‘Mr. CRAPO. At the top of page 2 this letter it states, “We recog-

nize that it is the responsibility of the Department of Health and
Human Services, HHS Office of the Inspector General to conduct
FDA employee misconduct investigations. It is the practice of the
OIG, however, to assign its investigators to cases that demand pri-
ority attention, including the most serious matters 5.<o7:.um fraud,
waste and abuse. Therefore, as a practice the OIG historically has
referred most employee misconduct allegations back to the FDA for
investigation.”
- As we have learned from the good news, bad news memorandum
by Ms. Bianchi relative to the Myo-Tronics case, an apparent crimi-
nal violation involving the chairman of an advisory panel who 18
a specia A employee for that purpose was not reterred to the
OIG and then sent back to the FDA. This appears to be a clear vio-
lation of the responsibilities of the OIG as stated in the Thompson
letter. Do I understand that correctly?

Mr. KESSLER. I'm sorry.

Mr. Craro. If I understand the letter that was sent to us by
Diane Thompson, the responsibility for these matters is to send
them to the OIG for referral and evaluation, and then if the OIG
determines that they are not of sufficient seriousness, they will
send them back to the FDA for its internal investigation. Yet that
was not done in the case of the advisory panel regarding the Myo-
Tronics case and the reference of the FDA employee. Was that a
violation of the policy not to refer that issue to the OIG?

Mr. KESSLER. Congressman, we'd have to ask our Office of Inter-
nal Affairs and the Office of Inspector General on the specific case.
I am responsible for setting up the Office of Internal Affairs. It was
set up in consultation and in conjunction with the Office of Inspec-
tor General. ) ] o

We always had as part of our ethics program an investigative
arm that worked with the Inspector General. I thought that inves-
tigative arm was very weak, and we put trained, highly profes-
sional people in conjunction with the Inspector General. My in-
structions in working with the inspector general is that our Office
of Internal Affairs works very closely on all matters with the Office
of Inspector General.

I W%oé for a matter of fact that the Office of Special Counsel for
Ethics in the Department that always works with the Inspector
General is involved in that along with the Office of Internal Affairs.

I don’t have personal knowledge about how the Office of Inspec-
tor General and the Office of Internal Affairs are coordinating this
particular case. )

Mr. BARTON. Will the gentleman yield?

Mr. CrAPO. Definitely. .

Mr. BARTON. Dr. Kessler, the question is, as I understand it, why
did your Agency not refer this instance to the Inspector General?

Mr. KEsSLER. I’'d have to ask our Office of Internal Affairs, Mr.
Chairman, whether or not it was referred. I don’t know the answer
to that.

Mr. BARTON. You have got 10 people with you, approximately.
You have got the brainpower trust of the entire FDA with you.
Surely one of them can answer that question.
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Mr. KESSLER. Perhaps one of them knows the answer. I don’t
think there is anyone from the Office of Internal Affairs.

Mr. BARTON. Then let me ask the question. Can anybody who is.
a representative of the FDA give Representative Crapo a straight
answer to his question?

[No response.]

Mr. BARTON. Silence says that they cannot.

Mr. Crapo, would you please continue.

Mr. KESSLER. Maybe Ms. Pedersen can answer. Let me have Ms.
Pedersen answer the question. She has some knowledge.

Ms. PEDERSEN. My name is Ebmdmwmmmmwmmb. I'm FDA’s Chief
Mediator and ombudsman. It is my u derstanding that our office
was involved in referring this matter to the Office of Internal Af-
fairs for investigation. Their process is to develop some of the facts,
look at some of the documents, and consult before any decisions are
made with respect to the matter intimately with the Office of the
Inspector General or the Department of Justice. That is their call,
but they are performing here as an investigative function that will
lead to that consult. I believe that is part of the arrangement that
they have with the Office of the Inspector General.

Mr. BARTON. Dr. Kessler, you or your associates, we would hope
we would get the answer for the record. On what factual basis was
the decision made not to refer this to the Inspector General? A re-
view of the statute, at least based on my staff’s review, is that it
should have been. We have documents that we will put into the
record that build the case that it was not referred, at least on ap-
pearance’s sake, as part of some effort to cover up impropriety. .

Mr. KESSLER. Mr. Chairman, those are strong words.

Mr. BARTON. I chose them very carefully, Dr. Kessler.

Mr. KESSLER. I understand that. I would ask that you for the
record allow the Office of Internal Affairs to get the answer of how
they are coordinating this investigation. They should be coordinat-
ing this investigation. They should be working very closely with the
Inspector General. That’s how the office is set up. If you are aware
that they are not working together, then I would be happy to look-
into that and work with you on that. ;

Mr. BARTON. Thank you.

Mr. CrAPO. Let me go a little further into this. It’s my under-
standing from the good news, bad news memo that there was an
apparent violation of a statute and that there was discussion to de-
termine whether or in some way this could not be referred to the
OIG. Let’s not get into the details of whether that did or didn’t
happen. Let me just ask you this. Is it the policy of the FDA that
these types of cases, in other words, an allegation of employee mis-
conduct that could involve criminal misconduct, should be referred
to the OIG, or can the FDA handle them through its internal Office
of Investigative Affairs.

