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DR. JACOBSON:
Michael Jacobson.

Good afternoon.

I'm

I'm the Executive Director of
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the Center for Science and the Public Interest.
I'd like to welcome you to one of CSPI's ongoing
series of mini-conferences, press briefings, and
different issues related to science and technology.
Today's topic is an issue that CSPI's
been concerned about for a long time.
Corporate influence on Science and
Scientific Advisory Committees.
Merrill Goozner directs our project on
integrity and science and organized this session.
We're very pleased to have Snigdha
Prakash be the moderator for this conference.
As I'm sure all of you know, you
certainly know her voice, and you get to see her
know, she's been a reporter of National Public
Radio since 1998.

And for the past four years

she's reported on different aspects of the business
of health care with particular emphasis on the drug
industry.
Her recent work has included an
investigation into how conflicts of interest
affected a Patient's Safety Panel's 1999 decision
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to let a key Vioxx study continue despite strong
evidence that Vioxx was harming patients in the
study.
It was four years before Merck withdrew
the pain killer after a different study showed
similar problems.
In 2005, NPR broadcast an investigative
report, by her, on Merck's attempts to silence the
academics who warned about Vioxx's cardiovascular
risks.
Before she joined NPR, Snigdha Prakash
was a reporter in the Washington Bureau of the
Independent Banking Daily, American Banker.

And

from 1989 to 1993, she wrote for the Washington
Post.
She's a graduate -- before all this, she
was a graduate of Harvard College.
And for you in the back, there are a few
seats scattered around.

There's three seats, four

seats up in the front row.

So while, while Snigdha

comes up, why don't you scout out some of the
available seats.
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I've loaned Snigdha my wrist watch, and
if she is a disciplinarian in terms of time, it's
not because of Snigdha's sweet personality, it's
because CSPI wants her to be -- keep things on time
so we have plenty of time for discussion after the
speakers.
Snigdha.
MS. PRAKASH:

Thank you for that very

kind introduction.
Hello, everyone, and welcome to this
conversation, this discussion.
I'll just say a couple of words, as I
was thinking about what interested me about this
panel.

I thought about my own experience of

reporting on conflicts of interest in medicine.
As a reporter, I've learned about
conflicts of interest in doing that.
One of the things I've learned is that
they're pervasive.

It seems as though they're

almost a part of the fabric of how medicine is
practiced in this country.
Drug industries now pay for the training

MILLER REPORTING CO., INC.
735 8th STREET, S.E.
WASHINGTON, D.C. 20003-2002
(202) 546-6666

6
of doctors, the research that brings you and me new
medicines, the continuing medical education of
doctors, so it's everywhere.
Another thing I've learned is that
there's a lot of disagreement about whether these
conflicts matter or not, and that disagreement, of
course, is reflected in today's panel.

There are

some who think that, that taking money from one or
another industry really doesn't affect their
integrity and the kind of research they do.
The taking money from one or another
industry really doesn't affect their integrity and
the kind of research they do.
What I have found in reporting on this
is that to the casual observer the effects of money
on research can sometimes seems very, very subtle.
And, finally, with all due respect to
every member of this panel, one of things that
really interests me about this kind -- about
reporting on this subject, is that I find that
there is often a gap.
One might almost call it sometimes a
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chasm between the public and the private
conversation on this subject.
I cannot tell you how many telephone
conversations and meetings I've had with people,
and we've talked about, you know, such-and-so
person, and this money or that money that they take
and how it affects their research, and in private
people are quite clear, often, that it makes the
difference.
In public, their positions are much more
advanced.
So, without further ado, let's dive in.
We begin with a conversation about the
EPA.

Our first speaker is David Michaels.

He's a

research professor and an acting chairman of
George Washington's School of Public Health and
Health Services.
He directs the Department's Doctoral
Program.

He's trained as an epidemiologist.
He holds faculty appointments at the

Albert Einstein College of Medicine and the
Mt. Sinai School of Medicine.
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And he's the author of many articles and
many important publications.
Also, he served as the U.S. Department
of Energy's Assistant Secretary for Environment,
Safety, and Health, from 1998 through January 2001.
Here he is.

David Michaels.

DR. DAVID MICHAELS, Ph.D.
DR. MICHAELS:

Thank you, Snigdha.

And,

thank you, Marilyn and Mike, for including me on
this very august panel.
Merrill has warned me I only have five
minutes.

I'll use that as excuse to speak very

quickly.
My main point is very simple.

I believe

that conflicts scientists should not be allowed on
EPA or other government or any scientific advisory
panels.
I contend, and hopefully will convince
you, that the presence of conflicted scientists on
panels reduces the worth of their product, and the
EPA and the enterprise of regulatory science can do
very well without them.
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Furthermore, I will argue, hopefully
even more convincingly, that scientists who work
for product defense or litigation support forms
should be barred from advisory panels.
They are the EPA equivalent to the
physicians working for drug marketing operations,
who -- and I hope we'll hear later on -- the FDA is
considering barring them from certain advisory
panels as well.
Now, I'm not talking about policy
panels, giving the government advice about what to
do with data that's already been collected and
synthesized.

I'm talking about panels that review

scientific information and reach conclusions, and
they're sometimes referred to as data synthesis.
Is ethylene oxide a human carcinogen?
How powerful is it?

No single study can answer

this sort of question.
Advisory panels are asked to try to
weigh the data from many different studies and come
up with the overall set of conclusions.
You could say this is not science but
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rather art.
answer.

There are no formulas for producing an

If there were, you wouldn't need the

panel.
And I'm also talking about peer-review
panels.

Panels that review the data synthesis of

other scientists.
Well, I think we can all agree, as
Snigdha said, that having a financial interest in
the outcome can, and often does, have a profound
effect on the way a scientist interpret's
scientific data.
Vioxx is the best example.

Who, but a

scientist paid by Merck, could look at the results
of a randomized clinical trial, comparing Naprosyn
or Aleve with Vioxx, and interpret the results to
mean that Aleve reduced heart attack risk by 75
percent instead of Vioxx increasing it by 400
percent?
If we had a drug that prevented 75
percent of heart attack's, we'd put it in the water
supply.
Those conflicted scientists were either
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lying or their judgment was irreparably clouded.
Tens of thousands of heart attacks later, we're
paying a great price for those misjudgments.
Now, it's no exaggeration to say that
editors of the major medical journals are furious
at the way conflicted scientists and their sponsors
use medical journals to manipulate information the
scientific community receives about drugs.

These

others try to manage conflict of interest.
Having seen this so many times, most of
the leading journals have strong conflict
disclosure rules, yet these rules are often not
followed or subverted so the editors regularly
strengthen them.
Many of these editors recognize that for
review articles subjected exercises in data
synthesis, products similar to those of advisory
panels.

Disclosure is not enough.
Some journals have stopped publishing

reviews or editorials by financially-conflicted
authors because real or even perceived financial
conflict can erode confidence in the integrity of
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the work and in the overall integrity of the
journal.

In these cases, disclosure isn't enough.

The authors must be conflict-free.
These journals are the equivalent of the
data syntheses done by EPA and NAS Scientific
Advisory Panels.
The International Agency for Research on
Cancer sponsors a particularly important type of
data synthesis, identifying the causes of cancer.
IARC pulls together world experts into panels who
review or weigh the evidence as to the
carcinogenicity of an exposure for publication in
what are called IARC monographs.
For the past two years, IARC working
group members have been selected on the basis of
knowledge and expertise and the absence of real or
apparent conflict of interest.
Conflicted scientists are simply not put
on the panel.

No waivers allowed.

IARC is trying to meet two equally
important ideals:
One:

The monographs are developed by
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the best-qualified experts; and,
Two:

The impartiality and integrity of

the monographs are above question.
IARC strives to achieve both ideas
through a category of participant known as the
"invited specialist."

An expert with critical and

experience who was recused from certain activities
because of conflicting interest.
These experts contribute their unique
knowledge and experience but do not draft text or
vote.
Thus, IARC can say with confidence their
meetings include the best-qualified experts, and
IARC monographs are developed by experts with no
conflicting interests.
Under the new policy, IARC has been able
to involve top, unconflicted scientists, and
publish excellent monographs, demonstrating that
there are no experts who are so important they must
be included on panels no matter how conflicted.
They invite conflicted experts to confer
with the panel but don't let them vote.
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But beyond the standard conflicted
scientist who's judgment may be clouded, there's
another category of scientists who comes into
meetings not as a scientist but as a mercenary.
His or her job is not to waive the
evidence with an open mind but to shape the outcome
to the needs of his employer's clients.
This is the scientist who specializes in
product defense or litigation support, assisting
(indiscernible) and manufacturers of dangerous
products avoid regulation or win in litigation.
Here's the best analogy I can offer:
The work of these experts has the same
relationship to science as Arthur Anderson's work
for Enron had through accounting.
These are smart people with using
impressive skills to help misbehaving companies
skirt the law.
Here's how one firm describes itself.
We help our clients clear regulatory hurdles and
defend products in court and in the media.
I'll translate that for you.
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You want to report saying this chemical
is less dangerous than EPA or OSHA or FDA says it
is?

We can do it, and we'll make sure it gets into

a peer review journal.
There are many of these groups.

Their

science is never hypothesis driven, it's result
driven, and they know the resulting events.
I've written about these in Scientific
American and the American Journal of Public Health.
I've brought some reprints today.

You can talk to

me afterwards if you want one, or you can download
them from www.defendingscience.org.

That's one

word, defendingscience.
Product defense firms make money by
helping delay regulation or defeat regulation.

If

they can't do that, they don't get hired again.
The reports they produce are stacked
evidence.

