

Dr. Zerhouni, I am told that in the last 5 years there have been
about 1500 agreements covering over 500 of NIH employees that
cover some sort of outside consulting or compensation agreement
with someone who has business with the NIH. Does that number
seem approximately correct to you?

Mr. ZERHOUNI. I agree with your 1500 and 500 employee over 5
years. All outside activities that we were able to record. I am not
sure that all of them had relationships with people that had busi-
ness with the agency.

Chairman BARTON. Okay.

Mr. ZERHOUNI. I am not sure of that.

Chairman BARTON. Some sort of an agreement, maybe not a
business relationship?
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Mr. ZERHOUNI. Right. It may be all kinds of agreements, and we
have reported that in detail to the committee.

Chairman BARTON. Okay. With some sort of a drug company or
a biotech company?

Mr. ZERHOUNI. Some of them would have relationship with drug
companies, but not necessarily that the drug company had business
with NTH.

Chairman BARTON. Okay.

Mr. ZERHOUNI. If the company has official business with that sci-
entist, our current rules prohibit outside activities in that context.

Chairman BARTON. Okay.

Mr. ZERHOUNI. Okay.

Chairman BARTON. Well, just as an example, this is a director
who is no longer with the agency. I will not list the gentleman’s
name. But while he was a director of NIH, just as an example, this
particular individual, director of the institute, he served on the
board of directors of a private company, a biotech company and
held one-half of the stock equity in that company. So I would think
that was some sort of relationship. Now that gentleman is no
longer with us. No longer with the NIH I should say. He is still
alive and healthy.

On December 8 the committee staff sent a request to NIH that
asked for details on all these agreements covering 5 years. And a
funny thing happened. Apparently a lot of those agreements that
were in effect were terminated on the date of the letter. We don’t
know the exact number, but it could be as many as half of the
agreements just coincidentally all of a sudden were terminated.
Does that strike you as a little bit odd?

Mr. ZERHOUNI. Well, first of all, I think the relationship that you
pointed out first with the Director, I think should be off limits. I
said that the very first time. I consider stock ownership, fiduciary
duties in an outside entity when you have a responsibility, that
should be off limits. And I think the rules address that.

The second about the numbers. At the time of the December 8
subcommittee request we recorded about 228 agreements at that
time—no, 228 scientists involved in about 300 agreements. Now do
not hold me to the numbers. Then I requested, I said if you want
to continue you have to put a hold on all your agreements and
come to the newly formed—the one that I formed in November—
the NIH Ethics Advisory Committee. In that process, two of the di-
rectors that had been reported in the L.A. Times out of the 27 di-
rectors we have, the two that were involved, terminated their
agreements. And as we requested, the review—the uncertainty I
think and perhaps what you are, I think, alluding to that perhaps
some scientists were not so happy or were not so comfortable with
this being reviewed by an independent panel. It says two things.

One, the system failed and two, the new system is sending a
message that if you want something at NIH, you are going to come
to an independent panel that is not related to your institute or
your ethic’s advisor, it is in the Director’s office and you had better
be sure about what you are doing before you come forward.

So you can look at it two ways, Mr. Chairman.

Chairman BARTON. Is it also true that when you talked earlier
in your oral testimony that there is some things that you do not
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have the authority to require that, that there is some Privacy rules
that apparently apply to the entire government that overrule your
ability to get information, but when you request legal opinion from
the Office of General Counsel at HHS—I do not want to put words
in your mouth. But did the Office of General Counsel encourage
you to find a way to encourage your agency to cooperate with this
committee or did the Office of General Counsel at HHH encourage
you to find a way to not cooperate? Put that in your own words.

Mr. ZERHOUNI. Right.

Let me just says this, that my instructions to my staff and my
interactions with the Office of General Counsel, reflected a desire
to find every possible way to cooperate. And if there is, and you
mentioned the cooperation

Chairman BARTON. I want to make sure.

Mr. ZERHOUNI. Right.

Chairman BARTON. You said the Office of General Counsel told
you to find every way to cooperate?

Mr. ZERHOUNI. No, I said that.

Chairman BARTON. Oh, you said that.

Mr. ZERHOUNIL. I said that. I said please

Chairman BARTON. I did not ask what you said. I want to know
what their attitude was when you asked them for

Mr. ZERHOUNI. The first event was that NIH could not change
its rule without new regulations. That was the advice we received.
That is why we created this NIH advisory committee.

After the December 7 media reports, we did a full analyses of ex-
actly what happened in 1995. The Office of Government Ethics at
the time had set some rules.

When we were asked to provide the information you needed,
Chairman Greenwood called me because we did not have the com-
pensation amounts. So I immediately said, well, frankly we need to
have them. I do not have

Chairman BARTON. But apparently those are not required under
current regulation——

Mr. ZERHOUNI. They are not required under government

Chairman BARTON. [continuing] and so we have no clue what
some of these people are being compensated for.

Mr. ZERHOUNI. But, Mr. Chairman, I would like to point out this
is not an NIH specific issue. This is Government Ethics 1993. And
I think you will have the acting director of OGE and you will ask.
I can assure you, this was not an option of NIH. In 1998 we re-
quested that that disclosure be made so that we could have more
disclosure.

Chairman BARTON. Well, let me ask, has it to your personal
knowledge at anytime has NIH been able and actually request and
receive compensation figures from individuals who have outside ar-
rangements that result in financial enumeration or stock enumera-
tion? Have you ever asked for and been able to receive that? Not
you, but I mean NIH?

Mr. ZERHOUNI. To my knowledge between 1995 and now, I do not
think so. I do not know before 1995, Mr. Chairman. I will check
and let you know.

Chairman BARTON. Could you find that out?

Mr. ZERHOUNI. I will find that out for you.
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Chairman BARTON. Okay. Well, my time is getting close to expir-
ing.

If you were to make a recommendation to the Office of General
Counsel at HHS to testify before this subcommittee voluntarily,
what would you recommend?

Mr. ZERHOUNI. That they should.

Chairman BARTON. Are you aware that we asked them and that
particular individual said no.

Mr. ZERHOUNI. No, I am not. I am not aware of that.

Chairman BARTON. Do you think that shows an attitude of co-
operating or noncooperating with this committee?

Mr. ZERHOUNI. I cannot comment, Mr. Chairman, on what they
decide. I was not aware of that.

Chairman BARTON. Because it is no, does that indicate coopera-
tion? You came.

Mr. ZERHOUNI. And I will come again.

Chairman BARTON. Yes. I would say you are cooperating.

Mr. ZERHOUNI. I will cooperate to the greatest extent I can, and
I think we should all do that.

Chairman BARTON. All right.

I could go, Mr. Chairman, but I am going to excuse myself to go
downstairs. But I want this panel to understand this is the first
hearing and NIH, to some extent, is the first agency. But this will
not the last hearing and this will not be the last agency. We are
going to have accountability.

This committee is going to reestablish the oversight responsi-
bility that former Chairman John Dingell was noted for, and we
are going to do it on a bipartisan basis. And I would encourage you
to encourage the people in your agency that if we ask for informa-
tion, they can do it voluntarily or involuntarily, but they will do it.
We are going to get to get to the bottom of this.

And with that, I would yield back to the distinguished sub-
committee chairman.

Mr. GREENWOOD. The Chair thanks the gentleman and recog-
nizes for 10 minutes for purposes of inquiry, the gentleman from
Colorado.

Ms. DEGETTE. Thank you, Mr. Chairman.

Dr. Zerhouni and the other panelists, I have been thinking about
something for a few days, which is of course the Blue Ribbon panel
recommendations. And the whole idea, the premise you all seem to
be coming from now is that we really should not eliminate this out-
side income and payment, so instead what we should try to do is
have transparency. And I frankly, I will be honest like the Chair-
man, have some questions about that fundamental premise.

Dr. Zerhouni, you said that a blanket prohibition might not be
the most satisfying thing to do because scientists need to interact
with others and outside groups in order to do their work. Would
that be a fair summary of your statement, Doctor?

Mr. ZERHOUNI. I said a blanket prohibition would be the easiest.

Ms. DEGETTE. Right.

Mr. ZERHOUNI. And most superficially satisfying. But I think if
you look into it more, remember NIH has two functions. One is to
do the research in its own laboratories and then granting.
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Ms. DEGETTE. But the button line is you feel that these scientists
need to interact——

Mr. ZERHOUNI. Right.

Ms. DEGETTE. [continuing] with outside groups and industry to
do their research, right?

Mr. ZERHOUNI. To enhance their ability to understand research
and translate that research into real tangible benefits.

Ms. DEGETTE. Okay. Right. Why do they have to be paid large
amounts of money to have that interaction.

Mr. ZERHOUNI. Okay.

Ms. DEGETTE. I mean, the money is not central to the inter-
action, right?

Mr. ALBERTS. We looks into this. If you want to consult with in-
dustry, we were talking about that very seriously on the panel, you
have to sign a confidentiality agreement with industry that you
will not disclose their private information. If you are government
employment doing it as an official duty, you are not allowed to sign
any such agreement.

So one of the things we explored could this contact with industry
occur purely as unpaid official duty activity.

Ms. DEGETTE. Right.

Mr. ALBERTS. What we concluded was it wouldn’t happen.

Ms. DEGETTE. Why? Why.

Mr. ALBERTS. Because industry would refuse it.

Ms. DEGETTE. You mean industry just wants to force these peo-
ple to take money for cooperating like this?

Mr. ALBERTS. Well, you can only do

Ms. DEGETTE. You have the top research scientist in the country
at NIH cooperating with private companies. And I would assume
there is also a mutual confidentiality agreement that they will not
disclose governmental proprietary information as well.

Mr. ALBERTS. Of course. That’s true, yes. That is right. We were
told that industry will not

Ms. DEGETTE. Who told you that, Doctor?

Mr. ALBERTS. Various witnesses. I cannot remember their names.

Ms. DEGETTE. Would you supplement responses?

Mr. ALBERTS. Legal people.

Basically that if you are going to be on a scientific advisory
board, for example, for a biotech company they will not have you
do that as your official duty activity unpaid because you cannot—
it is illegal for you to sign any confidentiality agreement that you
\évill not reveal trade secrets that you learn in this relationship.

0_

Ms. DEGETTE. Okay. Doctor, could you supplement your answers
with the names of the individuals who told you that it was illegal
to

Mr. ALBERTS. We will submit that afterwards, yes. I cannot re-
member.

Ms. DEGETTE. Thank you.

Dr. Zerhouni, did you want to clarify that?

Mr. ZERHOUNI. Basically when industry works with a govern-
ment employee under official duty activity, essentially anything
that is done within that work product, the employee cannot receive
any compensation. The product of that interaction is owned in part
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by the government. So what industry wants is to have a scientist
on his or own time, because you know, the rules are such that if
you are doing this on your own time, the current government ethics
rules say that this is your own work product. And that is why I
think industry prefers to work with scientists on their own
private——

Ms. DEGETTE. I completely understand that.

Mr. ZERHOUNI. Right.

Ms. DEGETTE. That does not go to the issue of why they have to
be paid large amounts of money to do that, sir.

Mr. ZERHOUNI. The large amounts of money, I think we can give
you the data since we have it. We have the current data

Ms. DEGETTE. I have some data right here that I am going to
talk about in a minute.

Mr. ZERHOUNI. Okay.

Ms. DEGETTE. And I have some slides. But before we put those
up, I would like to ask Dr. Augustine something. Because you
something about it is hard to hire top tier scientists at the NIH
without this compensation. Is that really what we are talking
about. I mean, is that the unspoken message in this room that
really the money we are paying these scientists, as the Chairman
said, some of them—many of them are paid more than the Vice
President of the United States. One of them made $290,000 on the
government payroll last year. Is what we are really saying is we
do not think we can hire these scientists unless we allow them to
get private contracts for substantially more money? Is that really
what we are saying, sir?

Mr. AUGUSTINE. Well, you start out exactly where we were. With
regard to compensation, the higher level scientists are clearly un-
derpaid compared with their marketplace.

Ms. DEGETTE. Right. But you know something? I am clearly un-
derpaid compared to lawyers of my level of experience in the pri-
vate market. I mean, people go into these jobs for public interest,
not for the salary, I would assume. Is that not an assumption you
thought of, too?

Mr. AUGUSTINE. I was going to finish. I would respectfully sub-
mit that these people are within their marketplace, the academic
community, they are significantly underpaid. We also found that
that probably is not the principal driver in this issue. The principal
driver we found was their desire to be treated as other members
of the academic community who are permitted to do consulting,
who are permitted to interact with industry and have this two way
exchange.

The difficulty, if I could take a moment, as I understand it is
that if they do this as an official duty—let me back up. If they do
consulting with a firm, the firm obviously wants a confidentiality
statement. You are not allowed to sign that if you are on official
duty. Furthermore, if you are on official duty, you are not allowed
to give preference to a single company. It would be unfair.

Ms. DEGETTE. Right. I understand those are the rules. And I am
sorry to be rushing. I only have 10 minutes to question.

And I understand all of those concerns. But one thing we have
found, and I know we are going to have more investigations, is that
some of the payments that are being made by these private compa-
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nies when the researchers are on their own time, aside from their
NIH research, are disproportionate to the amount that people, say,
at the University of Colorado Health Sciences Center are being
paid, because they are the NIH and they do control big grants. In
other words, you know, the payments they are getting may not be
in not direct correlation to the actual work you are doing. Do you
share that concern, Doctor?

Mr. AUGUSTINE. We do.

Ms. DEGETTE. I would think so.

Mr. AUGUSTINE. The reason we put on the limit on as to the
amount they could receive was exactly that consideration. But it
should also be noted that these people that are allowed to consult
under our recommendation are not involved in making grants.
They have nothing to do with grant making.

Ms. DEGETTE. Well, I understand that. But that may not be
what some of the private companies are thinking.

Here is why I am concerned. If we can show slide No. 1, we have
some slides here to talk about the extent—now these are individ-
uals. And I think these are in your notebooks, too. Are they in the
notebooks? No, they are not in the notebooks. We will hand you a
copy of it.

These are agreements that have been authorized under NIH pro-
cedures. I think some of these may be unauthorized under the new
procedures Dr. Zerhouni is talking about and the Blue Ribbon
panel, however those rules have not yet been enacted. So these fi-
nancial agreements could happen right now.

The first one is Michael Brownstein who is the Chief of NIMH
Genetic Lab. He has received almost $2 million from four biotech
firms. In each case, he is either a member of the board or the sci-
entific advisory board or both.

Here is my question: How can the public be assured that nothing
he knows from his work at NIH, nothing he learns about the
projects of competitors of these firms from his work at NIH or any
subject involving his work at NIH will not be brought up at these
meetings? Anybody have any idea? How do we know because he is
making all this money from four biotech firms that there is not
going to be any kind of crossover? Doctor——

Mr. AUGUSTINE. Well, you raised the concern we had, namely
that we place a limit on what they can take and we ruled out stock.

Ms. DEGETTE. But, Doctor, you have recommended a limit. That
limit has not been enacted.

Mr. AUGUSTINE. Well, we recommended it about a week ago.

Ms. DEGETTE. Right. Okay. Yes, last week.

Mr. AuGuUsTINE. Hopefully, it will be.

Ms. DEGETTE. With this hearing coming up this week.

Well, let me ask you a question Dr. Zerhouni. What do you think
Michael Brownstein is thinking about in the shower? Seriously,
that is what you all said the standard is.

Mr. ZERHOUNI. Well, I think that, and again I said that publicly
before the Blue Ribbon panel, I say it again. I think people have
stock, stock ownership, board positions in private entities, I do not
think that should happen for senior officials. Even, I mean for any-
body. I mean we are prohibiting that for everybody.

Ms. DEGETTE. Is that part of the rules you are enacting?
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Mr. ZERHOUNI. Yes.

Ms. DEGETTE. And when do you intend to enact those rules?

Mr. ZERHOUNI. ASAP. As soon as I can.

Ms. DEGETTE. Okay. Let us take a look at slide No. 2. This is
about consulting arrangements between NIH employees and drug
and biotech firms. This is Dr. Germain, who is the Deputy Chief
of Lymphoma Bio Section of the NIAID. Now, he is receiving
$430,000 roughly, a little more, plus stock of an unspecified value
from seven different companies. Even if there is no actual conflict,
and it sure looks like there might be to me because apparently all
he stated on his ethics forms is he is a consultant to these firms,
how do we know that he has time to do his work and manage his
section?

Mr. ALBERTS. Okay. That is the

Mr. ZERHOUNI. First of all, I think that Dr. Germain was the ob-
ject of the media reports, so we looked very carefully at that.

Fundamentally what we have looked at is this conflict of commit-
ment, how much time do you really spend on these things within
your own time as a scientist. It turns out that if you look carefully
at Dr. Germain these are long—I mean this total for example that
you are reporting is for over 10 years. So that what you really need
to look at is not just the ethics consideration, and this is why we
think we need independent peer review for every one of these
agreements and this is what the new system is doing.

Ms. DEGETTE. Okay. Just one last question. And first of all it is
over 4 years, not 10 years at least in this slide. But second, and
this is my question, the Blue Ribbon panel recommendation is
$100,000 compensation and no more than 400 hours per year. That
adds up to an 8-hour day every week of the year. I want to ask
all of you, do you think that is reasonable for our research scientist
at a place like NIH who are well compensated compared to other
people who are in the public service, do you think one work day,
or I guess Saturday, every week would be a reasonable amount of
time for these people to be spending on outside activities?

Mr. ALBERTS. That is basically the academic standard. Most uni-
versities allow that kind of effort.

Ms. DEGETTE. So your answer is yes?

Mr. ALBERTS. That is the limit. And I was at Princeton for 10
years, we were allowed this. But not on Princeton time, but we
were allowed to spend as much as 1 day a week on outside activi-
ties.

Ms. DEGETTE. But Dr. Augustine, when you were over at Lock-
heed Martin—you were at Lockheed Martin, right?

Mr. AUGUSTINE. I retired.

Ms. DEGETTE. Did they let the people their researchers take 1
day a week for outside activities?

Mr. AUGUSTINE. We would not.

Ms. DEGETTE. Thank you.

Mr. GREENWOOD. I just want to follow up on that. I just want
to understand something before I get into my inquires here.

One day a week for outside activities, does that leave 4 days a
week for the NIH?

Mr. AUGUSTINE. Extra days.

Mr. ZERHOUNI. Extra days. On their own time.
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Mr. GREENWOOD. That seems that they have 5 days a week that
they are giving to us, of course.

Mr. ZERHOUNI. Yes.

Mr. GREENWOOD. And how do they account for that?

Mr. ALBERTS. It depends. In universities they have to account in
different ways depending on the university.

Mr. GREENWOOD. Did you recommend that there be an account-
ing process so that when I take that day, I——

Mr. ZERHOUNI. Right. And that is what I refer to in my fourth
opening statement about the need for monitoring and oversight. In
other words, the system as it stands today, Mr. Chairman, I could
not tell you that I know for sure Dr. X is spending so many hours
doing whatever they do. But I know for a fact that you can manage
that if you have a data base that’s managed centrally where you
have the requisite review not of what the scientist says, but of the
original documents that say you should work 1 day a week at this
place or that place so you can accumulate them in one place.

Universities have done that. I came from a university that imple-
mented such a system. And I think you can do it if you really cen-
tralize it.

Mr. GREENWOOD. I have questions. I mean, there are a lot of
questions that that raises. When I talk about the swivel chair, I am
talking about somebody sitting at a desk and saying okay, Doctor,
you have a call from XYZ company. He takes the call or he cannot
take the call and he calls later on an NIH phone and spends 2
hours. Is that a system to account for all of that?

Mr. ZERHOUNI. Mr. Chairman, I would sleep so much better if I
just gave you what you want, what you are expressing, which is
total separation firewall between the Federal agency and the pri-
vate sector.

Mr. GREENWOOD. I think there needs to be.

Mr. ZERHOUNI. You know, and that would be much easier to do,
much easier to—but having been myself a scientist at managing a
university—Lockheed Martin is not a university. And I think we
need to really look at that carefully and make a decision. But,
frankly, I would be where you are if I had my full drothers, make
my life easier.

Mr. GREENWOOD. All right. Let me pose another question to you.
Today’s Los Angeles Times reports that internal documents show
that the Blue Ribbon panel was concerned about how little is
known about the extent of financial ties between drug companies
and NIH personnel. According to minutes of a closed door meeting
early in April of that Blue Ribbon panel, the panel was “was sur-
prised to learn that many people do not disclose at all. The panel
thinks there needs to be an internal review that picks up signifi-
cant financial interests.”

The question is, I guess I should address this to Drs. Alberts and
Augustine, do these minutes reflect the fact that many NIH em-
ployees are not disclosing their outside consulting even to their in-
stitutes to get approval?

Mr. AUGUSTINE. Yes, and I will begin if you look.

We were concerned. There are two basic mechanisms for disclo-
sure at NIH that you are aware of that really apply to the govern-
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ment as a whole. One has private disclosure within the agency, the
other is more public disclosure.

With regard to the former, which is the form 450, only people
who are specifically prescribed to submit that form have to submit
it. There is not a blanket group that has to submit. And so we were
concerned that there are a large number of people that do not sub-
mg: at all, and they comply with the rules as they are written
today.

With regard to the latter form, the 278, the public disclosure
form you have already heard this problem with the artifact of the
interpretation of the legislation denies the NIH leadership the abil-
ity to compel people to file. And that we recommended be changed
or at least the interim steps be taken of the type that Dr. Zerhouni
has already taken to cause more people to have to file public disclo-
sures.

The bottom line is that they are basically complying with the
rules as they are written, but they need much more latitude to
have more people disclose both publicly and privately.

Mr. GREENWOOD. And we are disclosing: (a) the fact that they
have a private consulting arrangement or; (b) the income derived
therefrom?

Mr. ALBERTS. I think this needs some clarification. There is yet
another form, 520. So the outside activities require review process
in the form of filing the form 520 for any new outside activity, and
every employee as far as I know has gone through that process. So
outside activities are covered.

What we were talking about in our panel was well suppose a re-
searcher inherited $10 million worth of Merck stock and held it
and was doing something that might effect his or her activities,
bias them by that holding. Well, there was no way unless that per-
son was filing a form 450 for the NIH to know about that holding.
And so what this recommendation that I talked about, rec-
ommendation ten, focused exactly on this issue. We think the NITH
must know the financial holdings that might be relevant as well as
the outside activities.

They do know about the outside activities because of form 520.
450 deals with the financial interests, and we are not sure that
OGE will actually allow enough 450 filers. So we recommend if
they do not, then find some other way to get the information.

Mr. GREENWOOD. Well, OGE ultimately is going to follow the
laws and the committee is going to help the rest.

Mr. ALBERTS. Yes, of course. We encourage that.

Mr. GREENWOOD. But let me understand one other issue here.
There are two ways to gather information of this kind. One is to
say if you are engaged in this activity or if you own these stocks,
then you need to submit a form.

Mr. ALBERTS. Yes.

Mr. GREENWOOD. The other one is to say everybody needs to sub-
mit a firm. And you either affirmatively declare these things

Mr. ALBERTS. Yes.

Mr. GREENWOOD. [continuing] or you declare that you have no
such entanglements.

Mr. ALBERTS. The latter would be our recommendation.

Mr. GREENWOOD. And the latter is your recommendation?
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Mr. ALBERTS. Yes.

Mr. GREENWOOD. Okay. All right.

What is the factual basis for your statement that there are “ap-
proximately 120 of NIH’s employees currently involved in con-
sulting agreements?” How reliable is that statement?

Mr. ALBERTS. It was mentioned, we had an extensive interaction
with NIH staff to get information. And as you can see from the re-
port, we started from zero knowing about any of these things ex-
cept for a few people. Steven Potts who is the former Director of
OGE understood these things, but most of us for the first time ever
encountered all this complex set of forms and regulations.

And so in preparing our report, we relied on request for informa-
tion back and forth to NIH staff to give us the information. That
was one of the specific requests we made, and that was the number
we got back from

Mr. GREENWOOD. So that was 120 employees affirmatively said,
yes, I am doing that?

Mr. ALBERTS. That was for the NIH data base. We did not con-
tact the employees directly, we asked the NIH what they knew.

Mr. GREENWOOD. And when you say 120 employees have these
arrangements, that is a minute in time?

Mr. ALBERTS. That is a minute in time.

Mr. GREENWOOD. Right. So it could be that the next day, 40 more
start consulting agreements. What is your sense of over the course
of a year how many employees at NIH are involved in these con-
sulting arrangements.

Mr. AUGUSTINE. Mr. Chairman, we were told that there were 118
employees in March of 2004; that’s the moment in time, involving
196 different activities. We were told that that number is probably
suppressed because of the attention that has been given to the
issue at this time. It could be higher or lower.

We do not have a projection for the future, but it was higher in
the past.

Mr. GREENWOOD. Well, did you consider asking for information
as to the state of affairs 6 months previously or a year previously
so that you would nullify this suppressing effect?

Mr. AUGUSTINE. I do not have the specific data with me. I would
be glad to provide it for the record, if possible.

Mr. GREENWOOD. After reviewing the spreadsheet of consulting
agreements data and the accompanying documentation, the com-
mittee staff found at least 90 instances where a consulting agree-
ment appears on an employee’s financial disclosure form, yet did
not appear on the spreadsheet which was supposed to contain a
comprehensive list of all agreements. Does the Blue Ribbon panel
have any reason to believe that not all consulting agreements have
been and are being disclosed to the agency? How can you be ceratin
that all employees are making full disclosure?

Mr. AUGUSTINE. I believe that the answer to that is that you
have to depend upon the employees to comply with the rules. And
I think one failing probably has been that the rules have not been
adequately explained and understood by the employees. In addi-
tion, it is probably appropriate to conduct spot checks to be sure
that the compliance is there.
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Mr. GREENWOOD. In my first question I referred to today’s L.A.
Times story and there was a quote that was taken from minutes
according to the L.A. Times. And that was the quote that I read
that says that the panel was “was surprised to learn that many
people do not disclose at all” etcetera.

The NIH provided the committee the minutes of the panel’s
closed sessions and the staff did not find any such quotes in the
minutes. Are there draft meeting minutes that the NIH has not
provided to the committee?

Mr. ZERHOUNL. I can check into that.

Mr. GREENWOOD. Either we did not get that or the L.A. Times
made it up.

Mr. ZERHOUNI. I do not know, but I can shed some light to that.
After the article I asked Dr. Kington our Deputy where did that
come from. And emails were the source of that, not minutes to my
knowledge.

Mr. GREENWOOD. So when the L.A. Times says that these were
from minutes of a closed door meeting in April, you are saying that
that is not the case. That they were from——

Mr. ZERHOUNI. Mr. Chairman, give me some time to look into
that. Because this happened this morning. I really cannot—but I
will follow up with you and tell you what our best guess is where
that information is from.

Mr. GREENWOOD. In the same L.A. Times article today it is re-
ported that the Deputy Director Raynard Kington wrote in an
email that he feared the panel members did not understand “that
there is not a bright line” between those involved with intramural
research and those involved with outside extramural research.
Kington also wrote “I think, and I think many outside people would
agree, that our IM, intramural scientists, should not consult with
ual(iiv%rsities and other institutions that are funded by us,” Kington
added.

Dr. Zerhouni, do you agree with Dr. Kington?

Mr. ZERHOUNI. I asked Dr. Kington to see if he had the email,
and again I have the email here. I would be happy to give it to you.

If you look at the discussion that went back and forth, you will
see that the context of the quote and the context of the email are
a little different. That Dr. Gottesman was talking about teaching
writing and academic activities. Dr. Kington was talking about
having influence over granting mechanism. And you can see
through the email the conversation.

I think it is healthy to have good debate about these issues, but
I think that is the source, and I would be happy to give you the
copy of the email I have, Mr. Chairman.

Mr. GREENWOOD. Yes, we will ask you to submit that email for
the record.

My time has expired. And the gentleman from Maine, Mr. Allen
is recognized is for 10 minutes.

Mr. ALLEN. I thank you. Thank you all for being here.

And, Mr. Chairman, I thank you very much for holding this par-
ticular hearing.

I did not hear all that you said at the beginning, so I want to
make sure I am understanding where you are recommending we
go. I take Dr. Zerhouni’s point about an academic institution and
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the need for in academic institutions, most of the academics I know
are doing something else on the side as well. But clearly this is an
area of great concern because of the reputation of NIH, because of
the function as an independent body doing research and yet in the
private sector today it is pretty clear that the pharmaceutical and
biotech industries are large, and certainly at least the pharma-
ceutical industry is very profitable and has these networks of rela-
tionships are being formed. And I think as Members of Congress
we really have to be concerned about the issues that you are all
dealing with today.

But it sounds to me, correct me if I am wrong, there are different
ways to go at this problem of whether or not there is a conflict of
interest. And it sounds to me from what I picked up that one way
is to have a review of the content of the agreement so we know
what the agreement itself is.

A second way would be to put some sort of cap on the amount
of money that can be earned by any NIH employee.

A third way is the amount of time that the employee could
spend, and we have already discussed that.

And a fourth way, which I do not think has been mentioned yet,
is to really look at the nature of the outside entity, whatever cor-
porate entity it is, whatever subsidiary relationships that it may
have.

So let me ask you about a few of those. The time spent, Dr.
Zerhouni, I think you said the 400 hours a year is what is tradi-
tional in the academic world. Do you have any idea whether for
NIH employees who are doing consulting today that 400 hours is
what they do, I mean 400 hours a year is sort of typical of what
many employees are doing so far or is it more or less? And, you
know, are we really reining them in or not when it come to the
hours they actually would do one form of consulting or another?

Mr. ZERHOUNI. I do not have this information right in front of
me, but my experience with that is that 90 percent probably spend
20-30 hours, 1 or 2 interactions. And then a small percentage may
be at the 400 hours or more.

So typically the percentage of individuals who have discoveries or
real advances in science that would be of greater interest is very
small in a university as well as a Federal agency.

Mr. ALLEN. So a 400 hour a year restriction for NIH employees
would be the kind of restriction that would only effect a few people
today is what you are saying?

Mr. ZERHOUNI. My sense would be that based on my experience
people who have the opportunity to provide 400 hours are those
who would typically have made a breakthrough discovery, know
something that no one else knows, something like that. Well, you
know that in a research institution it is not going to be 100 percent
of the people, but more like 10 percent or 15 percent of the people.
But that is my guess, and I can certainly look it up for you.

Mr. ALLEN. When it comes to the review of the content of the
agreement, I am a little bit curious about is that going to be done
by independent panel or the NIH Ethics Advisory Committee, is
that going to be involved in doing a sort of peer review of agree-
ments?
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Mr. ZERHOUNI. That is the idea. It should be done independently
by individuals who are not in the reporting relationship to the per-
son who is requesting this and are directly reporting to the director
of the agency, so that you do not have a conflict there.

Mr. ALLEN. Do you expect the committee to meet on a regular
basis? And if so, will it make its judgments as a committee and not
as individuals? I mean, how:

Mr. ZERHOUNI. The committee will meet on a regular basis. It is
managed by the Deputy Director of NIH, Dr. Kington, and will
make its recommendation on a regular basis as well as keeping a
case history of every single case that comes to their attention so
that we can over time identify patterns if we need to.

Mr. ALLEN. Okay. I would like if we have time to put up some
slides. Slide A dealing with Pfizer. You have that?

This is one slide that basically looks at some of the more promi-
nent drug and biotech companies that are currently paying NIH
employees. I wanted first to note that really only Abbott Labs and
Schering Plough cooperated with Mr. Waxman and Mr. Brown. But
we got information on the other firms.

This one dealt with Pfizer.

Just looking at this, you cannot see that, but Mr. Brewer the
chief the molecular disease branch, Dr. Brewer, is receiving
$19,000 a year in 2001, $16,500 in 2002, $20,000 in 2003 and
$18,000 a year fee for the future.

I mean, my understanding, correct me if I am wrong, is that the
recommendation in the report is that people would be—I mean em-
ployees would be limited to earning no more than 50 percent of
their current income per year outside. Is that a restriction that is
going to have a material bearing on many of the people who are
currently NIH employees or is it a restriction that will effect only
a tiny fraction of the current consultants?

Anyway who would like to.

Mr. AUGUSTINE. Mr. Allen, if I might respond. I think there is
a fifth criterion on your list of four. I think the four were very good.

The fifth one we felt has to do with responsibility of the indi-
vidual at NIH. And so we would differ between a person in a lead-
ership role, a person who is performing human subject work, a per-
son who is overseeing an allocation of grants to the outside, and
finally what I would call the bench scientist working entirely in the
laboratory.

And so I think the restrictions, the more important restriction
rather than the dollar amount is that we would simply preclude
those first few groups from having any outside consulting and it
would only be the latter group that we would permit under our rec-
ommendation to have consulting. And only then when it did not
pose a conflict of interest with ongoing work.

Mr. ALLEN. I see. So the higher up the chain you go, the less you
can do by way of outside consulting?

Mr. AUGUSTINE. And at the upper levels the answer is one.

Mr. ALLEN. None.

Mr. ALBERTS. There is also the 25 percent from any one source
restriction that we are recommending.
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Mr. ALLEN. Okay. Okay. But your position is that you think the
50 percent of income for those to whom it applies is a restriction
that should deal with part of this particular problem, anyway?

Mr. AUGUSTINE. I think we would characterize it much as Dr.
Zerhouni did. I think it will not effect the average person. But the
person who is trying to do something extreme, I think we have
stopped them.

Mr. ALLEN. Okay. Thank you.

Let me just check one more slide here. Slide B for Wyeth, do you
have that? Just calling your attention to a couple of the people.

I mean, there you have—no, these are not broken out quite the
same way. But Melissa Kitner Triolo, almost $120,000 over 3 years.
And Germain, the past is spread out, but the future $25,000 a
year.

I mean, those are numbers that you are comfortable with for peo-
ple in their positions? Excuse me 1 second.

I do not know where they are in the chain.

Mr. ALBERTS. I do not either, so I cannot answer that question.

Mr. ALLEN. Dr. Zerhouni, do you know where they are in the
chain?

Mr. ZERHOUNI. Yes. I mean, Dr. Germain is a laboratory chief.
He’s a chief of the biotech. So he is an intramural scientist.

Mr. ALLEN. Yes.

Mr. ZERHOUNI. Am I comfortable with them making $25,000 a
year or half of their salary? The answer is yes, as long as it is com-
pletely reviewed, completely disclosed and that we understand the
content of the relationship.

Dr. Germain is a world class immunologist who invented, discov-
ered many of the fundamentals of immune system response. He is
basically in the Nobel Prize equivalent category. Many people want
to talk to him about his knowledge of immunology.

It is going to be the case that if you look at this, many of them
are 2500 or 10 or 15; there is a relationship between the amount
of 1ailctivity and the importance of the research of that person, typi-
cally.

Mr. ALLEN. Okay.

Mr. ZERHOUNI. So that is where we need to cap. That is where
we have to have clear rules of only so much.

Mr. ALLEN. Thank you very much.

I yield back.

Mr. GREENWOOD. The Chair would announce that we face a se-
ries of four votes now. Dr. Zerhouni, I know that you need to be
back at NIH to meet with the President. What time do you need
to leave here, sir?

Mr. ZERHOUNI. Right now.

Mr. GREENWOOD. About now?

Mr. ZERHOUNI. About now, Mr. Chairman.

Mr. GREENWOOD. Pardon me?

Mr. ZERHOUNI. About now, Mr. Chairman.

Mr. GREENWOOD. About now. Okay.

In that case, what we will do is we will recess for these votes.
We will return in about a half an hour. Drs. Alberts and Augus-
tine, I assume you can remain with us?