Mr. KESSLER. It is my understanding, Congressman, if there is
credible evidence that meets a certain threshold that certainly the
Inspector General should be involved in the case. The Inspector
General may choose to rely on certain investigative forces of the in-
ternal affairs. That’s the way it should work. :
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~Mr. CRAPO. Who makes that decision? The question I have is
this. Is the decision as to whether it reaches the level of credibility

_made by the OIG or by the FDA?

Mr. KESSLER. That should be done in consultation. The Office of

~ Internal Affairs that I set up has 1,811 trained investigators. They

are highly professional. Their instructions are to work in very
strong collaboration with the Office of the Inspector General. I cer-
tainly would hope that that is happening.

Mr. Crapo. I would like to get a little further clarification of
what your answer is. It's my understanding that the statutory re-
sponsibility for these investigations rests with OIG.

Mr. KESSLER. I would agree with that.

Mr. CrAPO. You would agree?

Mr. KESSLER. I would certainly agree that in investigation™ of
criminal conduct activities the Inspector General has to be in-
volved, and our Office of Internal Affairs should be working very
closely with the Office of Inspector General. That’s how I set up the

. office. That was my intent.

Mr. CrAPO. Then if there were a failure to refer such a case to
the OIG, would that be a violation of the policy? Would that be a
violation of the law?

Mr. KESSLER. They should be working very closely on all the
facts of the case, yes. The Office of Special Counsel for Ethics out-
side of the Agency is involved in the Myo-Tronics case. We use the
words “coverup.” The Office of Speci thics is 1n-
voived. ave knowledge that they are aware of that. So I think
there is collaboration going on.

Mr. CrAPO. If I could just ask one other quick line of questions,
Mr. Chairman.

Mr. BARTON. Mr. Crapo, the gentleman’s first 10 minutes has ex-
pired and the ranking minority member has two other hearings. I
will recognize him and then atfempt to come back to you before you
have to leave.

Mr. CraPO. Thank you.

Mr. BARTON. In all fairness, we've had 10 minutes.

‘The Chair would now recognized Mr, Deutsch.

- Mr. DEUTSCH. Thank you, Mr. Chairman.

I'm going to start with an overview of some FDA self-investiga-
tive capability, just sort of walk those on with the FDA. One of the
industry’s concerns seems to be that the FDA cannot or will not in-
vestigate allegations of misconduct or misbehavior involving its em-
ployees, but since your arrival at the FDA the >Nmuo% has taken
several steps to improve its ability to investigate these kinds of al-
legations.

Can you describe for us what you found when you started at the
FDA, what changes you have made, and why you believe they were
necessary?

Mr. KESSLER. Congressman, I came to the Agency right after the
generic drug scandal. There was widespread misconduct both with-
in the industry and with several bad actors within the Agency.
That had an enormous effect on the public health. We have set up
since then an Office of Criminal Investigations; we have set up an
Office of Internal Affairs; we have worked very closely with the In-
spector General.
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Six FDA employees—I believe the number is 6—since I _u‘
here have been approached with bribes, They came in mMm awmw

similar to what happened in eneric dru i i
mmmm@. I think we vmwmw sent nww message. g%, they risked their own
This is an Agency of 10,000 people, and I can’t be monitoring
every one of them, nor can I be monitoring any one of the hundreds
of thousands of people involved in the industry and regulated prod-

m:Waozmu very seriously. A
r. DEUTSCH. Could you follow up specifically with changes that
you have made? Could you highlight anything that you rm%m done?

fore I got to the Agency. There was no Office of Internal Affair.

animwm .mz%n mms 2% ww,oommm om mm&mv:minm the Office of OBwEmmm..
an 1€t Mediator. The Office of Crimi igations-

gw\h Omwunm of Internal Affairs are new., riminal Investigations and
. DEUTSCH. Should the role of the HHS Inspector General in.

examining FDA matters be greater and should mum FDA wMMM MM

own inspector general?

Mr. KEsSLER. I believe when we set up the Office of Internal Af.
fairs and when we set up the Office of Criminal Investigations

the Inspector General. Everything that I have heard t
WMM% me to believe that in fact that collaboration has %mﬂb oéme

tions deals with criminal conduct on the outside of the A. ency. But
if we are falling behind, if there is something that we mm_ao_wm.a be
doing that we are not doing—I know some on the committee ex-
pressed Some concerns about inspections and whether we were
doing our .._ovmulgmﬂ. office, for example, was involved in looking at
that question and bringing that to our attention.
. Mr. DEUTSCH. Let me focus on one of the cases that was raised
%mﬁ&%,%wm mm%mow%mm nmmm.H H.Mm had the opportunity to look a lit-
It at the allegations involved. Specifically.

Bmgwwmmmm Canads tagns pecitically, is Sensor Pad on the
r. SSLER. Let me let Susan Alpert answer that i
mrym\mm ﬁWM &wmonmm of new device m<m_:maw5. & question.

s. PERT. No, sir, it’s not on th i i
vowwh; (PR e market in Canada at this
r. DEUTSCH. It was removed from the market in Canada? 3
Ms. ALPERT. The company was told that th "longer
market in, I believe, July 1994, ey could no longer