Perhaps that's acceptable in the

courtroom where two sides duke it out.

Each side

has experts and the ability to cross-examine the
opposing experts.

But letting these experts

actually weigh the evidence, skews the process.
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Think of a criminal trial.

Let's say

the defendant's lawyer hires an expert who says
that that fingerprint just doesn't match.
testifies, and then he's cross-examined.

He
The jury

believes him or not.
But should that expert then be asked to
be part of the jury?

That's what happens when a

product defense expert is put on an advisory panel.
Their work is comparable with that of
the experts who get money to help market drugs.
They're paid to advance a certain outcome.
Here's an example.

An EPA panel is

being formed to review an evaluation of ethylene
oxide, a sterilite and widely used in hospitals.
Several proposed members of the panel
work for product defense firms.

Their employers

were hired by the ethylene oxide industry counsel
to produce a data synthesis.

Not surprisingly,

their paper concludes that ethylene oxide does not
cause cancer at low doses.
I would have been shocked had they
reached any other conclusion.
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Now, if IARC were running this panel,
they'd invite the industry to send those experts to
make the best case they can, but not serve on the
panel.
I got one second left here.
The agencies we're talking about
understand science.

Why not do an experiment?

Set

up some panels with only unconflicted experts and
see how they do.

I believe they can produce

quality results while insuring impartiality of
integrity.
I'm pleased the FDA has finally
recognized that scientists hired for certain
positions, to advocate certain positions, cannot be
impartial, and proposes barring them from advisory
panels.

I think it's high time EPA and NAS do the

same thing.
Thank you very much.
(Applause.)
MS. PRAKASH:

Thank you.

Our next speaker is James Conrad.
the Assistant General Counsel at the American
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Chemistry Council, where he has responsibility for
legal reform issues, including regulatory
enforcement and administrative law.
He spent eight years in private practice
with law firm Davis, Gramms, Stubbs, Cleary,
Gottlieb & Hamilton (ph).
(Laughter)
He's also represented conservation
groups on a pro bono basis, on matters including
bald eagles and marine mammals.
He chaired the City of Alexandria,
Virginia's, Environmental Policy Commission, and he
served on the Bush-Chaney Transition Advisory
Committee for the EPA.
Here he is, James Conrad.
JAMES W. CONRAD, JR., J.D.
MR. CONRAD:

Thanks.

Well, I'm not going to focus
specifically on EPA, per se, or even drugs, but
I'll talk instead about the general, overall topic
of the panel today, which is whether federal
advisory committees should include representatives
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who have financial ties to companies that could
have a stake in the proceeding.

And I'll talk

about two things.
I'll first talk about what are and
should be the criteria for people to service on
federal scientific advisory panels, and then I'll
talk about the specific issues of conflict of
interest and bias, the way those are applied by the
federal regulations that apply, as well as by the
policies of groups like the National Academy of
Sciences and EPA.
The fundamental touchstone for who
should serve on governmental science advisory
panels is expertise, and that's true across the
government.
A good example is O&B's peer review
policy, which applies to all federal agencies,
which states that the most important factor in
selecting reviewers is expertise, insuring that the
selective reviewer has the knowledge, experience,
and skills necessary to perform the review.
National Academy of Sciences has a
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similar criterion.

All individuals selected to

serve on committees to be used by the institution
in the development of reports must be highly
qualified in terms of knowledge, training, and
experience, often highly specialized and
particularized, to properly address the tasks
assigned at the committee.
And the reason why is because the
fundamental purpose of these panels is to provide
the federal government with the best scientific
advice that it can obtain.
And many times the people who have this
expertise work for or have been paid by, at various
times in their career, businesses.
And in many cases that's because,
particularly the folks that actually work for these
companies, companies devote a tremendous amount of
time and money to evaluating the qualities of the
stuff that they make, both for product stewardship
purposes, to make sure that the materials are safe
and not going to pose a hazard if they're going to
be sold, and also to comply with regulatory
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requirements, either under the Food, Drug, and
Cosmetic Act, or TOSCA, which is the federal
statute that applies to chemical regulation.
So in many cases the folks who work for
businesses have the most expertise about the
substances in question.
Now, the caption of this panel was
Government Science Panel's fair imbalanced, and
that's a pretty good caption for the program
because the federal statute that governs who can be
on panels, the Federal Advisory Committee Act, says
that panels are supposed to be balanced.
And what it means by that, in this
situation, is that they've got a balance of the
different scientific perceptions and prospectives
that professionals in the field have.
OMB, again, talking about peer review:
On most controversial issues, there exists a range
of respected scientific viewpoints regarding
interpretation of the available literature.
Reviewers should be selected to represent a
diversity of scientific perspectives relevant to
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the subject.
And you see the same sorts of statements
with EPA, that relevant scientific perspectives,
which, among other factors, can be influenced by
work history and affiliation.
So folks who have worked for businesses
represent, and in most cases, depending on the
issue involved, a perspective that warrants being
presented to be included in the deliberations of
the panel.
Now, are they conflicted scientists?
Well, in the federal system, conflicts of interest
are governed by the Ethics in Government Act, and
it defines conflict of interest quite narrowly.
Conflicts of interest, essentially, are
current concrete financial interests that would
directly and predictably affect a particular matter
before the group not broad policy options but
specifically an issue that a particular panel's
looking at.
They can arise not only because you work
for a company, they can also arise because you work
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for plaintiffs' law firms and TOSCA torte cases,
and there are plenty of examples of scientists who
serve on EPA and other advisory panels who also
have consulting businesses on the side, being
consulting experts for torte plaintiffs.
They can arise from grants that a
foundation may make to a non-profit agency.
So they can range from a variety of
areas.
Even if there is a conflict of interest,
though, the federal statute -- and conflicts of
interest are actually criminal under the Federal
Criminal Code -- but agencies are allowed to create
waivers where they just decide that the need for
the person's services outweighs the prospect of a
conflict.
And you'll probably hear how the
National Academy of Sciences did that recently in a
panel that it was putting together.
There are three reasons for that, and
the three reasons why it's, I think, a good thing
that conflict of interest isn't defined narrowly,
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and that federal agencies have the ability to waive
them.
The first is because you want the best
available science.
The second is that in many instances
everybody who knows anything about the substance,
has worked for somebody connected with it in the
past.
David made an interesting remark in a
public meeting about the OMB peer review policy
when he said every single beryllium expert in the
world has either worked for beryllium companies, or
the government, or both.
And to essentially disqualify all of
those people a priori means that, you know, it's
sort of like trying to find an unbiased voter -- an
unbiased juror on something that's been on the
front page for six months.
Another reason -- so, and the third
reason is that what we're talking about,
essentially, is federal administrative procedure,
how federal agencies operate.
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And the over-arching statute that sort
of sets the philosophy for that is Administrative
Procedure Act.

And the essence of the APA, as it's

called, is to make sure that every member of the
public, including interested parties, have a say in
proceedings that affect them.
So the orientation of federal statutes
and Federal Administrative Law is not so much let's
sweep out the people who may have an interest in
this matter, but let's allow the folks that have an
interest in this matter to speak up and be part of
the discussion.
At bottom, conflict of interest is
really a proxy for bias, and it's important to
distinguish between conflicts, which are quite
narrow, and bias, which is pervasive.
Anybody who knows something about a
substance is likely to have some sort of
perspective on it.
I mean, here's the National Academy's:
Biases are points of view that are positions that
are largely intellectually motivated or that arise
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from the close identification or association of an
individual with a point of view of a particular
group.
EPA's Scientific Advisory Board says:
Although it's possible to avoid conflicts of
interest, avoidance of bias is probably not
possible.

All scientists carry bias due, for

example, to discipline, affiliation, and expertise.
There's 15 past presidents of the
Society for Toxicology.
have bias.

Of course, all scientists

Acknowledging this, we, as society,

must be aware of those biases and seek to ensure
balance in the panels whose job it is to provide
advice.
So these interests matter, but the point
is to, is to recognize that they exist and to
disclose them not to prevent ad hoc from being part
of them for these sorts of panels.
At bottom -- this is the editor of the
Lancelot, which is the English equivalent of the
Journal of American -- the JAMA, for example.

He

basically says that the only way to -- he says that
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that exclusion of folks from advisory panels
because of where they come from would hard free
discussion in science, and that the only way to
minimize bias among interpretations is to allow
maximum dialogue from all parties irrespective of
their interests.
So we think that statutes and
regulations that allow that sort of free scientific
discussion are the best way to go.
(Applause.)
MS. PRAKASH:

Thank you.

QUESTIONS AND ANSWERS
MS. PRAKASH:

The way we've organized it

each of these speakers has a couple of minutes to
rebut each other, and I wondered, if we might, just
-- if I might throw out a question to the two of
you, which you're welcome to answer in your
rebuttals or ignore if you like.
Do you feel, David Michaels, that there
is any room, some room, what kind of room is there,
for people who do have ties to industry?

And how

do we take advantage of their expertise without the
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disadvantage, perhaps, of their conflicts, as you
put them?
DR. MICHAELS:

Thanks.

First of all, I wouldn't limit my
concerns to people just with ties to industry, and
I agree with Jamey.

People can come in with all

sorts of financial relationships beyond just the
ties to industry.

They're worrisome.

But I think that the model that IARC is
presenting now, which says, let's have everyone
come to the discussion to be part of the dialogue
is great, but committees often work either on the
voting system or on the consensus system, and if
you've got people with very clear financial
interests in having a result go one way, they can
shape that.
And, frankly, who you put on it and how
you balance it, you can't really -- you know, if
you balance it 50-50 and then decide you get
nothing at the end, what you really should have is,
you know, if it's an important enough issue, you
can bring in scientists who haven't addressed the
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question -- beryllium question's a very good one,
and then beryllium in the Energy Department, you
bring in six very smart scientists who have never
worked on beryllium and have everybody present it
and let them make a decision.
So I think it's very important to bring
in the best scientist, but they shouldn't
necessarily vote.
MS. PRAKASH:
that?