Mr. AUGUSTINE. Yes.
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Mr. GREENWOOD. You will have time to grab some lunch. We will
be back here as soon as the series of votes are over, which should
be 30 minutes or so.

And then, Dr. Zerhouni, we are probably going to ask you to
come back at another time and drill you all over again.

Mr. ZERHOUNI. Absolutely. I am sorry about the event today.

Mr. GREENWOOD. So the committee will stand in recess until the
series of votes is completed.

[Brief recess.]

Mr. GREENWOOD. Mr. Bilirakis for 10 minutes.

Mr. BILIRAKIS. Thank you, Mr. Chairman.

Let me ask you gentlemen since the Director is not here, you
heard him make his statement where he talked about reviewing
and he had certain steps to try to address this problem, this situa-
tion and whatnot. I guess my question has to go with does he have
the authority to do what is needed to be done, whatever he may
decide? Does he have the authority?

Mr. AUGUSTINE. Mr. Bilirakis, I think our answer to that would
be that he does not have the total authority he needs. Part of it
relates to his ability to compel additional people to file form 450,
the private disclosure form. In addition, the interpretation of Title
42 is such that it makes it very difficult for him to compel people
to file form 278, the public disclosure form. In each case there prob-
ably is a way around it, but in each case that way is cumbersome.
And in the case of the form 278, he can file exceptions by positions,
but it is a major undertaking. And every time you reorganize NIH,
you would have to refile.

Mr. BILIRAKIS. And apparently his lawyers advised him that he
did not have the authority necessary, as I understand it.

Mr. AUGUSTINE. Our sense has been very much that Dr.
Zerhouni has tried mightily to comply with the rules as he under-
stands them and the constraints that are placed on him, including
the Privacy Act.

Mr. BILIRAKIS. Well, he has told us the same thing about the al-
location of research dollars to what disease and that sort of thing
that he does not—I mean my impression is at least that he does
not have the authority to do anything about that. So here he is a
director and he is being held responsible for these particular acts
that we are talking about and, you know, some of the other areas,
apparently the allocation of the dollars and whatnot.

But let me ask you then, should he have that authority?

Mr. AUGUSTINE. The two specific authorities that I mentioned we
believe he should have. And we tried to stand back and understand
the context of the problem. And the issue, I think, begins with
some years ago when there were dissimilarities throughout the
government in conflict of interest rules. And there was a feeling
that that was unfair to the employees and there should be more
standardization. And as a result of that standardization, we do not
reflect properly the uniqueness of the NIH. And I think the rules
that are there or the intention was probably good, but they just do
not apply very well to NIH’s situation.

Mr. BILIRAKIS. So, yes. And the staff just reminded me, certainly
your people have spent an awful lot of time on your study and your
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recommendations and whatnot. So are we saying then that he does
not have the authority to put all those into effect?

Mr. AUGUSTINE. I think that some of the recommendations he
would have to get relief from OGE and from HHS. Many of them
he could put into place, and some he could put in temporary cir-
cumventions, if you will.

Mr. ALBERTS. Could I also refer you to the letter that we sub-
mitted with our testimony that was addressed to Norman and I
from Marilyn Glynn, who is the Acting Director of the Office of
Government Ethics that deals directly with the transparency ques-
tion and it would imply that he doesn’t have some authority he
needs.

Mr. BiLiraAkis. Well, all right. You heard the Chairman say ear-
lier that we want to certainly make every effort to reauthorize
NIH. We have not done that in a long time. It hasn’t, at least from
a financial standpoint, adversely affected the working of NIH.
Maybe in other areas it has, but the point of the matter is that it
has continued to function and function relatively well. But we
would like to think that we will reauthorize this year. It is a tough
year. It is a tough year to reauthorize or legislate or anything. But
hopefully we can work that out.

So, I guess it is an opportunity I think to do a lot of things in
reauthorization, and that Dr. Zerhouni previously in the hearing
testified that he needed some congressional authority to be able to
put his road map into effect. Somehow we are talking about in the
other areas of authority here. So that being the case, we need your
help. And you may have covered it in your recommendations, I do
not know, but I do not think your recommendations have really
gone into well the director has the authority for this, does not have
authority for that.

So we plead with you on behalf of the committee, I am sure the
chairman would agree, that inputs from you in that regard would
be very, very helpful. And, again, this year is fleeting with elections
and that sort of thing, so sooner rather than later, obviously, in
that regard. So there is an opportunity too, for you all to basically
say hey, Congress this is what is needed.

I said this, sort of tried to say it I guess in my opening state-
ment, we do not want to do anything here to hurt the research ef-
fort. This entire hearing and some of these problems and whatnot,
or potential problems, the perception as we have already indicated
is awfully important. And so, you know, keep that in mind, too.

I had a hearing yesterday that looked like it was kind of a clear
cut hearing, and boy we found out that we conceivably could be
doing an awful lot of harm without realizing it as a result of
digging into things and listening to some of the testimony. So I
think the same thing is true to here.

And I hesitate to do this, but I guess I am—I am trying to figure
out in my mind in the NIH, in this booklet—well, there are spread-
sheets but they are not numbered, and that is the problem. They
are not numbered. But toward the end we have the list of ongoing
consulting arrangements for IC employees. I guess it would prob-
ably be page 4 if it were numbered.

Mr. AUGUSTINE. I do not believe we have a copy.
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Mr. BILIRAKIS. All right. Let me just go over this with you and
see if you can respond without having it before you.

There is a William Paul. It is funny, but I have a good friend
back home by that name, William Paul. And his brother is a staff
member of mine. But it is not why I picked on this.

But he is the laboratory chief. That is his position title. outside
organization Suntory Pharmaceuticals Research Lab LLC, and
then also Novartis Pharmaceutical AG Science Board. The former
or biotech is Formac Pharmaceutical. The nature of activity, mem-
ber. What does that mean, member? He is a member of those com-
panies?

Mr. ALBERTS. It means he is a member of the scientific advisory
board of a corporation.

Mr. BILIRAKIS. A corporation?

Mr. ALBERTS. Yes. Yes. Novartis is a big pharmaceutical com-
pany and they obviously have a special board to advise them on
science. And he—I do not know often they meet, but several times
a year, at least.

Mr. BILIRAKIS. Right. And that is against his being a consultant,
right? Because a consultant also is on there but not in this par-
ticular case.

Mr. ALBERTS. Yes. Norman could probably explain it better than
I can.

Mr. AUGUSTINE. Well, I think if he was paid to serve on a advi-
sory board, we would group that basically as being a consultant, in
our view.

Mr. BILIRAKIS. Yes. Okay. Well, and really I want to make it
public, no reflection on Mr. Paul. I mean a person, I hate to say
innocent until proven guilty but this is not a criminal thing. But
my point in the manner is that he has conducted himself in the
way he should have ethically conducted himself unless proven to
the contrary.

Mr. AUGUSTINE. Yes.

Mr. BILIRAKIS. And so I don’t insinuate anything.

What I am trying to understand here. He is a member or consult-
ant with these two companies. His fee in one case from 5/1/00 to
present was $280,000. His fee in the other case with Novartis 2/
1/01 to present fee is $100,000. And his travel here. And then it
says future fee, in the first case $350,000, travel $8,000. And future
fee in the Novartis case $120,000 over 5 years, travel expenses
$40,000.

And, again, I am not saying there is anything wrong here. We
Members of Congress are accused all the time by people that are
well, you know, I have to live on $15,000 a year and you guys are
making X amount of government money and you are overpaid. And
we hear that all the time. And we are accused of getting campaign
contributions, political action committee money or whatever the
case may be. And in 22 years there I can think of one case when
I had a Member of Congress said to me that he had looked when
someone was making an appointment, he looked at the rooster to
see if that person or that association—it would not have been an
individual—would have contributed. So I understand. We are not
here throwing stones.
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But can you tell me if you can, not whether this money is more
than it should be, but what role could this person play? I mean he
is a member, a consultant to these organizations. Pharmaceutical,
he is also the laboratory chief. What could go wrong in terms of
conflict, in terms of things that we are all concerned about?

Mr. ALBERTS. I can answer that. First of all, I do know William
Paul. He is a distinguished immunologist and a member of the Na-
tional Academy of Science.

Mr. BILIRAKIS. I am sure he is and I hope everybody will take
it the right way.

Mr. ALBERTS. He is a senior member of the National Academy of
Scilences and internationally known leader in the field of immu-
nology.

According to the rules that allow him to do this, he cannot use
any specific knowledge from his research at NIH in advising the
corporation or whoever he is advising about science. He can only
use his general knowledge of immunology. That is an important
point. He is not allowed to take any of his official duty information
and get compensated for it. And that, obviously, was cleared by the
NIH review——

Mr. BILIRAKIS. Yes, but how could:

Mr. ALBERTS. So now what is he doing?

Mr. BILIRAKIS. Yes, what is he doing? Who knows what kind of
knowledge is

Mr. ALBERTS. Okay. so these companies are obviously trying to
produce drugs that will either prevent auto-immune diseases or
deal with bacterial and virus infections. And if you are doing that,
this is actually my field of cell biology, it is very important to know
and deeply understand how the immune system works. So I am
quite sure he is there because he has a deep understanding, a
broad understanding of all of the very complex molecular inter-
actions that make the immune system work, and he brings that to
the corporation in ways that they cannot otherwise get. Because
their employees, presumably, are not as distinguished and do not
know all the things that he knows. So that would be the general
nature of what he would be doing there.

He would hear from them what they are trying to develop and
say well here is what I know from my field of immunology that
would enable you to do it better or here is why it will not work.
And so they go through different projects one at a time with the
scientific advisory board and get scientific advice on what the best
direction for them to go.

Mr. BILIRAKIS. All right. But if he were not the person that you
say he is and that I would assume he is, and wanted to misuse his
position with the NIH on behalf of these companies who are com-
pensating him pretty darn royalty, I would say, could he do so and
basically who would find out about it, etcetera?

Mr. ALBERTS. I suppose anybody could be dishonest. I do not
think there is any way of monitoring that from the NIH side ex-
actly what he says inside that room. You would have to rely on his
integrity.

N You should ask the same question to Dr. Zerhouni when he is
ere.

Mr. BILIRAKIS. Yes, I would have to. Of course, he is not here.
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Well, how much authority—could Dr. Zerhouni say, hey, no, you
cannot do this?

Mr. ALBERTS. Well, the NIH has all the authority to prevent any
outside activity and it has the responsibility of preventing any out-
side activity that poses a possible conflict of interest. And that is
why before anybody could do any of these outside activities, they
must file a form 520. And every time they have any new activity,
they must file that form. And we are recommending that even if
nothing has changed, they must file it at least annually. that is the
new recommendation.

Mr. BILIRAKIS. Yes.

Mr. ALBERTS. So they have the full authority to prevent him
from doing that. They have to say yes before he could do that.

Mr. BILIRAKIS. I guess my time is up, trying to interpret that
clock up there. But would it be better that should we not be paying
these people maybe more and not basically allowing things like this
to take place? Because of the perception out there as far as Mem-
bers of Congress are concerned, we have had to cut out hono-
rariums and just so many of these things, gift laws, gift ban laws
and things of that nature. There have been some changes to the
campaign finance whatnot because of the concerns of perception
and image.

Mr. ALBERTS. Well, there is a perception problem. We are very
worried about that. I do not actually know William Paul’s responsi-
bility at the NIH. If he has any responsibility for making funding
decisions, then the answer is no according to us. If he has no such
responsibilities, is purely a scientist, then we are recommending
that he should be allowed to continue with the limitations. I mean,
we have limitations. And I mean, he may be exceeding the limita-
tions on income and hours; I do not know anything about that. But
this would be generally allowed if it had no conflict in other stand-
ards; no stock options, no equities, not more than 25 percent of his
income from one source, you know all those things.

Mr. BILIRAKIS. In a number of these it does say stock. That
means they have got stock options.

Mr. AUGUSTINE. Yes. About one-fourth hold some kind of equity.

Mr. BiLirAKIS. Well, on that I say wow very loudly.

Thank you, Mr. Chairman.

Mr. GREENWOOD. The Chair thanks the gentleman, and he recog-
nizes the gentlelady from Colorado for 10 minutes.

Ms. DEGETTE. Thank you, Mr. Chairman.

You had better watch out whenever Mr. Bilirakis says “wow”
very loudly.

I want to go back to this example of Dr. Paul, not to pick on him
because it is really just an example of what I think are some of the
ethical issues folks are facing.

He sits on the scientific advisory board of Novartis and other or-
ganizations. And I think what you testified, Dr. Alberts, is that he
as part of his NIH duties, he can share his generalized scientific
knowledge but not specific proprietary knowledge that he might
have as a result of his activities at NIH, correct?

Mr. ALBERTS. Right.

Ms. DEGETTE. You need to say words.

Mr. ALBERTS. Pardon?
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Ms. DEGETTE. You need to speak for the record. Say yes or no.

Mr. ALBERTS. That is, if you are sharing knowledge as part of
your job that you have developed in your laboratory——

Ms. DEGETTE. Right. Yes or—I mean is that an accurate sum-
mary of your statement that I did?

Mr. ALBERTS. That is right. That is accurate.

Ms. DEGETTE. Okay. The concern I have is this: I do not have
such a concern about someone like Dr. Paul being dishonest. My
concern is, first of all, he is an expert in his field. How is he going
to know as he is sitting there giving this information whether or
not it is proprietary information of the NIH or not? I mean, if it
is in his field of information and he is asked to reply on something,
is that not a very, very fuzzy line?

Mr. ALBERTS. Well, I would be in exactly the same position. I am
not in exactly that field. But I could imagine myself in the same
position.

Ms. DEGETTE. Right.

Mr. ALBERTS. And I could clearly distinguish what I had done in
my own laboratory from general knowledge

Ms. DEGETTE. But what about knowledge that you had received
from things you had done in your laboratory that then entered into
your knowledge?

Mr. ALBERTS. It is very hard to explain. But I could separate that
personally.

Ms. DEGETTE. Okay. But let me ask you a further question from
that then. Let us say that Dr. Paul or someone else is sitting on
one of these advisory boards, and let us say that Novartis or some
other organization comes to them with an issue, a study they are
going to do, and Dr. Paul has specialized knowledge of his work at
NIH that would effect what Novartis was planning to do with that
study, and maybe in a way that is detrimental to patients. Who is
Dr. Paul’s fiduciary and ethical responsibility to at that point? Is
it to Novartis to give them the information he knows that might
affect a patient study or is it to NIH?

Mr. ALBERTS. It is to NIH. And this is why we——

Ms. DEGETTE. Well, the what happens if Novartis goes forward
with a study that might be detrimental

Mr. ALBERTS. Oh, I am sorry, I missed you. Detrimental, I see.
I am sorry. You are saying prevent something bad from happening.

Ms. DEGETTE. Right. Well, let us say that theyre doing some
kind of a human

Mr. ALBERTS. Well, if I was in that position and I was being very
careful, I would say I think you need to talk somebody, I would rec-
ommend somebody else to talk to who knew the same thing.

Ms. DEGETTE. But what if he is the one that knows it because
he Iils the one that did the study at NIH? That is the problem
with——

Mr. ALBERTS. He would give somebody who actually knows it.
Nobody in science who——

Ms. DEGETTE. You can see why we are concerned about some of
these ethical concepts.

Mr. ALBERTS. Right.

Ms. DEGETTE. I mean if you look at the L.A. Times series that
we saw, why you have so many blurring of lines, correct?
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Mr. ALBERTS. Yes. But I am just saying that if I was in that posi-
tion, I could like make my way out of that without preventing
Ms. DEGETTE. Do you have a 100 percent view that everyone else
can figure that

Mr. ALBERTS. Of course not.

Ms. DEGETTE. Of course not. Okay.

Now, I want to talk about some more parts of the panel rec-
ommendations. I am not meaning to pick on you all. I think we are
just really concerned this be clarified.

In recommendation four of the Blue Ribbon panel the report
states: “A research clearly should not consult with a company that
has applied for or received a research contract from the employee’s
own laboratory or branch.” My question is should a researcher con-
sult with a company that is a subsidiary of the company has ap-
plied for or received a research contract form the employee’s own
laboratory or branch?

Mr. AUGUSTINE. I would view the subsidiary as being the parent
company itself in that regard.

Ms. DEGETTE. Okay. Should a researcher consult with a com-
pany that is partnered with a company that has applied for or re-
ceived a research contract from the employee’s own laboratory or
branch?

Mr. AUGUSTINE. If it is partnered on the specific issue at hand,
the answer would be no. If it was a partner in the other area, the
answer might be yes.

Ms. DEGETTE. Why the distinction between a subsidiary and a
different company that is partnered with it?

Mr. AUGUSTINE. Well, a subsidiary would be owned by the com-
pany, whereas a partnership would be for a specific purpose. And
you might have partnerships for different purposes and one pur-
pose may have nothing to do with what this employee does.

Ms. DEGETTE. Okay. That makes sense.

Should a researcher consult with a company that has a direct fi-
nancial interest in a company that has applied for or received a re-
search contract from the employee’s own laboratory or branch?

Mr. AUGUSTINE. If I understand that question correctly, I think
the answer would be no unless it was a de minimis issue.

Ms. DEGETTE. Well, how would you know that?

Mr. ALBERTS. I am not clear about the question.

Ms. DEGETTE. But the question is let us say company A has a
direct financial interest in company B but they are not a sub-
sidiary, but they have got a big investment. And the employee has
a contract with company B. Can they also have one with company

Mr. AUGUSTINE. My answer would still be no the way you de-
scribed it.

Ms. DEGETTE. Okay. Now do ethics officers generally conduct
background checks to identify subsidiary partner and/or shared in-
terest companies?

Mr. AUGUSTINE. I do not know the answer to that.

Mr. ALBERTS. I do not know the answer either. But we heard
that NIH wanted to make a extensive data base that would provide
that information.

Ms. DEGETTE. Right. Because here is the problem——
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Mr. ALBERTS. We heard people say that.

Ms. DEGETTE. You do not know that, and it is hard to know. It
would be hard for an ethics officer to find that out. But here is why
it is important. You know from all of the publicity Dr. Katz, who
were talking about, was consulting with AG Schering when his in-
stitute had dealings with Burlac which is a U.S. subsidiary of Sche-
ring, right?

Mr. AuGUSTINE. Well, without addressing the specific case, which
we did not do, clearly it is up to the individual who is doing the
consulting to know who owns your company and who has interest
in it.

Ms. DEGETTE. Right. And in this case, Dr. Katz disclaimed
knowledge that his institute was a subsidiary. So you can see how
this would be a problem. And I guess my view would be what are
we going to do about that?

Mr. ALBERTS. I think that is a good question for Dr. Zerhouni.

Dr. Katz would not be allowed to do any consulting in the new
regulations that Dr. Zerhouni is supporting, because he is too high
a level. But——

Ms. DEGETTE. Well, okay.

Mr. ALBERTS. But we were

Ms. DEGETTE. But let us take it somebody else. I mean, under
your proposed regulations someone is going to have to figure out
all of these relationships out.

Mr. AUGUSTINE. Well, it is really up to the individual who wants
to do the consulting to know——

Ms. DEGETTE. But how are they going to know? Because, see, Dr.
Augustine, you see what I am saying. Is like I am asking you,
okay, can someone have these relationships and it is yes/no, yes/
no. But that is not in the recommendation. And who is going to
educate these researchers about what they have to do?

Mr. AUGUSTINE. Yes. I would draw the parallel to the SEC rules
where you are expected to know who you are investing in. And
there are enforcement procedures to run tests to make sure that
you are being honest.

Ms. DEGETTE. But these rules are not similar to the SEC rules
in the sense we are talking about institutional researchers. I do not
think you can draw those parallel at all, because a lot of the rela-
tionships they have people probably would not be able to have in
the financial services industry without full disclosure.

Mr. AUGUSTINE. I think the employer would go to the prospective
firm that wanted to hire them as a consultant and say give me a
list of the firms that you own or have financial interest in.

Ms. DEGETTE. Okay. Maybe you could make that in your rec-
ommendations or maybe Dr. Zerhouni can put it in his rulemaking.

Mr. ALBERTS. Yes. We did not get to that detail. We said the NIH
should take care of this problem.

Ms. DEGETTE. Well, it is a thorny problem and believe me, I will
bring it up with him.

Let me just ask about one more of your recommendations. Rec-
ommendation two suggests that the NIH intramural scientists
should not be allowed to have any financial interests in or relation-
ship with any company whose interest could be effected by their re-
search or clinical trial “except in special circumstances.”
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What types of special circumstances does this exception refer to?

Mr. AUGUSTINE. Well, you picked a terrific example of the sort
thing you struggled with. It seemed that for every policy we could
prescribe, we ourselves could think of exceptions.

Ms. DEGETTE. Right.

Mr. AUGUSTINE. This is a great example. The example of the case
where a medical researcher has developed a new technique that
only that researcher has practiced or new instrument that only
that researcher has learned to us, and to deny them participation
in the trial would increase the risk of the trial. And so in our view
there would be an exception in a case like that, but the exception
would stipulate that there were special steps to be taken where
others would monitor the work of this individual and further the
patient would be informed.

Ms. DEGETTE. Right. But the issue really is not the participation,
it is the payment for the participation, right?

Mr. ALBERTS. There is no payment here. These are people doing
official duty work.

Mr. AUGUSTINE. Yes.

Ms. DEGETTE. Well this is called financial interest. Your rec-
ommendation two is financial.

Mr. ALBERTS. I mean there is no payment. They are doing clin-
ical trials at the NIH.

Ms. DEGETTE. Right.

Mr. ALBERTS. They must not have any outside financial interest
that could effect them. And so if this is the inventor of the tech-
nique, they may have the patent for the technique.

Ms. DEGETTE. Right.

Mr. ALBERTS. There is no way you can get around that.

And we strongly support

Ms. DEGETTE. But who is going to decide—my question was——

Mr. ALBERTS. The director of the NIH has to decide.

Ms. DEGETTE. Dr. Zerhouni is going to decide

Mr. ALBERTS. Well, eventually he has to.

Ms. DEGETTE. Well, what do you mean “eventually”?

Mr. ALBERTS. Well, it goes to this special panel that he set up,
NIH Ethics Advisory Committee. There is a new committee, a cen-
tral committee which he spoke about. If they had any trouble, they
would obviously bounce it to him.

Ms. DEGETTE. What do you mean if they had any trouble?

Mr. ALBERTS. The ultimate decisionmaking has to be him. If they
thought it was ambiguous. You would have to ask them how they
would actually do it, but let me just make the one point.

The American Association of Medical Colleges put out a major re-
port, I think about a year ago, which was a surprise to all—rec-
ommendations on exactly this issue, human subject research, which
was a very thorough well done report.

Ms. DEGETTE. Yes, I am aware of it. I work a lot in human sub-
ject research.

Mr. ALBERTS. William Danforth was the Chair, I believe.

At any rate, the panel in our report strongly supports that report
and its recommendations, and for the NIH as well. And they have
a specific set of procedures to be gone through in exactly this case,
this kind of case with an oversight panel. And we would support




57

exactly those recommendations. And we could submit those rec-
ommendations to the record, if you like?

Ms. DEGETTE. I would love it.

Mr. ALBERTS. Okay.

Ms. DEGETTE. And, Mr. Chairman, let me just say, I am more
confused now than when we started the day and I am really glad
we are having a whole series of hearings on this. Because I think
it is critically important to the research of this country, and I have
a lot more questions.

Thank you.

Mr. GREENWOOD. The Chair thanks the gentlelady. And without
objections, the slides presented by the gentlelady will be entered as
part of the record.

[The information referred to follows:]
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Mr. GREENWOOD. And the Chair recognizes himself for purposes
of inquiry.

It seems to me, gentlemen, that I have identified two reasons
why we need to be permitting NIH employees to have extra in-
come, whether that income is pursuant to Title 42, whether that
extra income is derived from consulting, whether it is from speak-
ing fees and so forth. And one of them is retain and recruit good
people, and the other is to advance the science because you do not
necessarily want the NIH science to be insular, and there is a two
way education streaks that occurs between the scientists and pri-
vate sectorsphere, which is good for both. Good for America. Good
for the patients that benefit from the cures that come from all of
that shared knowledge.

So let us look at recruitment and retention. The question is, does
the NIH or the Blue Ribbon panel have any actual evidence that
NIH scientists have left because of consulting fees being cut? Was
such data requested by the panel? Was such data requested by the
NIH? What I am trying to get it is sort of an undischarged assump-
tion that if you do not provide these extra enumeration, that some-
how we will lose quality people. How do we discharge that assump-
tion? What is the evidence of that?

Mr. AUGUSTINE. Well, we did not gather statistical data. I am not
sure what is available. One reason we did not, is there are so many
other factors that bear on people leaving and not leaving.

We did in our conversations that I mentioned that we had with
each of the center and institute directors ask if they have encoun-
tered situations where they had trouble recruiting a senior scientist
or retaining a senior scientist due to salary issues and also due to
conflict of interest issues. And with regard to the former, there
were a number that had indicated they had had such cir-
cumstances. So our evidence is anecdotal, but fairly convincing.

Mr. GREENWOOD. Well, it would be fairly human nature to say
hey boss if you do not pay me more I am out of here. But that may
be the truth.

Mr. ALBERTS. Let me just say a word about, we talked to some
young scientists in closed session. We were worried they would not
speak completely frankly in open session. We also talked to some
in open session, so we tried both ways.

And the young scientists who came were basically focused on
doing public service and they were—I could tell that these were
really outstanding people you want at the NTH.

And one of the things—none of them were doing any outside con-
sulting. But we asked them specifically whether they thought it
was important that they sometime in the future have this oppor-
tunity, and they said that it was important to them. They did not
want to be treated as second class citizens compared to all their
colleagues. And so from that I would take it that it would have an
affect on their long range career plans if they thought they could
never engage in the kind of activities that other colleagues——

Mr. GREENWOOD. Because of the money or because of the oppor-
tunity, experience?

Mr. ALBERTS. I do not think it is really the money, actually.

Mr. GREENWOOD. Well, that is an interesting point. Because I am
sure that there are—I would guess that there are lots of employees
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at the NIH who are receiving excess compensation because of Title
42 who in fact would not leave if it were not for that.

Mr. ALBERTS. I do not know. I do not know.

Mr. GREENWOOD. Right. But how is that determination made. In
other words, if I am at NIH and I see all my friends are on Title
42 and they are making an extra $50,000 a year more than I am,
I want that. So I, how did you get that? Well, I filled out this Title
42 form and then it got signed off by my director. In your study
of this, is there any actual criteria used to determine who is de-
serving of the extra cash and whether it is necessary to give that
to them to be retained?

Mr. ALBERTS. We were looking forward at policies. We did not
have the opportunity. I must emphasize, 66 days, we all have full
time jobs. It was a killer already. And we did not have time to look
into

Mr. GREENWOOD. You did not look into that. I mean, it is an im-
portant point because that goes to Mr. Bilirakis’ question of re-
sources that the taxpayers put into NIH, is it going to cure dis-
eases or is it going to pay salaries that are in excess of what is nec-
essary in order to keep those folks there.

Obviously, 42 does not allow the most menial tasks, because the
assumption is you can get the menial tasks done without paying
the extra salary, but I have not encountered any actual criteria
that anyone uses to decide whether someone should or should not
qualify.

Do you know what the turnover rates for scientists is at NIH?

Mr. ALBERTS. I'm sorry, what rates?

Mr. GREENWOOD. The question is what are the turnover rates for
NIH scientists? Do we know anything about that? Do we know
what they were 10 years ago? Do we know what they are now?

Mr. ALBERTS. I do not know.

Mr. GREENWOOD. Do we know whether if Title 42 has in fact
made a difference? I mean, has anybody ever looked to see whether
the turnover rate is lower after Title 42 was put in place to provide
these extra salaries?

Mr. ALBERTS. There is one thing I can say. I do not know the
turnover rates, but as a scientist I could say something about the
quality of the work being done at the NIH. And the quality of the
scientists that are there since I came to Washington, there has
been a major change. I came to Washington in 1993. It corresponds
with Title 42. I cannot say it was the cause. But I was once offered
a job at the NIH a long time ago and I did not want to go there.
So I know what it was like then and I know what it is like now.
And I think the quality of the science has vastly improved.

Mr. GREENWOOD. Why did you not want to go?

Mr. ALBERTS. Pardon?

Mr. GREENWOOD. Why did you not want to go?

Mr. ALBERTS. I was at the University of California, San Fran-
cisco, and I preferred to stay there.

Mr. GREENWOOD. It was not a financial decision?

Mr. ALBERTS. No. No.

Mr. GREENWOOD. On page 4 of your report it says “employees in
a position to influence the financial interests of an outside entity
such as current or possible future recipient of an NIH grant or con-
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tract should neither receive financial benefits from the organization
nor have a significant financial interest in it.” And Ms. DeGette
was inquiring about this kind of thing.

Does the term “financial benefits” as used in this statement in-
clude financial benefits associated with an award?

Mr. AUGUSTINE. That is a good question. If the organization—let
me back up a little bit.

That is a very detailed question in a specific case here. But ap-
plying our general rule if the award were to be made by an organi-
zation that was seeking a contract with that employee’s work
group, we would view that as being inappropriate. And I think——

Mr. GREENWOOD. But let us be specific about that. Does that
mean they have to have a current pending application in for that
budget year, or could it be that their potential contenders down the
road? I mean, suppose I decided that my university wants to start
getting into the NIH game and we have not been in it much, or
we opened up a new center for a particular kind of disease and we
say who is the center director there, let us pay him $25,000 to
come on out. And then maybe a year or 2 hence, we will make ap-
plication.

Mr. AUGUSTINE. I think the current rules on that say that if
there is a likelihood of a future application, you cannot take a posi-
tion with that firm or you cannot consult for it.

Second, if unforeseen they do turn in an application for a grant,
you then have to disqualify yourself with regarding the terms of
the award of that grant.

Mr. ALBERTS. My understanding, I guess Dr. Zerhouni should be
here to answer that. You cannot form a new award and give it to
an NIH employee. It has to be an award that has been around for
a while and have a drawn track record.

Mr. GREENWOOD. All awards start somewhere.

Mr. ALBERTS. Yes, yes. But my position if I was director, I would
not allow a new award to be given to an NIH employee.

Mr. GREENWOOD. Although that has happened?

Mr. ALBERTS. I do not know anything about it.

. Mr. GREENWOOD. Yes. We have got plenty of evidence to that af-
ect.

Also on page 4 your report states “In addition, NIH scientists
who are recognized for outstanding scientific achievements, leader-
ship or public service are sometimes the recipients of awards which
may be accompanied by a cash prize. The panel believes these are
important, even essential activities for NIH scientists, because they
are part of the tradition of science and provide evidence of the
value and significance of the NIH research community to the larger
scientific community.”

If awards are an important part of the tradition of sciences,
raises the visibility of NIH and NIH scientists, why hasn’t the NIH
posted a listing of the scientists who have received awards, the
names of the awards and the citation of the award what the sci-
entists is being honored for? Why did the Blue Ribbon panel not
recommend that NIH post such award listings?

er. AUGUSTINE. It 1s a terrific idea, and I wish we had thought
of it.

Mr. GREENWOOD. Okay.
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Mr. ALBERTS. I did not know they did not do it.

But, you know, I mean in general at my university, University
of California San Francisco they advertise every award as much as
they can. So I would assume that the NIH does that as well, but
we did not receive any information about that.

Mr. GREENWOOD. You now, if Boeing decided to give awards to
the defense Pentagon employees, and that became the tradition, I
mean I am sure that health care is not the only place where sci-
entists are really smart and want to do good things. I mean, Du-
Pont could give awards to EPA employees. What is the difference?

Mr. AUGUSTINE. I think there are distinctions. I have struggled
with your questions in the past.

One distinction is that the NIH has as part of its mission to
spread the knowledge that develops outside, whereas Boeing

Mr. GREENWOOD. But you do not have to get paid for that.

Mr. AUGUSTINE. I am sorry?

Mr. GREENWOOD. But you do not have to get paid for that.

Mr. AUGUSTINE. But that is a separate issue can come back to.

Mr. GREENWOOD. Yes. But I am talking about awards.

Mr. AUGUSTINE. Okay. I again think there are two distinctions.
One is that Boeing has no desire to build a particular—to spread
its information; NIH does. Second, Boeing pays a competitive sal-
ary and the NIH at the senior levels does not.

Mr. GREENWOOD. I guess what I am trying to get at is if I am
an employee of the Environmental Protection Agency, just like
somebody at NIH wants to save the world from some dread dis-
ease, somebody over at EPA wants to save the world from some
dread toxin. Same thing in terms of both altruistic, okay. And yet
we seem to have one whole set of rules and traditions that the peo-
ple who are saving the world through medicine, that they are so
special that you have to treat them differently and give them prizes
and awards and consulting fees. But some smock who is over at the
EPA who is just trying to save the world from pollution, maybe he
is trying to save the world from catastrophic global climate change,
shut up do your job and take your Federal salary.

Mr. AUGUSTINE. The question we addressed was why not just
rule that you cannot accept awards given by companies, firms. And
we are told that there are a number of awards that are very pres-
tigious, long established that scientists in this field would like to
have. There are not in the aerospace field, and I do not know about
the EPA.

Mr. ALBERTS. General Motors Cancer Fund is one such prize.

Mr. GREENWOOD. In recommendation one the Blue Ribbon panel
proposes that in addition to NIH senior management, NIH extra-
mural employees who are responsible for program funding deci-
sions and recommendations should not engage in outside con-
sulting. Is the rationale for this recommendation that these extra-
mural program administrators are high level officials who are re-
sponsible for making funding decisions on grants, contracts and co-
operative agreements?

Mr. AUGUSTINE. Really it wa the latter. It was not necessarily
that they were high level, it was just that anybody who has respon-
sibility for grants or contracts we felt should not be prevented to
consult.
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Mr. ALBERTS. We specifically took some case studies and dis-
cussed them. The initial review of grants is done by a panel of out-
side people, maybe 12 people from outside. It’s called a study sec-
tion. And it has an NIH extramural employee who is staffing that
evaluation, initial evaluation of event. And we said specifically, the
panel agreed, that it should extend to that level. That is not a very
high level, but it is a very important level because it is where the
first judgments are made about scientific quality, even though the
staff member is just managing a group of outside scientists. The
thought there was a possibility of perceived conflict. And so we took
some case studies. We were not able to go through every position,
but it does reach pretty low in that part of the NIH.

Mr. GREENWOOD. Okay. In recommendation 11 you state that the
NIH should seek additional equivalency rulings from OGE to in-
crease the number of public filers to include the senior employees
specified in recommendation one.

On January 12, 2004 the HHS associate general counsel for eth-
ics requested the Office of Government of Ethics to determine if the
following positions be required to file public disclosure reports: In-
stitute, center directors, IC deputy director, IC scientific directors
and IC clinical directors. The Office of Government Ethics granted
this request the following month.

Does the Blue Ribbon panel consider NIH extramural employees
covered by HHS request and OGE determination?

Mr. AUGUSTINE. Did we consider them?

Mr. GREENWOOD. The question does the Blue Ribbon panel con-
sider NIH extramural employees to be covered by the HHS request
and OGE determinations.

Mr. ALBERTS. The senior employees.

Mr. GREENWOOD. Pardon me?

Mr. ALBERTS. Certainly the senior employees.

I understand from Dr. Zerhouni’s testimony they just asked for
500 more positions, and I assume that’s mostly what those are. I
do not know what they are. But Dr. Zerhouni can answer.