Do you have a response to

And, also, I wonder what -- how you think

conflicts of interest do affect the advice that
very qualified people perhaps might get from, say,
your member companies?
MR. CONRAD:

I think the response to the

first question is it's so arbitrary, I think, to
say, well, because these folks have financial
interests they can't participate, but other folks
that may have very strong intellectual or other
kinds of affiliation types of interest in the
subject matter can, because I think those latter
people can be just as -- have just as strong
opinions and just affixed in their views as folks
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who have a more financial nature.

So I think it's

somewhat artificial to distinguish between the two.
I think the other point is that some of
these folks -- some of these bodies operate by
consensus or by voting, but so long as no group has
a majority, in the end the way that any participant
on one of these panels can succeed is only by
persuading the colleagues that they're serving with
that their perspective is right, and they've got to
do that by scientific argumentation and so on.
And I think in the end what they say
from a scientific perspective is going to rise and
fall on the scientific merits of the kind of
argument they're making.
MS. PRAKASH:

Okay.

Let's move on to

the FDA.
Thank you.
Our first speaker on the FDA is Dr.
Steven Nissen.

He's the interim chairman of the

Department of Cardiovascular Medicine at the
Cleveland Clinic Foundation.
He has served as a medical director of
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the Cleveland Clinic Cardiovascular Coordinating
Center, which is an organization that directs
multi-center clinical trials.
He is, this year, the president of the
American College of Cardiology, which has 30,000
cardiologists among its members.
And he has, perhaps most relevantly for
this panel, he has served as the FDA -- he has
served the FDA as Chairman of the Cardio-Renal
Advisory Panel for several years, and he continues
as an advisor to several committees as a special
government employee.
Here he is, Steve Nissen.
STEVEN E. NISSEN, M.D.
DR. NISSEN:

Thank you, Snigdha.

Please excuse my frankness in this
discussion, but these are serious problems that
demand that we talk about I think the real issues.
So I'm going to talk about conflict of
interest at the FDA in a broader context than just
advisory panels.
The FDA is facing a crisis in public
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confidence after a series of revelations about drug
and device safety, unpresent in the history of this
previously-respected agency.
The American people no longer trust the
FDA to protect their health.

Unfortunately,

patients are increasingly suspicious of drug
therapy and sometimes reluctant to accept lifesaving medications.
How did we get into this predicament and
how can we resolve this crisis?
There is an imbalance of power between
the agency and the regulated industry.

The entire

FDA budget for drug regulation is only about $500
million and relies extensively upon user fees.

As

a consequence, the FDA is financially indebted to
the companies it must regulate.

This is a

fundamental conflict of interest.
Industry spends more than $48 billion on
marketing, complete with a dazzling array of
direct-to-consumer advertisements, touting the
latest sleeping pills or even creating entirely new
diseases, like restless leg syndrome.
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To provide an unconflicted drug approval
process and an unbiased post-marketing
surveillance, we must adequately fund the FDA
without user fees.

We need new laws to strengthen

the authority of the agency.

Currently, the agency

must negotiate with industry to make even simple
changes in drug labels.
I served on a 2001 advisory panel that
recommended a warning label for Vioxx, but it took
14 months before the FDA could secure agreement
from the company to accept a weekly written
warning.
Companies routinely make commitments to
perform Phase IV studies, but never actually
launched the promised clinical trials, and the
agency is powerless to act.
When drug studies reveal toxicity or
lack of efficacy, the agency is not permitted to
release the results, and the findings are often not
published, thereby, denying patients and physicians
access to vitally important safety information.
Why has the FDA not sought to strengthen
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its regulatory authority?

Well, that brings up yet

another conflict of interest problem, evident at
the highest levels of the agency.
For years, we had an interim FDA
Commissioner, Lester Crawford, who, shortly after
confirmation, abruptly resigned, apparently because
he and his wife owned stock in regulated companies.
Then the administration appointed Andrew
Von Eshenboch (ph), as interim commissioner,
creating another conflict of interest.

In his role

as director of the National Cancer Institute, Von
Eshenboch must seek FDA approval for human testing
or approval of new cancer drugs, an obvious
conflict.
Even worse, the administration appointed
Scott Gottlieb as Deputy Commissioner, who came to
this job with no regulatory experience, directly
from Wall Street, where he served as a bio-tech
analyst and stock promotor.
Between them, Drs. Von Eshenboch and
Gottlieb have wined incessantly about the need to
speed drug development.
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So while the American people worry about
the safety of drugs, the top FDA leadership tells
us we need faster drug approval.
Even worse, under the watch of these
conflicted leaders, for the first time in history,
civil servants at the FDA now report widespread
political meddling within the agency.
In a survey released last week by the
Union of Concerned Scientists, 15 percent of FDA
scientists report pressure to inappropriately alter
information or conclusions in agency documents for
non-scientific reasons.
Finally, we come to the FDA Advisory
Panels.

Strong outside medical advisory panels are

needed to counterbalance administration efforts to
manipulate the FDA for political purposes.
Two advisory panels recommended the
over-the-counter availability of the emergency
contraceptive known as Plan B.

Unfortunately,

under relentless and inappropriate administration
political influence, the FDA rejected approval.
On the advisory panel conflict of
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interest issue, I have an intermediate position.

I

think physicians who serve on speaker's bureaus or
paid company advisory boards should be excluded;
however, I do not think that surviving on an
Independent Steering Committee or Data Safety and
Monitoring Board for a randomized clinical trial
should be grounds for recusal.
Participation by other individuals in an
institution not on the panel should not
automatically result in exclusion.
I believe that full disclosure of all
financial relationships and careful screening of
participants by thoughtful FDA leadership offers
the best hope for a strong but unconflicted
advisory panels.
Regardless of these rules, we need
better funding, new laws strengthening regulatory
authority and an unconflicted FDA leadership to
regain public trust in this vital agency.
Cleaning up FDA advisory panels is a
useful step but only addresses a small fraction of
the FDA's conflict of interest problem.
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Thank you very much for your attention.
(Applause.)
MS. PRAKASH:

Thanks, Steve.

Moving right along.
(Laughter)
Here's Scott Gottlieb.

He is, as Steve

just told us, the Deputy Commissioner for Medical
and Scientific Affairs at the FDA.

He's a former

senior official at the Centers for Medicare and
Medicaid Services, and he is a senior advisor to
the Acting Commissioner of the FDA, Andrew Von
Eshenboch.
He served as the FDA's Director of
Medical Policy Development from 2003 to 2004.

He

left in the spring of 2004 to work on the
implementation of the new Medicare benefit -- drug
benefit.
And before rejoining the FDA, Scott
Gottlieb was a resident fellow at the American
Enterprise Institute, which, of course, is a think
tank here in Washington.
Scott Gottlieb.
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SCOTT GOTTLIEB, M.D.
DR. GOTTLIEB:

Well, I'm going to stick

to the issues we came here to discuss today, not
open up with gratuitous remarks about things that I
don't have any knowledge of.
I'm not just here today to defend the
status quo at FDA when it comes to our advisory
committee process.

Very clearly, there are things

we can improve upon, and we made some announcements
this morning to do just that.
But, fundamentally, we feel we need to
preserve our ability to make as our primary
criteria for selecting people to our advisory
committees their clinical experience and their
expertise, and this, fundamentally, means that we
need to preserve the process by which we grant
waivers to people who have relationships that could
present the appearance of a conflict of interest.
The bottom line is this:

If we did not

have that ability, we would have far fewer advisory
committee meetings, they would probably be much
different, less valuable, in some respects, to the
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agency, and we would probably bring far fewer drug
decisions to these advisory committee meetings,
cutting down on the transparency that they afford.
Why are they so important?

There are

many reasons, the not least of which is that it
provides un-paralleled transparency on the agency,
un-paralleled look at not only the information that
the agency vets in making decisions but how it goes
about making its decisions.
Here, the agency is forced to defend its
scientific thinking publicly in front of an expert
panel, who's able to dissect that information.
But it's also important because of the
advice we receive.

And the advice we receive,

particularly from individuals who are heavy
clinical trialists and understand the intersection
between clinical medicine, the clinical practice of
medicine, and clinical research.

And that's the

kind of advice you can only get from people who are
heavily engaged in clinical trials.
And here there is a fundamental point I
want to make.
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Oftentimes, the most important thing we
glean from these advisory panels is the ultimate
binary vote at the end of a panel meeting, whether
or not a drug should be approved.
More often than not, it's very evident
to everyone that the decision should go one way or
another, and that's why stock prices, to reference
my days as a journalist for Forbes magazine, why
stock prices go up for certain bio-tech companies
the night before advisory panels because we post
our briefing documents, and it's very clear where
we're going to head on the binary decision.
The advice we're getting, so is not
necessarily in many cases whether or not a drug
should make it to the market, but the contours of
the approval, what the label should look like, what
indication the drug should be approved for.
it be restricted?

Should

What is an appropriate post-

market monitoring plan?
And these are the kinds of nuances that
can only come from people who are heavily engaged
in clinical research and heavily engaged in
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clinical practice.
So the bottom line is this:

People who

do that, people who are heavy clinical trialists
are going to have relationships that could present
the appearance of a conflict of interest.
This is more so because of the way we
define conflicts of interests.
broadly.

We define them very

We do that to make sure we capture all

potential conflicts of interest.

But, in doing so,

we also set up a situation where we'll need to
grant more waivers.

And I'll give you some

examples.
A department chairman supervising a
hundred junior faculty members, if one junior
faculty member enrolled some patients in a clinical
trial for either the competitor or the sponsor and
in a particular advisory committee, that department
chairman would not only have a potential conflict
of interest that would require a waiver, but he
would be obligated to disclose that and search it
out.

So he's on the hook for finding out that

information.
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Or a department chairman, who's part of
a university, that might have received a grant in
another quarter of the university from a particular
company or even a particular competitor, that
department chairman would have a potential conflict
of interest that would require a waiver.
Now, I don't mean to suggest that these
are the only situations in which we're forced to
grant waivers, but they do comprise these kinds of
associations, these kinds of scientific
associations, do comprise the vast majority of the
waivers that we do give out.
People ask us why we can't just convene
panels with people who don't have any conflicts at
all, why we can't just screen out all the people
who might have a potential association, or convene
a standing advisory committee with people who don't
have any of these associations.
And this is an important point as well.
We convene standing advisory committees.
We convene them one -- we convene them years in
advance of when we're actually going to bring
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something before that Advisory Committee.

People

serve for periods of one to four years.
We think that there's a lot of value in
having a standing advisory committee.

The advisory

committee learns to function as a committee.
People learn each other's expertise, they've
learned who to rely on for particular questions.
There's a lot of value in having a standing body.
We can't tell today what issues are
going to come up before that committee meeting two
years from now, so I can't say today, no one can
say today, we know we're going to be bringing a
drug that's developed by X pharmaceutical company
before this panel two years from now, so let's make
sure everyone we put on this committee doesn't have
a potential relationship with that company, nor can
we tell what potential relationships people might
develop.
That's why we have the ability to grant
waivers as issues come up before the committees and
as potential conflicts of interest arise for the
panel members.
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Now, I said I'm not just here to defend
our current approach.
improve upon.

There are things we can

There are places where we can bring

more consistency potentially to our processes.
There are places where we could bring more
transparency to the work we do.

We know that.

And

we feel that doing so is important to inspiring
confidence in the process we have.
So we announced two -- a number of
initiatives today, two of which I just want to
touch on briefly.
The first is that we will be revising
the guidance document that governs how we give out
waivers to people with potential conflicts of
interest.
The guidance document was last written
in 2000.

There's been changes in the marketplace

and in people's work that have happened since then,
and there have also been changes in our thinking as
an agency, and so we're going to ask a lot of hard
questions about whether or not certain
relationships should still even require a waiver
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and whether or not certain relationships should
even be granted a waiver.
For example, Bob Temple spoke this
morning in the New York Times article about DSMBs,
people who serve on Data Safety Monitoring Boards.
These are independent auditing boards for safety
information for clinical trials.

These are

precisely the people we want on our advisory
committee meetings, yet they have to go through a
process of getting a waiver if they served on a
DSMB.
And there are other kinds of
relationships that we'll look at to see whether or
not our current practices are still appropriate.
Another thing what we're trying to do in
this document is to try to codify more of the kinds
of judgments we make.

We make a lot of qualitative

assessments on a case-by-case basis.

That's not

meant to suggest that we aren't bound by historical
precedent in what we do, but a lot of the decisions
we make require heavy qualitative assessments that
aren't necessarily codified in guidance, and we
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think to the extent that we can codify more of
these kinds of assessments that we make in writing,
it can inspire more consistency and more
transparency on our process.
So, for example, we'll look at a
relationship to a sponsor differently than a
competitor.

We'll look at a relationship to a

competitor differently if there are multiple
competitors.

We'll look at a relationship a spouse

might have differently than a relationship that the
principal might have.
All of these kinds of things are
decisions that are made by the agency that we
believe could be codified in writing.
The second guidance document that we'll
be putting out is going to govern how we disclose
information about conflict of interest waivers.

We

are going to aim to be much more transparent about
the waivers that we grant and about the potential
associations our panel members might have.
Maybe we'll start with Steven.
(Laughter)
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The realty right now is that there is
inconsistency in how we disclose this information,
and it's also difficult to follow the logic of the
agency.
We post redacted waiver documents on our
website.

Anyone who's looked at those understands

that they're hard to follow.

They're sometimes

written in legalese, and it's hard to interpret
exactly what the agency's decision-making process
was.
We think that we can develop templates
at a more routine approach to how we disclose why
we made certain decisions about granting a
particular person a waiver.
I posted a longer version of my remarks
today on the website, and there's copies here.

I'm

bound to five minutes, and I think I'm at the end
of my time.
But the bottom line is this:

We believe

we need to have top thought leaders, people who are
heavily emersed in clinical trials, people who are
heavily engaged in the practice of medicine.
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This band of heavy clinical trial is
really a narrow group of people in our country, and
we believe that it's important to us to preserve,
as our primary criteria for selecting people to
these advisory panels, people who have the
experience, the insight, the knowledge that we need
to get the best advice possible, and that should be
the way we go about constituting these panels.
Thank you.
(Applause.)
MS. PRAKASH:

I'll just ask a couple of

very brief questions, then we'll keep moving,
because I'm sure there'll be lots of questions.
QUESTIONS AND ANSWERS
MS. PRAKASH:

Scott, this question is

for you.
Are there any circumstances, you think,
that under which these conflicts are really
compromised, the kind of judge advice the FDA gets?
DR. GOTTLIEB:

We make -- we ask that

question in the process, and, as I said, the
process is designed to try to identify potential
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conflicts, and there are instances where we
wouldn't grant someone a waiver where a person
would be recused, because we think that the
potential relationship isn't a de minimis
relationship.

It's not a detached relationship,

but it could have the ability to affect their
impartiality.
So the answer to the question is,
absolutely, there are instances where we would, as
an agency, make an assessment that the potential
conflict is too significant, whether it's a dollar
value or it's how direct the relationship is to
require a waiver.

So that is the agency, in

effect, making a decision that we think, at least,
the perception of the conflict outweighs the value
that that person would bring to a particular
meeting.
MS. PRAKASH:

So let me just butt in

here.
Tell me what you think would constitute
an unacceptable conflict.
a connection?

What would be too direct

One example.
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DR. GOTTLIEB:

For example, I mean, I

have the guidance right here.

It's a 70-page

guidance, and it outlines a lot of this.
But, for example, we, right now, rank
conflicts according to levels.

There's level --

effectively -- I forget what the Lexicon is, but
there's Level 1, 2, and 3.
People who have a Level I conflict will
often get a waiver.

People who have a Level 2

conflict, they'll be looked at very closely, and
sometimes they won't.

And people who have a Level

3 conflict will almost never get a waiver.
MS. PRAKASH:

Okay, Scott.

I'm going to

interrupt you because I haven't read the document.
DR. GOTTLIEB:
MS. PRAKASH:
DR. GOTTLIEB:

For example -So give me an example.
I'll give you an example.

Level -- let's say stock ownership.

So

a Level I conflict -- I'm trying to remember, and
don't quote me on this -- I think it's below
$5,0000 in a competitor.

A Level 2 might be from,

let's say, 5 to 50, and a Level 3 might be over 50.
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And I forget the exact values, but
that's how we would make an assessment where we
would basically rate the extent of the
relationship.
MS. PRAKASH:

So stock ownership is

obviously out being on speaker's bureaus?
DR. GOTTLIEB:

Again, it's something --

this is why it's so qualitative.

The kinds of

decisions that we go through, I'm not involved in
these decisions, so I can't speak with a lot of
(indiscernible), and we have an ethics staff that
spend a lot of time looking at these things.
But, for example, we would look
differently at being in a speaker's bureau for a
competitor than a sponsor.

We would look

differently at it if there were multiple
competitors, and we felt it was unlikely that the
action, the activity of the advisory panel would
have an effect and need one sponsor.
We basically try to determine how much
of an impact the outcome of the advisory panel
could have on their particular interest by looking
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at things like that.
But being on a speaker's bureau would be
looked at harder because we would try to make an
assessment whether or not scientific endeavor has a
CME-related activity, or, in fact, it's something
that a reasonable person could make a judgment that
is marketing-related activity, in which case we
would look at it much harder.
These are the kinds of assessments we
make qualitatively.

The guidance that we're going

to work on is going to try to put more of this kind
of decision-making, these kind of judgments down in
writing.
MS. PRAKASH:

Did you have anything that

you wanted to add on this, because -DR. NISSEN:

I do.

And, you know,

unfortunately, we're in an era when public trust in
the FDA is at an all-time low, and so the
appearance of conflict of interest is as serious as
the conflict itself because it undermines the
public trust.
If you're a speaker on behalf of a
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company, you are advocating on behalf of that
company.

There is simply no way that one can

assume that such an individual would be unbiased,
and so my view is that that should be an absolute
reason for recusal.
Now, I think that there are a lot of
people who are not conflicted, that can be found
for panels.

You may, from time-to-time, need

somebody who served on a steering committee,
unpaid, involved in a randomized clinical trial led
by an academic organization, and I don't have a
problem with that.
But if you're acting as an agent for a
company, then, fundamentally, you shouldn't be
judging that company's drugs.

That's just common

sense, and that's what we've got to get to.

And,

unfortunately, the policy in the past has been very
erratic, hard to follow, and, frankly, has led to a
lot of conflicted panels.
MS. PRAKASH:

Okay.

Let's move to our last panel.

And this

one is on the National Academies of Science.
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The discussion will begin with Merrill
Goozner, who's the Director of the Integrity and
Science Project at the Center for Science and the
Public Interest, which brings us this discussion
today.
He is a former journalist, having
written for mostly over 25 years for the Chicago
Tribune.