Mr. GREENWOOD. Since NIH extramural program administrators
have high level responsibilities, why aren’t they covered in the Jan-
uary 2004 HHS request to OGE to cover senior Title 42 officials
under public disclosure requirements?

Mr. AUGUSTINE. My understanding is that that was a first step,
but that he has got additional ones he is going to ask for exceptions
on.
Mr. GREENWOOD. Okay. All right.

I have got four more questions that I am trying to get in here.
What did the Blue Ribbon panel mean in recommendation 18 that
“the NIH director working with Congress should ensure that the
agency has authority under Title 42?”

Mr. AUGUSTINE. It was our view that some mechanism was need-
ed to pay senior scientists beyond what’s allowed exclusive of Title
42. We are also aware of the issue that has gone back and forth
between the committee and the HHS as to the applicability of Title
42 at all.

We did not enter into that. Most of us are not lawyers. We do
not know which side has the merit. The one thing we know is that
there needs to some mechanism, whether it is Title 42 or some
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other mechanism, to be sure that these people can be paid ade-
quately.

Mr. GREENWOOD. Title 42 authority used by the NIH to com-
pensate NIH institute directors and other senior officials at annual
salaries of up to $225,000 is section 209(f). This section provides
that under certain circumstances special consultants may be em-
ployed “to assist and advise in the operations of the Public Health
Service” without regard to Civil Service laws. Do you believe that
the statutory provision was intended to authorize the compensation
of NIH officials already occupying continuing full time positions in
order to evade the pay caps under the Federal Civil Service pay
scale?

Mr. AUGUSTINE. I think neither of us are lawyers and would not
be qualified to opine.

Mr. GREENWOOD. Without being lawyers, the question is having
looked at this issue, we are seeing what appears to be a gap be-
tween the intent of the law, which is to bring in special people to
assist and advise in the operations of the Public Health Service,
and that is a very different model than somebody who has been
working there for years, going to continue to work there for years
and that is their job as opposed to somebody we have to bring in
a special consultant and that person is going to need more money
to give us his or her time.

Mr. AUGUSTINE. I could certainly understand that point of view
could be defended. I could understand the point. But we really did
not examine it at any depth.

Mr. GREENWOOD. Okay.

Last question. Does the Blue Ribbon panel have concerns that
NIH did not work with the Congress previously on clarifying Title
42 authority?

Mr. AUGUSTINE. In 1985 you mean or currently?

Mr. GREENWOOD. Heretofore. Recent.

Mr. AUGUSTINE. The hiring authority of Title 42 or the pay of
Title 42?

Mr. GREENWOOD. Both, I think.

Mr. AUGUSTINE. I guess with regard to hiring authority, we real-
ly did not involve ourselves with that.

With regard to compensation, our view was that the Director of
NIH would work with whoever it takes to try to seek relief for the
more senior employees.

Mr. GREENWOOD. Okay. Thank you. You have been very gen-
erous with your time, not only today but for the 10 weeks that you
spent doing this work. And the committee and the country owes
you a debt of gratitude. Thank you for your time.

Mr. ALBERTS. Thank you.

[Whereupon, the subcommittee at 2:08 p.m. was adjourned.]
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April 1%, 2004

Bruce Alberts

Norman R. Augustine

Co~Chairmen

Blue Ribbon Panel on Conflict
of Interest Policies

National Tnstitutes of Health

Betheada, MD 20892

Deaxr Co-Chairmen Alberts and Augustine:

I very wuuh enjoyed meeting with the NIK Blue Ribbon Panel on
Conflict of Interest on April 5, 2004. The Panel members aaked
very good questions, and I waa happy to provide whatever assistance
I could. In the same spirit, I also wanted to give you the benefit
of my Office’s views on a subject that did not come during my
meeting with the Panel: public financial disclosure.

The Office of Government Ethics (OGE} is mindful of concerns
raised by Memhers of Congrces and othiers about the level of public
financial disclosure among higher level officials at NIH. As you
know, OCE recently approved a request from the Department of Health
and Human Scxvices {(HHS) for “equal classification” determinations
to reguire a number of NIH officials to file public fimancial
disclosure statements. Letter of Marilyn T.. Glynn, Acting
Director, OGE, ro Edgar M. Swindell, Associate General Counsel for
Ethics, HHS, dated February 6, 2004. Moreover, we stand ready to
evaluate any further requests for equal <classification
determinations with respect to any additional positions requested
by the Department.

At the same time, however, OGE believes that the issue of
public disclosure is separate from the issue of what constitutes an
ethically pexrmissible outside activity. First, as I discuss more
fully below, OGE does not have the authority to approve any
proposed agency supplemental regulation, purswant ke 5 C.F.R.
§ 2635.105. that would reguire public financial disclosure as a
condition of the permissibility of certain outside activities.
Second, as I also explain below, OGE womld have policy coucerns
aboul a regulatory or leuislative proposal that ties the
permigsibility of certain outside activities to the public

disclosure of those activities.
T 070400
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It is important to remember that public financial disclosure
for employees of the executive branch is governed by title I of the
Erhics in Government Act of 1878 (EIGA). 5 U.S.C. app. §§ 101-111.
The legislative history of the EIGA indicates that Congress viewed
public reporting for executive branch employees as an extraordinary
and almost unprecedented measure. E.dq,, S. Rep. 170, 1*" Sess. 28
(1977) {existing Bxecutive order on ethics required no executive
branch officials te file public reporta); H.R. Rep. 642, Part I,
95*™ Cong., 1° Sess. 19 (1977) (only two agency-specific statutes
required public disclosure). In view of constitutional and other
ipaucs concerning the privacy of employees, Congress sought “to
stxike a careful balance between the rights of individual officials
and employees to their privacy and the right of the American people
to know rthat their public cofficials are free from conflicts of
interest.” H.R. Rep. No. 800, 95 Cong., 1*f Sess. 18 (1577).

For these reasons, OGE has long held that the public reporting
provisions of the EIGA constitute the exclusive authority under
OGE’=s jurisdiction to remiire publiec financial disclosurc. OGE has
eschewed any effort to extend public disclosure beyond the limits
carefully prescribad by Congress in title I of that Act. Moreover,
the EICA itself states that “the provisions of this title [ritle I)
requiring the reporting of information shall supersede any general
requirement under any other provision of law or regulation with
respect to the geporting of information required for purposes of
preventing conflicts of interest or apparent conflicts of
interest.” 5 U.S.C. app. § 107{(b).}

Therefore, OGE does not view its authority to approve agency
supplemental standaxds of conduct regulationa as extending te any
additional requirements for public financial disclosure beyond
thogse set out in title I of the EIGA. This would include any
proposed supplemental provision conditioning the permissibiliiy ol
an outside activity upon the public disclosure of the activity or
any income earned therefrom (beyond whatever public disclosure may
be required for the empleoyee already under title i1 of EIGA).®

ISection 107 (b) excepts only the reporting regquirements of the
Foreign Gifts and Decorations Act, 5 U.S.C. § 7342.

NGE regulationa do permit agencies Lo lupose supplemental
financial disclosure requirements, with OGE approval, but any such
requirements pertain only to confidential, not public, disclosure.
See 5 C.F.R. § 2635.103(a)(2).

o¥Z26 28% 202
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Beyond the guestion of OGE’s authority under existing law, my
Office would have policy concerns about any proposal, regulatory ox
legislative, that ties the permissibility of certain outside
activities to public disclosure of those activities. In our view,
expanded public disclosure is neither a sufficient nor a necessary
remedy for many ethical concerns about the ocutside activities of
executive branch employees.

For one thing, such a standard might carry an implicit
message: otherwise problematic outside activities are permissible
ar long as they are publicly disclosed. Frum OGE's pexspective,
outside activities that otherwise raise serious questions under the
Standarde of Ethical Conduct for Executive Branch Employees,
including the standasd prohibiting the use of public office for
private gain, 5 C.F.R. § 2635.702, are not necessarily cleansed
from any taint by public disclosure. We recognize that some non-
Governmental organizations, including certain academic institutions
and profegssional journals, have adopted the philosophy that publie
disclosure is sufficient to resolve ethical concerns.? However,
this philosophy has not been adopted generally for the executive
branch of the Pederal Government. Indeed, Congress has expressly
provided otherwise: “Nothing in thie act ([BIGA] vegquiring the
reporting of information shall be deemed to authorize the receipt
of income, gifts, or reimbursements; the holding of assets,
liabilities, or poaitions; oxr the participation in transactions
that ave prohibited by law, Executive order, rule, or regulation.”
S U.8.C. § 107(c). Given the importance of maintaining the
integrity of the Federal workforce, disclosure is a complement, not
an alternative, to compliance with substantive yules of ethical
conduct .

Expanded public disclosure alsc is not necessary to address
the most serious ethical concerns about outside activities.
Pursuant to section 107(a} of the EIGA, OGE has established a
confidential financial disclosure system for certain employees
whose poaitions arae net covered by the public reporting

'Although mere disclosure seems to be the rule for many
organizations, there appears to have been some movement, at least
in the area of biomedical regeaxrch, toward substantive prohibitions
on certain financial interests. See, ¢.9., Lo, et al., “Conflict-
of-Interest Policies for Investigators in Clinical Trials,” New
England Jouxrnal of Medinipne. vel. 343, no. 22 {(Novembsr 30, 2000);
Cho, et al., “Policies on Faculty Conflicts of Interest at U.S.
Universities,” ourna ican Medic ciation,
vol. 284, no. 17 (November 1, 2000).
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requirements but whose duties nevertheless pose a risk of conflict
of interest. As we provide in our basic statement of the “policies
of confidential financial disclosure reporting,” the purpose of
these confidentjal reports is to “agsist an agency in administering
its ethics program and counseling its employees.” S C.F.R.
§ 2633.9ul(a}). Furthermore, agency approval reqguirements for
outside activities, pursuant to 5 C.F.R. § 2635.803, assist agency
ethics officials in helping employees to avoid outside activities
that are inconsistent with Federal ethics regquirements. If the
confidential reporting system and any outside activity approval
system work as intended, agency ethics officials will identify the
vast majority of petentially problematic outside activities. To
the extent that ethical problems may have arisen with certain
outaide activities at NIIl, one could cuuclude that the most direct
remedy would to be to bolster the NIH systems for reviewing
confidential reports and outside activity requests. Expanded
public disclosure would not appear necessary for this purpose.

I hope this has been helpful to the Panel in understanding the
role and views of OGE. If you have any furthexr guestions, please
do not hegitate to contact me, at 202-482-9292.

Sincerely,

. S
. (CLA»Q}*~§~/‘ ¢l7"<l,___“\\
Marilyn L. Glynn
Acting Uirector

cc:  Bdgar M. Swindell
Designated Agency
Ethics Official
Department of Health
and Ruman Services

o¥28 284 202
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service

National Institutes of Heaith
Bethesda, Maryiand 20892

www.nih.gov

NOV 2 0 203

TO: IC Directors
OD Senior Staff
FROM: Director, NIH

SUBJECT:  Awards, Travel, and Official Duty and QOutside Activity Approvals~ACTION

Congress has completed the doubling of the NIH budget, which is an expression of the priority
given to biomedical research by the American people. It is also emblematic of the trust and
confidence the Nation’s lawmakers have in NIH and its employees. This trust is a precious
commodity that must be maintained through outstanding performance and strict adherence to
ethical principles. Should the public lose faith in the ability of NIH to support excellent research
and practice high standards of ethical behavior, the biomedical research enterprise in the United
States will lose its momentum.

Recently Congress and the media have been scrutinizing the implementation of ethics rules at the
NIH. They are reviewing a wide range of activities that are allowed under Federal reguiations,
including lecture awards, outside activities, consultant arrangements, and financial holdings.
Care must be taken to ensure that we continue to adhere to strict ethical practices and that we
avoid the perception of conflicts of interest, even in situations where remuneration or awards are
considered permissible.

As you know, NIH employees cannot accept compensation from outside entities for the
performance of activities that are part of our official responsibilities. Even in cases where we are
permitted to accept compensation for teaching, speaking, and writing on subjects within our field
of expertise, or to accept awards recognizing our achievements, I urge you to exercise cautious
judgment in accepting such honors. Although the applicable rules permit us to accept these
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rewards, they also encourage us to exercise sound judgment, noting “it is never inappropriate and
frequently prudent for an employee to decline a gift.” Each of us must ultimately assess whether
the risk of adverse perception counsels against accepting the financial benefits associated with
various honors. Please consider the greater good of the NIH when deciding whether to accept
financial benefits offered in recognition of your work or public service. As the Director of NIH, I
will not accept any financial or travel benefit offered as part of any award from an entity that
does business with the NIH.

Although I am confident that our system of managing conflicts of interest at NIH has been
successful in preventing breaches of Federal ethics rules, [ believe we can improve our
performance by subjecting ethics deliberations to a more transparent process of peer review.
Therefore, I will establish a committee to provide advice to the NIH Deputy Ethics Counselors
on specific activities such as the acceptance of lecture awards and consulting arrangements. This
committee will provide NIH Deputy Ethics Counselors with valuable deliberative information to
ensure final ethics decisions are consistent with Federal rules and avoid the perception of
conflicts. The committee will also help NIH officials determine the appropriateness of engaging
in activities that are not part of their official duties.

Finally, in order to coordinate better the efforts of the ethics program staff and the Office of
Management (OM), effective immediately, copies of approved official duty clearances (required
by our manual issuance for all IC Directors and staff) must be attached to travel paperwork when
it is submitted to OM for approval. Please remind your employees that timely prior approval is
required for official duty and most outside activities prior to the start of such activities.

Thank you for your cooperation. g’;
%Q&

Elias A. Zerhouni, M.D.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Offica of the Secretary

Ya“‘"‘-..“

Offics of the Genaral Counse!
Washingwen, D.C. 20201

Jamuary 12, 2004

Ms. Marilyn L. Glym
Acting Director

Office of Government Ethics

1201 New Yark Avenue, N.W.; Suite 500
‘Washington, DC 20005-3217

Dear Ms. Glynn:

I am writing to request your determination pursuant to § 101(f) of the Ethies in Government Act
of 1978, as amended (Title I, 5 U.S.C. App., Pub. L. No. 95-521) (hereafier “the Act”), that
certain employees of the National Tostitutes of Health (NIH), by virtue of their level of aufhority,
should be required to file Public Financial Distlosure Reports (SF 278s). Specifically, I request
that you determine that Institute/Center (IC) Directors, IC Deputy Directars, IC Scientific
Directors, and IC Clinical Directors are of “equal classification” to the filing positions that are
specifically designated ia the statute by category or salary level.

Although these determinations aye appropriately evaluated on a “case-by-case,” rather than a
“class or category™basis, the four jdentified titles are replicated in each of the institutes and
cenyters with substantially identical functions; only the subject matter of each component’s
medical research would be different. The Naiional Institutes of Health will endeaver to provide
any additional information that you require to make this determination. Inasmuch as these
functional responsibilities were siaffed under special authorities within Title 42 of the Public
Health Service Act, I am informed that they do not have “position descriptions™ as would
normally be expected within the civil service. Accordingly, in support of this request, and in
order to fully demonstrate that these roles carry particularly high levels of responsibility, similar
to that of Senior Executive Service (SES) positions, please consider the following information
provided by NIH:

The NIH is presently comprised of 27 Institm=s and Centers (ICs). Iu fiscal year 2003, the NIH
budget was $27.9 billion. The senior leadership of each of the ICs manages their respective
‘budget allocations, collectively identifies major areas of bjomedical research within the expertise
af their IC staff, stahlishes the rescarch objectives aud plans for their ICs, approves the

individual § h programs within the labs of the IC and the extramural research
supported by NIH ﬁmdmg and serve as laisons to the media, special interest groups, high
ranking scientific and executive officials twoughout the Department of Health and Human
Services and other federal agencies, and to Congress, They are, a1 various times, involved in
international relations related to healtheare issues, and policy developrent discussious at the
highest levels of the Executive Branch.

IC Directors are appointed by the Director, NIH, report directly to the Director, and are charged
with fulfilling the y blished under the Public Health Act, Title 42 of the
U.S. Code. IC Dixectors provide overall leadership and vision to the national programs of the
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NIH. Theyare responszblc for integrating key national and agency goals, priorities, and values
into the § and l programs of their ICs. Along with the NIH Deputy Directors,
they sarve as keypohcy advisars to the Director, NIH, on issues such as research priorities,

IC Directors regularly speak on behalf of their
mgamzanans befoxe speczal zmarwt groups, the media, and national and international scientific
experts. In the interest of ensuring that scientific discoveries are translated as broadly as possible
into the tools, diagnostics and pharmacenticals of the future, they are tasked with fostering and
maintaining working relationships with other NIH ICs fiwough inter-IC initiatives, and with
developing and enhancing allisnces with an ever-widening range of stakeholders.

The Deputy Directors of each of the ICs are responsible for the overall management of their
respective large and diverse extramural research programs. They develop new approaches to
funding research on innovetive high priority studies, often involving the most vulnerable
populations. Working with the Directors of their ICs, they are integral to the creation of smategic
plans for their ICs.

IC Scientific Directors manage and coordinaty the intramural programs of each of the ICs. They
set research goals and pricrifies, oversee the scientific and technical peer review of all intramural
laboratories within their respactive ICs, and advise the NIH in relation to agency-wide policies.

IC Clinical Directors provide scientific leadership and t for the i 2l clinical
research performed within the ICs and the NI# Clinical Center. They provide the infrastructure
needed to promote high quality studies of the safety and efficacy of new and novel approaches to
the vast array of hunan illnesses through protocol review, clinical informatics, sud data and
safety They are responsible for ereating and maintaining research eovironments in
which clinical findings influsnce the direction of lab studies, and coordinate inter-IC research
Programs.

Based upon the high level of responsibility associated with sach of these fuuctional titles, I
request that you determine that their roles are of ¢qual classification 1o those specifically
designated in § 101 of the Ethics in Government Act and, therefore, that erployees holding these
appointments are required to file public financial disclosure reports.,

Should you need any additional information or wish to discuss this request, please contact me, at
(202) 690-7258, or Gretchen Weaver of my staff, at (301) 594-8166.

Sincerely,

Edg
Associate General Coudse] for Ethics
Designated Agency Ethics Official

ce: Raynard S. Kington, M D, PhD., MB.A.
Deputy Director, NIH; Deputy Ethics Counselor, NI4/OD
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,
o Office of the Genersl Counsel

Washingten, D.C. 20201

January 27, 2004
MEMORANDUM
TO: Deputy Ethics Counselors
Ethics Contacts >
FROM: Edgar M. Swindeli

Associate General CoufiSel for Ethics
Designated Agency Ethics Official

SUBJECT: Internal Agency Procedures or Processes for Reviewing
HHS 520 Outside Activity Request Forms

Following consultation with the Office of Government Ethics (OGE), and pursuant to my
authority as the Designated Agency Ethics Official (DAEO) under the Ethics in Government Act
of 1978 and 5 C.F.R. Part 2638, Iam directing that Deputy Ethics Counselors, supervisors and
others who review and approve outside activity requests must inquire of the applicant the amount
and type (e.g., cash, stock, or stock options) of income, comp ion, fees, 1 ion,
expenses, or reimbursement that is to be received in connection with the proposed activity.
‘When evaluating any previously approved, ongoing outside activity for continued compliance
with existing Jaw, the reviewer must also inquire retrospectively as to the cumulative amount of
any income or other monetary receipts (including the type or method of payment) that was
received from the outside source in connection with the approved activity. Employees will be
required to provide this information if they desire to have their request considered or continued,
and a failure to do so will result in denial of the request.

The information that is collected from this review process shall be annotated in “Ttem Number 17"
on the reverse of the HHS Form 520. In this manner, the data is maintained within the existing
government-wide system of ethics records, OGE/GOVT 1 (for public filers and others) and
OGE/GOVT 2 (for confidential filers), and is available for the routine uses therein deseribed.

As you know, the purpose of the prior approval process is to ensure that the proposed activity

does not violate any statute or regulation, including the OGE Stenderds, 5 C.F.R. Part 2635, and
the HHS supplemental ethics regulation, 5 CFR. Part 5501. To that end, eliciting the dollar
amount is relevant for determining whether the comp ion is so ive or disproportionate
1o the time expended as to suggest, for example, that public office is being used for private gain,

5 CF.R. § 2635.801(c); that the bribery or illegal gratuities statute is implicated, 18 U.S.C. § 201;
or that a salary supplementation for performing official duties has been proffered, 18 U.S.C. § 209.
Moreover, non-career Senior Executive Service employees who pursue outside activities are
subject to an apnual compensation limitation, currently $23,550, under 5 C.F.R. § 2636.304.
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This change is effective immediately, and all internal agency procedure or process statements,
policies, or manuals used within the respective operating and staff divisiops for handling HHS
520s shall be amended to comply with this directive. Copies of these amendments shall be filed
with the DAEOQ on or before February 17, 2004.

Thank you for your cooperation in implementing this requirement. If you have any questions,
please call the Ethics Division at (202) 690-7258.

cc: Deputy General Counsels
Associate General Counsels
Chief Counsels, Regions I-X
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Stealth Merger:
Drug Companies
and Government
Medical Research

Some of the National Institutes of Health’s
top scientists are also collecting paychecks
and stock options from biomedical firms.

Increasingly, such deals are kept secret.

" By DaAviD WILLMAN .
Times Staff Writer

BETHESDA, Md. — “Subject No. 4" died at 1:44 am. on
June 14, 1999, in the immense federal research clinic of the
National Institutes of Health.

The cause of death was clear: & complication from an ex-
perimental treatment for kidney inflamunation using a drug

. made by a German company, Schering AG.

Among the first to be notified was Dr. Stephen 1. Katz,
the senior NTH official whose institute condueted the study.

Unbeknowri o the partici-
pants, Katz also was a paid con-
sultant to Schering AG. .

Ratz and his institute sta
could have responded to the
death by stopping the study im-
mediately. They alse could have
moved swiflly to warn doctors
outside the NIH who were pre-
scribing the drug for similar disor-
ders. Either step might have
threatened the market potential
for Schering AG's drug. They did

“neither.

SSUBJECT NO. 47
Jamie Ann Jackson

DECEMBER 7, 2003
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Questioned later, Katz said that his consulting arringe-
ment with Schering AG did not influence his institute’s de-
cisions. His work with the company was approved by NIH
Teaders. '

Such dual roles — federal research leader and drug com-
‘pany cor - are incr atthe NIH, an
agency once known for independent scientific inguiry on be-
half of a single client: the public.

Two decades ago, the NIH was so distinet from industry
that Margaret Heckier, secretary of Health and Human
Sérvices in the Reagan administration, could describe it as
“an island of objective and pristine research, untainted by
the influences of commercialization.” ~ '

Today, with its senjor scientists collecting paychecks
and stock options from biomedical compahies, the NIH is
no longer an island. -

interviews and corporate and federal records obtained
by the Los Angeles Times doct of ;
payments to ranking NIH officials, including: o

= Katz, director of the NTH's National Institute of Arthri-
tis and Muscl and Skin Di who colléeted
between $476,369 and $616,365 in company fees in the Jast
decade, according to his yearly income-disclosure reports.
Some of his fees were reported in ranges without citing ex-
act figures. Schering AG paid Katz at least 8170,006. An-
other company paid him more than $140,000 in consulting

. fees. It won $1.7 million in grants from'his institute before

going bankrupt last year,

& Dr. John1. Gallin, director 6f the NIH's Clinical Center,
the nation’s largest site of medical experiments on humans,
who has received between $145,000 and $322,000 in fees and
stock proceeds for his consulting from 1887 through Jast
year. In one case, Gallin co-wrote an article highlighting a
company’s gene-transfer technology, while hiring on as a
consultant to a subsidiary of that company,

{See Scientists, Page Al4}
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‘If Tam a scientist working in an NIH 1ab and I get a lot of money in consulting fees,
then I'm going to.want to make sure that the company- does very well.”

-~ DR.ARNOLD S, RELMAN,

Public Experts on Private Payrolls

{Scientists, from Page A1}

@ Dr. Richard C. Eastman, the
NIH's top diabetes researcher in 1997,
who wrote to the Food and Drug Ad-

ministration that year defending a

product without disclosing in his Jetter
that he was a paid consultant to the
manufacturer. Eastman's letter said
the risk of liver failure from the drug
was “very minimal.” Six montbslater, a
patient, Audrey LaRue Jones, who was
taking the drug in an NIH study that
Eastman oversaw, suffered sudden
tiver failure and died. Liver experis
found that the drug probably caused
the liver failure.

w Dr. Rondid N. Germain, deputy
director of a major laboratory at the
National Institute of Allergy and Infec-
tious Diseases, who has collecied more
than $1.4 million in company consult-
ing fees in the last 11 years, plus stock
options, One of the companies collabo-
rated with his laboratory on research.
The founder of another of the compa-

* nies worked with Germain on a sepa-
rate NIH-sponsored project. :

= Jeffrey Schiom, director .of the -

National Cancer Institute’s Labora-
tory of Tumor Imynunclogy and Bi-
ology, who has taken $331,500 in com-'
pany fees over 10 years. Schiom helped
lead NIH-funded studies expioring
wider use for 2 cancer drug — at the
same time that his highest-paying cli-
ent was seeking to make the drug
through genetic engineering.

® Jeffrey M. Trent, who became sct-
entific director of the National Human
Genome Research Institute in 1983
and, over the next three years, -re-
ported between $50,608 and $163,000in
.industry eonsulting fees. Trent, who
accepted nearly half of that income
from a company active in genetic re-
search, was not reguired to file public
financial-disclosure statements as of
1997. He left the government last year.

Hidden From View

Increasingly, outside payments to
NTH scientists are being hidden from
public view. Relying in part on a 1998
legal opinion, NJH officials now allow
more than $4% of the agency’s top-
paid employees to keep their consuit-
ing income confidential. :
- As n result, the NIH is one of the
most secretive agencies in the federal
government when it comes to financial
disclosures. A survey by The Times of
34 other federal agencies found that all
hag higher percentages of eligible em-
ployees filing reports on outside in-
_come. In several agencies, every top-
paid official submitted public reports.

The trend toward secrecy .among
NIH scientists goes beyond their fail-
ure 1o report outside income. Many of
them also routinely sign confidenti-
ality agreements with their corporate
employers, putiing their outside work
under tight wraps.

Gallin, Germain, Katz, Schlom and
Trent each said that their consuiting
deals were authorized beforehand by
N1H offiials.and had no adverse effect
on their government work. Eastman
declined to comment for this article.

Dr. Amnold S. Relman, the former
editor of the New England Journal of
Medicine, said that private consulting
by government scientists posed “legiti-
mate cause for concern.”

“If 1 am a seientist working in an
NTH lab and I get a lot of money incon-
sulting fees, then I'm going to want to
nake sure that the company does very
well Relman said.

Relman and others in the field of
medical ethics said company pay-
ments raised important questions
about public health decisions made
throughout the NIH:

~ Will judgment calls on the safety
of individual patients be affected by
commercial interests?

» Can study participants trust that
experimental treatments are chosen
on merit-and not because of officials’
personal financial interests?

® Will scientists shade their inter-
pretations of study results to favor
their clients?

» Will officials favor their clients
over other companies that seek NIH
grants or eollaborations?

Conflict-of-interest ‘guestions alsc
arise in the potentially lucrative
awarding of patents,

Thomas J. Kingdt, the director of in-
house research at the National Insti-
tute of Allergy and Infeetious Diseases,
accepted $63,000 in consulting fees

from a New York biotechnology com- |

pany, Innovir Leboratories, and
wound up an inventor on one of its pat-
ents.

Asked why the government re-
ceived no consideration, Kindt said
that he had contributed to the “basic
idea” while using vacation time,

*No work was done on it as a gov-
ernment employee,” said Kindt, whose
annual salary at the NIH is $193,200.
His conswiting with Innovir was ap-
proved by NIH officials, Kindt said.

Others worry that- the private ar-
rangements can \mdermme the public
interest.

“The fact that paid consuiting is
happening I find very disturbing,” said
Dr. Curt D. Furberg, formér head of
clinical trials at the National Heart,
Lung and Blood Institute. *1t should
not be done.”

Private consulting fees tempt gov-
ermment scientists to pursue less-de-
servmg research and Lo “put a spin on
théir mt,erpretat\on of study resuits,
he said.

“Science shouid be for the sake of
gaifiing knowledge and looking for the
truth,” Furberg said, “There should be
no other factors involved that can in-
troduce bias on decision-making.”

Dr. Ruth L. Kirschstein, who as the
deputy director or the acting director
of the NIH since 1983 has approved
many of the top officials’ consulting ar-
rangemﬁn@s said she did not believe
they had compromised the public in-
terest. “I think NIH scientists, NIH di-

rectors and all the staff are highly ethi-
cal people with enormous integrity,”
she said. “And I think we do our busi-
ness in the most remarkable way."

In response to The Times' findings,
Kirschstein said, she would “think
about” whether administrators should
jearn more about a company’s ties {6
the NIH before approving the consult-
ing arrangements.

“Systems can always be tightened
up,” Kirschstein said on Oct. 29. “And
perhaps, based on this, we will do so.”

On Nov. 20, NIH Director Elias A.
Zerhouni told agency leaders that he
would form a committee to help “de-
termine the appropriateness” of em-
ployees’ consulting and other outside
arrangements,

“1 believe we can 1mprove our per-
formance by subjecting ethics deliber-
ations to.a more transparent process,"
Zerhouni said in a memo,

In a Brief telephone interview )ast
week, Zerhouni said he wanted thé
NIH “to manage not just the reality,
buL the perception of conilict of mter~

“xr there is something that could bé
viewed as improper, 1 think we need to
be able to advise our scientists not to
get into these relationships,” he said.
“My sense is our scientists.are people
of goodwill.”

Temptations Abound

The NIH traces its beginnings. to
the Laboratory of Hygiene, founded in
1887 within a Navy hospital on Staten
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~I think NIH scientists, NIH directors and all the staff are highly ethical people w1th
enormaus integrity. And I think we do our business in the most remarkable way.’

. — DR.RUTH L. RIRSCHSTEIN, deputy director of the National Instilutes of Health

Island in New York, 1t became the fed-
era) government’s first research insti-
tution for confronting such epidemic
diseases as cholera, diphtheria, tuber-
culosis and smallpox.

The laboratary’s success convinced
Congress of its value in seeking cures
for diseases.

1n 1938, the renamed National Insti-
tute of Health moved to its present,
300-acre headquarters -in Bethesda,
about nine miles north of the White

House.

The agency’s respensibilities — and
prominence — have grown steadily.

In 1948, four institutes were created
to support work on cardiac disease, in-
fectious diseases, dental disorders and
experimental biology. “Institute” in
the agency's name became “Insti-
tutes”

President Nixon turned 1o the NIH
in 1971 to lead a war on cancer. The
agency has led the government’s fight
against AIDS. Two years ago, Presi-
dent Bush enlisted the NIH to help
‘counter biological terrorism.

Republican and. Democratic - ad-
ministrations have boosted spending
for the 27 research centers and insti-
tutes that compose today's NIH. Since
1990, the annuel budget has nearly
quadrupled, to $27.9 billion this fiscal
year.

Senior NIH scientists are among
the highest-paid employees in the fed-
‘eraj government. -

.. With billions of doliars in product
sales potentially at stake for industry,
iAnd untold fortunes riding on biomedi-
cal stock prices, commercial tempta-
‘tions abound:

' Researchers poised 0 make -2
‘preakthrough in their NIH labs can,
‘the same day, land paid consulting po-
sitions with companies eager to exploit
‘their insights and cachet. Many com-
panies cile their gonnections to NIH
scientists on Web siles and in news re-
Jeases, despite an agency rule against
‘the practice. Selection of a company’s
produets foran NIH study can provide
a bankabie endorsement — attracting
investors and boosting stock value. If
the study ylelds positive results, the
‘benefits can be even greater.

Conflicts of interest among univer-
sity medical researchers have received
wide attention in recent years. U.S.
Rep. W.J. “Billy” Tauzin (R-La) also

‘raised questions recently about cash
awards that several nonprofit institu-
tions made to a previous director ofthe
National Cancer Institute.

The consulting deals between drug
companies and full-time, career em-
ployees at the NIH, however, have
gone all but unnoticed.

The wide émbrace of private con-
sulting within the NIH can be traced in
part to calls from Congress for quicker
“translation” of basic federal research
into improved {reatments for patients.

And for . decades industry has
pressed for more access to the govern-
ment’s scientific discoveries.

As the number of government-held
patents soared, companies sought leg-
islation encouraging commercializa-
tion of federally funded inventions.
The proponents said the changes also
would make U.S. firms more competi-
tive with foreign companies whose re-
search and development programs

. were subsidized by their governments.

Laws enacted in the 1980s for the
first time authorized formal research
collaborations between companies
and scientific arms of the government,
including the NIH. Starting in late
1986, in-house researchers at the NIH
were permitted to arrange cooperative

agr e
The agreements were intended to ben-
efil both sides while advancing scien-
tific discovery.

Other changes in law permitted the
government agencies, and the re-
searchers, to share in future patent
royalties for inventions.

The new laws said nothing about
government employees being hired by
the companies.

Yet by the end of the 19880s, more
companies were putting NIH research-
ers on their payrolis, albeit within lim-

its imposed by the NTH.

Agency leaders in the 19905 began
weakening those restrictions.

In November 1995, then-NIH Direc-
{or Harold E. Varmus wrote to all insti-
tute and center directors, rescinding
“immediately” a policy that had barred
them from accepting consulting fees
and payments of stock from compa-
nies.

The changes, he wrote, would bring
the NIH ethics rules more in line with
new, less stringent, executive branch
standards. Loosening of restrictions
on employees’ outside pursuits was oc-
cwrring throughout the government.
And with biomedical companies ready
to hire, few were better positioned to
benefit than employees at the NTH.

Varmus' memo — which until now
has not been made pubilic — scuttted
other restraints affecting all em-
ployees, including a $25,000 annual
1imit on outside income, a prohibition
on aceepting company stock as pay-
ment and a Himit of 500 hours ayear on
outside activities.

His memo also offered a narrowed
definition of conflict of interest:

' Employees-had been barred from
consulting for any company that col-
laborated with their NIH lab or
branch. But Varmus said the ban
‘wouid be applied only if the researcher
was personally involved in the com-
pany’s collaboration with thésgency.

Furberg, the former NIH official,
said Varmus' actions invited, at mini-
mum, appearances of conflict of inter-
est.

“Im amazed at what he did,” said
Furberg, a professor al Wake Forest
University. "And to do it in secrecy ¥
find very objectionable. This is a criti-
cal change in the NIH policy.”

In 1899, Varmus wrote a letter to
the institute directors that cautioned
them to “avoid even the appearance of
a conflict of interest.” But in an attach-
ment to the letter, he told them that
employees “ray briefly discuss or
mention current work” Lo outsiders, in
effect giving agency scientists permis-
sion to reveal their unpublished, confi-
dential research.

Varmus, now president and chief
executive of the Memorial Sloan-Ket-
tering Cancer Center in New York, de-
clined to be interviewed for this article.
His spokeswoman, R. Anne Thomas;
said that Varmus, who in 1989 shared a
Nobel Prize for research into the ge-
netic basis of cancer, believed thatmﬂ

D should Y,ak

of in~
terest, regardless of what agency ru]es
allow.

Kn'schst.em, after taking over as
Varmus' interim successor at the NIH
three years ago, said in a May 2000
speech to medical researchers that
conflicts of interest posed “a major
concern.”

“While the federal government was
once the dominant force for support-
ing clinical research, today we share
the arena with bictechnology compa-
nies, pharmaceutical firms and many
others ~ all interested in the possibil-
ity of financial gain from their research.