He's covered economics.

He was a

financial correspondent in New York.

He was an

Asia correspondent in Tokyo.
He's also the author of a book, "The
$800 Million Pill:

The Truth Behind the Cost of

New Drugs."
And he is the winner of many journalism
awards.
Here he is.

Merrill Goozner.

MERRILL GOOZNER, DIRECTOR
MR. GOOZNER:

Thank you, Snigdha, and

for that kind introduction, by the way, to remind
me of my long journalism career.
But I've now been at the Center for
Science in the Public Interest for two-and-a-half
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years, dealing with conflicts of interest and
science issues.

And one of the fascinating things

to learn about, which I knew very little about, was
the National Academy of Sciences.
But what I learned is that Congress and
government agencies have increasingly turned to the
NAS in recent years as a scientific court of last
resort for the nation's regulatory system.
Faced with a clash between profit and
maximizing businesses on the one hand and health
maximizing public interest groups on the other,
they frequently ask NAS to interpret what the
science says about how the nation's environmental
health and public safety laws should be enforced.
That makes it all the more important
that the NAS adhere to its conflict of interest and
balance provisions in the Federal Advisory
Committee Act, or FACA, which is nearly identical
to what you've been hearing about at the FDA and
the EPA.
Alas, a study we released today shows
that too often this hasn't been the case.
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We reviewed 320 scientists and other
professionals who were asked to serve on 21 NAS
committees over the last two-and-a-half years.
Nearly one in five of those appointees had personal
financial relationships with companies, trade
groups, or their research arms that had a direct
stake in the outcome of the study.
In part, this was because the NAS has a
very narrow definition of what constitutes a
conflict of interest.

In short, it says that if

the financial arrangement ended yesterday, today
you don't have a conflict of interest.
For example, last year NAS appointed a
Harvard professor to a committee evaluating the
relative risks and benefits of fish consumption, a
contentious issue pitting the benefits of consuming
Omega-3 fatty acids against the risks of ingesting
mercury from power plants that's worked its way up
the food chain.
A few months after this professor was
appointed to that panel his study came out
suggesting the benefits outweighed the risks, and
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it was funded, in part, in the Journal where this
was disclosed by the U.S. Tuna Foundation.
Now, the NAS did not disclose that
relationship on its website.

They didn't tell

consumer groups that had come to complain about
somebody else on that panel who had conflicts of
interest, and, later, when they asked about that
failure to disclose, the agency official said that
he didn't consider it a conflict because that
particular professor had completed work on the
study by the time the panel was formed.
Should he have been disqualified?

Let

me contrast the situation with the FDA, where most
often advisory committees discuss very specific
product decisions.
In that case, special advisors are
called in to weigh the evidence, and I believe they
shouldn't have ties to either the manufacturer or
its competitors, no more than a reporter would be
allowed to own stock in a company who's merger he
was about to cover.
And I think this should be a matter of
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law.

There are experts available.

I don't want to

put, you know, (indiscernible), if you will, on
what Dr. Nissan just said.

There are experts

available, equally qualified to the people who've
conducted clinical trials for industry who are
working on NIH-funded studies, for charity-funded
studies, and clinical trials, that can do equally
well to the people who have worked on industry
studies, and I think that we should put that
argument to rest once and for all.

These people

are out there if the FDA would just make an effort
to go out and find them.
Now, if we go back to the NAS Seafood
Committee, what is the difference between that,
say, and an FDA committee considering a product?
The discussion is general in nature.

It applies to

all firms, say, in that thing.
So, you know, according to the way the
law is interpreted under the Office of Governed
Ethics, in specific context it is not a conflict of
interest, but it seems to me that it would enhance
the credibility of the final report if these kinds
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of people were eliminated or at least minimize
their presence on these committees.
Most NAS panels take place behind -their discussions take place behind closed doors.
If there are a number of these types of people with
financial conflicts of interest sitting on these
committees, what is the credibility of that final
report going to be?
Also, when people have, you know, real
close ties with a financial interest, when they get
in behind those closed doors, I think it would be
foolish for anybody to assume that they're not
actually thinking along the lines of the studies
that they have conducted for industry in the past,
so that have a -- really bring a point of view to
those discussions.
And, of course, the law also requires
that points of view be balanced, and this is,
again, where the NAS, in my view, gets themselves
into real trouble.

They use a very narrow

definition of balance.
One that actually is in the statute was

MILLER REPORTING CO., INC.
735 8th STREET, S.E.
WASHINGTON, D.C. 20003-2002
(202) 546-6666

60
alluded to.

It says that it only relates to

functions to be performed.

In other words, you

should have all the different types of scientists
you need in order to get the job done.
But nothing in the statute prohibits the
NAS or any agency from using a broader definition
of balance, ones that takes into account point of
view.

Do scientists have points of view?
Well, I'd argue, along with David

Michaels earlier, that if a scientist appears as a
defense witness for a corporation in a product
liability case, if he or she has done a half a
dozen studies for firms in a particular industry
over the past, say, five years, all of which, more
or less, argue the same point, or if he or she is a
fellow at an ideologically-oriented think tank like
the AEI or CADO, then, yes, they have a point of
view, and it's a pro-industry point of view.
And if they are appointed to panels,
they should be balanced with scientists who are
comparably identified with a public health or proenvironmental point of view.
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I admit this is an expansion of the
definition of balance beyond the law, but in the
current environment where many scientists have
chosen sides in the ongoing debate over the
relative risks and benefits of everything from new
drugs to environmental pollution, this type of
balance is warranted.
Using this broader definition of
balance, we found at least 66 scientists on these
21 committees with a distinct pro-industry point of
view.

Contrast that with just nine scientists that

we could identify, mostly through their employment,
as having clearly a pro-public health or proenvironmental point of view.
A final word on disclosure at the NAS,
which has been very much in the news lately
regarding the medical journals.
The NAS does an abysmal job with
disclosure.

Very few of the conflicts that we

found came from their own website.

By law, the NAS

is required to post brief resumes of committee
appointees and give the public a chance to comment
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on who's going to be appointed to these panels.
We found out their financial conflicts
of interest through our own independent
investigation.

The NAS needs to become more

transparent.
Have these imbalances jeopardized the
overall quality of NAS reports?

To be frank, over

the past two years, I could only find one or two
instances where public interest groups complained
about the quality of a report.

Many have praised

them, including inside my own organization.
But sometimes you get a muddy report.
Like last week's air pollution report, for those of
you who were paying close attention to that, which
involved the New Source Review Rules versus Cap and
Trade (ph).
And these generated two headlines in the
washingtonpost.com this morning.

I read them.

"Bush pollution curbs are related equal
to Clinton's."
The other headline was:

"Scientist

group fears more pollution," from the same NAS
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report.
That committee, by the way, had four
scientists on it that had done research for the
Electric Power Research Institute, the research arm
of the electric utility industry.
And two of its original appointees with
ties to anti-regulatory groups were eliminated by
NAS but only after public interest groups had
protested, including our own.
What might that report have said if the
NAS had made a real effort to find highly-qualified
scientists who did not have conflicts of interest
to serve on that committee?
What might they have said if they had
made a real effort to create legitimate balance on
that committee?
The effects of conflict of interest and
bias, when a group of scientists makes decisions,
whether it's in an NAS or an EPA report, or on a
decision about a new drug up for approval of the
FDA, may be in the subtle shifts of opinion that
are created by the presence of forceful advocates,
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especially if they're allowed to operate, as they
are at the NAS, behind closed doors.
Consensus should be on scientific
evidence not on the lowest common denominator.
Thank you.
(Applause.)
MS. PRAKASH:
Frederick Anderson.

Our final speaker is

He's a partner in the law firm

of McKenna, Long & Aldridge, here in Washington.
He's also a former dean of the American University
School of Law.
He was also the first full-time
president of the non-profit, the Environmental Law
Institute.
He has served on many panels, including
panels at the National Academies.
He served on a 12-member Congressional
Study Commission created by the SuperFund
legislation to examine toxic torte recovery for
injury from hazardous substances.
And with the support of a dozen major
scientific institutions, he filed a brief in the
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Supreme Court on behalf of 58 Nobel Laureates
supporting the National Academy of Sciences to
overturn an unfavorable lower court opinion, which
applied the Federal Advisory Committee Act to
academy committees, and perhaps he'll tell us about
that.
Here he is.

Frederick Anderson.

FREDERICK ANDERSON, J.D.
MR. ANDERSON:
my full five minutes.

I'll endeavor to fill up

I can't promise you.

(Laughter)
You heard a bit about my background.
Let me just say that I was an NGO leader, a nongovernmental organization leader, for a decade, and
a university academic for a decade or more.
I've been in private practice the rest
of my professional life but am now on six nonprofit boards and chair two of them.
Through all three of these careers and
beginning in the 1970s -- I think probably the
early '70s; at my age, I can't quite recall -- I've
been a board member, a panel member at the Academy.
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I've been a peer review coordinator, a committee
formation person involved with naming committees.
I've been a workshop chair presenter.
I've appeared with at least one of my fellow
panelists here in those capacities.
And, right now, I'm a member of the
Committee on Science, Technology, and Law, and the
board on Atmospheric Sciences and Climate, and was
a member of the board, the Board on Environmental
Studies and Toxicology for a couple terms in the
'80s and early '90s.