“Profit raises issues of public trust,”
she said. “When scientific inquiry. gen-
erates findings that can make a profit
for the researcher and the institution,
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- have always received official permission to perform . . . consultations and have performed {them]
outside of my normal NIH work schedule and according to strict government guidelines and rules.’

= DR.STEFREN L KATZ, direclorof the Nitis orthritis institute

their images become clouded.”

Yet officials have Jifted controls on
consulting even as industry’'s stake in
NIH research has deepened. When
Zerhouni, the current NIH director,
appeared before the House' Subcom-
mittee on Environment, Technology-
and Standards last yesr, he cited 274
ongoing research and development
agreements between the federal agen-
cy and industry.

At the same time, NTH leaders have *
moved to what they deseribe as “man-
aging” conflicts of interest. Employees
are allowed-to consult if they receive
prior clearance from an administrator
at their institute or, in the case of most.
institute directors, from NIH head-
quarters:

An Honor System

Potential conflicts are typically ad-
dressed by allowing employees to sign
“recusals.” Under these agreemel?ts,
NIH employees pledge not to pamci—
pate in decisions affecting an oucsxqe
-client. Agency offieials, Kirschsiein
said, rely on an honor system to en-
force recusals and other conflict-of-in-
1erest rules.

The Times found instances in which
the recusals did not work as intended.

1n the mid-to-late 1990s, Eastman,
the diabetes researcher, participated
in & series of decisions affecting the
drug company empiloying him asa con-
sultant, despite having signed a re-
cusal. Separately, Katz, the director of
the arthritls institute, signed a recusal
involving his client, Schering AG,
which nevertheless supplied the NI
with the drug involved in the kidney
patient’s death in 1999,

Katz said that he did not know at
the time that Schering AG was the
maker of the drug his institute was
testing.

Compliance with the recusals can,
itself, undercut the interests of the
NIH and taxpayers, who support the
agency. When heads of institutes and
iasboratories recuse themseives, they
sometimes constrain their ability to
carry out their government duties.

Kirschstein, who for the last eight
years has personally reviewed requests
from the institute directors to consult

{See Scientists, Page A16)

‘Changesin
Ethics Rules
Came From
theTop

{Scientists, from Page A15]

privately for pay, said she tended to ap-
prove the deals, unless she saw “reai
conflict.” :

“I've disapproved some — and I've
approved many,” she said.

In her view, recusals have worked

{ “exiremely well” in avoiding conflicts of
interest.

Gther present and former, officials
say It 1s diffieult, if not impossible, for
researchers Lo keep separate their con-
fidential government  information
when they consult for companies.

“You can't police the thing,” Philip
8. Chen Jr., a senior advisor in the NTH
director’s office who has served as an
agency scientist or administrator since
the 19505, said in an interview last year.
“The rules are there — whether they
follow the rules is another thing.”

A former NTH director voiced sur-
prise at the agency's loosened ap-
proach to conflicts of interest.

“There has been aJot of relaxation,”
said Dr. Bernadine P. Healy, who
served as director from 1991 to 1993.
Before, Healy said in an interview,
“there were very strict ethics rutes for
NIH scientists. You couldn't have vir-
tually any connection with a company
if your institute was in any way doing
research involving their products.”

At least one vestige of the old days
remains.

During last year's holiday season,
workers were advised to refuse gifts
from outsiders worth more than $20.

“Just a reminder,” ethics coordina-
tor John C. Condray wrote, introduc-
ing a five-page memo, “that sometimes
gifts and events can create the appear-
ance of a lack of impartiality.”

The Ethics in Government Act has
generally required highly paid federal
workers 1o file annual financial
disclosure reports that are open to
public review. Many National Institutes
of Health employees make or exceed
the threshold salary of $102,168. Most.
of them have been exemptedby
changes made to their payroll status.

Out of a total of 18,000
NIH employees:

Those making more than
$102,168: 2,259

Those subject
to pubitg
disclosyre

of outside
income: 127

Sources: NIN records and interviews

Los Angeles Times

‘Fewer Public Filings

While making it easier for scientists
o cut consulting deals, the NIH has
made it harder for the public to find
out about them.

The Ethics in Government Act re-
quires ‘yearly financial-disclosure re-
ports from senior féderal employees.
This year, empioyees paid $102,168 or
more generally must disclose outside
income by filing a “278" form, which is
available for public review. Other em-
ployees may file a “450" form — which
does not specify the amount of money
received from an outside party and is
kept confidential.

At the NIH, 2,259 employees make
more than $162,168, according to data

provided by the NIH. Those records
show that 127 of the employees —
abaut 6% — are filing disclosure forms
available to the public.

From 1997 through 2002, the num-
ber of NIH employees filing public re-
ports of their outside income dropped
by about 84%, according to the agency
records. Most of those employees have



switched to filing the confidential 450
form. B

Al the National Institute of Allergy
and Infectious Diseases — which re-
searches trealments for AIDS and
other life-threatening maladies — only
three officials file public reports reveal-
ing their outside income, according to
NIH records.

Officials at the NIH said that an ad-
visory legal opinion frém the U.S, Of
fice of Government Ethics gave them
‘the discretion to bypass public disclo-
sure,

Issued in 1998, the opinion said that
the threshold for public disclosure was
to be set, not by a federal employee's
actual salary, but by the low end of his
or her pay grade. If the minimum sala-
Ty in an employee’s grade is beneath
the $102,168 threshold, he or she is ex-
empt. from filing a public report.

‘The NIH has shifted many of iis
high-salaried employees into pay plans
with minimums that dip below the
threshold.

For instance, two prominent NTH
lahoratory leaders, Schlom and Ger-
main, make $180,400 and $179,800, re-
spectively. Wit‘hin roughly the last
year, NIH changed each of their pay
'p)ans, and they now are exempt from
public disclosure. R

They file confidential forms, which
jnstruct employees to not specify the
gollar amounts they receive from out-
side parties.
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Asked why the NJH has assigned
highly paid stafl to plans that elimi-
nate public disclosure of employees'
outside income, an NIH spokesman,
John Burklow, provided a written re-
sponse:

“The primary benefit of the alter:
nate pay pians is to attract and retain
the best scientists in a highly competi-
tive environment.”

Said Donald Ralbovsky, another
NIH spokesman: “What it really boils
down {to] is that fewer people are filing
278s because of changes in pay plans.”

The shift imparts an implicit mes-
sage to employees, said George J. Ga-
lasso, a former NIH researcher and ad-
ministrator who retired in 1996

“If you've got something to hide,
you flle a 450. If you don't, you file a
278"

Make-or-Break Grants

As director of the National Institute
of Arthritis and Musculoskeletal and
Skin Diseases, Katz is one of the few at.
the NIH who still must file public finan-
cial-disclosure reports.

Katz, 62, is paid $200,000 a year —
more than mernbers of Congress, jus-
tices on the Supreme Court and the
vice president.

His institute leads the govern-
ment's research into the causes, treat-
ment and prevention of disorders of
the joints, bones and overall muscle-
skeletal system.

With a yearly institute budget of
$4854 million, Katz's detisions are
watehed closely by industry. The direc-
tor’s office decides how much of the
budget will be spent on grants and con-
tracts coveted by companies. .

And Katz has been available for
outside consultation: From 1993
through 2002, Katz took between
$476,369 and $616,365 in fees from
seven biotech and pharmaceutical
companies, according to his annual

e He

while chief of the dermatology branch
at the National Cancer Institute and
continued after becoming arthritis in-
stitute director in 1995,

' Xatz said'that his private consuit-
ing broke no rules and that he relied in
part on Varmus’ 1995 memo while en-
tering arrangements with companies.

“The consultations provided my
global knowledge as a dermatologist
and research scientist,” Ratz said in
written responses to questions from
The Times. “I bave always received of-
ficial permission to perform these con-
sultations and have performed these
consultations outside of jmy normsal
NIH work schedule and according to
strict.  government guidelines and
rules.”

One of his clients was Advanced

Tissue Sciences Inc.

The struggling biotech compary in

San Diego hired Katz as a consultant

IN DEMAND: From 1993 through 2002, Dr. Stephen 1. Kalz, diTeC[qT of the NH?'S
and $616,365 in fees from seven biotech and phar

JOANNE CAROLE For The Témes

arthritis instilute, took belween $476,369

to his annual

companies,
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‘Science should be for the sake of gaining knowledge and looking for the truth.
There should be no other factors involved that can introduce bias on decision-making.

— DR. CURT D. FURBERG, formerhead of clinical trials af the National Heart, Lung and Blood Instilute

in 1997, a year after he had announced
a new NTH research initiative for bone
and connective-tissue repair,
Advanced Tissue installed Katz on
its scientific advisory board and paid
him . fees between $142,500 and
$212,500 frorn 1997 through 2002, ac-
cording to his income-disciosure re-

ports. .
During that time, Katz’s institute
pledged $1.7 million in small-business

research grants to the company. The -

company announced nearly every
grant in a news release; Advanced Tis- .
sue’s president termed the grants “an
endorsement by the government.”

In his written response, Katz said
that he had signed a recusal “with-
drawing myself from any interactions
between Advanced Tissue Sciences
and the governmment to remove any
real or potential confict of interest.”
The grants were awarded following
evaluations by NIH reviewels outside
of Katz's institute.

Responsibility for administering
the grants to Advanced Tissué was
delegated to one of his subordinates,
Ratz said.

The NIH policy manual says offi-
cials may not, take fees from companies
seeking or recelving agency grants "if
the employee is working on or involved
in these matters” or “supervising oth-
ers who work on these matters.”

Katz said his subordinate “handled
all decisions regarding these grants
without informing me.”

However, Advanced Tissue kepl
him apprised as NIH granis were ob-
tained, a company executive said.

“He was informed,” said Anthony J.
Rateliffe, the firm’s vice president for
tesearch until its collapse a year ago,
“We would have made a written report
to the SAB (scientific advisory board)
members. twice a year., There would
have been a report 1o the SAB meetings
on all grants, ali grant activities.”

Ratcliffe said the company dealt with
Katz's potential conflict of interest by
paying him in fees alone, and not stock
options. Both men said Katz did not ad-
vise the company on the NIH grants.

His consultations, Katz said, were
Iimited to his scientific expertise and
“never involved, directly or indirectly,
the preparation or discussion of ma-
terial whieh could relate to any financial
dealings between {Advanced Tissue]
and the NIH."

A federal partnier

s

Some of the ways the National Institutes of Health helps biomedical companies:

Studies: Research cgndx}cted by NIH scientists, frequently using drugs or

technology from industry.

Contracts: NIH
outsourcing of research
and development for
agency studies.

Consuitants: NiH scientists
consult for companies in
exchange for personal payments
in fees or stocks.

Sources: NIH Web site and records

++ Grants: NiH funding of

U\(sz private-sector research.

c ive research and

agreements: Collaborations between the
NIH and the private sectot that share
costs and benefits. .

Kirschstein, the sénior NIH official
‘who each year approved Katz's consult-
ing with Advanced Tissue, said she did
not learn the company held grants with
the arthritis institute until The Times
inquired.

“I.didn't even know there were
grants,” Kirschstein said.

As it turned out, the grants would be
among the few positive financial devel-
opments for Advanced Tissue.

By December 2001, its cumulative
nel operating losses were approxi-

‘mately $292.7 million. Barely a year
later, the company entered bankruptcy

‘and shut its doors, having collected

about $1.5 millien of the $1.7 million in
small-business research grants.
Life-and-Death Decisions

While Katz was consulting for Ad-
vanced Tissue, he also was on the pay-
roll of Schering AG, which made Flud-
ara, a drug that his research staff was

" using as an experimental treatment for

autoimmune diseases.

i, From the time he began consulting
for Schering AG in 1996 through 2002,
Katz coliected between $170,000 and
-$240,000 in fees from the company, his
disclosure reports show,

In his responses to questions, Katz
said that he “first became aware” that
Fludara was a Schering AG product
when The Times made inquiries.

Lot Angetes Times

Fludara had been approved by the
Food and Drug Administration in 1891

"to treat leukemia, but the company

wanted to expand its use to other dis-
eases, a goal the NIH studies could ad-
vanee.

Two people died in the studies con-
ducted by Katz's institute.

In one study using Fludara to treat
muscular disorders, a patient suffered
what agency researchers reported in
July 1998 as a “sudden death ... not
thought to be drug related.”

‘The second fatality, indisputably, re-
sulted from the treatment. It involved

"“Bubject No. 4, who had enrolled in a

separate study, designed to treat kidney
inflammation related tolupus, a disease
of the immune system.

Schering AG provided Katy's insti-
tute with a supply of Fludara and with
analyses of patients’ blood samples

through its U.S. affiliate, Beriex Labora-
tories, records and interviews show. The
company also contributed a total of
$60,000 to the institute to support the
research, eliciting a July 1, 1098, thank-
you letter from Katz, .
Partici entering the stud;

warned of some risks. The NiH advised
thern that Fludara might cause damage
to their blood cells and that, as a result,
“bicod transfusions may be required.”




2600, The NIH's human protection of-
fice had just opened an interngl review
of the lupus-related study, quesuomng
the .researchers’ fatlure to protect
against grafl-versus-host disease, as
well as their failure to repori the death
o agency investigators in a timely fash-
ion. K

“pr. Katz and his scientific director
came to me . .. to tell me about a study
inwhicha drug was used and there was
8 death,” Kirschstein said. “They: didnot
tell me the name of the drug, and did not.
121l me much about the study, but told
me that they and the {depariment]
were looking into it.”

In a follow-up letter twd years later,
the internal review absolved: the insti-
tute of responsibility for Jackson's
death. Her husband has filed a wrong-
ful-death lawsuit against the govern-
ment in U.S. District Court. The Jawsuit
does not refer o Katz.

Jackson’s mother, Carmella Tarte,
said time had not eased her grief..

“we all went to the hospital, but we
never even got to talk to her,” Tarte said
in an interview. “It’s been four years
and, well, Thanksgiving was just an-
other day, you know? She has children
she didn't see graduate.”

Contributors

Times researcher Janet Lundblad in
Los Angeles assisted in this report.
Researchers Robert Patrick and
Christopher Chandler in Washington
also contributed.
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About This Report

In late 1998, the Los Angeles
Times began examining pay-
ments from drug companies to
employees of the National Insti-
totes of Health and the agency’s
research collaborations with in-
dustry. This report is based ot re-
cords from the federal govern-
ment and from campames, aswell
as scores of interviews,

In early 1999, the newspaper
first sought income-disclosure re-
ports for all eligible employees of
the 27 research institutes and cen-
ters of the NIH. The newspaper,
as of this month, had filed 36 re-
quests with the NIH for docu-
ments under the Freedom of In-
formation Act.

According to NIH staff, the
agency has provided documents
totaling 13,784 pages, including
annual Bnancial-dficlosure re-
ports, memos and internal e-
tnails.

A significant number of NIH
employees had by “this year
stopped filing yearly income re-
ports that are open to public in-
spection. To assess the relative
extent of public financial disclo-
sure at the NIH, The Times in July
queried dozens of other federal
agencies under the Freedomof In-
formation Act.

Other documentation, describ-
ing preducts and hundreds of re-
search collaborations between the
NIH and industry, was retrieved
from company and NIH Web sites,
from filings with the Securities
and Exchange Commission, and
from lawsuits filed in-federal and
state courts. Other related docu-
ments were obtained. from the
Food and Drug Administration
under the Freedom of Informa-
tion Act.
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TYRORY TORNER For-the Timés
A PRESCRIPTION FOR CONFLICTS: Thewide embrace of privaie consulting within'the J!Ia.tional Institutesof -
Health can be traced in parl to calls from Congress for quicker “translation” qf jec?eral Tesearc_h inlo improved matrnengs K
Jor patients. Indusiry also has pressed for more access {o the government’s scieniific dzscoyenes.

s - L Founded: in 1887 as the Laboratory of
M : Hygiene. : '
National Institutes O, e
Organization: 27 institutes and centers -
Of Heahh commitied to an array of scientific .
- specialties; a research hospital with a
Headquarters: About 300 acres in iaboratory ggmg!ex.
Bethesda. Md. e Afiiliation: Part of the U.S. Department

of Health and Human Services.

Staff: About Ai&OOO emplbyees‘ S
45,000 fellows, research grant
rectpients and trainees,

Budget {In bitlions)

2004 (estimate); ..
$27.9 billion

25 .-

B Mission: “NiH is the steward of medical 20
2nd behavioral research for the nation.
its mission is science in pursuit of
fundamental knowledge about the 15
naturé and behavior of living systerns
and the application of that knowledge
1o exiend healthy life and reduce the
burdens of illness and disability.”
— from NIH mission staternent 5 1990:
AiiRhiAiiketrinnattitnebiaalin $7.6 bitlion

',«:‘”

©
d 3 T
‘B0 92 ‘94 96 98 ‘GO ‘02 ‘G4

Fiscat year ended Sept. 30

Source: NIH Web sité :

REBECGA PERRY Los Angeles Times
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Opening the door

The following 1995 internal memo from then-National Institites of Health Director Harold E, Varmus eliminated or
eased several rules intended to prevent conflicts of iInterest among agency scientists.

- m».-.,‘

'—( DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

- National institutes of Healih

NOov 0 8 155 . y o ‘Bethesda, Marylanid 20892
L TO: 1cD birectors
i op ‘staff

FROM: pDirector, NIH

SUBJECT: Changes in NIH Policies on Outside Activities

st the ICD Dirsctors meeting on beoxerbev 21, tr
¥ yecenkly o 3 rA Aan Audir

S A S
e

1. Activities Performed by High-Level officials

High level officials pay now perform the same types of
outside activities as all other NIH employees. Hzgh “level
officials include the NIH Director, Deputy Dlrectors angd
associate Directors, and ICD Directors and Deputy Directors,
except Presidential appointees.

Page 2 - ICD Directors
2. prohibited Source Criteria for Intramural Enployees ./

. Intramural employees may. now engage in activities for any

i outside organization except those with whouw they have direct
: official business dealings as gOVernrent employees. They

R © are no longer precluded from engaging in activities with
outside organizations that had or currently have research
agreements or contracts Ulth the employees’ ;aooratory or
branch. o

4. Stock as Compensation

% Employees may accept stock as payment for approved outside
H activities. The former policy prohibited the acceptance of
stock as .full or partial payment for outside activities.

5. compensation Limits

There is no longer a dollar limit on the awount of income
that can be received from activities performed for one or
more outside organizations.
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CASE STUDY | RICHARD C. EASTMAN

A Federal Researcher Who Defended a Client’s Lethal Drﬁg

BETHESDA, Md. — When Dr.
Richard C. Eastman talked about the
controversial diabetes drug Rezulin,
doctors listened. ARer ali, he was the
top diabetes researcher at the Na-
tional Institutes of Health,

Eastman’s views were heard clearly
in the fall of 1997, when the Food and
Drug Administration received reports
of liver injury among patients taking
the pill.

At the time, Bastman was supervis.
ing a $150-million NIH study-exploring
whether Rezulin
or another drug
could prevent dia-
betes in - adulls
who had slightly
elgvated  blood-

reports of liver -
jury, an- FDA
medical  officer
questioned  the Dr. Richard C.
prudence of the Eastman
NIH's nationwide

study. Eastman, one of four members .

of the study's executive commitiee,
said ali was well.

“At this point in time, we eonsider
the'risk of {Rezulin] to be very mini-
mal,” Eastman told the FDA in a Nov.
6, 1897, letter obtained by the Los An-
geles Times. “{Wie continue to think
that the drug is safe,” he wrote. “The
Tisk to benefit ratio in the trial contin-
ues tobe one thal we think is very ac-
ceptable” R

Eastman signed the Jetter to the
FDA using his governmient title, direc-
tor of the NIH's diabetes division. The
letter did not disclose that he was aiso

4 paid consultant to ‘Warner-Lambert
Co,, the maker of Rezulin.

The FDA allowed the use of Rezulin
to continue in the study. Warner-Lam-
bert went on to collect $2.1 billion in
sales revenue from Rezulin before it
was pulled jrom the U.S. market in
2000 after being cited as a suspect in
556 geaths, including 68 that involved
Yiver failure.

Some aspects of Eastman’s dual
role were reported earlier by The
Times. Hundreds of pages of newly ob-
tained internal company and federal
documents show that Bastman took
previously unreported actions regard-
ing the drug.

Reached by telephone last month,
Eastman, 57, declined to be inter-
viewed for this articte.

He was hired by Warner-Lambert.
in October 1995, less than three weeks
after he met with a company executive
on behalf of the NIH {o discuss the
darug’s safety, records show. As part of
his consulting arrangement, Eastman
spoke to diabetes “thought leaders”
assembled by the company. He aiso
signed a contract prohibiting him
from disclosing "confidential and pro-
prietary - information” without the
company's prior, written consent.

EBastman's consulting was ap-
proved in Novemnber 1985 by two sen-
ior officials, including the then-direc-
tor of the N1H diabetes institute.

In March 1996, Eastman signed a
federal recusal, pledging to disqualify
himself “to judge or otherwise act las a
federal official] on any matter or mat-
ters pertaining to” Rezulin’s status in
the NIH study.

However, the NTH has no pro-
cedure for verifying that officials com-
ply with the terms of their own re-
cusals. And Eastman continued to
participate in decisions of the study's
four-person executive cormmittee re-
garding Rezulin, according to records
and interviews.

‘When the inspector general of the
Department of Health and Human
Services inquired years later, East-
‘man said he had not thought he was
‘Violating his recusal, records show.

Eastman and his boss also toid the
inspector general that they had never.
seen a 1996 memo from an N1H attor-
ney warriing Eastman: “recuse your-
self from all official matters” involving
Warner-Lambert. Both Eastman and
his boss, then the deputy director of

the diabetes institute, stated that an.

office ajde had filed away the attor-
ney’s warning before they had a
chancetoreadit.

From 1995 through 1987, while col-
Jecting upwards of $43,000 in consult-
ing fees Bnd related compensation
from Warner-Lambert and its affili-
ates, Bastman repeatedly defended
Rezulinin his government capacity.

On Nov. 28, 1997, Eastman wrote to
the 22 physicians around the U:S. who
were carrying out the NIH's diabetes
prevention study, teting them that
the British distributor of Rezulin was
about to pull the drug.

“This is apparently a marketing de-
cision, rather than a regulatory one,”
Eastman wrote. The withdrawal was
voluntary, but it was made in consul-
tation with officials at Britain's Medi-
cines Control Agency, who concluded
that Rezulin was unsafe,

Aninternal Warner-Lambert docu-
ment circulated about that time
termed Eastman and his NIH col-
leagues “the strongest advocates for
the safety of thisdrug.”

On May 17, 1998, & participant in
the major NIH study that Eastmnan su-
pervised suffered sudden liver fajlure
and died. e

‘The victim was Audrey LaRue
Jones, a 55-year-old high school teach-
er from East St. Louis, Iil. The death
loomed as an indictment of Rezulin
because Jones fell into liver failure de-
spite having her liver functions moni-
tored monthly, consistent with the
product labeling. Some 580 other pa-
tients remained on the drug in the
NIH study.

For nearly three weeks, Eastman
and his colleagues on the executive
committee held off on informing the
patients or the other doctors conduct-
ing the study about Jones’ death, the
new documents show.

On June 2, 1998, Eastman and a
handful of other NTH officials met in
Bethesda with the study’s six-rmember
data monitoring board to decide
whether {0 banish Rezulin from the
experiment,

Experts retained by the NIH to
evaluate the case had found that Re-
zulin probably caused the woman’s
iiver failure.The death certificate at-
tributed the "underlying cause” to the
liver failure.

Newly obtained handwritten min-
utes of the NIH meeting show that
Eastman called the case “unusual”
and asked, “Do we want to write off
{Rezulin] because of a very bizarre
death?”

The board recommended unani-



mously that Rezulin be removed; the
director of the NIH's diabetes insti-
tute upheld the recomrendation. .

On June 4, 1998, 18 days after
Jones died, the chairman of the NIH's
executive committee informed doc:
tors conducting the study about her
death.

“It is possible that you may be con-
tacted by the press,” the official wrote.
“Please be polite, but refer all ques-
tions to Dr. Richard Eastman.”

In May 2000, the inspector gen-
eral’s office found that Eastman's ars
rangements “were reviewed and ap<
proved in accordance with ‘the
internal NIH regulations.”

The investigation report. eon-
cluded that unspecified “administra-
tive errors ... contributed to the ap-
pearance of a conflict of interest
associated with Dr. Eastman's outs
side activities with Warner-Lambert
Company.”

In June 2000, after nearly a decade
on the job, Eastman, whose federal
salary was $144,000, left the NIH to
Jjoin a medical device company based
in Redwood City, Calif.

Eastman was not alone i taking
‘Warner-Lambert's money. R

At least 12 of the 22 academic re-
searchers selected by the NIH to help
conduct the nationwide study re-
ceived company fees or- research
grants, according 1o records and in-
terviews. '

The chairman of the study's data
menitoring board, responsible for
protecting patients from unnecessary
risks, also took fees from & Warner-
Lambert affiliate.

+ ~-DavID WILLMAN
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K DAVID KXNNEDY For The Times
PATIENT: Audrey LaRue Jones died after suddern liver failure in 1998 while
in an NIH study that Dr. Richard C. Eastman supervised. Qutside experts found:
that the drug Rezulin probably caused her liver foilure, Eastman had defended
the drug while receiving consulling fees from its maker.
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CASE STUDY | JOHN 1. GALLIN

A Clinic Chief’s Desire to ‘Learn About Indﬁstry’

BETHESDA, Md. — Dr. John1, Gal-
lin is director of the NIH Clinical Center
— the nation's largest site of medical
research on humans.

Thousands of patients go there each
year seeking experimental treatments
that, if successful, can pioneer new
standards of care for ali Americans.
Drug companies, eager to get new
products to market, vie 10 have their
medicines and technologies tested in
the NIH research. .

Fhis places Gallin and the 600 physi-
clans he oversees in
& delicate position:
He is an intermedi-
ary between the

. hopes of -patients
and the ambitions of
industry,

Yet Gallin, whose

government -salary
is $225,200, has re-
perted investments
in eight bictechnol- Dr. John 1.
ogy and pharmacéd-  Gallin
tieal companies,
And he received between $145,000 and
$322.000 in consulting-related stock
proceeds and fees from 1087 through
Iast year, according to his government,
filings.

The potential for conflicts of interest
is raised by Gallin’s government posi-
tions: He is the Clinical Center director
and a leader of the NIH Laboratory of
Host Defenses, where he has helped
manage gene therapy experiments.

Gallin has filed recusals, pledging
not to participate in government deci-
sions affecting the companies in which
he has disclosed .a financial interest.
His outside dealings have, been ap-

proved by other NIH leaders.

*1 thought the experience of work-
ing with a biomedical company would
give me an opportunity to iearn about
industry as well as broaden my expo-
sure to current research,” Gallin said.
“It is necessary that all entities work
together to improve the health of the
nation.” .

But taking industry’s money, while
at the same time avoiding the compa-
nies in his NIH role, has proven a chal-
lenge, as his dealings with a company
specializing ingene therapy, Cell Gene-
sys Inc., show:

In June 1997, Gallin and hislab were”

compieting work on a gene therapy
study in collaboration with industry
pariners. That same month, Celi Gene-
sys acguired one of those partners — a
company that had contributed erucial
gene-transfer technology.

In suly 1997, Cell Genesys made a
“demand,” according to Gallin: The
company wanted the published results
of the gene therapy study to identify
Cell Genesys as the contributor of the
technology — even though it had not
performed the work.

Gallin's top lab deputy granted the
company's request; Gallin did not ob-
jeet. When they submitied the article
toa journal that month for publication,
the authors cited Celt Genesys as the
conlributor of the gene technology. On
Sept.’3, 1997, Gallin became a paid con-
sultant to a Cell Genesys subsidiary,
Abgenix Inc.

The article appeared in the Pro-
ceedings of the National Academy of
Sciences in October 1997, Describing
the results as “encouraging news,” the
NIH issued a news release that cred-
ited Gallin and his 1ab for leading the
research. At the company's request,
Gallin said, the release also cited Cell
Genesys for providing the technology.

Gallin made between $132,700 and
$319,776 from Abgenix consviting fees
and stock-option proceeds from 1997
through 2002, sccording to his yearly
income reports. (He reported pay-
ments in ranges, not exact amounts.)

Cell Genesys owned Abgenix when
Gallin was hired and held a majority
stake in the subsidiary until July 1998,
records show. As of last month, Cell
Genesys maintained a minority posi-
tion,

Gallin also became & shareholder in
Cell Genesys in 1999, but for two years
he did not disclose the holding on his
annual financial reports. “I1t was an er-
ror,” Gallin said. He soid shares in Cell
Genesyslast year for $15,000 to $50,000,
according to his income report.

In written responses to questions
from the Los Angeles Times, Gallin
said that when he was hired to consult

-in 1997, *T was assured by Abgenix staff

that Abgenix was an independent com-
pany.” He added, “1 did not consulf for
Cell Genesys.”

In March 2000, Gallin acknowl-
edged the relationship between the
two companies. He filed a recusal, say-
ing that “since Abgenix Is partially
owned by Cell Genesys, ] have been ad-
vised that an activity with these out-
side organizations may present an ac-

tual or the appearance of a conflict, of .

interest.”

.Regarding Cell GeneSys' reguests
that it be cited publicly as the contribu-
tor of the geme-transfer technology
used by his NTH lab, Gallin said that he

deferred . to his deputy, who was the
first-named author ofi tHe article.

“I had no involvernent other than
ihe first author informed me that this
was t0 be done,” Gallin said,

He said agency leaders approved his
consulting and stock ownership.

“1 was very careful to solicit advice
from NIH leadership as to whether or
not my accepting the position of serv-
ing on the Abgenix scientific advisory
board was a confict that should be
avoided,” said Gallin, 60, who arrived at
NIH'in 1971 after graduating from Cor-
nell University Medical School.

Gallin said nearly all of his other in-
vestments in b i
were initiated by s financial advisor “in
my wife's name, without her prmy con-
sultation.” s

Gallin added, “The stock purchases
‘werenot with companies I had iiny rela-
tionship with in my position at NIH. I
listed them in my annual [NIH disclo-
sure reports]. If I thought there was a
possibility of a conflict 1 filed & recusal,”
He said nearly all of the holdings were
sold by the end of Jast year,

Dr. Ruth L. Kirschstein, the NTH
deputy director, at first told The Times
that she had never allowed an official to
Own & drug company stock if it required
filing a recusal. But Kirschstein later
corrected herself, acknowledging that
she personally approved recusals that
allowed Gallin to own stock in several
companies,

For Gallin, avoiding matters involv-
ing Abgenix could grow more compli-
cated because of its many new research
partners, including industry giants
Pfizer; Amgen and AstraZeneca,

-~ DAVID WILLMAN
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CASE STUDY | RONALD N. GERMAIN

A Federal Lab Leader Who Made $1.4 Million on the Side

BETHESDA, Md. ~ Dr. Ronsld N.
Germain has been a paid advisor fo a
dozen drug-development i

, teular

fund, Germain- said, concerned
“whether or not I believe that a par-
or approach has a

a
law firm that specializes in patent 5t~
gation and an investment fund that
‘buys and sells biotechnology stocks.

By his own accounting, he has col-
Jected more than $1.4 million in fees
over the last 11 years and gathered
company stock options valued at
$865,000.

Germain's full-time job is deputy di-
rector of the National Institutes of
Health's Laboratory of Immunclogy,
which explores how the immung sys-
tem protects against infections, cancer
and other maladies.

His annual gov-
emment salary is
$179,900 — but his
eonsulting - income
surpassed it in one
vecent year and
nearly matched it

anotheryear.
He has taken
fees from a com-
pany coliaborating Dr Ronald N.
formally on re- Germain

search with his labo-

ratory. Another company's founder
coBaborated with Germain in his NIH
capacity. Four more of his clients had
grants or research agreements with
the institute thal houses his lab: He
made plans last spring to begin con-
sulting with a new client, a venture
capital firm that invests in nascent bio-
technology companies.

In wrilten responses Lo questions
from the Los Angeles Times, Germain,
55, said he had always followed NTH
rules and had consulted with the ap-
proval of agency officials. He said he
had not made government decisions
affecting companies that paid him.

“I have a well-regarded reputation
both inside and outside of NIH for ad-
hering strictly to the rule preventing
me from revealing or using specific
knowiedge of my NIH research during
consulting activities and for keeping all
outside activities from having any
bearing on the conduct of my activities
as a [government] employee,” Ger-

“'main said,

By consulting for the companies, he
said, “my general insight into immu-
nology and related biomedical scien-
ces can be used to help develop new
drugs and trealments for Americans.”
He said he provided the law firm with
“expert opinion on immunological
matters.” His advice to the investment

strong scientific base.”

His consulting work aiso. provides
his family with “greater financial secu-
rity,” he said. “This is of special impor-
tance to me because as a former Hodg-
kin's lymphoma patient, it was difficult
until recently to obtain adequate life

- insurance coverage while being at in-

creased risk for an early death,”
Germain, a graduate of Harvard
Medical School, has been deputy direc-
tor of his laboratory, housed in the Na-
tional Institute of Allergy and Infec-
tious Diseases, since 1987, -
He was warned about icts of

to approve Germabn’s consulting with
Genetics Institute despite a provision
in the agency's policy manual forbid-
ding employees from taking fees paid
by a company that is collaborating
with their labs. While the policy re-
makns on the books, a 1995 memo from
the NIH director said it would be en-
forced only if the researcher was di-
rectly involved in the collaboration.
Germain said that he was not in-
formed in advance that Genetics Insti-
tute and his NIH Iab had taken stepsto
formally collaborate. When he did
learn this, Germain said, he ap-
proached his institute’s ethics office.
“The decision was that my consult-

interest two years ago by an NIH Jaw-
yer, Raren Santoro.

But the lawyer's concern focused
only on Germain's investments in mu-
tual funds composed of biotech and
health-care companies, some of which
held contracts with his NIH lab. “Each
underlying company may pos¢ a po-
tential conflict,” Santoro told Germain
inaMay 11, 2001 e-mail,

Two companies on the mutual fungd
Bst were consulting clients for Ger-
main. Yet Santoro's e-mail said noth-
ing about the fees and stock options
they and other companies were paying
him.

Germain, in an e-mail to Santoro
three days later, agreed to exchange
his securities for “holdings that are not
concentrated in the health and biotech
areas”

Germain told The Times, “Ms.
Santoro was fully aware of all my con
sulting arr and

ing ar having predated the
[collaborative agreement), did not
need o be terminated,” Germain said.

®» Mojave Therapeutics Inc., a bio-
tech company developing treatments
for eancer and viral diseases.

From 1998 through 2002, the New
York firm pajd Germain $93,929, plus
stock and stock optionis worth up to
$15.000. Germain has been a member
of Mojave’s scientific advisory board.

Mojave calls itself a leader in devel-
oping “heat-shock” proteins as poten-
tial therapeutic agents.

While ‘consulting for Mojave, Ger-
main, in his capacity as an NIM scien-
tist, co-wrote a June 2000 journal arti-
cie describing the role of heat-shock
proteins. His co-authors included two
scientists affiliated with Mojave, which
posted the study on the company Web
site.

Germain said he did not consider
the study a collaboration with Mojave

tion.”

Many firms for which Germain has
consulted have sought to develop
products in the same frontiers he or
others at the NIH exploré, including:

= Genetics Institute, a Massachu-
setts-based branch of an industry ti-
tan, Wyeth,

1n 2001, Genetics Institute and Ger-
main’s lab entered a formal collabora-
tion cabed a cooperative research and
development agreement, or CRADA,
1o study the effect that genes have on
the immune system. That same year,
Genetics  Institute paid  Germain
$37,500 in fees. Germain accepted
$25,000 last year,

From 1992 through 2002, the com-
pany paid him a total of $322,749, ac-
cording to Germaiw's annual income-
disclosure reports.

Officials at the NIH have continued

and did not know the arti-
cle appeared on the Web site.

The 2000 article, he said; reflected
work done in his NIH lab in “an aca-
demic collaboration” with researchers
at the Memorial Sloan-Kettering Can-
cer Center. Germain said the project
“did net invoive Mojave,”

However, one of his co-authors;
James E. Rethman, was a founder of
Mojave and served, with Germain, on
its scientific advisory board. Rothrnan
alsois anexecutive at Sloan-Kettering.
‘The other co-author accepied a posi-
tion at Mojave during the study.

Asked about these circumstances,
Germain said that he had known
about his collaborators' ties to Mojave,
but he considered the work to be only |
with Sloan-Kettering. .

Germain said he had told Rothman
“that 1 would continue the research
with Sloan-Kettering only if it were
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kept separate from the activities of the
company,” adding:

“1 was not a party to the company's
posting of this published paper on
their Web site and was in fact unaware
of this. ... Given that Dr. Rothman is
an author on the paper, I had noright
to demand that the company not dis-
play the work on its Web site afterit
was published.”

Rothman declined through an aide
tobé interviewed.

Germain said that while the re-
search was being done, “1 informed my
immediate supervisor at NIH of the
situgtion” He noted that his lab’s
wOrk with heat-shock proteins pre-
dated the coliaboration,

= Alexion Pharmaceutjcals Inc, a

Institute of Allergy and Infectious Dis- -
ease, which houses his lab.

in financial reports, the company,
has cited its reliance on a “collabora-
tive relationship” with the instifute
and its affiliation with Germain, who
sits on its scientific-advisory board.

The South San Francisco company
from 1992 thirough 2002 paid Germain
$352,000 and provided stock options
that he has listed as worth up to
$250,000. During this period, Cell
Genesys collaborated on research with
the institute, aithough not directly
with Germain's lab.

Germain said he has “reviewed and
provided advice” regarding Cell Gene-
sys’ overall research programs.

» Medimmune Corp., a8 Maryland

that makes treat-
ments for viral diseases and other

Connecticut ping biotech
il based drugs for cardis

lar and autol i and

CanceT.

Alexion collaborated with Ger-
main’s iab from 1993 to 1997 under a
CRADA.

1n~1994, Alexion announced the
NIH had signed an agreement giving

overthelast 11
years has paid Germain $163,350 in
fees — plus up to $500,000 in vested
stock options. :
MedImmune's top-selling product,
an antibody for preventing a respira-
tory infection in infants, was developed

the “worldwide
rights to U.S. anq foreign patent fil-
ings™ for discoveries that might result
from the collaboration. When the com-
pany reported financial results in 1998,
it said the N1H collaboration and fund-
ing bad helped to reduce losses.

‘Germain became a paid consultant
to Alexion in 1998, about a year after
his Jab finished collaborating with the
company. Over the next five years, he
accepted $51,000 in fees, plus vested
stock options worth up to $100,000.

Germain joined Alexjon's scientific
advisory board, he said, at the behest
of afi’executive who used to work at
the NYH with him.

“He was interested in my acting as
a consultant for.a long time, both pre-
ceding and during the period of the
CRADA,” Germain said. *1 agreed to
take the position only after the CRA-
Daended.”

Alexion’s head af research, Stephen
P. 8quinto, said the company relied on
Germain and the other scientific
board members to review its programs
“and potentially introduce us to some
newer things, newer technologies or
drug targets.”

= Cell Genesys Inc., a developer of
therapeutic cancer vaccines and gene
therapies for AIDS and other ife-
threatening illnesses.

The company has had a long affilia~
tion with Germain and the National

Jjointly the 1990s with the
aliergy and infectious disease institute.
Germain’s lab was not involved. .

= Hybridon Inc, s Massachusetts
pharmaceutical company that devel-
ops medicines and diagnostics based
on synthetic DNA. !

1n October 2001, Hybridon's chair-
man, Dr. James B. Wyngaarden, a for-
mer NIH director, announced the hir-
ing of Germain, saying his “expertise
and experience in the area of immunol-
ogy will be extremely helpful.”

Hybridon paid Germain $30,000
last year.

In October 2062, Hybridon said it
and the NIH had clashed over three
agency-held patents, triggered by Hy-
bridon's application for its own patent.
The matter, related to synthetic DNA,
is pending before the U.S, Patent and
Trademark Office.

Both Germain and the chief execu-
tive of Hybridon, Stephen E. Seiler,
said that Germain's consulting had
not involved the patents.

“The anly point of contaet between
us and the NIH is we share Ron's
time,” Seiler said. .

As of last month, Germain no lon-
ger must publicly disclose his outside
income. He instead will file reports
that are kept confidential. Germain
said he did not request the change,
which was made by the NIH.,

= DAVID WILLMAN
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CASE STUDY | JEFFREY, ,M' TRENT .
A Government Accolade
From a Paid Consultant

BETHESDA, Md. — Until late last
year, Jeffrey M. Trent was the scientific
director of the National Human Genome
Research Institute. . .

He led efforis to find applications for

“‘discoveries from the Human Genome
“‘Project, the historic mapping of the ge-
“petic code that his federal institute com-
" pleted on the government’s behalf.

At the same time, Trent was a paid

“econsultant to RHeoGene Inc., which
"billed itself as a cutting-edge player in
gene therapy technol-
- ogy. For nearly two
years, RHeoGene
posted on its Web site
this accolade from
“"Prent, while identify-
ing him by his govern-
.ment titie: .
“[Wleneed tofocus
on how nature regu-
lates itself, which be-
gins  with genes.
RHeoGene has tech-
nology to address key
‘questions in these areas.”

Jeffrey M.
Trent

Trent’s endorsement, which the com-

pany included in a news release issued

May 30, 2001, clashed with conflict-of-in-
“terest rules of the National Institutes of

Health, home of the genome institute.

Agency employees seeking approval
‘for consulting deals sign a form saying,
“The Outside Employer will not refer to
the conswitant or to an affiliation with
NIH in anything distributed for publicity
or product promotion.”

The rule is intended to prevent the
implication that the NIH is vouching for
a company or its products. Agency offi-
cials said they relied on employees to po-

* lice themselves in such circumstances.

Inrecent interviews and in written re-

sponses te questions from the Los An-.

“ geles Times, Trent, 51, said that he had

“tried to conduct himself properly.

" *Ido not recall making the quote at-
tributed to me in the RHeoGene press
‘release and was unaware that it was on

“the company's Web site until you
brought it to my attention,” he said.

The company’s chief executive said
‘any quoted statements from Trent were

- ‘handled by prior management.

Trent had been hired by the NIH in
Jate 1993, from the faculty of the Univer-
sity of Michigan. In his new role, he be-
gan overseeing all of the genome insti-
tute’s basic laboratory research. And he

was made chief of his own lab, specializ-
ing in cancer genetics. His federal salary
as of last year was $194,300.

Trent was a paid consuitant to sev-
eral drug-development companies while
employed at the NIH. From 1994
through 1996, Trent accepted between
$50,608 and $163,000 in industry consult-
ing fees, according to his yearly publie
‘disclosure reports. )

One of his clients during that period
was Amoco Technology Co., which paid
him Dbetween $30,000 and $101,000.
{Trent reporied his fees in broad
ranges.) He said that Amoco, a “hoid-
over” client from before his arrival at the
NIH, had focused on detecting genetic
abnormalities and gene technology.

After 1996, the NIH shifted ’I'gr%ﬁt to
confidential reports of outside income.
Corporate documents show -he contin-
ued to serve on the scientific advisory
boards of biomedical companies. Ortie of
them was liex Oncology Ine. of Texas.
Another was RHeoGene; the Pennsylva-
nia company paid Trent $10,000 from
spring 2001 to last year, he said,

His consulting deals, he said, were ap-
proved by N1H officials.

Most of his private consulting while at-
the NIH, Trent said, was “based on my
general scientific expertise, as somebody
that’s knowledgeable in the area of can-
cer genomics and cancer genetics.”

Trent declined to discuss what he did
for each company. But he said that he
viewed all of his paid consulting as part
of the NIH's obligation to “translate”
basic research for the benefit of patients.

“If we can help [the companies] more
effectively do what they do, then I think
that furthers science, helps people,”.’
Trent said. “That’s the right thing to do.”

Asked how an NIH scientist ayoids
using unpublished, confidential govern-
ment information while advising paying
clients, Trent said that he did not
present companies with details of his on-
going NIH research.

“Imnot saying that in your mind isn't
information that has broadened your
understanding as a scientist,” he said.
“And some of that came from your work
in the government.”

Since leaving the NIH in  October
2002, Trent has been president and sci-
entific director of the Transiational Ge-
nomics Research Institute, a nonprofit
center in Phoenix.

. — DAvVID WILLMAN
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CASE STUDY | JEFFREY SCHLOM

A Cancer Expert Who Aided Studies
Using a Drug Wanted by a Client

BETHESDA, Md. — While man-
aging one of the National Cancer In-
stitute's major laboratories, Jeffrey
Schiom has built a busy cutside ca-
reer as a consultant.

. Within a decade, he has ac-
cepted fees totaling $331,500 from
20-biomedical companies, his yearly
income-disclosure reports show.

The company that paid him the
most — $127,000 — was Cytoclonal
Pharmaceutics Inc. of Dallas. While

Cytoclonal
worked -on @
more  efficient

way to produce
the popular can-
cer drug'“faxol,
Schiom helped
jead two NIH-
funded studies in

whith Taxol ’

played a crucial leiic-

part. Jeffrey
Schlom was a  Schiom

co-authpr of two
medical journal articles that re-
ported positive results from that re-

search, conducted at the Unjversity -

of Alabama and published in Au-
gust 2001 and September 2002.

Taxol was used to enhance the
effectiveness. of a second cancer
drug, deyeloped by Schiom at the
NIH.

Schlom’s twin roles — as Cyto-
clonal consultant and NIH leader —
posed a potential conflict of interest
because the study results could
help create more demand for Taxol.

Schiom, in written comments to
the Los Angeles Times, said all of
his consulting work was done prop-
erly, in compliance with NIH rules.

He said he had advised compa-
nies “based on my general knowl-
edge and expertise in tmmunology.”

Schiom joined Cytoclonal's sci-
entific advisory board in 1992, :

“At our request, the scientificad-
visors review and evaluate our re-

search programs and advise us with |

respect to technical matters in
fields in which we are invoived,” Cy-
tocional said in various public fi-
nancial reports, starting in July
1996,

The company repeatedly touted
its development of Taxol in news re-

leases. . ’

i

The company sought to produce
‘Taxol through genetic engineering

and fermentation, instead of deriv-’

ing the drug's active ingredient
from the bark of the rare Pacific yew
tree. '

In June 1998, Cytoclonal entered
a Hcensing and research agreement
with Bristol-Myers Squibb Co., the
pharmaceutical giant that markets
Taxol. Cytoclonal announced that
its deal with Bristol-Myers was po-
tentially worth “up to $50 miltion.”

As receritly as August 2001, the
company, renamed as eXegenics,
said that its development of Taxol
was one of two projects “with the
greatest potential for rapid com-
mercial suceess.”

‘The company has recently laid
off most of its employees and aban-
doned all research, including the
Taxol project.

“We're not seeking to develop
it,” said David E. Riggs, the com-
pany’s new chief financial officer.

Schiom; 61, whose government
-salary is $180,400, has led the Na-
tional Cancer Institute's Labora-
tory of Tumor Immunology and Bi-
ology since 1982. He supervises nine

research groups seeking new ways '

to treat and prevent cancer.

According to its Web site, the
laboratory . investigates potential
cancer-fighting vaceines. It exam-
ines substances, called antigens,
that stimulate the body's produc-
tion of antibodies. And lab re-
searchers design and develop cer-
tain “monoclonal” antibodies that
show promise in recognizing and
targeting cancer celis.

During his decade of consulting
for Cytoclonal, Schlom said he “was
never involved in any conversations
or provided any advice concerning
Taxol."”

Schlom said he saw no conflict of

interest in his role with the NIH-

funded studies that reported posi-
tive results using Taxol. His in-
volvement related only to the stud-
ies’ use of a monocional antibody
developed at his lab, not Taxol,
Schlom said.

Yet the studies used both drugs
together to treat patients with
ovarian cancer.

The antibody developed by

Schiom, with & radioactive element -
attached toit, was given to patients |

who two days earlier took TaxoL

The researchers had hoped Tax-
ol would make the cancer cells more
vulnerable to being damaged. or
killed by the radiation. The positive
results were consistent with other
studies that suggested Taxol's
value as a sensitizer to radiation.

“1 provided expertise only in-
volving the ‘'use of the antibody,”
Schlom said. “Therefore, there was
no need for a recusal” Under re-
cusals, N1H employees pledge not
to participate in decisions affecting
outside clients.

In addition to Cytoclonal, sev- ™

eral other companies that have
paid fees to Schlom have conducted
cancer research:

= Jenner Biotherapies Inc. of
San Ramon, Calif., a developer of
vaccines for colorectal and prostate

cancer, paid Schiom $71,000 from

1993 through 1998,

- w AltaRex Corp. of Canada, ade-
veloper of antibody treatments for
ovarian and other cancers, paid
Schlom $17,800 from 1999 through
2001, .

» Titan Pharmaceuticals Inc.,
based in South San Prancisco, has
tried to develop two monocional
antibody agents for treating colo-
rectal cancer. Both are being tested
in an NIH-funded study. Titan paid
Schiom $27,000 from 1996 through
1999,

= Biomira Inc., a Canadian com-

. pany, is developing an experimental

vaccine for lymphoma under a co-
operative agreement. with another
lab at the National Cancer Insti-
tute. In May of 2001, Schlom col-
Jected a $9,000 consulting fee from
Biomira. A spokesman for.the com-
pany said in November that Schiom
was no longer under contract.

Schlom said that he had not; in
‘his NTH capacity, discussed or “pro-
moted any of the studies done by
the organizations for which I have
been a consultant.”

Until last fall, Schiom’s ongoing
payments from industry were dis-
closed in annual financial.reports
open to public review, He now files
confidential reports,

" — DaviD WILLMAN
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Curbs on Qutside Deals at NIH Urged;

A draft report by a blue ribbon committee calls for limits and public disclosure on consulting work, but stops short of
suggesting a ban.

BYLINE: David Willman , Times Staff Writer

DATELINE: WASHINGTON

BODY:

The National Institutes of Health should publicly disclose all drug company payments to its scientists, and should bar
employees from accepting stock or stock options from industry, according to a draft report from a panel examining
conflict of interest at the agency.

The report stops short of calling for a ban on company consulting deals with NIH scientists, but it rece ds that the
agency block top officials from participating in such arrangements. A copy of the report was obtained by the Los
Angeles Times.

The federal panel, called the NIH Blue Ribbon Committee on Conflict of Interest Policies, recommends that paid
consulting not exceed 500 hours a year and that "special scrutiny be applied” if outside compensation exceeds half of an
employee's yearly salary at NIH.

The committee compiled the recommendations in recent weeks as it prepared to present its final report to NIH
Director Elias A. Zerhouni in early May.

If implemented by Zerhouni, the recommendations would reverse many actions taken by the agency in 1995 that
loosened conflict-of-interest standards, including allowing NIH scientists to spend unlimited time consulting for outside
employers, with no ceiling on the resulting income.

Zerhouni appointed the 10-member committee after The Times reported in December that NIH employees had
accepted hundreds of payments of company fees and stock options, totaling millions of dollars.
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Directors of two of the NIH's research institutes - whose government salaries are $200,000 and $225,200 -- received
company fees or stock options worth hundreds of thousands of dollars. More than 94% of the top-paid NIH employees
were not filing public income-disclosure reports.

At a congressional hearing Jan. 22, Sen. Arlen Specter (R-Pa.), who chairs the subcommittee that approved NIH's
$27.9-billion budget, wamed Zerhouni to make major changes.

In the House, Rep. James C. Greenwood (R-Pa.), chairman of the Oversight and Investigations subcommittee, said
NIH policies had led to, not a revolving door, but a "swivel chair" in which agency employees were paid simultanecusly
by the public and by industry.

Related inquiries have been opened by the inspector general of the Department of Health and Human Services and by
the General Accounting Office, the investigative arm of Congress.

Meanwhile, the work of the blue ribbont committee is being watched closely by officials at NIH, by congressional
leaders and by industry.

The blue ribbon committee's co-chairmen, Bruce Alberts, president of the National Academy of Sciences, and Norman
D. Augustine, retired chairman of Lockheed Martin Corp., said this week that they would not discuss the committee's
conclusions until a final report was submitted to Zerhouni.

Zerhouri was traveling Thursday and not available for comment, an NIH spokesman said. The spokesman said
members of the committee were continuing to discuss the recommendations they would make.

Near the outset of their work, Alberts and Augustine met privately with Specter and the senior Democrat on the
Appropriations subcommittee, Sen. Tom Harkin (D-lowa). According to an aide to Harkin, the senator emphasized his
desire for drastically increased public disclosure of outside payments received by NIH employees.

Harkin also veiced strong opposition to the payments of company stock or stock options to NIH employees and
warned that, if he regained chair hip of the subec i he would demand changes.

"He's imerested, he has a lot of concem and he wants to see the report before he comes to any final conclusions," said
y
Harkin's aide.

Much of the committee's work has been closed to the public.

From March 1 through Tuesday, the committee had met during parts of four days in public and at least that many times
in private. Although its members have spoken by phone or in person with all 27 directors of NIH research institutes or
centers, only two have appeared in public sessions. The committee members have not discussed in a public session
whether it is appropriate for the directors to accept consulting payments from a drug company.

Three of the NIH directors who have met privately with the committee told The Times this week in e-mails that they
regarded the payments as inappropriate.

T do not believe that instifute or center directors at NIH should accept compensation from pharmaceutical or
biotechnology companies in the future," said Dr. Anthony Fauci, director of the National Institute of Allergy and
Infectious Diseases. "Receiving compensation from one or more of these for-profit organizations creates a precarious
situation for a director that in my mind is best avoided."

Dr. Stephen E. Straus, director of the National Institute of Complementary and Alternative Medicine, said: "Institute
or center directors should not consult for money with drug or biotech companies to avoid any real or perceived conflicts
of interest in the decisions they are entrusted to make."”

Dr. Francis Collins, director of the National Human Genome Research Institute, said: "The credibility and integrity of
the NIH are critically important. Therefore I believe that, in the future, institute and center directors should forgo
arrangements involving financial compensation from pharmaceutical or biotechnology companies.”
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Zerhouni, a radiologist who was appointed NIH director two years ago by President Bush, has said that he will make
necessary policy changes. In addition to forming the committee, Zethouni in recent weeks forced up to 93 top-level NIH
decision makers to begin filing yearly income-disclosure reports that would be open to public inspection.

Zerhouni also announced that, as of late January, none of the directors of the NIH's research institutes or centers were
still accepting compensation from drug companies.

Nonetheless, Zerhouni has said that he prefers case-by-case decisions over outright prohibitions against company
consulting fees for most NIH scientists.

"You can have a policy that says, ‘All right, all prohibited,’ " Zerhouni told reporters last month. "But how does that
help the public in terms of translating the discoveries in our laboratories into real things?"

Yet NIH has a separate and tightly controlled way to translate its discoveries into marketable remedies: cooperative
research and development agreements. Staff scientists throughout NIH have entered into at least 1,300 such agreements
with biomedical companies since Congress passed legislation in the 1980s authorizing the pacts, according to agency
officials. Controls surrounding the pacts discourage conflicts of interest by barring NIH employees who are involved
with the agreements, and for a year or more afterward, from accepting any payment from a participating company.

"I'The agreements] are designed to encourage government scientists to work with private sector scientists in order to
speed the translation of research findings to the marketplace,” Barbara M. McGarey, an NIH lawyer, told the commitice
last month. "The result is that government research doesn't sit around and never get developed into products, she added.

When McGarey described the cooperative agreements last month to the committee, she elicited surprised reactions.

"This is a very vigorous program,” said Alberts, the committee's co-chairman. "I didn't realize this was so big."

Yet in its draft rect dations, the cc ittee says paid consulting deals, apart from the formal agreements, are
vessential to accomplishing the goal of technology transfer."

In a statement filed with the committee on April 1, the Biotechnology Industry Organization said that paid
consultations with NIH employees "are of significant benefit to biotechnology companies in focusing their research and
development activities.”

Dr. Drummond Rennie, a professor of medicine at UC San Francisco and a critic of corporate influence in medical
research, said the NIH committee had a crucial opportunity to help restore integrity. Any compensation paid by industry
to NIH scientists, he said, undermines the agency's research agenda and results,

"Research is going down the toilet if nobody can believe it, or if it has been distorted,” said Rennie, who also is a
deputy editor for the Journal of the American Medical Assn. “The obvious answer is a very simple one: You pay these
folk enough to make them competitive. And then you say, That's it. You take nothing else.' "

Based on figures presented to the blue ribbon committee by NIH staff, salaries for most of the agency's scientists are
on a par with researchers in acadernia. The NIH is less competitive at the highest ranges of pay, above roughly
$150,000, because the government generally caps salaries at $200,000 a year, according to the staff presentations.

Times staff writer Jon Marino in Washington and researcher Janet Lundblad in Los Angeles contributed to this report.
GRAPHIC: GRAPHIC: National Institutes of Health CREDIT: REBECCA PERRY Los Angeles Times PHOTO:
AWAITING REPORT: NIH Director Elias A. Zerhouni has vowed to make necessary policy changes at the agency.
PHOTOGRAPHER: Associated Press
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Senior officials at the National Institutes of Health should be barred from accepting income of any kind from drug
c ies, a panel ining conflict of i at the agency recommended in its final report Thursday.

3

The long-anticipated report of the Blue Ribbon Panel on Conflict of Interest Policies places the greatest pressure to
date on NIH Director Elias A. Zerhouni to toughen agency policies. The report urged Zerhouni to adopt the
recommendations "as quickly as possible."

Zerhouni appointed the 10-member panel in response to articles in the Los Angeles Times in December revealing that
NIH employees had accepted hundreds of payments from drug companies totaling millions of dollars, and that more
than 94% of the top-paid NIH employees were not filing public income-disclosure reports.

The panel also recommended that nearly all of the 5,000 or more career scientists at the NIH be prohibited from
accepting stock or stock options as compensation.

"This is needed to assure the continued, deserved public confidence in the extraordinary work of NIH," the report
concluded.

However, the panel said that most career NIH scientists should be allowed to accept company consulting fees and
should not be required to publicly disclose such payments -- a position that is likely to draw questions next week at a
congressional hearing into NIH's relations with industry.

Zerhouni did not say whether he would embrace the recommendations. The NIH director told reporters Thursday that
he wanted to meet "one more time" with the panel.

Zerhouni is already under pressure to enact changes.
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The inspector general at the Department of Heaith and Humnan Services is investigating the conduct of several NIH
employees, according to people familiar with the inquiry.

Both the inspector general and the General Accounting Office, the investigative arm of Congress, are examining NIH
ethics policies. And the House Oversight and Investigations Subcommittee has scheduled for Wednesday the first of
what are expected to be at least two hearings this spring into drug company payments to NIH employees.

Just before the blue-ribbon report was released, the subcommittee’s chairman said the NIH had not complied with
requests to identify all of the agency scientists who have accepted payments from industry in recent years, and the
cir es surrounding those arr

Rep. James C. Greenwood {(R-Pa.) said that he complained to Zerhouni by phone Tuesday.

"I told him I thought we'd been slow-rolled and stonewalled,” Greenwood said in an interview. "As far as I'm
concemned, widespread reluctance to divulge this information is the message in and of itseif.”

A senior Democrat on the subcommittee, Rep. Henry A. Waxman of Los Angeles, said that, contrary to the blue-
ribbon panel's recommendations, the NIH should require far-reaching public disclosure of any payments from drug
companies. The blue-ribbon report, he said, "doesn’t appear to go far enough.”

"We know that there are financial relationships at all levels, not just at the top, and the taxpayers deserve to know the
extent of those relationships," Waxman said.

‘When Zerhouni appears before the House subcommittee Wednesday, he is to be joined by the two men he appointed
to co-chair the blue-ribbon panel: Bruce Alberts, president of the National Academy of Sciences; and Norman R.
Augustine, retired chairman of Lockheed Martin Corp.

Both Alberts and Augustine lauded and thanked the NIH staff for its assistance in the panel's work. Their goal, the co-
chairmen said, was to "do no harm,” while making recommendations to strengthen the agency's handling of conflicts of
interest.

In explaining why they proposed a complete ban on employees accepting company stocks or stock options, Augustine
and Alberts said such compensation could prompt people to become unduly concerned with a company's financial
SUCCess,

Of the NIH scientists now employed as paid consultants to industry, roughly 25% of them have been paid in such
securities, Augustine said. The panel reported that 120 NIH scientists as of this month have active consuiting deals.
Zerhouni noted that as of late January, the total stood at 228 scientists. He acknowledged that some employees could be
waiting for the agency's policies to be resolved before resuming outside employment.

Under the panel's recommendations, outside pay would not exceed 50% of the employee's government salary, and the
employees would devote no more than 400 hours a year to such outside arrangements.

The scores of NIH officials who would be barred by the new recormmendations from receiving compensation from
companies would be the directors of the agency's 27 research institutes and centers, plus all deputy directors, officials
who direct research on humans, scientific directors and officials responsible for dispensing NIH grants.

"Because of the public and national leadership roles played by senior NIH officials, financial relationships with
industry may have the appearance of giving preference to certain private interests over the public's interests or of giving
preference to one private interest over another,” the report said,

The panel recommended that senior employees at the NIH begin filing annual income-disclosure reports that were
open to public inspection. Zerhouni early this year ordered at least 93 additional officials to begin filing the public
disclosure reports.
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But the panel declined to endorse such disclosure for many other NIH employees. Instead, the panel called for
increased "internal disclosure” by NIH employees of outside income. Such disclosures would be exempt from the
Freedom of Information Act, keeping payments to employees from drug companies locked from public view.

As an alternative to banning paid deals with industry or requiring far wider public disclosure, the panel saluted
Zerhouni's recent formation of an ethics advisory committee, composed of senior agency officials, which evaluates
employees' requests to engage in paid deals with drug companies and other entities.

Augustine and Alberts said that they feared that an agencywide ban could impede hiring or retaining the best scientific
talent; that they wanted the NIH's policies to be consistent with those of major universities that allow faculty to
moonlight; and that consulting for industry could help translate scientific discoveries into beneficial health treatments or
products.

Representatives of the NIH distributed advance copies of the blue-ribbon report Wednesday to members of Congress.
One, Sen. Edward M. Kennedy (D-Mass.), said the panel's "thoughtful recommendations will help NIH make certain
that its integrity is untarnished by financial conflicts of interest."

Kennedy termed the report an "urgent call for positive change,” saying, "Congress has a responsibility to give Dr.
Zerhouni and NIH the strong support they need to implement these essential reforms."

Others greeted the report less enthusiastically.

If Zerhouni continues to embrace drug-company consulting payments for NIH employees while resisting full public
disclosure, the public will be ill-served, said Michael S. Josephson, a lawyer in Los Angeles who specializes in ethics
and conflict-of-interest policy.

"We need to try to prohibit those kinds of relationships which under the best of circumstances can create an
appearance of impropriety," Josephson said, adding, "Disclosure provisions are cumbersome, but they're required of all
kinds of government officials, because experience has taught us that the 'trust us' rationale is not reliable.... Transparency
is the most effective antidote."

Much of the specific conduct detailed by The Times would be prohibited under the changes recommended by the blue-
ribbon panel.

For instance, two senior-level officials, Dr. Stephen 1. Katz, director of the National Institute of Arthritis and
Musculoskeletal and Skin Diseases, and Dr. John I. Gallin, director of the NIH Clinical Center, accepted hundreds of
thousands of dollars in industry consulting payments.

On Thursday, Zerhouni noted that both Katz and Gallin, whose federal salaries were $200,000 and $225,200,
respectively, ended their involvement with the companies after publication of the articles in The Times. Both officials
have said that their outside deals were approved by others at the NIH.

The blue-ribbon panel's report said that the group "did not investigate specific allegations or review individual cases
under investigation elsewhere.” The report did not elaborate.

GRAPHIC: PHOTO: UNDER PRESSURE: Dr. Elias A. Zerhouni of the NIH. PHOTOGRAPHER: Associated Press
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NIH Conflict Findings Left Out

Ethics panel's final report did not detail all permissive practices,
agency documents show.

By David Willman
Times Staff Writer

May 12, 2004

WASHINGTON -— A blue-ribbon panel that examined conflict of interest at the National Institutes of
Health found permissive practices that were not detailed in its final report last week, internal agency
documents show.

The documents also show that top aides to NIH Director Elias A. Zerhouni were allowed to review and
comment privately on the panel's draft findings.

Congressional investigators have expressed interest in the circumstances surrounding compilation of the
report, issued Thursday. The next day, the chairman of the House Oversight and Investigations
subcommittee, Rep. James C. Greenwood (R-Pa), wrote to Zerhouni, seeking "all records relating to the
minutes and records of closed sessions of the Blue Ribbon Panel, as well as all drafts of the report.”

Greenwood, whose letter was co-signed by the chairman of the House Energy and Commerce
Committee, Rep. Joe Barton (R-Texas), said the information from the NIH would aid in "understanding
the basis for the panel's observations and findings.” Greenwood's subcommittee plans to question
Zerhouni and other NIH officials about conflict-of-interest matters at hearings today and next week.

The NIH is the nation's premier agency for medical research, spending $27.9 billion this year. Zerhouni
appointed the panel after articles in the Los Angeles Times in December documented hundreds of
payments by drug companies to NIH scientists, totaling millions of dollars, and reported that more than
94% of the agency's top-paid employees were not required to publicly disclose outside income.

The panel recommended that top agency officials — totaling scores of management positions — be
banned from accepting payments of any kind from drug companies. The panel also said that all NTH
employees should be prohibited from accepting company stock or stock options as compensation.

On the other hand, the panel said that a majority of NIH scientists should be allowed to accept fees or
other income from industry, and that those payments in many instances need not be publicly disclosed.

The internal documents show that the panel was concerned about how little is known about the extent of
financial ties between drug companies and NIH personnel. According to minutes of a closed-door
meeting in early April, the panel "was surprised to learn that many people do not disclose at afl. The
panel thinks there needs to be an internal review that picks up significant financial interests.”

One panelist, Dorothy K. Robinson, who also is general counsel at Yale University, said that, generally,
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NIH's "rules on conflict of interest are really too narrowly defined.” The rules, she said, employ "very
tight words or phrases of art and do not capture appearances that are quite problematic.” An NIH
document reciting Robinson's comments was obtained by The Times.

Another panelist, Stephen D. Potts, a former director of the U.S. Office of Government Ethics,
encouraged his colleagues to recommend wider public financial disclosure. In an e-mail on March 18 he
said, "I learned at OGE that sunshine is the best disinfectant and saves taxpayer dollars because less will
have to be spent to identify violators. The press and the public do a remarkably good job."

Potts added that The Times articles "did expose abuses and, if the conduct described cannot be
sanctioned under existing rules, the rules should be amended to proscribe the conduct.”

Zerhouni has called repeatedly over the last five months for greater "transparency” in the NIH's handling
of conflict of interest. He appointed the panel to recommend any policy changes it deemed necessary.
But the panel's proceedings were carried out mostly behind closed doors.

The panel met privately at NIH offices in Bethesda, Md., on seven occasions, from March 1 through
April 28. It convened meetings during parts of four days that were open to the public.

Directors of some NIH research centers or institutes voiced concern about whether information they
provided to the panel could be subjected to public release, according to the internal documents.
Moreover, Zerhouni's top subordinates were given opportunities to privately review and comment upon
the committee's draft recommendations, the internal documents show. The drafts were circulated by
scientific policy advisors within Zerhouni's office, whom he had assigned to assist the panel.

A spokesman for Zerhouni, John Burkiow, said that the director's staff "only provided information as
requested” to the panel. "They asked us to review the report for accuracy,” Burklow said.

One of Zerhouni's top aides, Dr. Michael M. Gottesman, told the panel that the NIH's scientific mission
could be undermined if all agency scientists were banned from paid consulting for drug companies. "I
addressed the general issue of what might be lost to the NIH and the public if all NIH scientists were not
allowed to consult with private industry and academia,” Gottesman said in an interview.

The internal documents show that Gottesman, the NIH deputy director in charge of the agency's in-
house, or "intramural” research, clashed with a high-level colleague, Dr. Raynard S. Kington, a
physician-administrator who also holds the title of deputy director and whom Zerhouni assigned in
January to take charge of a range of NIH ethics policies.

On April 22, Kington wrote in an e~mail to Gottesman and four other officials that he feared the panel
members did not understand that in some institutes and centers at the NIH "there is not a bright line"
between those involved with intramural research and those involved with outside, "extramural” research.

For instance, the in-house scientists at the NIH help decide whether they and the agency participate in
cooperative research projects with various drug companies. Because of their government roles, the
scientists also are well positioned to advise, for pay, universities or other outside research entities
interested in NIH grants.

"] think (and I think many outside people would agree) that our IM [intramural] scientists should not
consult with universities and other institutions that are funded by us,” Kington said.

Gottesman responded by e-mail, telling Kington and the other officials — each of whom assisted the
panel in preparing the report — "I must respectfully disagree."
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In its final report, the panel disregarded Kington's advice, saying that if the in-house scientists are not
directly involved in dispensing NIH research grants, they should be allowed to consult with universities
receiving those awards.

if you want other stories on this topic, search the Archives at latimes.com/archives.
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EXECUTIVE SUMMARY

Recently, concerns have been raised in the media and Congress that some employees at the
National Institutes of Health (NIH) have engaged in paid consulting arrangements with, or held
shares in, biotechnology companies or other entities that could influence their work as
government employees, thereby creating real or perceived conflicts of interest. These concerns
have brought new attention to NIH policies regarding approval of such consulting arrangements,
the nature of these arrangements (e.g., consulting versus speaking, teaching, or writing), the
viability of the NIH system for monitoring outside activities, and the substantial number of high-
level NIH employees who are not currently required—by existing laws and regulations—to file
public financial disclosure statements.

This report responds to NIH’s own inquiry into its conflict of interest policies. Are they
sufficient to uphold agency standards and maintain public trust in NIH and its activities? As part
of the NIH examination of the consulting activities of NIH investigators, the NIH Director
established the Blue Ribbon Panel on Conflict of Interest Policies as a working group of the
Advisory Committee to the Director, NIH. This Panel was charged to:

1) Review the existing laws, regulations, policies, and procedures under which NIH currently
operates regarding:
. Real and apparent financial conflict of interest of NIH staff where compensation
or financial benefit from outside sources is received, including consulting arrangements
and outside awards; and
. Requirements and policies for the reporting of financial interests by NIH staff,
including which interests are subject to public disclosure, and what portion of NIH staff
file public disclosures;
2) Make recommendations for improving existing laws, regulations, policies, and procedures
as appropriate;
3) Complete the review and development of recommendations within 90 days;' and
4) Provide recommendations to the Advisory Committee to the Director, NIH, for
deliberation and final recommendations to the Director, NIH.

In keeping with this charge, and in making its recommendations, the Panel did not investigate
specific allegations or review individual cases under investigation at NIH. Its primary goal was
to assess the current status of conflict of interest policies and procedures and make
recommendations for improvement, looking to the future.