It's a board that comes in

for some criticism, as studies do, in the report.
I have to say that the Center's study of
the Academy paints an Academy virtually
unrecognizable to me.
I think that some of the things in the
report are just wrong, and, more than that, I think
the report is misleading in that it portrays an
Academy as biased or porous to industry.
I don't believe applying the Academy's
definition of conflict -- which I don't use,
particularly narrow -- that conflicts exist on NAS
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committees today, including ones that the Center
purports to have studied.
The NAS does screen for bias and
conflict.

It does balance its committees, as

you've heard.

It does solicit names from groups,

including the Center and the public that might
serve on committees, and boards, and other entities
created by the Academy's structure.
It does post-slates, as you've heard, of
names for comment and does elicit comments
regarding bias and conflict in that process, and
occasionally, as a result of that, does address
committee memberships.
And then it conducts something that I
think is rather unique and very important.

It

conducts before the first meeting of a committee a
bias and conflict discussion.
(Side B of tape)
MR. ANDERSON:

....very forthcoming.

And I believe that, picking up on a
remark our moderator made in introducing the
meeting today, the discussion today, that there is
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a lot of informal conversation between all members
of society regarding how its science functions, but
particularly among scientists.
It's a very informal -- and to use that
word again -- porous enterprise.

Scientists gossip

like the rest of us and talk about who's doing what
and who is more involved with industry, and who is
less.
And I tend, myself, to place a lot of
faith in a well-constituted committee being able to
see as a result of scientific positions advanced in
meetings who is straying from credible science, who
is being influenced by their background, who's
biases, if you will, are reflected in those
comments if, indeed, they are.
Another thing that the Academy does is
conduct a final peer review, which is a very
searching review of draft final committee reports.
I think the Center's document could have
benefited from a similar review.

I think that had

I received it for the purposes of peer review
before its release today I might have asked for
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data for some of the broad and sweeping, and, I
think, unsubstantiated claims, that large fractions
of Academy committees have conflicts, definitional
problems aside.
To me, the report is -- well, it's
perhaps the journalistic equivalent of a claim to
have achieved cold fusion.

I'd like to know more

about that claim because it seems extraordinary in
light of what I know about the Academy.

It just

doesn't add up to me.
Occasionally, as I said, a bias does
emerge, a conflict does emerge.
listed.

Some of those are

I don't know that the Center, necessarily,

was the cause of the replacement of a member, but I
think that occasionally the vetting process does
address itself, and I think that's a healthy thing.
To me, it means the Academy's process is
working, and that sometimes it's necessary for a
process of enlightenment and education to take
place with a potential member so that it's clear
that it would be better for appearances sake and
for reality sake if the particular individual were
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not named to the panel.
You haven't asked me, but I will answer
the question:

Have I ever encountered instances of

what I viewed as financial conflict?
I think going back a ways, a few, one or
two, but my point is very few.

And I think that

the most damaging and risky-type of conflict,
financial conflict, is where the subject matter of
the panel intersects with a current and viable
financial interest of the perspective panel member.
And where that occurs, you've certainly got to
have, at the very minimum of complete disclosure,
probably no waiver, and move on; best to move on to
someone else as a member.
I think it, though, would be a serious
mistake, as the Center's urged, to convert the
vetting and web posting process that I've described
for nominees' names, into nothing but a bias and
conflict examination.
That process is there for multiple
purposes, not a single purpose.
The process is there also to ensure that
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the scientific disciplines and range of interest
are represented.
It's better to think of it, as society
says, as a multi-variate rather than bi-variate
analysis, and look for many different qualities,
rather than have a -- let's go further.
Have I used up five minutes already?
MS. PRAKASH:

Well, you're almost at the

edge.
MR. ANDERSON:

I'm almost at the edge.

Well, I don't think that the expansive
test, five years of industry, sort of drug-free
test, five years industry-free, is the best.

I

think we need the talents of people involved with
many different sectors of society.
I do think -- and I did a thought
experiment as I was preparing for this -- I
wondered if a kind of symmetrical report, a kind of
like matter and anti-matter, if a symmetrical
report could be written from industry's point of
view, using the same language and some similar
definitions, and an industry then would indict the
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Academy -- and in my practice I encounter this from
time-to-time -- for being too biased in the other
direction.
I know in the Dioxin Committee sense
there was a real concern about that, and now I
learned that the bias ran the other way.
So I really think that we need to look
for people to populate these committees who have
multiply involvements.

I think in some instances I

could name persons -- some names that are in this
report, who actually would be on industry's list
and an NGO list as an undesirable member of the
committee, because parts of their resumes reflect
such a heavy involvement with the non-profit
community and heavy involvement, at the same time,
with industry community.

And that leads to some

very confusing signals for those who tend to see
things in black-and-white.
So I think, rather than looking so hard
for card-carrying, industry-affiliated scientists,
we should look past that and figure out who can
best serve the nation after full disclosure and
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after scientists, without the blinders on, see what
their co-panelists are really up to.
Thanks.
(Applause.)
QUESTIONS AND ANSWERS
MS. PRAKASH:

Before we open it up to

discussion and questions from the audience, I just
wonder, Merrill Goozner, if you would like to
respond to Frederick Anderson's criticism of your
report?
MR. GOOZNER:
the numbers.

Well, I'd just go back to

One in five in the last five years

had some tie to industry groups with a stake in the
outcome.
The NAS, as we did actually take this
report to the NAS and we ran its results by it, and
what the response always is is that, you know, our
definition is different than your definition, and
it's not merely a definitional problem.
The issue really becomes, are people
bringing a certain point of view when they come in
that basically says over and over again they are

MILLER REPORTING CO., INC.
735 8th STREET, S.E.
WASHINGTON, D.C. 20003-2002
(202) 546-6666

74
doing work for industry, and now they're sitting on
a panel.
And let me underscore that, unlike the
discussion we had about the FDA or the EPA, in the
NAS context it's very difficult to say people can't
serve on these committees because the committees
are almost very general in nature, so that direct
conflict of interest, which underneath the Federal
Advisory Committee Act would exclude somebody.
So we're saying the NAS should really be
more cognizant of the fact that very often say a
panel of 15 people might have three or four people
on it who've been consulting for the industry on a
routine basis around the subject matter, if not
directly on the subject matter, but in related
subject matters, that is being discussed.
And in those cases, I really think that
you need to say, okay, wait a second; have we done
all that we can to make sure that those people are
balanced.
And what we find -- what we found was
that very often they were not even cognizant of
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those relationships.
website.

They were not on their

They appeared not to have been into

account.
So that, to me, is sort of what accounts
for the NAS' response, which is as to say, I think
you guys have just got it all wrong.

These people

don't have conflicts of interest, and that's
because I don't think they're being discussed in
that first meeting.

There just happened to be a

consultant working for the industry, but there are
good scientists they publish in the literature, and
we haven't even taken that into account.
MS. PRAKASH:

Frederick Anderson, would

you respond?
MR. ANDERSON:

Well, Merrill, you began

by saying, "let's go back to the numbers," and I
was astonished at the numbers, very large fractions
of committees have conflicts.
July 17, it was four members of the
Dioxin panel.

In this report, it's nine members.

It reminds me of other lists of varying
rotation of many years ago.
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I think that, you know, identifying
those tainted by science begins to resemble a witch
hunt, and you might best be draught.
MS. PRAKASH:

We are now ready for

questions from the audience.

Please walk up to a

microphone so everybody can hear your questions.
Identify yourself by name and organization, and
fire away.
QUESTIONS AND ANSWERS FROM AUDIENCE
MR. FINKELSTEIN:
Finkelstein.

Hi.

My name is Joel

I'm a freelance reporter.

This is a question for Dr. Gottlieb.
During your talk, you seemed to suggest
that the advisory committees to FDA largely -- that
they're not really there to advise whether or not
to approve a drug, but that that's the intention of
FDA, to approve the drug in the end.

Advisory

committee has a bias on how that should go forward.
Is that an accurate way of describing
the advisory committees?
DR. GOTTLIEB:

I don't think so.

I

mean, the popular perception, there's a perception
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that the advisory committees vote to approve drugs,
and you always see the words, "FDA's been bound by
the decision of the advisory committee, but often
follows the advice of the advisory panel."
I think in terms of that binary
question, the reason why you would see so much
concordance between the agency and the advisory
panels is because very often it's that that
question is a little bit more evident in the
results of the clinical study.
Now, it's not always the case.

There

are drug-approval decisions that the agency is very
conflicted on.

The data isn't very clear, and the

advisory panel can provide a lot of important
insight in looking at the clinical data.
But there are also a lot of cases where,
going into the panel, the data is somewhat clear.
In those cases, the advice that the agency gets
from the advisory panel isn't necessarily to,
should the agency approve the drug.

The panel

would readily agree that the drug or the vaccine
should be approved, but there are some significant
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questions around the scope of the approval, and
what the label should look like, what an
appropriate risk management plan is.
I hate to single out a certain product,
but recently going into the advisory panel on the
Gartacel (ph) vaccine, I think most of the
reporting was that the product is, you know, going
to be approved by FDA, likely to be approved.

You

saw that in a lot of the reporting, but there were
still some questions that the advisory panel helped
give the agency insight into about the scope of the
label.

And that's not uncommon.
That's not to suggest that the panel's

answer to the question of whether or not a product
should or shouldn't be approved, extremely
important to the agency, and it's not to say that
sometimes the panel can change the agency's mind if
the agency might have had a particular opinion
about that question by voting on it and by having a
spirited discussion on that.
But I think we lose sight of the real -some of the real value that we get out of the
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advisory panels, which is the very subtle questions
around the scope of the prescribing of the drug.
And those are questions -- the reason
why it's important to understand that, is because
those are questions that only someone who's heavily
involved in clinical research and also practicing
can really have insight into.
MS. PRAKASH:
DR. GOTTLIEB:
MS. PRAKASH:
FEMALE VOICE:

Thank you, Scott.
I think -Next?
This is a question for

Merrill Goozner.
The IOM -- the Institute of Medicine is
about to release a report on drug safety soon, and
with the questions about conflicts of interest,
what are consumers or people on the Hill supposed
to do?