In its deliberations the Panel found an extremely complex set of rules governing conflicts of
interest at NIH. These rules are widely misunderstood by some of the very people to whom they
are intended to apply, thereby creating uncertainty as to allowable behavior and adversely
affecting morale.

The Panel adhered to one guiding principle in developing its recommendations: NIH employees
must avoid conflicts of interest incompatible with the proper exercise of their authority and the

'"To accommodate NIH and congressional schedules the Panel completed its work in 66 days.
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proper performance of their duties. Employees in a position to influence the financial interests of
an outside entity such as a current or possible future recipient of an NIH grant or contract should
neither receive financial benefits from that organization nor have significant financial interests in
it.

The Panel found that relatively few NIH employees engage in consulting agreements with
biotechnology or pharmaceutical companies—an activity that currently involves approximately
120 of NIH’s 17,526 employees. Yet the high level of reasonable concern expressed by Congress
and the media about the potential for conflicts of interest when consulting with industry-—itself a
small fraction of the outside activities engaged in by NIH scientists—has had a decidedly
negative impact on the morale of a large number of NIH intramural scientists.

In contrast to industry related activities, a substantial number of NIH employees are involved in
outside activities with professional societies and with academic and research institutions—
primarily in the forms of teaching, speaking, or writing (including editing). In addition, NIH
scientists who are recognized for outstanding scientific achievements, leadership, or public
service are sometimes the recipients of awards, which may be accompanied by a cash prize. The
Panel believes these are important—even essential-—activities for NIH scientists, because they
are part of the tradition of science and provide evidence of the value and significance of the NIH
research community to the larger scientific community.

In its interviews with NIH scientists, the Panel observed that the heightened scrutiny about all
ethics issues has further increased the confusion about the existing policies, with a widespread
sense that rules are being changed midstream or suddenly overly interpreted out of caution. This
has caused heightened concern that NIH scientists will be unable to fully participate in the
community of science in the future and has contributed to fears about the impact that possible
new policies could have on the recruitment and retention of scientists at NIH. Worse yet, there
seems to be widespread fear among NIH employees that they could commit an inadvertent
transgression resulting from the difficulties involved in interpreting the sometimes arcane and
complex rules.

The Panel believes that the recommendations presented in this report are important for correcting
these concerns, and it urges that they be adopted as quickly as possible. This is needed to assure
the continued, deserved public confidence in the work of NIH. It should be noted that the Panel
did not limit its review to what is possible within existing laws or regulations, but rather focused
on those actions that it believes will best serve the NIH mission in the future.

RECOMMENDATIONS

Recommendation 1: NIH senior management and NIH extramural employees whe are
responsible for program funding decisions and recommendations, and professional staff
managing grants and contracts and application review, should net engage in consulting
activities with pharmaceutical or biotechnology companies or in paid consulting for
academia. The Panel considers speaking for compensation at an industry site as
equivalent to consulting for industry. The Panel does not include in this prohibition
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time spent in clinical practice by health care practitioners, if approved as an outside
activity free of conflicts.

Recommendation 2: The Panel reaffirms current federal law, which states that
intramural scientists conducting research with human subjects—for example,
investigators and research team members involved in patient selection, the informed
consent process, and clinical management of a trial-—should not be allowed to have any
financial interest in or relationship with any company whose interests could be affected
by their research or clinical trial, except in special circumstances, and with an
appropriate waiver or authorization.

Recommendation 3: In addition to existing requirements for engaging in outside
activities, and the restrictions posed in Recommendations in 1 and 2, the following
requirements should be in place for all employees who are involved in the
administration or conduct of NIH research programs:

a. The total amoeunt earned annually from compensated consulting with
industry or academia should not exceed an amount equal to 50 percent of the
employee’s annual salary, and no one source should account for an amount
exceeding 25 percent of annual salary.

b. Employees eligible to engage in compensated outside professional activities
should not:

i. receive compensation in the form of stock options or other forms of equities

for their services
ii. spend more than 400 hours per year on these activities (writing excepted).
¢. An exclusion to the abeve limits sheuld exist for NTH employees whe are

health care practitioners. For these employees, there should be a more
flexible time limitation and the capitation for compensated outside medical
care and patient services should be 100 percent of base pay, with the one-
source limitation removed.

Recommendation 4: To improve NIH’s ability to manage and track approved outside
activities:
a. all requests for outside activities (Form 520) should be updated on an annual
basis (with such updates indicating only those changes that have occurred);
b. supervisors should be held accountabie for the evaluation and approval of
outside activity requests, and this supervisory function should be a component of
a supervisor’s performance evaluation; and
¢. NIH should publish an annual agency-wide statistical report on the number and
types of outside activities approved for its employees.

Recommendation 5: NIH should seek a change to OGE regulations to allow NIH
scientists to receive compensation for teaching, speaking, or writing about their
research providing that the information is to be shared in a public forum and that it has
appeared in the published literature.
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Recommendation 6: NIH intramural scientists should continue to be allowed to engage
in compensated speaking, teaching, and writing for professional societies and for
academic and research institutions as an outside activity providing that all ethics review
and approval requirements are met.

Recommendation 7: NIH should seek a change to OGE regulations to permit
employees to be identified by their title or position (and institutional affiliation) when
engaged in teaching, speaking, or writing as an approved outside activity. Disclaimers
should be provided that the activity is not being conducted in the employee’s official
capacity as an NIH employee and that the views expressed do not necessarily represent
the views of NITH.

Recommendation 8: There should be no restrictions on royalties received on works
written, edited, or published or on income received from patents licensed by any NIH
employee who conducted the work as an approved outside activity.

Recommendation 9: The carrent OGE rules regarding receipt of bona fide cash
awards for meritorious public service or achievement and NIH’s interpretations of the
rules are reasonable and should apply to all employees. There should be no limit on the
amount of money received from a bona fide award. These awards are considered gifts
under current law and are not considered outside activities because the employee
accepts the award in his or her official capacity.

Recommendation 10: To increase NIH’s ability to manage conflicts of interest, it
should move immediately to either increase the number of employees required to
annually file a confidential disclosure form (Form 450) or find some other means to
achieve comparable levels of internal disclosure.

Recommendation 11: NIH should ask OGE te make a regulatory change or seek
statutory modifications to provide NIH with greater discretion in determining whether
certain Title 42 employees should file a public financial disclosure form (Form 278).
This would promote the public interest by increasing transparency and would thereby
enhance trust in government. In the meantime, NIH should seek additional equivalency
rulings from OGE to increase the number of public filers to include the senior
employees specified in Recommendation 1.

Recommendation 12: NIH supervisors should be provided with enhanced training on
the criteria to be used for their annual review of financial disclosures so that they can
become more effective in managing and avoiding employee conflicts of interest.

Recommendation 13: To preserve public confidence in NIH, the agency should put in
place a policy that requires employees to disclose all relevant outside relationships and
financial holdings in their work preducts, such as publications, speeches, and invention
disclosures. In addition, where relevant, such disclosures should be made to potential
research subjects as part of the informed consent process.
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Recommendation 14: NIH employees should be reqguired to submit recusals in writing
to immediate supervisors when a potential conflict of interest emerges. The supervisor
should then be required to inform those who should be aware of the employee’s need to
be recused from the official duties for which there is a conflict. As is currently the case,
when an employee must be recused from official duties, these duties can be reassigned
only to someone at an organizational level above the employee. As such, recused
employees or their supervisors will need to inform both superiors and affected
subordinates of the recusal.

Recommendation 15: The NIH Ethics Office should prepare a user-friendly document
and website that displays the ethics rules in simple language and emphasizes examples
of cutside activities and financial interests that are permissible, as well as these that are
not. Employees seeking approval of outside activities should, as part of their submission
of Form 520 and its supplements, indicate in writing that they have reviewed these
summary materials and have discussed any questions they have with their relevant
ethics official and/er supervisor.

Recommendation 16: The NIH Ethics Advisory Committee should issue a report of its
findings, in the form of anonymous case studies and generalizable principles, on a
regular basis to provide the NIH community with a clear common body of knowledge
by which te understand and interpret ethics rules.

Recommendation 17: NIH management should assure that sufficient resources are
provided for the administrative and management functions of its ethics activities to
guarantee that the expanded program proposed in this report can be implemented.

Recommendation 18: The NIH Director, working with Congress, should ensure that
the agency has authority under Title 42, or some other hiring mechanism, to recruit
senior scientific staff in the current highly competitive market. In addition, the NIH
Director should ask HHS te review and, if appropriate, raise the current annual salary
capitation of $200,000 for the most senior Title 42 employees at NIH. The Panel is
concerned that the present ceiling is limiting the agency’s ability to recruit and retain
the nation’s best scientists as the leaders of NIH.

The Panel believes that the recommendations presented in this report are important for
addressing these concerns, and it urges that they be adopted as quickly as possible. This is
needed to assure the continued, deserved public confidence in the extraordinary work of NIH,
and the quality of its scientific staff It also critical for rectifying what the Panel perceives as a
growing morale problem among the agency’s excellent staff.
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Section I. Introduction

Since the middle of the twentieth century, the American people have invested generously as a
nation in biomedical research, believing that such an investment constitutes a public good by
improving human health and welfare, directly or indirectly yielding economic dividends, and
increasing overall understanding of the human condition. The impact of U.S.-funded medical
research has proved to be among one of this country’s greatest achievements, saving countless
lives and significantly improving the quality of life of people around the world. Each year gains
are made in the prevention, diagnosis, and treatment of many diseases, including cardiovascular
disease, infectious diseases, stroke, cancer, and depression.

For example, research conducted or sponsored by the National Institutes of Health (NIH), an
agency of the Department of Health and Human Services (HHS), has led to a major reduction in
mortality related to coronary heart disease and stroke, helping to reduce deaths from coronary
heart disease from an expected number of more than 1,300,000 in 2000 to 514,000, Progress has
been equally remarkable for hepatitis B and C infections, new cases of which are on the decline,
in part because of improved vaccines and the reduced risk of infection from blood transfusion—
both outcomes of NIH-funded research. These are but two of hundreds of examples that could be
cited to show the benefit of the nation’s investment in NIH.

NIH has been the principal steward of this nation’s public investment in health research.
Through its 17,526 full-time equivalent employees in 27 institutes, centers, and the Office of the
Director, NIH conducts and funds biomedical and behavioral research, research training, and
related programs for the promotion of health and the dissemination of health information. Its
mission is “science in pursuit of fundamental knowledge about the nature and behavior of living
systems and the application of that knowledge to extend healthy life and reduce the burdens of
illness and disability.” More specifically, the NIH mission is to:

1) foster fundamental creative discoveries and innovative research strategies and their
applications as a basis for advancing significantly the nation’s capacity to protect and
improve health;

2) develop, maintain, and renew scientific human and physical resources that will assure
our capability to prevent disease;

3) expand the knowledge base in medical and associated sciences in order to enhance the
nation’s economic well-being and ensure a continued high return on the public
investment in research; and

4) exemplify and promote the highest level of scientific integrity, public accountability,
and social responsibility in the conduct of science.

At the same time that NIH pursues fundamental knowledge related to the prevention, diagnosis,
and treatment of a wide variety of common and rare disorders, steady change in the landscape of
disease and public health concerns requires that it continuously adopt new approaches and
accelerate the pace of its discoveries. For example, NIH has been asked by the public to respond
to new challenges posed by an aging population that is experiencing more chronic disease; an
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epidemic of obesity, especially among children; AIDS and other emerging infections such as
SARS; health disparities; and biodefense.

In addition, the science and technology critical to conducting research is constantly evolving.
Powerful and unifying concepts of biology are emerging from the fields of molecular biology,
genomics, and proteomics, with the potential to lead to rapid progress. As one example, in the
past, cancer research was considered vastly different than heart or brain research. Today, with
recent discoveries in molecular and cell biology, we know that biological systems obey common
laws and follow similar pathways in both health and disease.

Another critical NIH mandate is to sustain and improve the national clinical research enterprise
to ensure that it optimally translates basic discoveries made in the laboratory into clinical
application. As a result, the agency supports multidisciplinary clinical research training career
paths, innovations in clinical trial design, translational research, and shared clinical resources
such as tissue banks and research networks. A phenomenon that extends across the entire
scientific enterprise is its need to build, sometimes slowly, on previous work and on a continuum
of knowledge and information from disparate fields—an important concept to remember when
trying to draw bright lines between one scientific activity and another.

Efforts to fully pursue this wide array of fundamental and clinical lines of inquiry are beyond the
reach of any one laboratory, group of investigators, or institution. This has changed the dynamics
of today’s research teams and will change those of the future as well, for increasingly the
translation of fundamental knowledge into practical solutions to health needs requires integrated
teams of specialists from numerous disciplines in the public, academic, and commercial sectors.
NIH is continually searching for new organizational models for conducting research, including
those that encourage risk-taking and novel partnerships, as well as those between the public and
private sectors.

The Nature of NIH Research Activities

NIH scientists conduct basic and clinical research at facilities in Bethesda, Maryland, and
elsewhere as part of the agency’s inframural research program. The excellence and success of
the intramural research program rests almost entirely on the ability of NIH leadership to attract
and retain the best scientists and clinicians. The research that NIH funds at the nation’s
untversities, medical centers, research institutes, and other nonprofit and for-profit organizations
through grants, cooperative agreements, and contracts is referred to as the extramural research
program. The extramural program is administered by NIH employees working on the Bethesda
campus and in outlying areas. The intramural and extramural programs are distinct,
administratively and through hiring authorities and funding mechanisms. The extramural
program currently constitutes approximately 83 percent of total NIH activity, as measured by
resource allocations; the intramural program roughly constitutes 10 percent. (These programs are
discussed in greater detail in section II of this report.) The remaining 7 percent is allocated for
research management and support and other administrative functions,



134

Draft Section I. Introduction

Both the intramural and extramural programs interact with academia and with pharmaceutical
and biotechnology companies in many ways, including funding agreements, formal research
agreements, and intellectual property licenses authorized by statutes intended to encourage the
commercialization of technologies beneficial to the public health.

Three laws primarily govern this commercialization activity, including the Stevenson-Wydler
Technology Innovation Act (P.L. 96-480) in 1980, the Bayh-Dole Act, and the Federal
Technology Transfer Act of 1986, as amended. Under these laws, research agencies are
encouraged to give licenses to commercial entities for the development of technologies from
government-owned patents, and collect royalties for the government (and its employee inventors)
as a result of these licenses. Grantees and contractors are also encouraged to retain title to
government-funded inventions. Finally, federal agencies are authorized to enter into Cooperative
Research and Development Agreements (CRADAs) with non-federal partners to conduct
research. Together these three laws have resulted in substantial increases in the transfer of
government-funded technologies from government and university laboratories to the private
sector in the United States.

In addition to NIH’s leading role, industry funding of its own research plays a substantial and
growing role in the conduct of medical- and health-related research, with the industrially funded
component now far surpassing the annual NIH investment.

These trends, combined with steady encouragement by the public and policymakers to accelerate
the translation of basic research into clinical practice, have progressively blurred the once clear
lines between academic, government, and commercial research. Moreover, the complexities of
science increasingly require that this be a cumulative, interconnected, and competitive enterprise,
because now, perhaps more than ever, scientists and their institutions must balance the essential
principles of collaboration and collegiality with requirements of competition and secrecy.

Conflict of Interest Practices

In addition to collaborating with academia and industry as part of its mission, NIH employees are
also permitted, under strict laws and regulations, to engage in “outside activities,” that is,
compensated or noncompensated activities that do not constitute their official duties or in any
way use their public office or public resources for private gain (see Box A). The difficulty of
ascertaining the meaning of official duties cannot be overemphasized when assessing whether
real or perceived conflicts of interest arise, because this concept is particularly difficult to
delineate in dealing with employees who primarily carry out scientific research.

Outside activities might include providing consultative or professional services, including
service as an expert witness or consultant; engaging in teaching, speaking, writing, or editing; or
providing services to a nonfederal entity as an officer, director, or board member—or as a
member of a group, such as a planning commission, an advisory council, an editorial board, or a
scientific or technical advisory board or panel. The receipt of bona fide cash awards for
meritorious public service or achievement is not considered an outside activity. Rather these
awards are considered gifts under current law and the employee accepts the award in his or her
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official capacity. However, because some particularly prestigious awards can be sizable, they are
worth considering when assessing ethics policies. In all cases, employees must receive prior
approval before engaging in any of these types of outside activities (see section IV for an
extensive discussion of these issues).

In addition, federal regulations establish uniform procedures and requirements for certain federal
officials to disclose financial interests that could affect their conduct of official duties (e.g., the
ownership of certain stocks and other investments). The Ethics in Government Act of 1978 was
enacted to preserve and promote public confidence in the integrity of federal officials through,
for example, requiring certain officials to disclose their financial interests. This act also
established the government's regulatory agency for ethics, the Office of Government Ethics
(OGE), to provide overall direction of executive branch policies related to preventing conflicts of
interest, including the development of rules and regulations establishing procedures for the filing,
review, and, if applicable, the public availability of financial statements, and criteria to guide
agencies in determining which employees should submit these reports. NIH requires its
employees to meet OGE regulations for financial disclosure and implements these regulations
through the processes and procedures required by these regulations, as interpreted by HHS.

These two sets of laws and regulations—those regarding outside activities and those specifying
financial disclosure—are intended to prevent conflicts of interest and ensure that public trust and
duties are not compromised by inappropriate interests and that citizens can have confidence in
the integrity of the federal government.

In the narrower world of biomedical research, conflicts of interest are a set of conditions in
which professional judgment concerning a primary interest (e.g., patient welfare or the validity
of research) tends to be unduly influenced by a secondary interest (e.g., financial gain from third
parties). In the still narrower context of research with human subjects, if professional judgment is
swayed by financial or other interests, subjects can be harmed by, for example, implementing
study designs that pose unacceptable risks, enrolling subjects inappropriately, or continuing
studies that should be modified or stopped. Thus, in some cases conflicts can increase the
chances that tangible or even mortal harm could occur.

In the broader world of public service, avoiding conflicts of interest is based on following a set
of principles: (1) employees should not engage in financial transactions that conflict with the
conscientious performance of duty; (2) employees should not use public office for private gain;
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(3) employees should act impartially and not give preferential treatment to any private
organization or individual; and (4) employees should not engage in outside employment or
activities, including seeking or negotiating for employment, that conflict with official
government duties and 1responsibilities.2 As employees of the federal government, NIH
employees are subject to federal statutes and regulations that implement these principles of
ethical conduct.

Another term, conflict of commitment, is used to describe conflicts in which outside activities,
even if not directly in violation of ethics rules, nonetheless distract the employee from one or
more of his or her employer’s primary interests. For example, an NIH scientist who owns and
operates a restaurant nights and weekends might be too tired or distracted to function adequately
while at his or her government job.

Although financial interests are typically the main concern when discussing conflicts of interest,
they are not the only interests that can cause conflicts. Other interests and activities are inherent
to the scientific profession and less tangible than financial compensation and therefore may be
more difficult to identify. These include the desire for professional recognition, the need to
compete successfully for research resources and promotions, and the desire to disseminate and
communicate research findings. Scientists rely on the ability to share information, meet with
other scientists regularly, and publish their work. A free exchange of ideas to the extent possible
is needed to advance the goal of science, which is to gain new knowledge by building
continually on existing knowledge. Over the past 25 years, however, the research environment
has increasingly created opportunities for investigators and institutions to profit financially from
research, thus intensifying the focus on the potential financial conflicts of interest that are the
main focus of this report.

Contflict of Interest Concerns

Tensions are bound to arise between the appropriate drive of individual government scientists to
expand their own lines of inquiry through interactions with the private sector and the real or
apparent conflicts that might surface between these activities and their public service
responsibilities. In addition, issues of disclosure reflect a tension between the need for
transparency regarding issues of public importance and the rights of government employees, as
citizens, to some measure of privacy. Difficulties also arise from the generally laudable effort to
apply one set of rules across the federal government, yet recognize the unique mission and role
of NIH as a research organization.

in 2004, NIH’s total budget of over $28 billion is by far the largest public investment in
biomedical and behavioral science made by a single nation. In recent years (1999-2003), NIH’s
budget has doubled, reflecting the generally positive attitude of the public and its representatives
toward biomedical science. However, despite nearly universal agreement that NIH is a national
treasure, with a level of public support envied the world over, the perception of conflicts of

% These principles of ethical conduct are set forth in Executive Order 12674 (April 12, 1989).

11
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interest among NIH scientists could endanger NIH’s mission and reputation and result in
diminished public trust. It also could have disastrous consequences for the broader scientific
community and NIH itself, as integrity in research is crucial for maintaining scientific excellence
and sustaining the public’s trust and participation in, and commitment to, scientific research.
This requires accountability and transparency in setting priorities, making funding decisions, and
conducting the research itself, as well as ensuring that actions are not subject to suspicion or
question.

Recently, however, concerns have been raised that some senior NIH scientists have been
receiving consulting payments from, or have held shares in, biotechnology companies or other
entities that were benefiting from decisions that those scientists could have influenced at least in
principle. Concerns also have been expressed regarding the extent of outside consulting engaged
in by NIH employees and the potential for conflicts with their official duties. These concerns
have brought new attention to the NIH policies that result in approval of such consulting
arrangements, the nature of these arrangements (e.g., consulting versus teaching, speaking, or
writing), the viability of NIH policies and procedures for monitoring outside activities, and the
substantial number of high-level NIH research employees who are not currently required—by
existing laws and regulations—to file public financial disclosure statements. They have also led
to a series of responses by Congress, federal investigative offices, and NIH itself.

Charge to the NIH Blue Ribbon Panel on Conflict of Interest Policies

This report responds to NIH’s own inquiry into its conflict of interest policies and whether they
are sufficient to maintain public trust in the agency and its activities. As part of the NIH
examination of the consulting activities of NIH investigators, the NIH Director established the
Blue Ribbon Panel on Conflict of Interest Policies as a working group of the Advisory
Committee to the Director (ACD), NIH. This Panel consists of members of the ACD and outside
experts, who are charged to:

1) Review the existing laws, regulations, policies, and procedures under which NIH
currently operates regarding:

. Real and apparent financial conflict of interest of NIH staff where compensation
or financial benefit from outside sources is received, including consulting
arrangements and outside awards.

. Requirements and policies for the reporting of financial interests by NIH staff,
including which interests are subject to public disclosure and what portion of NIH
staff file public disclosures.

2) Make recommendations for improving existing laws, regulations, policies, and
procedures as appropriate.

3) Complete the review and development of recommendations within 90 days.’

>To accommodate NIH and legislative schedules the Panel completed its work in 66 days.

12
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4) Provide recommendations to the ACD, NIH, for deliberation and final
recommendations to the Director, NIH.

In keeping with this charge, the Panel did not investigate specific allegations or review
individual cases under investigation elsewhere. Its primary goal was to assess the current status
of conflict of interest policies and procedures and make recommendations for improvement,
looking to the future. The Panel met three times in person and once by telephone between March
1, 2004, and April 28, 2004, and heard testimony from over 30 individuals (see appendix C). On
the Panel’s behalf, a website was established to collect NIH staff views on outside activities,
with over 300 responses received (see appendix D). In addition, individual Panel members
interviewed, either in person or by telephone, all 27 NIH institute and center directors. At each
open meeting of the Panel, time was set aside for public comment, and notices of all meetings
were posted in the Federal Register.

At the same time the Panel was conducting its work, NIH was also responding to other
investigations, including the following:

. HHS Office of Inspector General (OIG): The OIG review is focusing on outside
activities and, in addition to writing a descriptive report, it will examine compliance with
requirements to provide information on outside activity request forms. OIG held an
entrance conference with NIH on March 26, 2004. The final design for the OIG review
calls for completing data collection by May 14 and data analysis by June 14. The exit
conference will not be held until mid-July 2004 at the earliest.

. OGE program/compliance review: OGE is examining compliance and
effectiveness of certain elements of the NIH ethics program (e.g., financial disclosure,
outside activities, acceptance of sponsored travel) in selected units of NIH (three
institutes or centers and the NIH Ethics Office). OGE has completed its site review, and
NIH is awaiting a preliminary report.

. U.S. General Accounting Office (GAO): this review probably will not begin until
mid-summer of 2004. GAO's focus will be NIH's implementation of changes in policies
and procedures recommended by Advisory Committee to the Director, OGE, and OIG.

Prior to creating the Blue Ribbon Panel, NIH has taken steps to bring greater transparency to
employees’ reports of financial interests and provide more stringent review of requests for
approval of outside activities. On November 20, 2003, the NIH Director announced the
establishment of a standing internal committee to strengthen NIH’s review of requests for
approval of certain outside activities and management of approved outside activities. This review
body, the NIH Ethics Advisory Committee (NEAC), is internal to NIH and advisory to the NIH
Deputy Ethics Counselor and charged with the review of outside activities for NIH employees in
certain positions (e.g., senior NIH officials) and other NIH employees who want to participate in
certain types of outside activity (e.g., involving a biotechnology or pharmaceutical company or
more than $10,000 annually in compensation). As of May 1, 2004, NEAC had met 15 times and
reviewed 211 cases.

13
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In other events, on February 6, 2004, OGE notified NIH of its approval of the agency’s request
that 93 high-level positions be considered of “equal classification” to positions subject to the
requirement for filing public financial reports. Thus, before and during the Panel’s deliberations,
events were transpiring to strengthen NIH’s system for oversight and management of conflicts of
interest.

This report has been organized to directly respond to the Director’s charge to the Panel.
Following this introduction, section II provides background information on the structure and
culture of NIH as a backdrop to the sections that follow. Section IIf addresses the requirements
and policies for reporting by NIH staff of financial interests, including which interests should be
subject to public disclosure and who should be required to publicly disclose such information.
Section 1V addresses the issue of outside activities, focusing on the adequacy of existing laws,
regulations, policies, and procedures. Section V provides a summary of the Panel’s views and
recommendations on these complex issues.
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Section II. Background

Understanding some of the key organizational and administrative elements of the National
Institutes of Health (NIH) is essential in developing an appreciation of its unique status as a
federal agency as well as the difficulties it faces in achieving a uniformly executed ethics policy.
These elements include the division of NIH’s 27 institutes and centers into intramural and
extramural programs, its various hiring authorities and the implications for salary and disclosure
of personal financial information, and NIH’s mandate to transfer knowledge and technology to
the private sector. Each of these elements provides a particular context for implementing conflict
of interest ethics rules, which are described in greater detail in subsequent sections of this report.

Overview of the Structure of NIH

NIH is a large, complex, decentralized organization, with headquarters in Bethesda, Maryland.
Originally a small set of federal research laboratories supporting the public health mission of the
Public Health Service (PHS), NIH has evolved into a group of 27 major institutes and centers
and the Office of the Director, each conducting research and related activities on an aspect of
human health and disease—mostly through grants to scientists in universities and other
nonfederal research institutions.

In the current fiscal year (2004) NIH has a budget of over $28 billion. Approximately 10 percent
of it is dedicated to the intramural research program. Of that amount, roughly $900 million is
spent on clinical research. Other than a percentage dedicated to purely administrative functions,
the remainder of the budget (approximately 83 percent) is expended on the extramural research
program.

In 2004, the NIH extramural program expects to fund 37,229 research project grants; a number
of other research grants, cooperative agreements, and contracts; and 17,566 full-time training
positions. These funds are awarded to an extramural research community of an estimated
212,000 research personnel affiliated with approximately 2,800 organizations, including
universities, medical schools, hospitals, and other research facilities, both commercial and not-
for-profit, in all 50 states as well as the District of Columbia, Puerto Rico, Guam, the Virgin
Islands, and intemational venues. Of the 17,526 full-time equivalent NIH employees,
approximately 3,400 provide support for the extramural program. These individuals are
responsible for administering the grants and contracts programs—from the development of
programs, to peer review, to disbursement of funds, to monitoring of and accounting for ongoing
grants and contracts. In general, extramural program employees, many of whom are scientists, do
not conduct research as part of their official duties.

In contrast, the intramural research program consists of more than 2,000 research projects
conducted by approximately 5,000 government scientists and technical support staff in
laboratories and a 250-bed research hospital on the NIH campus. All but six of the 27 institutes
and centers have an intramural program. The intramural research program complements and
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supplements the extramural program by providing an environment in which long-term, cutting-
edge research can be conducted in response to public health needs.

To understand how conflicts might arise from the activities or financial holdings of NIH
employees, it is important to appreciate the various roles and functions that might be assigned to
an employee as part of his or her official duties. These responsibilities differ markedly depending
on whether the employee is in the extramural or intramural program and by role, including
leadership rank within the institute or center.

The Extramural Research Program

NIH provides three major types of awards to the extramural community: grants, cooperative
agreements, and contracts. Grants for health-related research and research training projects or
activities make up the largest category of funding. Research project grants are awarded to
institutions on behalf of a principal investigator in order to facilitate the pursuit of research on a
scientific objective by the investigator’s laboratory. The funds to support this research are
awarded through a highly competitive peer review process (review by scientists working in the
field who are not NIH employees) on the basis of research plans submitted by each investigator.
For such grants, NIH itself anticipates no substantial program involvement. In addition,
intramural scientists have no influence on decisions made by extramural program staff. These
peer reviewers received a modest honorarium. Most disclose all potential conflicts of interest and
recuse themselves from decisions that involve a conflict.

Most applications for grant support are unsolicited and originate with the individual
investigators, who develop proposed plans for research or research training within an area of
interest to NIH. Occasionally, to hasten the development of a program or to stimulate submission
of applications in an area of high priority or special concern, an institute will issue a Program
Announcement to describe new, continuing, or expanded program interests, or issue a Request
for Applications (RFA), inviting grant applications in a well-defined scientific area to
accomplish a scientific task.

Cooperative Agreements are similar to grants in that they are awarded to assist and support
research and related activities in the extramural community. However, they differ from grants in
that the awarding NIH institute or center has a substantial involvement in carrying out the
project's activities. The rights, responsibilities, and authorities of the prospective awardee and the
NIH institute are developed in advance. To begin the process, the awarding institute typically
issues a specific RFA that describes the expected program, functions, and activities, as well as
the nature of the shared responsibilities.

As mandated by law, and with few exceptions, the review of grant and cooperative agreement
applications involves two sequential levels of review for each application. In this system, the
scientific assessment of proposed projects is kept separate from priority-setting decisions about
the scientific areas to be supported and the level of resources to be allocated. The first level of
review, the evaluation of scientific and technical merit, is conducted by one of many chartered
scientific review groups, referred to as SRGs, managed by the NIH Center for Scientific Review,
or by the institutes. The group or panel, established according to scientific disciplines or medical
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specialties, may consist of as many as 16 to 20 members who are primarily nonfederal scientists
with the appropriate range of expertise in the disciplines and areas of research being reviewed.

The second level of review is performed by National Advisory Boards, or Councils, of the NIH
institutes and centers. These panels of 12 to 18 members consist of a mixture of scientists and
laypersons chosen for their interest in matters related to health and disease. Council members
review the applications against a broad background of considerations, including relevance,
program goals, and available funds of the institute; they also consider the appropriateness of the
scientific review conducted previously by the SRG.

Contracts for research and development (R&D) are awarded to academic institutions and other
nonprofit and commercial organizations in order to procure specific activities for scientific
inquiries in particular areas of research and development that are needed by NIH. Contract
performance is monitored closely by NIH staff to ensure compliance with the specified statement
of work.

Contract projects are subject to a multifaceted review process prior to the award. Usually,
institute program staff develop the concept for a project, which must be cleared by an outside
advisory panel. The concept for a planned project is then translated by NIH program staff into a
Request for Proposals (RFP), which clearly specifies the work that must be done by the
contractor. Thus, the review process for solicited R&D contracts differs from that for grants in
that all offerors are responding to a government-defined, precise statement of work contained in
the RFPs.

The proposals responding to the contract solicitation are evaluated against the evaluation criteria
specified in the RFP by technical evaluation groups composed typically of nonfederal scientists,
who receive a modest honorarium and must disclose all potential conflicts of interest and recuse
themselves from decisions that involve a conflict of interest. The recommendations of peer
reviewers and the results of separate NIH staff reviews provide the basis for discussions with
offerors that are found to be in the competitive range. At the conclusion of these discussions, the
viable offerors are asked to submit their best and final offer. The award is then made based on
the final offer judged to be most advantageous to the government. An institute may occasionally
make an award in response to an unsolicited proposal for a contract if it meets specific NIH
program needs and can be adequately justified as a noncompetitive award.

The institute program staff plays an important role in the funding of high-quality extramural
research projects. Their responsibilities within an institute are variously allocated according to
grant award mechanisms, medical disciplines, or disease areas. These may be determined by the
legislation that authorized the institute, by the language of budget authorizations, by specific
delegations of authority from the institute directors or the NIH Director, or, within broad limits,
by the actions of the appropriate Councils. Thus, the extramural program staff of the institutes is
charged with planning and implementing scientific programs and consulting with the Councils
about future program developments, They are responsible for keeping up with scientific
developments in relevant areas, and they may convene task forces, workshops, or conferences to
assess scientific progress in a field or identify new initiatives for an institute. The tasks involved
in implementing these program responsibilities range from providing advice to interested
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investigators to organizing extensive collaborative projects requiring a multidisciplinary
approach by investigators in one or several research institutions.

In summary, the decisions regarding extramural resource allocations are guided, organized, and
overseen by a large team composed of some 3,400 NIH employees. However, because of the
magnitude, diversity, and complexity of the NIH mission, the agency draws on a large national
pool of non-government scientists actively engaged in research for advice on the selection of the
most promising research projects for support. Through a process of peer review, these scientists
rate applications for grants and proposals for contracts, and they attend review meetings at NIH
to discuss and make final recommendations. These recommendations are in turn considered and
acted on by National Advisory Boards, or Councils, that are again composed of individuals who
are not NIH employees.

This elaborate system of dual review and oversight makes it exceedingly difficuit for any one
individual to affect or alter the outcome of a funding decision. However, because NIH employees
in the extramural program are involved in the allocation of funds to external entities, they are
currently held to the same requirements regarding outside activities as intramural employees
(even though intramural employees are not involved in finding decisions)(discussed further in
section IV). In addition, OGE regulations permit NIH to prohibit or restrict the acquisition or
holding of a financial interest or class of financial interests by agency employees and the spouses
and minor children of those employees, based on the agency’s determination that the acquisition
or holding of such financial interests would cause a reasonable person to question the
impartiality and objectivity with which agency programs are administered.

The Intramural Research Program

The intramural program consists of basic and clinical research conducted by NIH employees at
the Clinical Center in Bethesda or in laboratory facilities on campus or elsewhere. Research
programs focus on specific health problems of special concern to a particular institute or sector,
including basic research that may not target a specific disease, but that relates to the overall
mission of the institute or center, As with extramural research, taking advantage of scientific
opportunities requires continuous adjustments to the intramural research programs.