I mean, people have spent months thinking

about this issue.

Are they supposed to just take

it with a grain of salt?
MR. GOOZNER:

Well, I think that you

need to look at who the people on that panel were.
As I recall, I can't -- I think that was
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one of the panels that we looked at in our study.
And, as I recall, you know, again, it's because
it's a general issue.
The important thing is is was it
balanced?

Like I remember like one of the people

who was on that panel, I have a lot of faith in, a
guy like Dr. Bruce Sady (ph), who really knows a
lot about that whole issue, and they couldn't have
found a better person.
Were there some other people on there
who perhaps, you know, had a different point of
view?

Well, and that may well have been one of the

balanced panels.

We'd have to go back into the

data of my study.
But I think that that's just one of the
factors you have to take into account when you
evaluate a study like that.
And I think that that's one of the takehome messages, is that this not the bottom line
issue in evaluating science.

This is one of the

issues that, one, you should take into account when
you go to evaluate science, and if there's an
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imbalance there then you should be concerned.
Whether or not there was an imbalance on
that committee, I don't believe that that was the
case.
MS. PRAKASH:
that?

Do you have an opinion on

Have you been watching the IOM?
DR. NISSEN:
MS. PRAKASH:
DR. NISSEN:

Oh, yeah.
Yeah.
And, actually, I agree with

what you said about Dr. Bruce Sady, who's a man of
great integrity.
You know, it does remind me, having sat
on an awful lot of advisory panels, that there is
the power of persuasion, and sometimes one person,
independent, of very high integrity, can move an
entire panel in one direction.

I've seen it happen

many times.
The problem, of course, is that if
you've got enough conflicted people, you're simply
not going to move the panel, and so you've got to
look at the balance, the overall balance.
And as wonderful as Bruce Sady is, and I
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think he's really an outstanding individual, if
that panel, for any reason, packed with people with
a different perspective, it would be very hard for
his point of view to dominate.
So we really have to look at the people
in way that allows us to understand the balance on
a group in order to interpret what they do.
What I think is being argued here is,
that should happen before the panel is impaneled
not after.
And I think that's the critical point,
is that we need to be able to look before it
happens and make sure that our panels are, in fact,
balance, are not driven by political considerations
or by industry relationships, but by the science
itself.
And that is why I am so concerned about
the Union of Concerned Scientist Report, which
suggests that people in the FDA, scientists, are
being strong-armed by politicians to take
particular positions on drugs and involving drug
safety.
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That's a serious problem, and I think I
have no reason to believe that that report isn't
correct.
MR. ROHR:

Thank you.

Bob Rohr (ph), BMJ.
I want to draw upon my own experience in
reviewing, as a member of an NIH panel, that it
reviewed therapy practice after the Jessie Gel
Singer (ph) death at University of Pennsylvania.
And much of the media account there
focused upon financial conflict or potential value
that the researcher could gain from that, but, from
my perspective, it became very clear that much more
important than that, were belief in the scientific
theory and ego and things.
How does one -- I just think that
there's so much focus on the financial, and that's
the easy thing to evaluate.
How do you deal with these other issues?
DR. NISSEN:

I call it intellectual

conflict of interest interestingly, because it's
clearly there.
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You know, if you've been an advocate for
a particular approach to therapy for a long time,
even though you may not have any industry ties, you
may have inherent biases, and it's really tough to
get at those things.
My own view is that that can be handled
often by making sure that if you have anybody on a
panel that has opined publicly in a very strong way
on one side or other of a topic, they should either
recuse themselves or they should be recused.
I mean, if you've really been out there
in the public domain and said, I think that this
drug is, or this class of drugs is really great for
this indication, it's pretty hard for you to weigh
the evidence on an FDA advisory panel.
I think you can address those that are
much harder to address, but they're not nearly as
pervasive, and often you can get that balance out
of a panel.

The problem is the financial conflicts

of interest are so fundamental, and they're so easy
to get at that they are the first target.
MS. PRAKASH:

So, Steve, let me just
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follow-up.
What about people who have been out in
the public warning about the dangers of a drug or a
class of drugs?

That's a very -- that's a strong

position, too.
DR. NISSEN:

It's a strong position, and

I think that, you know, there are several ways that
panels can approach that.
One is, an effort can be made to have at
least a few people that are on both sides of a
question.
You know, if you've got an issue of the
safety of these non-steroidal pain drugs, you've
got people like me that have been warning about the
issues of the safety of the drugs, then, you know,
you don't want to pack a panel with people who have
been very outspoken, who some people might argue
have made their minds up.
You can find panels that have people who
are independent scientists, who have not been
directly involved with taking a strong stand, and
as long as that's done free of political or
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industry influence, then I think you can end up
with a very good outcome.
But you've got to look.

What I think I

heard from the BMJ gentleman is that we've got to
be aware of other kinds of conflict of interest
beyond financial, and I agree with that.
MS. PRAKASH:

Thank you, Steve.

Please.
MR. MOCCHAI:

Yes.

My name's Russell

Mocchai (ph), (indiscernible), a corporate crime
reporter, which is a legal news letter.
For Mr. Gottlieb.
When you were with the American
Enterprise Institute and with Forbes, you would
write articles about companies that were victims of
what you called political meddling, and then there
would be a footnote saying, hey, I consulted for
this company.
And what I took from Dr. Nissen's
earlier statement when he was talking about you, I
think I can boil it down into, this guy's an
industry hack, and he shouldn't be with the FDA.
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And you said when you came up, I know
nothing about that.

Well, clearly, you know about

your previous consulting with industry.
And so my question to you is this, two
parts:

Shouldn't the FDA leadership be people who

believe in the mission of the FDA not industry
people?
And, second, how do you deal with your
previous companies that you consulted for in your
current position?
DR. GOTTLIEB:

I'm not going to dignify

the whole question because it's not really a
question, statement largely.

But I've complied

with every requirement that's been put on me.
My record, both in the agency over the
past year in a Deputy Commissioner role and the
substantive policy making position with Dr. McComb
(ph), at both CMS and FDA, think, speaks to the
answer to that question.
And it's not what I came here to
discuss.

I came here to discuss how we can move

the agenda forward at the agency in dealing with
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some of these difficult issues related to these
kind of perception problems, and we're doing just
that.
I am providing leadership on that.
Other people working hard, including Dr. Von
Eshenboch and many others, many career staff, who
are working very hard on these issues and will
continue to do that.
MR.

:

I'd like to follow-up on

that.
MS. PRAKASH:

I think -- I'm sorry.

I

do think we should move on.
I want to ask you, Scott, though, if you
would maybe just tell us a little bit about how you
have handled those issues at the FDA.

Have you

recused yourself for a certain period of time?

Are

there sort of company-specific issues that you
don't get involved in?

How do you manage that?

DR. GOTTLIEB:

That's right.

I mean, there were a limited number of
relationships I had when I was working as a fellow
at a think tank, and I was required to recuse
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myself from issues related to the sponsors who I
had had prior work with.

There was a limited

number of regulated entities I recused.
I complied with all the government
ethics rules.
My recusal letter was FOIA'd.

This was

written about more than a year ago, and so this has
been out.
I have complied, and I think that, like
a lot of other people who come in from the private
sector into a government position, I had to comply
with certain government ethics rules, and I have
done that.
MS. PRAKASH:

Okay.

Next.
MS. COUSIN:

I'm Jennifer Cousin (ph), a

reporter with Science Magazine, and I just had a
couple questions for Dr. Gottlieb.
I was wondering -- first of all, I know
there's been a concern at FDA for a while that you
also touched on that expertise will be lost on the
advisory committees if some of the potential
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conflicts that people have are not wavered, if
that's a word.
And I was wondering whether FDA
officials have ever attempted to put together a
panel in which members do not have current or
recent ties to industry.

And if that hasn't been

tried, where's the evidence that expertise will be
lost?
DR. GOTTLIEB:

That's a good question

there.
A lot of panels -- or there are panels
where there are members who -- where waivers aren't
required.

It's often the case that one or two

panel members might require a waiver, but there
have been panels, as you suggest, where there are
participants who don't have any associations.
The problem is that we don't convene ad
hoc advisory committees.

We don't convene meetings

around specific issues as they come up, so we don't
have the luxury of being able to select people
based on their lack of certain associations.
We have standing advisory committees,
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and we can't foresee what issues are going to come
before those committees, and vent, and that's why
we need the ability to grant the waivers.
Now, when we look at the cohort of CVs
that we get, and, you know, we welcome submissions
and CVs from anyone, and very often third party
groups submit candidates to us.
But when you look at the cohort of CVs,
and we're trying to do this more systematically
now, you'll see people being involved in clinical
research where their research might have been
partially funded by a sponsor, they work in
academic institutions that might receive grants,
they're department chairman who supervise junior
faculty.

We don't know what the junior faculty are

involved in, but they might be involved in
something related to industries.
So it's very hard, a priori, to screen
out individuals based solely on what kinds of
relationships they might or might not have.
MR.

:

If I could just jump in,

I think I have something to offer on that.
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There actually is a natural history
experiment, if I'm using my terminology right on
this, and it's actually at NIH.

The Office of

Medical Applications of Research inside the
director's office at NIH runs about four or five
consensus panels a year on very controversial, you
know, medical questions.
The most recent one that I recall is
about hormone therapy for women and the possible
side effects of that.
And they have the very strict rule of no
conflicts of interest.