Each institute or center intramural research program is led by a scientific director, who reports to
the relevant institute or center director, and along with the institute or center director is
responsible for organizing and administering both laboratory and clinical research. The
evaluation of NIH intramural research programs, projects, and investigators is performed by
Boards of Scientific Counselors, composed of nonfederal scientists with outstanding
achievement and expertise in the areas of research pertinent to each of the NIH categorical
disease institutes or centers. They assess the research in progress, the proposed research, and the
productivity and performance of staff scientists. The boards serve a dual function; they not only
provide expert scientific advice to the institute director and scientific director regarding
particular projects and employees, they also assess the overall quality of intramura] efforts. The
intramural programs of the institutes are also reviewed by the National Advisory Councils and
sometimes by additional panels of outside experts convened to address specific issues.
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The structure and performance of the entire intramural research program (as well as the
individual programs of the institutes and centers) has been evaluated many times over the past 25
years by numerous advisory groups, in response to administrative and legislative mandates. Most
recently, Dr. Elias Zerhouni, Director of NIH, convened a Blue Ribbon Panel on the Future of
Intramural Clinical Research, which focused exclusively on the clinical research programs across
NIH. The intramural research program has been highly scrutinized by outside experts for a
number of reasons, including its relevance to the extramural program; problems with recruitment
and retention of senior scientists; expansions and contractions of its postdoctoral training
programs; its sometimes cumbersome administrative requirements and organizational structure;
inadequately funded congressional and administrative mandates; and its once deteriorating
facility infrastructure, in particular that of the Clinical Center. In response to each of these
reviews, NTH leadership has made adjustments to improve the quality and oversight of the
program.

Since 1990, the intramural research program’s proportion of the total budget decreased steadily
from 11 percent of the total budget to about 9.5 percent, although in dollar amounts it has grown
with the doubling of the overall NIH budget. Despite these changes, the program retains a
distinctive status in the national research enterprise. Its scientists enjoy relatively long-term and
stable funding of research programs, which allows them to engage in particularly innovative
inquiry, including research with high potential payoff but considerable risk of failure. This
stability stands in stark contrast to that found in the extramural scientific community, where
investigators spend significant time writing grant applications that might never be funded. In
addition, intramural scientists conducting clinical research have access to the NIH Clinical
Center, the only hospital in the United States dedicated solely to research. In general, these
scientists are not required to teach or serve on the many committees required of their academic
colleagues.

Finally, the NIH campus has been an exceptional training ground, especially for clinical
investigators. About 3,700 intramural fellows are on campus at any given time working in
laboratories and preparing for their research careers. A significant fraction of the senior
leadership of the extramural biomedical research community today received its training at NIH
in the 1960s and 1970s.

For all of these reasons, the intramural program is an ideal setting to conduct research and has
had a long history of atiracting excellent scientists. Nonetheless, there are some drawbacks to
being an NIH intramural scientist. In general, salaries and laboratory space do not compare
favorably with what can be found in the nonfederal sectors, particularly in the case of more
senior investigators. In addition, conflict of interest constraints make it more difficult to work
with industry, which restricts the flow of technology and information both out of and into NIH.

The rapid growth in the NIH extramural program since the 1970s has enabled biomedical
research across the country to expand greatly in size and scope, providing superb opportunities
for research and training at academic facilities elsewhere. Thus, it has become increasingly more
challenging for NIH to recruit and retain the best scientists, despite progress made in recent years
in removing some of the administrative impediments to research and in enhancing the
attractiveness of employment through changes in the pay scale and retirement options for senior
investigators and the improvement of facilities.
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NIH Hiring Authorities®

NIH uses a variety of personnel appointment authorities that are applied across the intramural
and extramural programs. These are worth briefly mentioning because they have had important
implications for salaries and for requirements regarding the disclosure of financial information.

Title 5 USC provides the basic government system for hiring, consisting of the General Schedule
(GS) which -has 15 grade levels with 10 seniority steps within each level (salary range $17,152 -
$124,783). More than13,000 NIH employees are employed under Title 5 authority. Title §
includes a provision authorizing the payment of up to $30,000 Physician’s Comparability
Allowance (PCA) to facilitate recruitment and retention of physicians. At NIH, non-clinical
physicians are authorized PCA payments. NIH has separate legal authority under Title 42 USC
that authorizes the use of Title 38 USC (Veterans Administration authority) to pay “Physicians
Special Pay” (PSP) to physicians and dentists and other special pays to nurses and allied health
professionals. HHS policy limits the combination of Title 5 and Title 38 PSP pay for physicians
and dentists to $200,000 total compensation, although the legal limits are higher, and nurses and
allied health professionals to Executive Level 1° The special pay authorities were requested to
make NIH positions more competitive with those in academe. As of January 2004, there were 97
NIH physicians receiving PSP under Title 38, and their median total compensation was
$178,268.

A second major appointment authority under Title 5 is the Senior Executive Service (SES). This
is a govemment-wide authority, with a pay band of $131,342° to $142,500. SES positions
typically are managerial or supervisory, having oversight for large organizations, budget
authority, and procurement authority. As of January 2004, there were 89 NIH employees in SES
positions, and the median pay was $142,357.

Title 42 USC refers to the Public Health Service (PHS) Act, which contains a number of special
hiring authorities under which PHS agencies (e.g., NIH, CDC, FDA) may appoint scientists and
“administratively determine” their pay (AD pay plan). Title 42 USC 209(f) and (g) authorities
have been established in law for many years (at least since the 1960s). The authority in Title 42
UCS 209(g) has been used for many years at NIH to appoint doctoral-level scientists to conduct
biomedical research. In 1999, PHS agencies began using the authority in Title 42 USC 209(f) to
employ scientists engaged in biomedical research, science policy, administration, and research
evaluation. In 2001, NTH established the NIH Title 42 Pay Model to assure appropriate use of the
section 209(f) and (g) authorities and provide a flexible and consistent framework for sefting
pay. Pay under the Model ranges from $38,000 to $200,000 (HHS policy limit on pay; there is no
legal limit). Compensation committees, both at the institute or center level and at the NIH level,
implement the Pay Model under Title 42. The median salary is $96,589.

The Title 42 CRS (Clinical Research Support) Alternative Personnel System is not a separate
authority, but rather refers to the approved usage of Title 42 USC 209(f) authority by the Clinical
Center, for a pilot project, which began in 2001. The pilot program was implemented to improve

* Al data on numbers of employees, average salaries, and salary ranges is based on what was in NIH pay system databases on January 24,
2004, This means that the salary data do not reflect a recent cost of living adjustment.

S The 2003 rate for Executive Level I was $171,900, for 2004 it is $175,700.

 Subsequent to Janvary 24, 2004, legislation Jowered the bottom of the SES salary range.
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recruitment and retention, predominantly in the nursing and allied health personnel fields for
patient care. Thus, while Title 42 USC 209(f) is used elsewhere at NIH for doctoral-level
scientists, Title 42 CRS is narrower and restricted to the Clinical Center. It has a market rate
driven pay model. As of January 2004, there were 484 nursing and allied health employees in
this system with a median salary of $64,473.

Hiring authority also exists under 42 USC sections 282(d)(1), 285a-2(b)(5), and5b-3(b), which
provide for the hiring of special experts. In addition, the Senior Biomedical Research Service is a
separate authority under 42 USC, section 237, enacted in law in 1990, as an alternative personnel
system for the employment of doctoral level scientists directly engaged in biomedical research or
clinical research evaluation. Five hundred positions are authorized across the Public Health
Service. NIH’s allocation is 337 positions. By law, SBRS pay band runs from Grade 15, Step 1,
to Executive Level I, total compensation. As of January 2004, 127 NIH employees held SBRS
positions, and the median salary was $156,042.

An additional hiring authority is the Commissioned Corps of the Public Health Service. It
employs a military pay system that had a range of pay for officers in January 2004 of $43,560 to
$167,316 per year.

In addition to base salary, federal employees can receive recruitment bonuses and retention
allowance of up to 25 percent of base pay to attract and retain outstanding personnel. In addition,
managers may reward outstanding performers with cash awards up to $10,000.

Overall, the revamping of the pay bands has made NIH more competitive at the lower and
middle career levels, but salaries lag far behind those in the academic and private sectors at the
highest levels of management. The differences become especially large for senior-level M.D.s
with clinical responsibilities

Significance of Hiring Authorities on Financial Disclosure Requirements

Certain NIH employees are required to disclose their financial interests to NIH staff involved in
the ethics program. An employee’s responsibility to disclose his or her financial interests
depends on position, pay, and/or responsibilities. In some cases, the employee’s hiring
appointment, described above, also determines whether and how the employee reports his or her
financial interests. (See section III for a chart comparing hiring mechanisms and financial
disclosure filing requirements.) Similarly, the office(s) or person(s) at NIH (or sometimes at
HHS) who is responsible for collecting, reviewing, and certifying such information depends on
the filing employee’s position, pay, and/or responsibilities. The many hiring authorities used by
NIH, combined with different regulatory and statutory requirements regarding financial
disclosure, create a patchwork of policies and procedures that could easily lead to
misunderstandings.
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Commercialization of Government-Owned and Government-Funded Technologies

NIH has a mandate to facilitate the commercialization of its discoveries and inventions, a
mandate that has blurred the lines between the public and private sectors and that has fostered an
environment in which public-private interactions are encouraged. Although commercialization
has merit because of the potential for increased translation of knowledge into clinical application,
it is an issue that complicates discussions concerning potential conflicts of interest.

In 1980, in response to concerns about U.S. competitiveness in the global economy, Congress
enacted two laws that encourage government-owned and government-funded research
laboratories to pursue commercialization of the results of their research. These laws are known
as the Stevenson-Wydler Technology Innovation Act (P.L. 96-480) and the Patent and
Trademark Amendments of 1980 (P.L. 96-517), the latter also known as the Bayh-Dole Act.
Their stated goal is to promote economic development, enhance U.S. competitiveness, and
benefit the public by encouraging the commercialization of technologies that would otherwise
not be developed into products because of a lack of incentives in the commercial arena.

The Stevenson-Wydler Technology Act established the basic federal technology transfer
policies. This legislation enables NIH and other federal agencies to execute license agreements
with commercial entities that promote the development of technologies discovered by
government scientists. The act also provides a financial return to the public in the form of royalty
payments and related fees. In 1986, the directives of this act were augmented by its amendment,
the Federal Technology Transfer Act of 1986 (FTTA), which authorizes federal agencies to enter
into cooperative research and development agreements with nonfederal partners to conduct
research. The FTTA also authorized federal agencies to pay a portion of royalty income to
inventors who had assigned their rights to the government, currently a maximum of $150,000 per
inventor per year from all royalty sources. These payments are not considered to be outside
income; they are part of the employee’s federal compensation.

The Bayh-Dole Act was designed to address barriers to commercial development affecting
nongovernment entities, with the aim of moving federally funded inventions toward
commercialization. A key provision of the act is that it provides grantees and contractors, both
for-profit and not-for-profit, the authority to retain title to government-funded inventions, and it
charges them with the responsibility to use the patent system to promote the utilization,
commercialization, and public availability of inventions.

If the grantee or contractor institution declines title or elects not to pursue practical application of
the technology, the federal agency can elect title to the invention. By law, the funding agency
retains a residual interest in all grant- and contract-supported inventions, including a royalty-free,
paid-up license to use the technology for government purposes. However, this right does not
extend to a licensee’s final commercial product, nor does it extend to proprietary information or
trade secrets that belong to another party and may be incorporated in the final product.

Recipients of extramural NIH research funds, NIH intramural researchers, other federal agencies,
and industry have now had 20 years of experience in technology transfer under Bayh-Dole. To
accomplish the transfer of technology, both NIH and NIH-funded extramural institutions
typically seek patent protection for inventions arising out of their research and license the rights
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to private entities to promote commercialization. In this way, private entities interested in
practicing an invention in which they have no ownership may obtain rights to use and
commercialize it by entering into a licensing agreement with the patent owner.

A license is a contract with binding commitments on each party, usually involving compensation
(i.e., royaities, milestone payments). A license does not grant title, or ownership, to the
invention. A license can be exclusive, when only one party is permitted to use or commercialize
the technology; co-exclusive, when a limited number of parties have rights to use or
commercialize the technology; or nonexclusive, when many parties are allowed to use or
commercialize such rights.

Conclusion

Collectively, the organizational configuration, authorities, and mandates of NIH create an
environment of competing tensions and interests. First, the unique mission of NIH as a research
organization that both fands and conducts research creates two worlds within one agency. The
official duties of employees in the extramural program are vastly different from those of
employees in the intramural program. Second, the intramural program must compete with the
academic and industrial sectors to recruit and retain scientists, who provide the intellectual
capital for the agency. This has led to a progressively more competitive pay system that has done
much to attract employees at the lower- and mid-career levels but not at the upper levels of
management. Third, the various hiring authorities used by NIH have different requirements
regarding disclosure of personal financial information by certain employees, creating a complex
web of rules and procedures that are not always obvious. Finally, a 25-year-old mandate from
Congress to accelerate the transfer of discoveries and inventions to the private sector has created
an environment in which the lines once easily drawn between public and private activities are
less clear and are at times not congruent with the conflict of interest rules that otherwise limit
such interactions.

Against this background, section III will focus on the Panel’s findings regarding the appropriate
requirements for financial disclosure by NIH employees.
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Section III. Disclosure of Financial Information
and Outside Activities

The Ethics in Government Act of 1978 was issued to preserve and promote public confidence in
the integrity of government through, for example, requiring certain employees to disclose their
personal financial interests. This act also created:

(1) rules and regulations establishing procedures for the filing, review, and, if applicable,
the public availability of financial statements; and

(2) criteria to guide agencies in determining which employees should submit these
reports.

The act also required the Office of Government Ethics (OGE) to issue regulations establishing
uniform procedures and requirements for the two types of financial disclosure reporting required
of certain employees: public and nonpublic (confidential).” These regulations require high-level
officials to report certain financial interests publicly, (that is, available to the public through the
Freedom of Information Act [FOIA}]). In addition, to guarantee the efficient and honest operation
of the government, less senior employees, whose government duties involve the exercise of
significant discretion in certain sensitive areas, must confidentially report their financial interests
and outside business activities to their employing agencies. The National Institutes of Health
(NIH) holds its employees to these OGE regulations for financial disclosure.

OGE regulations also permit an agency, through supplemental regulations, to prohibit or restrict
the acquisition or holding of a financial interest or class of financial interests by agency
employees, and the spouses and minor children of those employees, based on the agency’s
determination that the acquisition or holding of such financial interests would cause a reasonable
person to question the impartiality and objectivity with which agency programs are administered.
For example, HHS issued regulations that further restrict certain financial interests of financial
disclosure report filers in the Food and Drug Administration (FDA).® This is because FDA “is a
unique consumer protection and regulatory agency within the [HHS],” and the HHS” standards
of conduct needed “further supplementation to reflect this role.”® However, these supplemental
HHS regulations do not augment the OGE regulations for non-FDA employees who file financial
disclosure reports. As such, the supplemental HHS regulations that further restrict financial
interests of certain FDA filers do not apply to NIH employees.

Recent media attention has raised several issues about financial disclosure by NIH employees.
These include concerns regarding the outside activities that have been allowed for a few highly
paid employees and the fact that a large number of highly paid employees are required to file
confidentially rather than publicly. Members of Congress have questioned NIH's reliance on an
OGE legal opinion that informed the agency that Title 42 employees, including those in senior
and/or high-paid positions, could not be classified as public filers. The need to increase the

7 Executive Branch Financial Disclosure, Qualified Trusts, and Certificates of Divestiture, at S CFR Part 2634.
¥ See 5 CFR 5501.106(c)(3).
® See 37 Federal Register 24347, 24348.
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number of NIH employees who file public financial disclosure reports has been a consistent
theme of critics. NIH does not have unilateral authority to compel employees to make public
disclosure, but it does have the discretion to request that the need for disclosure be determined by
OGE through a process of “equal classification determinations,” which recently resulted in the
reclassification of 93 NIH employees.

The Panel focused on whether and how financial disclosures by NIH employees should be
expanded or otherwise modified to promote public confidence in the integrity of NIH officials.
These issues were reviewed in the context of NIH’s implementation of OGE regulations
governing confidential and public financial disclosure, as well as the reasoning behind the
regulations and interpretations.

To assess the appropriate requirements for maintaining public trust in NIH, it is important to
understand the current policies and procedures——specifically, which employees are required to
disclose financial interests, and when, how, and to whom? Also relevant is the distinction
between the reporting processes themselves and the degree to which such information is publicly
accessible, for example readily available (through a website) or accessible only through a FOIA
request. For the purpose of clarity in this report, the Panel will refer to the confidential filing of
financial information by NIH employees to NIH as “disclosure” and to the public availability of
such information as “transparency.”

Financial Disclosure Reporting Requirements

An employee’s responsibility to disclose his or her financial interests generally depends on
position, pay, and/or responsibilities. In some cases, the employee’s hiring appointment (e.g.,
Senior Executive Service [SES]) also determines filing status. Similarly, the office or person
responsible for collecting, reviewing, and certifying such information is determined by the filer’s
position, pay, and/or responsibilities. For example, financial disclosure reports of deputy ethics
counselors are reviewed by the Office of General Counsel, Ethics Division, while the financial
disclosure reports of other, nonsenior NIH staff are reviewed by ethics officials in the
employee’s institute or center, or in the Office of the Director.

In general, financial disclosure requires the employee to provide information about assets and
income, liabilities, outside positions, financial agreements or arrangements, and gifts and travel
reimbursements. However, the breadth and depth of information requested in these reports varies
with the type of form the employee is required to complete. For example, public reporting Form
278 was developed to collect more specific financial information than the confidential disclosure
Form 450. Form 278 requires certain officers and high-level employees in the executive branch
to provide information on the actual monetary vatue of assets and financial transactions. This
information is not reported in the confidential financial disclosure Form 450.
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Confidential Financial Disclosure'®

Some NIH employees must file the standard government-wide OGE form 450 (see appendix
E)', disclosing significant financial information interally to NIH supervisors and ethics
officials. These filings are not subject to FOIA requests.

Who Files

Unless subject to public financial disclosure, the following NIH employees are required to file
confidential financial disclosure reports:

s In each institute and center: deputy ethics counselors, associate directors, assistant
directors, division directors, National Institute of Child Health and Human Development
Center directors, executive officers, and deputy executive officers.

¢ Special Government Employees who are not subject to public disclosure.

e Al other employees designated by NIH who perform one or more of the following duties
or activities and who have not been excluded from the filing requirements:

o contracting or procurement;
o administration, monitoring of grants, licenses, cooperative research and
development agreements, or CRADAS, or other federally conferred benefits,
regulating or auditing nonfederal entities;
o other activities that will have a substantial economic effect on the interests of a
nonfederal entity; or
o other activities that have the potential to create real or apparent conflicts of
interest.

In reference to the latter category of “all other employees designated by NIH,” OGE pemmits the
agency to require employees in certain positions to file confidential financial disclosure reports.
Although hypothetical examples of employees who are required to file confidential financial
disclosure reports are provided in the regulation (e.g., a contracting officer who performs certain
duties and works with substantial independence), a 1994 memorandum from the Director, OGE,

1 Confidential financial disclosure reporting requirements are set forth in regulations at 5 CFR 2634, Subpart I.
Federal statute requires that these reports and the information that they contain be kept confidential, even in de-
identified form. Accordingly, confidential financial disclosure reports are exempt from being released to the public,
under exemptions 3 (A) and (B), 4, and 6 of the Freedom of Information Act (FOIA), 5 USC 552(b)(3) (A) and (B),
(b)(4), and (b)(6). Agency personnel shall not publicly release the reports or the information that these reports
contain, except pursuant to an order issued by a federal court, or as otherwise provided under applicable provisions
of the Privacy Act (5 USC 552a), and in the OGE/GOVT-2 government-wide executive branch Privacy Act system
of records, as well as any applicable agency records system. FOIA exemption 3 covers information “specifically
exempted from disclosure by statute”; exemption 4 protects “trade secrets and commercial or financial information
obtained from a person {that is] privileged or confidential”; exemption 6 permits the government to withhold all
information about individuals in “personnel and medical files and similar files” when the disclosure of such
information “would constitute a clearly unwarranted invasion of personal privacy.”

1 See also ethics.od.nih.gov/forms/forms450.htm for the form. For most NIH employees, the process for preparing,
reviewing, and certifying confidential financial disclosure forms involves the employee and the institute or center
deputy ethics counselor (or the person with delegated authority).
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to the Designated Agency Ethics Officials found, “The most consistent concern which agencies
expressed about the system was the process of designating positions in which employees are
required to file an [OGE] 450.7* There appears to be insufficient uniformity in these
determinations.

The responsibility for designating confidential filers generally occurs at the level of the deputy
ethics counselor within the institute or center, in many cases with input from an administrative or
executive officer or the appropriate office director (e.g., scientific director or deputy director).
However, although the institutes and centers use general regulatory criteria to determine which
employees must file, each can apply the criteria differently. For example, some institutes and
centers require all project officers to file a confidential financial report, while others require only
those project officers above a certain pay level (e.g., GS-12 or 13) to file. These determination
decisions are presumably due to guidance provided by the 1994 memorandum, which specifies
that “designations should be limited to those 3pay grades where the duties and responsibilities
clearly make filing necessary and relevant.”'® In 2003, there were 5,533 filers of confidential
reports. This number is expected to increase to 5,845 in 2004. The instructions and forms for this
report are 6 pages long.

The Process for Confidential Financial Reporting

Most NIH employees who are required to report financial interests use the confidential financial
disclosure report (OGE form 450). As an alternative to the OGE 450, an employee may use a
different form if he or she has no new financial interests. This form, the OGE 450-A, the
Certificate of No New Interests, contains no requests for substantive financial information. As
such, the deputy ethics counselor or reviewing official performs only a procedural review of that
form to ensure it is properly completed by the employee and tracked by the deputy ethics
counselor or reviewing official. However, reviewers may refer to previous OGE 450 forms to
ensure the employee does not have any unresolved issues.

What Information Is Disclosed

The confidential reporting system seeks from employees only information that is relevant to the
administration and application of criminal conflict of interest laws, administrative standards of

12 September 14, 1994, available at www.usoge.gov/pages/daeograms/dgr._files/1994/do94031 txt.

 In the 1994 memorandum, OGE continues to add examples of positions or employees who should not be required
to file: “In reevaluating which positions require confidential disclosure, consider the following guidance: For those
positions involving responsibilities enumerated in 5 CFR 2634.904(a)(1), the regulation compels designation only if
the employee will be required to participate personally and substantially through decision or the exercise of
significant judgment. For assistance with the terms “personal and substantial,” see the definitions at 5 CFR
2635.402(b)(4) and 2637.201(d). Additionally, the exclusion criteria in § 2634.905 should be considered in
conjunction with the designation process, to eliminate designation of positions where, for example, there is a
substantial degree of supervision or only a remote possibility of a conflict of interest. Thus, not all employees who
must sign a procurement integrity certification under the Office of Federal Procurement Policy Act must also be
required to file a confidential financial disclosure report. Agencies may use an appropriate demarcation, such as a
position's monetary level of procurement authority, a de facto pay grade floor, or degree of supervision over the
position. For positions being designated under the more general criteria in 5 CFR 2634.904(a)(2), designations
should be limited to those pay grades where the duties and responsibilities clearly make filing necessary and
relevant,
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conduct, and agency-specific statutory and program-related restrictions. The basic content of the
reports required by the regulations reflects certain information that is generally relevant to all
agencies. However, depending on an agency's authorized activities and any special or unique
circumstances, additional information may be necessary. In these situations, and subject to the
prior written approval of the Director of the OGE, agencies may formulate supplemental
reporting requirements.

Public Financial Disclosure

In contrast to confidential filing requirements, as described above, employees who file public
financial disclosure reports (SF 278 form [see appendix F}) 14 currently make the disclosure
internally, knowing of the possibility of public access. Before certain financial disclosure reports
can be made available to the public, however, two things have to happen. First, the employee
must fulfill his or her responsibility to complete the disclosure form and provide it to the
appropriate certifying official within the agency (a process that occurs internal to the agency,
generally). Second, a member of the public must request access to the information through an
application process specified in the Freedom of Information Act (FOIA)." To this end, the right
of the public to access certain financial disclosure reports is distinguishable from the employee’s
responsibility for making the required disclosure.

Whe Files
Public filers are defined by regulation to include the following positions:

e Members of the SES and the Senior Scientific Service (SSS).

e Employees whose positions are classified above GS-15, generally described as “senior
level” (SL) or “scientific and technical” (ST).

e Commissioned Corps at O-7 pay levels.

s Non-GS employees whose annual rate of basic pay'® is equal to or greater than 120
percent of GS-15, Step 1, not inclusive of locality adjustments, with the exception of
Title 42, Career GS/GM-15 level employees and Commissioned Corps Officers at the O-
6 level and below.

e Experts, consultants, or advisory committee members appointed as Special Government
Employees (SGEs), who are reasonably expected to serve more than 60 calendar days in
any calendar year, and whose annualized salary is equal to or greater than 120 percent of
pay for a GS-15, Step 1.

Y See cthics.od.nih.gov/forms/forms278.htm for the SF 278.

'3 Specified at 5 CFR 2634.603.

16 per a February 11, 1998, OGE legal opinion, "rate of basic pay" in 5 USC app., § 101(f)(3) means the lowest step
or entry Jevel pay authorized for a particular pay grade or range. See
www.usoge.gov/pages/advisory_opinions/advop_files/l 998/98x2.txt.

7 As of January 2004, 120 percent of GS-15, Step 1 is $104,927 (based on the base GS-15, Step 1 salary of $87,439,
at www.opm.gov/oca/04tables/pdf/gs.pdf). This base amount excludes focality adjustments and “additional” pay
(such as bonuses, awards, and allowances), but includes annual or periodic pay adjustments (such as cost-of-living
raises). The base amount is used in calculating the 120 percent of GS-15, Step 1.
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e As of February 6, 2004, through an “equal classification” determination'® from OGE (as
requested by NIH), institute and center directors,'® deputy directors, scientific directors,
and clinical directors are also required to file public financial disclosure reports.

Unless holding one of the positions listed above, career GS/GM-15 level employees,
Commissioned Officers at the O-6 level and below, and employees under the Title 42
appointment mechanism are exempt from the public financial disclosure requirement, even
though their salaries may exceed 120 percent of the GS-15, Step 1 pay level. For example, the
Title 42 mechanism can be used to support specific public disclosure by individuals in positions
(e.g., doctoral-level scientists and certain allied health personnel for patient care) at pay ranges
from $38,000 to $200,000. However, the appointments made under Title 42 are not required to
file public financial disclosure reports because the regulations require employees to file only if
they are in a pay category which has a “basic rate of pay” that is equal to or greater than 120
percent of the minimum rate of basic pay for GS-15, Step 1, or $104,927. The Title 42
appointment mechanism has no basic rate of pay (i.e., Title 42s have no minimum pay), and
because of this, such employees do not meet the public financial disclosure filing criteria.

Although members of the SES do file public financial disclosure reports, shifting higher-paid
Title 42 employees to the SES does not provide a general solution for several reasons:

e Many Title 42 employees do not meet the SES qualifications. The SES is for senior
managerial, supervisory, and program policy personnel; while Title 42 is for doctoral-
level scientists and physicians, nurses, and allied health personnel engaged in biomedical
research, clinical care, and/or scientific management/leadership activities.

e The ceiling placed on the number of SES positions at NIH cannot accommodate the
expansion that would be entailed in such a shift.

» The top SES pay level is well below the top pay provided under Title 42, and
mechanisms to supplement salary (e.g., bonuses and allowances for recruitment and
retention) cannot be guaranteed because they are not part of base pay.

In February 1998, OGE wrote the following in response to queries about exclusions from the
public financial disclosure:

...some [division] employees who receive relatively high amounts of pay would not be
required to file. We agree that this may occur, but that is also the case with a number of
other pay systems. It would be up to Congress to arnend the financial disclosure statute, if
they intended a different result. As an alternative, [division] employees may be required

' Under the authority under 5 CFR 2634.202(c), the OGE (not NIH) may require any other officer or employee in
any other position determined to file a public financial disclosure report if that individual occupies a position that is
equivalent to a position that is already specifically designated in the statute by category or salary level. This
determination is called “equal classification.”

' The “equal classification” determination for institute and center directors was previously requested by NIH on
June 6, 1994, in a memorandum to OGE; however, OGE ruled that such determination at that time could not be
provided “without additional details concerning these positions.” NIH at the time did not seek to provide additional
information. Note, however, that prior to the 2004 OGE “equal classification” determination, institute and center
directors voluntarily filed the public financial disclosure report.
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by [the Department] to file confidential financial disclosure reports, under subpart I of 5
CFR part 2634, if the criteria therein for defining confidential filers are met. While less
intrusive of filers’ privacy, the confidential system serves the same goal as the public
system, which is primarily to prevent conflicts of interest.”

The Process for Public Financial Disclosure Reporting

Public financial disclosure reporting requirements are described in the regulations,” and the
information is filed on the SF 278 form. For most NIH employees, the process for preparing,
reviewing, and certifying public financial disclosure forms involves the employee and the
institute’s or center’s deputy ethics counselor.

What Information Is Disclosed?

The public financial disclosure reporting system seeks the following information from
employees: a brief description of any interest in property held by the filer or his or her immediate
family; origin and total investment and noninvestment income; purchases, sales, and exchanges
above a certain amount; certain gifts and reimbursements; liabilities and categorization of
amount; agreements and arrangement for future employment; and outside positions, including
income above a certain amount. The instructions and forms for this report are 18 pages long.

Table 1 at the end of this section compares the requirements for qualification as a public versus a
confidential filer.

Discussion

Current requirements for reporting income from outside activities, or from investments that
might have relevance to one’s official duties, do not always capture the information needed to
manage conflicts of interest. The only employees who must currently publicly disclose all
outside activities as well as financial interests are those required to file an OGE Form 278
annually.

The most obvious problem that needs to be corrected is the accident of legislative and regulatory
history that exempts even highly paid Title 42 employees from this disclosure. NIH has been
eliminating this problem by securing equivalency determination from OGE with respect to its
most senior employees, so that these employees are now required to file Form 278. This is an
effective first step to ensuring that potential conflicts of interest at the highest level of NIH are
properly managed. In addition, the complexity of Form 278 weakens its intent and it is therefore
the Panel’s opinion that OGE should seek simplification of reporting, a change requiring
legislation and that would be applied government-wide.

2 L etter to a Designated Agency Ethics Official from Stephen P. Potts, dated February 11, 1998. Available at
http://www.usoge.gov/pages/advisory_opinions/advop_files/1998/98x2.htmi
1’5 CFR Part 2634, Subpart F.
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As specified by OGE, the filing of an annual confidential disclosure of financial interests (OGE
Form 450) is limited to “those pay grades where the duties and responsibilities clearly make
filing necessary and relevant.” At present, more than 5,000 of the more than 17,000 NIH
employees are required to disclose in this manner. Individuals who file this relatively brief
confidential form need to disclose outside activities with industry and academia, and if the
income from these activities exceeds $200. However, there is no way of knowing the exact
amounts of compensation involved. Form 450 is a government-wide form established by OGE,
and therefore not easily changed. Further, if an individual is not required to file either a public or
confidential financial disclosure form, and does not have an outside activity approved through
the HHS Form 520—as can be the case—NIH might have no way of knowing whether a
potential conflict of interest exists.

Conclusion

It is critical to maintain public confidence that NIH’s ethics standards and practices ensure that
all potential conflicts of interest are managed or eliminated. There are three key considerations in
determining whether and what type of disclosure should be required: 1) does NIH know enough
to prevent and manage conflicts of interest? 2) do those who would be directly affected by such
interests (e.g., subjects of research) have the information necessary to make informed choices?
and 3) does the public have access to sufficient information to maintain public confidence in the
integrity of NIH? In answering these questions the Panel attempted to balance the needs of NIH,
as well as those of research subjects and the public, with the rights of NIH employees as U.S.
citizens to an appropriate and reasonable degree of privacy.

Recommendations are made in Section V of this report to improve financial reporting policies
and practices.

32



157

‘RGogNe SIEJJy SURISOA

30 juouniedaq ® “OSM 8€ SNLL p£ ey jo suorsiaond ayy 01 305fqns Ked jeuomuppe (§ 2)ILY) 391AISS [IALD 3y} UL pajurodde sysnuop pue suerarshyd Aed o3 1030901 HIN 94} SSZUOYINY €
nemBar Led Beuppy | d 3O 3030 &g payu] st pue smuiodde ey jo suonesyiEnb

oty 10 paseq §1 Azg “suolednano 10qe| put sapen) sped afem oy ut suonised pue ¢ [-SO ySnony |-SO I8 JueuiiaA08 (LIP3 Ay UM suomisod JSous jjif 01 PIST S WSRILYOIW SUYL T
uepd Azd () POULLISIAQT A[PALRNSIILIPY PUB (SYES) 9014108 Y10saY [RIIpawIOl] JOTUSG Ay} Ul soakopduro 9soy) SAPR[OU] ‘UOLBNSIIWPE Yasessas pue Aorjod 20udIds

‘uor THWPE 90UI0S 3 20U3198 [eorpawolq us padedus are oym sweaFoxd (pInwenxs puL JRIMWRNUL 5Y) (30q UL SISTUSIOS AT 03 Pas(} ‘sotouade gHd 01 anbiun |
Juonesyissels (enba,,

POIfES St GONBURILISISP ST I JoAs] Ate[es 10 A1082180 &g oinys oy uf pajeuBisap Ajreoytoads Apeaife si yeus uonisod ¢ 0} juaeamnbs s1 ey uoyisod e sa1dnooo fenpiatpul ey §1 Hodax
axmsopsip jrioueuy ognd e o)1 05 pauraep uonisod 19430 Aue Ut s0kojduwie 10 130110 19Y10 Kur armbal fewr (HIN 104) 400 3 (9)70T ¥E9T ¥AD § topun AJLIOWINE SU3 1OPULY 44
Jsa1511 JO 191[U00 juatedde 10 251 € 318010 0) jEnusiod SU) oAvy Jey) SSNIATIOR JSUI0 1O AIuA [RISPIRIOL € JO SISAIAUT Sy3

40 1938 ONUOUOOS [SHUBISONS B SABY [{IM 18U SOIIALIOR JOH30 SaNnUs [epajucy Sumpne Jo FupemBa ‘sysusq paniajuos A[jriapa) 1310 10 ‘SY(Y YD ‘sasusol] ‘siumd Jo Suuoyuow
wonensmuupe Justzamaoid 10 Sunoriuos isuswalmbal BuIfY Sy} WO1] PIPN[IXS U] 10U JARY Ol PUE BLI)ILID BUIMO]|0J B} JO ALOLI 1O AU 123U OYMm JO[RSUNOD SoNyIa Andop

oy £q pareudisop soakopduwa Ioyo [B Put S19011J0 2A1N09X3 Andop ‘SIEOL0 SALNOAXS ‘SIOWAMP I99M3D (THDIN F01001P UOISIAID T0j0311p WE)SISSE “1030211p 27E1205SE 10] pmMbay 4

§

(x935)
suatalinbar
(, 99%) sjuawaImbas e
(4 998) SlawaNbAz 2w sonjIqisuodsar sanyqrsuodsar 3ns0sIq
jaow sonjqisuodsar 10 uomsod “amsojosp ostqnd 10 uoysod euBuL]
Jouomisod i ‘S04 | JI puB £-Q MO[3q J1 ‘SOA 0} 103(qns jou J1 ‘S0 % ON 3894 ON ON Ienuapyue’
(s 995) 2aNSO[ISIP "LT6'Y0 1§ 1940 30 0
Jeiouruy oyqnd jenba s1 Ked pue Jeak 2msopIsIq
Buwnbar se 700 4q auo ul sAep 09< PAIDS fepuRuy]
payeuBisap ssapun ‘ON L0 31 5K 03 pajoadxa J1 ‘s & SAx ‘ON SO SIA suqng
(Aeq sd1o)) pauotssuuno) seak opdiuy {1S) SPPO NV S10}93.11 PouLIuo)
feradg wernsAyg HwHIIA0L) jepdadg | [edtuyIa), Jomag (18) jLaliitie] Jjeusg
€ AL dA1a0aL AV J01ag ‘SAS ‘sa05002( -aautoddy
yuy) soakofdura AJpusdS JeUIpISaLY
Buipnpour) 5 ML 810)338(1 ‘aajupoddy
fndag jenuapisaty
21 ‘samddand
QD Wus)
put mpsuy
‘840333
Andag HIN
KL

UONEWLIOJUY [EIUBULY JO AXNSOPSIQ

wispueyIy Jusunuroddy £q syuswaxmbay Suiy feouruLy 1| dAqeL

ead




158

Draft Section IV. Qutside Activities

Section I'V. Outside Activities

National Institutes of Health (NTH) employees, like other government employees, can legally
choose to engage in outside activities (paid or unpaid) under certain conditions, with the primary
stipulation that the activity must not pose a conflict of interest for the individual as a government
employee. Thus, the activity can in no way interfere with the ability of the employee to conduct
his or her official duties, provide the individual or institution engaging the federal employee with
an advantage regarding policy and resource decisions, or allow the employee to use public
resources for personal gain.

Many outside activities have no relationship at all to the employee’s official duties, such as, for
example, playing the violin in an orchestra, while others are so closely related that it is
exceedingly difficult to draw the line between a scientist performing official duties and a
scientist using his or her personal, intellectual, and creative capital in outside activities. This is
especially challenging when the proposed activity draws on the expertise and knowledge of the
employee, of which only a portion could be rightly attributed to his or her career as an NIH
scientist.

Scientists typically complete extensive postgraduate programs, often with multiple postdoctoral
fellowships at different institutions. In many cases, scientists are recruited to NIH after several
years, possibly decades, of conducting research and teaching at an academic institution or
working for industry. Thus, the value of the scientist becomes his or her accumulated knowledge,
which is manifest in that individual’s accomplishments, discoveries, writings, and considered
opinions. Deciding at what point knowledge and expertise become elements of a federal
employee’s “official duties,” particularly in complex fields, is a major challenge facing those
determining the policies that govern conflicts of interest at NIH.

Despite the potential for conflicts of interest to arise when a government scientist engages in
outside activities, a number of arguments can be made in favor of a policy that allows some NIH
employees to engage in outside activities—albeit within strict guidelines, subject to thorough
oversight, and with a high level of transparency. First, absent good reasons otherwise,
Americans, including federal employees, are free to work beyond their primary employment and
to be paid for that work. Second, for NIH to compete with the other likely employers, it must not
unduly restrict opportunities for interesting and remunerative outside activities. In order to
achieve excellence and pursue its mission most effectively, NIH must be able to compete for the
very best scientists. Finally, Congress and every recent administration has embraced technology
transfer as one of the missions of NIH. Allowing individual outside activities, including those
that involve consulting with industry, is an important aspect of technology transfer, both to and
from NIH. This interaction facilitates the transfer of research advances at NIH to those entities
that are most likely to bring the benefits of these results to the public, namely commercial firms.

It is unrealistic to assume that an optimal level of interactions with scientists in academia and
industry for achieving the mission of NIH can be reached if all NIH scientists are prohibited
from accepting compensation for such activities, which are traditional in much of the scientific
community and often require a level of effort well beyond one’s official duties. Moreover, the
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interactions with industry sometimes will require confidentiality agreements concerning the
commercial information provided by industry that are forbidden in any official duty activity.
These outside activities complement, but do not duplicate more formal relationships between
NIH scientists and industry, such as cooperative research and development agreements
(CRADAsS).

The proportion of NIH employees engaged in compensated outside activities with industry is
relatively small. Of the 17,526 full-time equivalent employees at NIH as of March 2004, 118
employees were involved in 196 consulting arrangements with pharmaceutical or biotechnology
companies. Of the 196 activities, all but 5 involve compensation: 173 involve cash payments,
and 49 involve owning stock in the company (these compensation elements are not mutually
exclusive).

No argument in favor of allowing outside compensated activities for NTH employees precludes
strict limits or prohibitions on certain employees (for example, those in position of authority or
with control over allocation of resources). There clearly is a need to consider the official duties
of the employee with respect to each type of compensated activity being proposed (e.g.,
consulting, speaking, writing, teaching, receiving awards) and to the specific circumstances
surrounding such activity. Thus, determining whether an outside activity poses a real or
perceived conflict of interest should be decided on a case-by-case basis, as is currently done at
NIH. Nevertheless, the system of making such determinations must be guided by clear
principles, provide reasonable consistency, and have transparent procedures.

This section describes the Panel’s findings concerning the current policies and procedures used
by NIH to oversee compensated outside activities, discusses the implications of these policies in
the context of different classes of outside activities and of NIH personnel, and makes
recommendations for improvement.

Current Policies and Procedures Governing Qutside Professional Activities

Consistent with the government’s Principles of Ethical Conduct, regulations are in place at NIH
to mitigate against actual or apparent conflicts of interests, which can result from financial
interests and outside professional activities, whether compensated on non-compensated. A
conflict of interest arises under two circumstances. The first can occur when an employee is
involved in a particular matter as part of his or her official duties with an outside organization
with which he or she also has a financial interest, or one that is imputed®” to him or her. The
second occurs when an employee is involved with a specific party in a matter and has a covered
relationship® with the outside organization. In either case, the conflict can be real® or

% Imputed interests include financial interests of the employee’s (1) spouse; (2) minor child; (3) general partner; (4)
an organization in which the employee serves as an officer, director, trustee, general partner, or employee; or (5) a
person or organization with which the employee is negotiating or has an arrangement for prospective employment.

® An employee has a covered relationship with (1) a person, other than a prospective employer described in 5 CFR
2635.603(c), with whom the employee has or seeks a business, contractual or other financial relationship that
involves other than a routine consumer transaction; (2} a person who is a member of the employee's household, or
who is a relative with whom the employee has a close personal relationship; (3) a person for whom the employee's
spouse, parent or dependent child is, to the employee's knowledge, serving or seeking to serve as an officer, director,
trustee, general partner, agent, aftorney, consultant, contractor or employee; (4) any person for whom the employee
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apparent,”® and in limited circumstances, it may be waived”® or the employee’s participation may
be authorized” in order to allow him or her to be involved in the matter.

Conflicts, or the appearance of them, may arise either as a result of an employee’s outside
activities or because of his or her personal financial interests. Although many outside activities
and financial interests do not constitute a conflict of interest, or the appearance of one, federal
agencies such as NIH review many of the activities and interests of its employees to ensure
adherence to the Principles of Ethical Conduct, as well as to other relevant federal statutes and
regulations. NIH holds its employees to the federal ethics regulations as well as to HHS
supplemental regulations, as described below.

NIH and all other federal agencies and employees must comply with generally applicable
statutes and Office of Government Ethics (OGE) regulations® that state that an employee shall
not engage in any outside activity that:

o s prohibited by statute or by an agency supplemental regulation;

e  Would, because of a financial conflict of interest or an appearance of such a conflict,
require the employee’s disqualification from matters so central or critical to the
performance of his or her official duties that the employee’s ability to perform those
duties would be materially impaired.

Would involve compensated or uncompensated service as an expert witness, other than
on behalf of the United States, in any proceeding before a federal court or agency in
which the United States is a party or has a direct and substantial interest, unless, as
provided in the OGE regulations, the employee’s participation is authorized by the
agency in which he or she serves; or

»  Would involve compensation from any source other than the Federal Government for
teaching, speaking, or writing that relates to the employee’s official duties.

HHS has issued a supplemental regulation29 that prohibits for all HHS employees:
o Compensated outside work preparing or assisting in the preparation of any grant
application, contract proposal, report, or other document intended for submission to HHS;
and

has, within the last year, served as officer, director, trustee, general partner, agent, attorney, consultant, contractor or
employee; or (5) an organization, other than a political party described in 26 USC $27(e), in which the employee is
an active participant.
24 A real conflict exists when an employee participates personally and substantially in particular matters that have a
direct and predictable effect on a financial interest of the employee, or one of the five “others” listed above. In this
case, participation in the official matter is in violation of the criminal statute 18 USC 208.

* An appearance of a conflict exists when an employee is involved in a particular matter involving specific outside
parties (including individual or corporate entities), and the employee knows that the matter will have a direct and
predictable effect on the financial interests of a member of his or her household or knows that a person with whom
he or she has a covered relationship is, or represents, a party to the matter.

* Waiver issued pursuant to 18 USC 208(b)(1) by the person responsible for the employee’s appointment to his or
her position is used to resolve a real conflict of interest.

7 Authorization given pursuant to 5 CFR 2635.502(d) by agency designee is used to resolve an apparent conflict of
interest.

2 Title 5 CFR Part 2635, entitled Standards of Ethical Conduct for Employees of the Executive Branch.

* 5 CFR Part 5501.
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s Compensated outside work in an activity funded by an HHS grant, contract, cooperative
agreement, cooperative research and development agreement (CRADA), or other funding
mechanism authorized by statute.

OGE regulations state that, when required by an agency supplemental regulation, an employee
will obtain prior approval before engaging in outside employment or other outside activities.
The standard for approval of an outside activity request is that it “shall be granted unless it is
determined that the outside employment or other outside activity is expected to involve conduct
prohibited by statute or federal regulation, including 5 CFR Part 2635 and [the HHS
supplemental regulation].”

If it wishes to impose additional restrictions, an agency must issue a regulation that supplements
the OGE regulation. However, an agency may explain how federal statutes and the OGE
regulations apply to employees of that agency, as NIH has done in its Policy Manual, in which
the rules applicable to the outside activities of NIH employees are as follows:

Activities Must Not Be Related to Official Duties. An emgloyee may not receive compensation
for outside activities that relate to his or her official duties.’® An outside activity is considered
related if the employee was invited primarily because of his or her official position (this would
be a prohibited use of public position for private gain), or if it deals with any matter to which the
employee is presently assigned or has been assigned during the previous one-year period, or if it
deals with any ongoing or announced policy, program, or operation of NIH. Exception: An
employee may teach a course, with or without compensation, on topics related to his or her
official duties when that course involves at least two presentations and is offered as part of a
regularly scheduled curriculum at an accredited institution of higher education.

Prohibited Activities. An employee may not accept compensation for service of any kind that is
funded by an HHS contract, grant, cooperative agreement, or other funding mechanism.
Compensation is also prohibited for assisting in the preparation of or preparing a grant
application or other document intended for submission to HHS.”

Restrictions on Qutside Medical or Similar Professional Practice. In order to obtain approval for
outside professional practice involving patient care, an employee must agree and assure that (1)
the employee will not have outside patient contact, including telephone calls during official
working hours, and patient support, including emergency services, must be provided by someone
other than the employee during those hours; (2) NIH patients may not be referred to the private
practice of an NIH employee, or from such practice to NIH, and the patients must be informed in
advance of this policy; (3) the employee will never knowingly establish a physician-patient
relationship in outside practice with any current or recently discharged NIH patient; (4) no
employee with final responsibility for the admission of patients to the Clinical Center may

* The basis for this rule is the federal criminal statute, 18 USC 208, which prohibits a federal employee from
participating personally and substantially, as part of his official duties, in any matter that would have a direct and
predictable effect upon the financial interest of the employee, the employee’s spouse, minor child, general partner,
an organization in which the employee serves as an officer, director, trustee, general partner, or employee, or an
organization with which the employee is negotiating or has an arrangement for prospective employment.

! This prohibition is imposed by 5 CFR 5501.106(c), the HHS regulation that supplements the OGE ethics
regulation.
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receive a fee for service as consultant to another physician where the patient’s condition would
appear to make him or her eligible for Clinical Center admission in an area currently supervised
by that employee; and (5) an employee will not accept primary responsibility for the care of an
outside patient except in circumstances where it will clearly not impose on, or interfere with, his
or her responsibilities as a federal employee.

Participation in the Business Affairs of Outside Organizations. Under some circumstances, an
employee may participate in the internal and external business operation of an outside
organization as an outside activity, including involvement in the human resources, financial, and
fund-raising activities of the organization. Such involvement usually occurs when an employee
serves as an officer or member of the board of directors of an outside organization. Such service
requires that the employee be disqualified (recused) from any involvement with the organization
in the course of carrying out his or her duties for NIH.

Unlimited Use of Personal Time. An employee must conduct all outside activities on personal
time. If outside work is to be performed during normal NIH working hours, the employee must
be on approved annual leave, leave without pay, credit hours, or compensatory time and not be
present at his or her duty station. There is no limit on the amount of personal time an employee
may spend on outside activities as long as it does not affect his or her ability to carry out official
duties.

No Use of Government Resources. An employee may not use government resources {€.g.,
equipment, services, stationery, or other supplies or staff) in the performance of outside
activities. Only information that is in the public domain may be used, and that information must
not derive from work the employee has done within the last year. An employee may provide
information on work performed prior to the last year which has been publicly disclosed, provided
the information is not the subject of ongoing research, programs, or policies. The employee may
also provide information that is based on his or her general scientific or professional knowledge
and expertise and not derived specifically from employment at NIH.

With certain exceptions, both the employee and an outside organization are prohibited from
referencing the title and place of work of an employee in connection with any outside activity or
employment, including speaking or writing.

Any Form of Compensation Is Acceptable. An employee may receive compensation for his or
her outside work in the form of money, stocks, or any other financial instruments that have
monetary value.

Advance Written Approval Required. Under the HHS supplemental regulation, the following
outside activities require advance approval whether or not they are compensated: (1) consultative
or professional services, including service as an expert witness; (2) teaching, speaking, writing,
or editing that relates to an employee’s official duties, or that would be undertaken as a resuit of
an invitation extended by a person who is a prohibited source™ within the meaning of the OGE

* The OGE regulation defines a covered relationship as any person who: (1) is seeking official action by the
employee’s agency; (2) does business or seeks to do business with the employee’s agency; (3) conducts activities
regulated by the employees agency; (4) has interests that may be substantially affected by performance or
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regulation; and (3) services to a nonfederal entity as an officer, director, or board member, or as a
member of a group, such as an editorial board, or scientific or technical advisory board or panel,
that requires the provision of advice, counsel, or consultation—unless the service is provided
without compensation to a political, religious, social, fraternal, or recreational organization and
the position held does not require the provision of professional services.

The NIH policy on outside activities and on avoiding conflicts of interest states that an “apparent
conflict of interest” arises when an employee is involved in a particular matter involving specific
outside parties (including individuals and corporations) and the circumstances are such that a
reasonable person with knowledge of the relevant facts would question the impartiality of the
employee in the matter.

The NiH policy is interpreting the OGE regulation® that refers to a loss of impartiality as a
situation in which an employee knows that a particular matter involving specific parties is likely
to have a direct and predictable effect on the financial interest of a member of his or her
household, or knows that a person with whom the employee has a covered relationship is or
represents a party to such matter and that the circumstances would cause a reasonable person
with knowledge of the relevant facts to question the employee’s impartiality.

In a general sense, an appearance of a conflict of interest is something less than a real or actual
conflict or what is sometimes referred to as a direct conflict. Prior to 1995 (see below) NIH
restricted an employee from engaging in an outside activity with a company that has business
dealings not directly involving the employee but falling within the laboratory or branch in which
the employee works. That restriction was addressing an appearance of a conflict of interest. The
appearance of a conflict would be reduced if the company had business dealings only with the
institute or center in which the employee works or only with NIH, HHS, or the federal
government rather than his or her laboratory or branch. In thinking about these degrees of
appearance or the line between a real and an apparent conflict, it is helpful to consider the degree
to which an employee with an outside consulting agreement can influence or appear to influence
official interactions with his or her outside employer. The degree of real or apparent influence
would thus be greater for a high-level employee than it would be for a lower-level employee.
The degree of the appearance also may depend on the scope and potential impact of the
interaction of the employee’s agency or agency component with the company or industry with
which the employee has an outside activity.

Other Terminology and Concepts
Preferential Treatment. Conflicts can be created if an outside party is given preferential treatment

by an NIH employee conducting official duties, for example, the employee provides a lecture at
only one industrial firm and refuses invitations to conduct similar activities at other firms.

nonperformance of the employee’s official duties; or (5) is an organization a majority of whose members are
described in clauses (1) through (4) of this sentence.
5 CFR § 2635. 501.
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Conflict of Commitment. This term refers to the potential adverse effect on an employee’s
ability to carry out the duties of his or her primary job when engaging in an outside activity. A
conflict of commitment might arise because of time constraints or because of competing loyaities
or responsibilities. The current restrictions on the outside activities of NIH employees do not use
this term, but they do state that an employee’s outside activities cannot interfere with the
performance of his or her official duties.

Prior to 1995 (see below), the NIH limit on the total number of hours that could be devoted to
outside activities (all of which had to be conducted on “personal” time) was a way of ensuring
that there was no interference based on the amount of time devoted to the outside activities.
Similarly, the previous NIH limitations on the amount of compensation from a single outside
source and on compensation in the form of stock or stock options could be seen as addressing a
potential conflict of commitment. The greater an employee’s involvement with a single
company, either through time or compensation, the more that company could be seen as
competing with the employee’s commitment and loyalty to NIH, his or her primary employer.

Institutional Conflict of Interest. This term is not used in federal ethics statutes or regulations or
in past or present NIH policies. However, it is a concept that has been of interest to HHS and
NIH in the context of institutions that conduct research involving human subjects. In a 2001
report to Congress, the General Accounting Office (GAOY* concluded that a research
institution’s equity ownership or other financial interest in a company sponsoring research at the
institution may affect the institution’s review, approval, or monitoring of research conducted by
the institution or the allocation of equipment, facilities, and staff for research. Although GAO’s
recommendation regarding institutional conflicts of interest was not limited to a particular type
of research, the agency noted that recent interest in the issue had been prompted by reports that
financial conflicts of interest may have been associated with harm to research subjects. The GAO
report called on HHS to develop specific guidance or regulations addressing institutional
conflicts of interest.

On March 31, 2003,> HHS requested public comment on draft guidelines entitled Financial
Relationships and Interests in Research Involving Human Subjects: Guidance for Human Subject
Protection. The draft guidelines recommend that institutions engaged in federally conducted or
supported human subjects research should consider the following actions regarding institutional
financial conflicts of interest:

» FEstablish criteria to determine what constitutes an institutional conflict of interest,
including identifying leadership positions for which the individual’s financial interests
are such that they may need to be treated as institutional financial interests.*®

3 U.S. GAO, Biomedical Research: HHS Direction Needed to Address Financial Conflicts of Interest (GAO-02-89)
{November 2001}, 7.

* 68 Federal Register 15456.

% The October 2002 report of the Association of American Medical Colleges Task Force on Financial Conflicts of
Interest in Clinical Research, entitled Protecting Subjects, Preserving Trust, Promoting Progress II: Principles and
Recommendations for Oversight of an Institution's Financial Interests in Human Subjects Research, concludes that
an institutional official’s position may convey an authority that is so pervasive or a responsibility for administration
of research programs that is so direct that a conflict between that individual’s financial interests and the institution’s
human subjects research should also be considered an institutional conflict of interest. The report does not address
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o Establish a conflict of interest committee (COIC), to address both individual and
institutional financial interests, or establish a separate COIC to address institutional
financial interests.

e Establish procedures for the disclosure of institutional financial relationships to COICs.

e Use independent organizations to hold or administer the institution’s financial interest.

The draft guidance applies to “federally conducted or supported” human subjects research and
thus would apply to elements of the NIH intramural research program. NIH's intramural
research program has drafted a policy that is directed toward the disclosure and management of
financial conflicts of interest. The draft policy would apply to individuals who substantially
participate in the development, conduct, or analysis of clinical research protocols or in the
oversight of human subjects research at NIH.

As a federal agency, NIH cannot have any equity or ownership interest in a company, but it can
and does have financial interests in companies through receipt of royalties from the licensing of
NIH inventions, from the receipt of monetary and other support from companies under
CRADAs, through gifts, or through formal or informal collaborative research arrangements. The
definition of a financial conflict of interest in the draft intramural research program policy
includes obtaining royalties or being an inventor of products being evaluated in human subjects
research or of products that could benefit from the human subjects research.

Authorization. An appearance of a loss of impartiality in performing official duties can be
waived under the OGE regulation.37 ‘Where an employee’s participation in a particular matter
involving specific parties does not violate laws or regulations, but would raise a question in the
mind of a reasonable person about the employee’s impartiality, the agency designee may
authorize the employee to participate in the matter, based on a determination that the interest of
the government in the employee’s participation outweighs the concern that a reasonable person
may question the integrity of the agency’s programs and operations. Factors that may be taken
into consideration include (1) the nature of the relationship involved; (2) the effect that resolution
of the matter would have on the financial interests of the person involved in the relationship; (3}
the nature and importance of the employee’s role in the matter, including the extent to which the
employee is called upon to exercise discretion in the matter; (4) the sensitivity of the matter; (5)
the difficulty of reassigning the matter to another employee; and (6) adjustments that may be
made in the employee’s duties that would reduce or eliminate the likelihood that a reasonable
person would question the employee’s impartiality.

The NIH policy states that an employee who has served as a consultant, employee, or board
member of an outside organization within the last year may not participate in official matters
involving that organization for one year after the termination of the relationship. The deputy
ethics counselor may determine that a shorter period of disqualification would be appropriate
based on an evaluation of the facts of the case and on the application of the factors listed above.

the effect of an institutional financial interest in a company on an employee’s proposed outside work for that

company.
375 CFR § 2635.502(d).
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Disqualification or Recusal. An employee with an outside activity that creates a real or apparent
conflict with his or her official duties can remove the conflict by disqualifying or recusing him-
or herself from the performance of the duties that would create the conflict. This occurs at the
time the outside activity is approved if the conflict is foreseeable. Under the HHS regulation, if
the disqualification that would be necessary to permit the outside activity is so central or critical
to the performance of the employee’s official duties that his or her ability to perform the duties
of the position would be materjally impaired, the outside activity cannot be approved, or if
previously approved, the outside activity must be discontinued. Even if a disqualification does
not meet this standard of interference with an employee’s official duties, it could be seen as
creating a conflict of commitment, because NIH is agreeing to give up the services of the
employee in certain areas so that he or she can pursue an interest in serving an outside employer.

For a high-level employee, a disqualification could pose both administrative and appearance
issues. If an employee is the head of a division, institute, or center, it could appear that the
official is responsible for all activities within that component, even though a recusal has been in
place. Because high-level officials may not assign their responsibility for official duties that
would conflict with outside activities to employees that they supervise, the responsibility must be
assigned to a higher-level employee. For institute and center directors this would require
assigning the duties at least to the Deputy Director of NIH, whose responsibilities are normally
NIH wide, rather than being limited to a single institute or center.

Approval Process for Outside Activities

Responsibility for implementing the NIH ethics program is coordinated within the 27 institutes
and centers and the Office of the Director, NIH. Some of those involved include staff in the
central NIH Ethics Office, NIH deputy ethics counselors and ethics officers in each of the 27
institutes and centers, and staff in OGE and the HHS Office of General Counsel. The NIH Ethics
Office serves as the main NIH ethics contact. Its responsibilities include providing assistance to
the deputy ethics counselors and ethics officers in each institute and center and to other managers
and supervisors on all aspects of the NIH Ethics Program, including activities with outside
organizations. This office advises the Director, NIH, and other top management officials of new
developments, trends, and practices associated with the participation of NIH employees in
outside organizations. It also provides assistance on informal or formal training for officials as
needed, disseminates ethics information to those who need to know, and conducts post-audit
reviews.

The HHS supplemental regulation requires that advance written approval must be obtained by all
employees for certain outside activities, whether or not they involve compensation. Supervisors
review and approve or deny outside activity requests by performing two functions: 1) a
supervisory management review to consider whether the outside activity could be performed
more appropriately as an official duty activity and to consider the amount of time that will be
involved in the activity; and 2) a supervisory ethics review to identify conflicts of interest and
determine whether a conflict will require the employee to recuse (disqualify) him- or herself
from critical official duties.
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The process for review and approval of outside activities for NIH employees in certain positions
(e.g., senior NIH officials) and other NIH employees who desire a certain type of outside activity
(e.g., involving a biotechnology or pharmaceutical company or more than $10,000 in
compensation) recently changed, involving a new NIH Ethics Advisory Committee [NEAC];
described below). Activities outside NEAC jurisdiction are reviewed and approved by institute
and center ethics staff. However, it is important to note that the requirement to submit outside
activity requests has not changed for the employee, even though NIH’s processes and procedures
for reviewing outside activity requests have changed to bring certain types of cases under central
NEAC oversight.

‘Where the outside activity creates a real conflict of interest, it is not likely to be approved.
However, as described above, it is possible that a waiver or authorization could be granted, in
limited circumstances, to allow the employee to have both the outside activity and participate in
an official duty matter that involves the outside entity. NIH anticipates that waivers or
authorizations rarely would be approved. A waiver or authorization may be granted in certain
circumstances, for example, to a new NIH employee who wishes to complete a short-term
research project with a previous employer while beginning to work on matters involving that
previous employer as part of the employee’s official duties. However, it is unlikely that NIH
would issue a waiver or authorization for employees who are first assigned to a matter involving
an outside organization and then wish to engage in an outside activity with that same
organization. In this circumstance, the requested new activity creates the conflict and it would
not be approved.

To request to participate in an outside activity, the NIH employee has to complete an Outside
Activity Packet. Although there is no annual reporting requirement, any substantive change in
the scope of the approved activity would constitute a new activity requiring submission of
another Outside Activity Packet. This packet includes the following forms:

HHS 520: This form is used within HHS to request approval of proposed outside
activities (activities that are totally outside regular official duties and with outside
organizations). The HHS 520 is required for all outside activities as described above.
Unnumbered NIH Supplement to the HHS 520: This form provides additional
information about the outside activity so that the deputy ethics counselor can make an
informed decision regarding the appropriateness and permissibility of the activity. The
Unnumbered NIH Supplement to the HHS 520 is required for all compensated outside
activities.

NIH 2657: This NIH form is used to provide additional information for certain outside
activities. The NTH 2657 is required for consulting for industry, legal
consulting/testimony, and professional practice for physicians, nurses, and allied health
care professionals (e.g., respiratory technicians, social workers, phlebotomists).

The approval process for outside activities involves one of the following four processes:
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No Approval Required

Some activities are exempt from the outside activities restrictions. These include activities that
do not involve an employee’s work-related professional skills and abilities. Examples of outside
activities that are not work related include playing an instrument in an orchestra, appraising
antiques, or teaching aerobic classes. Employees may engage in these types of activities without
prior approval by a supervisor or deputy ethics counselor. Also not covered by the NIH outside
activity definition are religious or community service (serving as an officer of a religious
organization or as PTA president), or other activities that do not readily identify the employee
with NIH (retail clerk or similar positions). However, if such outside activities involve a
pharmaceutical or biotechnology company, they must undergo review by NEAC and receive
approval from the NIH deputy ethics counselor.

Recommendation by Supervisor and Approval by an Institute or Center Deputy Ethics
Counselor

An employee’s request for approval of an outside activity can be granted by a deputy ethics
counselor after recommendation by the supervisor, as long as the outside activity does not fall
under NEAC jurisdiction.®®

Recommendation by Supervisor and Approval by a Deputy Ethics Counselor: Waiver or
Authorization Required

Although 18 USC 208 prohibits a federal employee from taking part as a government official in
any matter in which he or she has a financial interest, other provisions of the statute allow the use
of a waiver to allow an employee with a real conflict of interest to continue performing official
duties despite the actual conflicting interests. For example, an agency may determine that a
disqualifying financial interest in a particular matter is not substantial enough to likely affect the
integrity of the employee’s services to the government. On making that determination, the
agency can waive the employee’s disqualification notwithstanding the financial interest and
permit the employee to participate in the matter. To obtain a waiver, an employee using a waiver
form must disclose the situation to the person responsible for his or her appointment (e.g.,
institute or center director or designee).

Separate from a waiver, an authorization can permit an employee to participate in a specific
matter in the employee’s official capacity with an outside organization in which the employee is
engaged in a personal capacity, despite the appearance of a conflict of interest with the outside
organization. An appearance of a conflict arises when an employee is involved in an official
matter involving specific outside parties and circumstances are present that would cause a
reasonable person with knowledge of the relevant facts to question the employee's impartiality in
the official matter. The institute or center deputy ethics counselor determines whether such an
authorization should be granted.

¥ NEAC reviews requests that involve (1) awards from nongovernmental sources that include a cash payment
(inctuding travel reimbursement) equal to or more than $2,500; (2) any outside activity request involving a
biotechnology or pharmaceutical company; (3) any outside activity request that involves anticipated compensation
of more than $10,000, or which is expressed as a future income stream; or (4) any outside activity for which
payment will be entirely, or in part, in the form of stock, stock options, or any other equity position.
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Recommendation by the Supervisor and a Deputy Ethics Counselor, Review and
Recommendation by NEAC, Approval by the NIH Deputy Ethics Counselor: No Waiver or
Authorization Required

Effective January 12, 2004, the approval processes and procedures were modified for certain
activities and employees.

o For outside activity and cash award requests from institute and center directors,
employees in the Office of the Director, NIH, and senior staff (NIH deputy, associate,
and office directors), the review process involves NEAC and the NIH deputy ethics
counselor.

e For outside activity and cash award requests from institute and center deputy directors,
scientific directors, clinical directors, and extramural directors, the review process
involves the institute or center director, NEAC, and the NIH deputy ethics counselor.

¢ For all other NIH employees, where the conditions for NEAC review apply, the process
involves the employee’s supervisor in the institute or center, the appropriate deputy ethics
counselor, NEAC, and the NIH deputy ethics counselor, if the conditions for NEAC
review apply.

After NEAC has reviewed the outside activity request and has made a recommendation to the
NIH deputy ethics counselor, the NIH deputy ethics counselor either approves or disapproves the
activity.

Changes in NIH Outside Activity Rules Over Time

The current NIH Policy Manual chapter governing the outside activities of NIH employees was
adopted in 1998. It is based on the outside activity provisions of the 1993 OGE government-wide
regulation setting forth standards of ethical conduct and the 1996 HHS regulation supplementing
the OGE standards. The NIH manual explains how those provisions apply to NIH employees.
More stringent restrictions can be imposed only through NIH-requested amendments to the HHS
supplemental regulation, which would need to be approved by OGE.

From 1988 to 1995, NIH had more stringent limits on the outside activities of its employees than
it does today. In a 1995 audit of the NIH ethics program, OGE identified several restrictions on
outside activities that went beyond the restrictions in the 1993 OGE government-wide regulation.
OGE pointed out that under its regulation the more stringent limits could not be applied to
employees unless they were employed by an agency to which the supplemental regulation
applies. Subsequently, on November 3, 1995, the Director of NIH notified institute and center
directors and Office of the Director staff that NIH’s outside activity policy was being changed to
conform to the less restrictive government-wide standards of conduct.
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The following restrictions on outside activities based on the1993 NIH policy thereby became
ineffective in 1995 because they were not issued through a supplemental regulation:

Prohibited Sources for Outside Activities. Intramural employees could engage in an outside
activity only if the outside entity had no involvement with the employee’s laboratory or branch.
Extramural employees could engage in an outside activity only if the entity had no involvement
with the employee’s institute, center, or division.

Compensation Limitations. Limit of $25,000 from any one outside source (exceptions could be
approved by NIH of up to $50,000), except compensation for books and royalty income. (From
1988 to 1993 the limit on total compensation from consulting for industry and law firms was
$25,000 per year; with no more than $12,500 from any one company or law firm. The limits on
lecturing for industry were the same, with an additional $2,000 per activity limit.)

Service Limitations. Time for all compensated outside activities was limited to 500 hours. (From
1988 to 1993, the only service limitation was for outside clinical practice: 400 hours per year
and a weekly tour of duty that did not interfere with the employee’s ability to perform NIH
duties.)

Stock Holdings. Employees and their spouses and minor children could not receive stock or
stock options as compensation for outside work

Limits on Type of Outside Activity. Service in a management position or on boards of directors
of a related activity was not permitted for any NIH employee.

Stringent Limits on High-Level Officials. High-level officials, defined as the NIH Director, NTH
deputy directors, NIH associate directors, and institute and center directors and deputy directors,
were limited to writing and editing, outside professional practice (patient care), and participation
as members of committees or associations involved in selecting recipients of prizes, preparing
professional examinations, or other similar activities.

The pre~1995 limitations on outside activities prohibiting compensation in the form of stock or
stock options and on receiving more than $25,000 from a single company addressed both conflict
of commitments and the appearance of a conflict of interest.

Holding stock or stock options, particularly in a start-up company, greatly increases the potential
amount of compensation and can provide the individual with an ownership interest that gives this
activity a dominant role in the individual’s priorities over a longer period of time.

Discussion
The Panel considered the broad classes of outside activities that could pose a potential conflict of
interest, or the appearance of one, including consulting or professional practice; teaching

speaking, and writing; and awards. Each of these three broad categories will be discussed
separately below.
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Consulting and Professional Practice

Scientific consulting currently is allowed when the “primary purpose is to render scientific or
professional advice based on the scientist’s personal expertise.” This type of consulting can take
a number of forms, including serving on scientific or advisory boards for biotechnology or
pharmaceutical companies, serving as an expert witness in a trial, or serving as a scientific
consultant to a company. Payment can be in the form of cash, stock, or stock options, according
to current NIH policy.

If serving on a scientific advisory or review board for a private entity involves decisional
authority, then the employee must conduct that activity outside of his or her official duties,
whether compensated or not. In fact, a private entity would be unlikely to engage the employee
in the activity without pay as part of his or her official government duty because doing so would
expose confidential and discrete business information (the NIH employee would not be allowed
to sign a confidentiality agreement under current government regulations).

Under the current system of approval, enacted in January 2004, any outside activity involving a
biotechnology or pharmaceutical company must be reviewed by NEAC, in addition to all other
relevant levels of review, and it must be approved by the NIH Deputy Ethics Counselor. In
addition, compensation from such outside activities must be disclosed through the HHS 520
Form (see section ).

Other professional activities might include medical or allied health professional practice; for
example, a physician at the Clinical Center might have a practice in which he or she sees patients
on the weekend or serves as an attending physician at a community emergency room at night.
The NIH employees who spoke to the Panel gave many reasons for valuing opportunities for
outside activities, including the educational and professional opportunities offered by serving in
an advisory capacity to an organization working in related but distinct areas of research, the
ability to remain competitive with academic counterparts in the same field, the ability to apply
broadened thought and expertise to their own work at NIH, and the ability to supplement income.

The difficulty, however, is determining whether the consulting activity involves matters directly
related to the employee’s official duties. It is the responsibility of the employee, of his or her
supervisor, and of ethics officials at NIH to determine whether such a conflict exists; if it does,
the activity would be prohibited.

Teaching, Speaking, and Writing

In its 1994 report, On Being a Scientist, the National Academy of Sciences wrote the following:
...science is inherently a social enterprise—in sharp contrast to a popular stereotype of
science as a lonely, isolated search for the truth. With few exceptions, scientific research
cannot be done without drawing on the work of others or collaborating with others....The

object of research is to extend human knowledge of the physical, biological, or social
world beyond what is already known. But an individual's knowledge properly enters the
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domain of science only after it is presented to others in such a fashion that they can
independently judge its validity. This process occurs in many different ways. Researchers
talk to their colleagues and supervisors in laboratories, in hallways, and over the
telephone. They trade data and speculations over computer networks. They give
presentations at seminars and conferences. They write up their results and send them to
scientific journals, which in turn send the papers to be scrutinized by reviewers. After a
paper is published or a finding is presented, it is judged by other scientists in the context
of what they already know from other sources. Throughout this continuum of discussion