I talked to the director

there -- this is well over a year ago -- and said,
do you have trouble finding people?

He said, well,

I'm going to be honest with you, over the last 10
years it's gotten harder as industry has played a
greater and greater role of funding clinical trials
in this country, but we have to just work a little
bit harder, and we can find them.

And they do.

And they have nobody, they have people, they stay
after panels, universally, with people without
conflicts of interest.
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DR. GOTTLIEB:

I would just add that we

are having a more difficult time just generally
recruiting people for advisory panels.
lot of reasons.

There's a

You know, people serve for largely

with very-little to no compensations.

They serve

for reputational value, the ability to provide a
public health service to the country.
And to the extent that it's becoming
more of a political target to serve on one of these
advisory panels, their reputations are potentially
being besmirched.

I think that people are shying

away from it.
So that's one of our concerns for the
future as well, that we might lose candidates to
people who just don't want to -- don't want to
undertake what's involved to serve on one of these
panel meetings.
MR.

:

There are alternatives

for clinical trialists, and I think many of you
know that I don't take the money, and you don't
have to take money from pharmaceutical industry.
You don't have to be on their advisory panels, you
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don't have to be paid.
And I decided five years ago that it was
not appropriate to accept that sort of
remuneration, and so I don't.
And I'd like to believe that we can move
towards a group of people that do this that are
free of those kinds of financial conflicts of
interest.

It doesn't mean I'll never have an

intellectual conflict of interest, but I'm going to
make sure I never have a financial one.
MS. PRAKASH:

We have one more question,

and then I have the last question for the
panelists.
MS. PHIBBS:

Actually, I'm going to

sneak in, too.
Question about, you mentioned IARC's
reforms.

As one of their reforms, they state that

no one is to lobby any of the scientists who are
serving on the IARC Board.

Is that a good idea?

Should federal advisors not be subject to lobbying?
Oh, I'm sorry.
DR. MICHAELS:

Pat Phibbs (ph), BNA.
I'm not familiar with it.
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My understanding is that, in talking to people who
have been on these panels and to the people at
IARC, is outside organizations, particularly trade
associations, send people who participate in the
discussions, and so they're certainly -- I mean,
you could call that lobby.
lobbying is beyond that.

I'm not sure what
And, certainly, I don't

think they can give them money.
But there are allowed to participate,
and they do, but in the -- writing the text and the
votes, they're not -- you know, they're not
participants in that.
And so that seems like they're able to
essentially address this issue where they have the
best people.

You can't complain the best people in

the world aren't at the meeting, but at the same
time the product is produced by unconflicted
scientists.

So I think that's the way to go.
And I think I'd like to second the

spirit behind, I think, Jennifer Cousin's question,
which is we're scientists.
agencies.

These are scientific

Why can't we do this as a trial?
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Why can't we set up -- there's no law
that says you can't set up panels with no
conflicted scientists.

Let's see how they work.

If they're at least as good, then, by definition,
they're better, because there's no concern about
the affected conflicts.
MS. PRAKASH:

Okay.

Excellent.

So here's my last question for each of
you:

What does it say about American commerce,

science, politics, that we're having this
conversation today?

Why is this such a hot topic?

David Michaels?
DR. MICHAELS:

It's interesting.

I

think there was at least the appearance of a
separation of commerce and science for many years.
I mean, you know, and Professor Renchen
(ph) and the curies (ph) said, well, we can't
patent our inventions.

You know, they said, you

know, what we're doing has to do with science,
compared to public good.

And then before, that's

obviously changed.
And now science is commerce and commerce
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is science in so many ways that this is really
inevitable.

And given it's inevitable, and

certainly not a bad thing, that the scientific
enterprise is moving forward so quickly and in so
many areas, that the government has to take very,
very special precautions (indiscernible)
precautions to make sure that they serve the needs
of commerce, don't overwhelm the social needs and
the social advances that science gives us.
MS. PRAKASH:
MR. CONRAD:

James Conrad.
I think it is always wise

to consider the backgrounds of folks who serve on
advisory panels and to ask how those backgrounds,
as well as their current investments and so on, may
bear upon what they have to say.
But part of the reason that we have
dialogues like this is illustrated by a grant from
the Beldon Foundation (ph) in the year 2000, to the
National Resources Defense Counsel, quote:
"To implement NRDC's public service
initiative, a campaign to remove industry-funded
sciences from EPA Advisory Boards and to appoint
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scientists dedicated to protecting human health and
the environment."
What I think is dangerous about that,
sort of a distinction, is this assumption that if
you work for industry, you're conflicted; if you
don't, you're sort of high-minded and independent
and have only the public's interest at heart.
And the problem with that sort of logic
is that there is virtually no action or failure to
act that the government can take that doesn't
create some sort of risk or some sort of
opportunity costs at the other end, whether it acts
or not.
And the best, I think, cautionary tale
to bear in mind when thinking about public interest
of science, was very well described by Malcom
Gladwell in an article in the New York a few years
ago about the role of Ralph Nader and Joan
Claybrook in pushing airbags and opposing mandatory
seat belt laws, and dismissing the car company's
descriptions of why air bags might be bad for small
children and women that didn't weigh very much, and
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saying, well, no one would ever wear seat belts
even if there was a law passed.
And, lo and behold, years later, it
turned out that, in fact, air bags did kill
children and lightweight people, and that mandatory
seat belt laws have (indiscernible) quite
effectively.
So a lot of people died because of Ralph
Nader and Joan Claybrook's opinions.

They're

ideally unrepentant, but in many people's view
that's the upshot.
And so I think, you know, one needs to
bear these kinds of things in mind.
MS. PRAKASH:
DR. NISSEN:

Steve Nissen.
This reflects, I think, two

contemporary trends.
One is the politization of science.

You

know, when a NASA researcher is muzzled when they
want to talk about global warming, you know, then
that's the politization of what should be more the
pure love of science, which is to get the
information out.
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And I think we've been in really serious
trouble in recent years because it's happened in
multiple agencies, and it appears to now be
happening in the FDA.
And the other is the commercialization
of science.

You know, our predecessors, 30, 40, 50

years ago, science was sort of a pure discipline.
It was for the love of science itself.
Now, it's very commercial, and it leads
to these multi-billion dollar products when it
comes to pharmaceuticals and it devices.
When there's billions of dollars on the
table, then bias creeps in, and so we've got to
work a lot harder now in a contemporary era to keep
the politicians out of science as much as possible
and to keep the commercialization of science from
ending up coloring everything that we see and hear
about science.
We've got to get back to the idea some
science for science sake.
MS. PRAKASH:
DR. GOTTLIEB:

Scott Gottlieb.
I'm not sure about that.
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I think there are a lot of reasons.
question.

It's a complex

Certainly the fact that the scientific

enterprise in this country has become more robust
and consumes more of the private sector energy is
one reason, and the government's bidding on the
same expertise.
But I think, you know, that one of the
reasons I think that it's unappreciated is the fact
that the academic thought leaders that we want to
tap inside FDA, we want to tap precisely because
these people have hard opinions, they're
thoughtful, they're confident, they're willing to
articulate often diversion points of view.

That's

what we want to get into the agency's thinking.
And those are the very people that the
sponsors want to tap as well precisely for this
very reason.
An academic thought leader who can help
us sponsor, kill a product early on, who has a
strong point of view on some scientific principal,
can help dramatically change the prospects for a
program, either shutting it down or propelling it
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along.
And so to the extent that there is a
narrow band of such thought leaders in this
country, I think, increasingly, the private sector
is going to be bidding on the same expertise that
the government is.
MS. PRAKASH:

Merrill Goozner.

MR. GOOZNER:

I think the point that I

would make is that I think that the debt over
conflicts of interest in science is the proxy
debate about the fight over regulations in this
country.
We've gone through about 30 years in a
general mood of deregulation.

And, you know, we

have laws on the books that say, hey, the air
should be clean.

Well, it's a scientific question

how you define clean.
We have laws that say drugs should be
safe, and they should be effective.

Well, it's a

scientific question about what constitutes safety
and effectiveness.

And so it's a proxy war where

one side, basically being commercial interest, has
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one set of interest, and then there are groups and
people and individuals who can -- you know, may
have another set of interests.

And so they're

fighting this proxy war.
And I think that's why my own training
and background as a journalist says to me, I'm
looking for objectivity in that proxy war.
I think at least the field of science
should be one place where we look for objectivity,
and to set up systems where you can get that
activity I think is a worthy goal.
MS. PRAKASH:
MR. ANDERSON:

Frederick Anderson.
Well, a lot of money is

involved in science and especially technology, but
I think that's been true for many, many decades.
We also live in an adversarial era where
we tend to polarize issues and simplify them the
best we can.
We also live in an era that threatens to
become terminal skepticism about institutions.
But I think something else is going on,
and I don't reflect any credit whatsoever on the
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law, my own field.
I think we've tended, because of the
concerns that the panelists have raised, we've
tended to want to import into science policy
formulation and science consensus seeking the same
kinds of safeguards, something you might call
scientific due process, which strongly resembles
what goes on in notice and comment rule-making,
which, as it's very clearly defined, legal, and
legalistic rules, are the kinds of safeguards that
go into adjudicatory hearings in court or in
agencies.
So we want the academy or the SAB at the
EPA or FDA to make itself a little more
formalistic, a little more procedural in its
approach, and that leads to, to some of the ideas
for extending the requirements we've heard about
today.
MS. PRAKASH:

Thank you all for

attending -(Applause.)
MS. PRAKASH:

-- and thank you, panel.
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(Applause.)
(Whereupon, the conference was
adjourned.)
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