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FRIDAY, AUGUST 22, 1986

Washington, DC.

Proceedings in the matter of the deposition of: John E. Marshall,
Ph.D,, held in the offices of the U.S. Senate Special Committee on
Aging, SD-G31, Dirksen Senate Office Building, Washington, DC
20510, before Ray Boyum, notary public in and for the District of
Columbia, when were present on behalf of the parties:

For the U.S. Senate Committee on Aging: James Michie, chief in-
vestigator; David G. Schulke, investigator.

For the deponent Dr. John E. Marshall: Richard J. Riseberg,
chief counsel, Public Health Service, Washington, DC.

Also present: Morgan J. Frankel, assistant Senate legal counsel,
U.S. Senate, Washington, DC.

Mr. MicHIE. We are on the record now.

My name is James Michie, I am chief investigator for the Special
Committee on Aging of the U.S. Senate.

Present with me here in room SD-G31 of the Dirksen Senate
Office Building is committee investigator, David Schulke; the
notary public and stenographer, Ray Boyum; Morgan J. Frankel of
the Senate Legal Counsel; and the deponent, Dr. John E. Marshall,
Director of the National Center for Health Services Research and
Health Care Technology Assessment, U.S. Public Health Service.

Dr. Marshall is accompanied by legal counsel, Richard Riseberg,
counsel to the Public Health Service.

On August 18, Dr. Marshall was served with a subpoena and
notice of deposition authorized by Senator John H. Heinz, chair-
man of the Special Committee on Aging, for the purpose of being
deposed by committee staff on August 27, 1986.

Due to Dr. Marshall’s vacation schedule, he has agreed to under-
go deposition on this 22d day of August 1986. A prepared letter was
submitted by him to Senator Heinz stating so, and we will make
that letter a part of the record. Dr. Marshall’s letter will be made a
part of the deposition record along with a copy of the subpoena and
notice of deposition.

Prior to being sworn in, Dr. Marshall, I want to remind you that
if you knowingly provide false testimony under oath, you may be
subject to prosecution for perjury. Are you ready to proceed?

Mr. RIsEBERG. I am counsel for Dr. Marshall.

Mr. MicHie. We recognize Mr. Riseman——

Mr. RisEBERG. Riseberg.

Mr. MicHiE. Excuse me. Mr. Riseberg.

Mr. RiseBerG. For the record, I am Richard J. Riseberg, chief
counsel to the Public Health Service. I have been designated by Dr.
Marshall and the department to accompany Dr. Marshall to this
interview.

)
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Dr. Marshall has asked me to indicate again for the record that
he is here voluntarily in order to cooperate with the Senate Special
Committee on Aging in connection with its study of issues related
to dialyzer reuse and is participating in today’s interview solely on
that basis.

He has been advised by attorneys for the Department that the
subpoena received recently served upon him is of doubtful legality
and he, therefore, does not regard his participation to be compelled
by the subpoena or governed by its terms.

Nevertheless, subject to that understanding, he looks forward to
answering any questions that you may have.

Mr. MicHie. Would the notary public administer the oath to Dr.
Marshall.

Dr. MArsHALL. I am not prepared to be sworn.

Mr. MicHik. For the record, Dr. Marshall, are you refusing to be
sworn for this deposition under subpoena?

Dr. MARSHALL. Are you——

Mr. MicHIE. Dr. Marshall, would you speak up, please?

Dr. MaRsHALL. I wish to confer with my counsel before I answer.

Mr. MicHIE. Please.

[REPORTER’S NOTE.—Witness confers with his counsel.]

Dr. MagrsHALL. No.

Mr. MicHie. Pardon?

Dr. MagrsHALL. No.

Mr. MicHIE. Are you not refusing to take the oath?

Dr. MArRsHALL. | am refusing to take the oath.

Mr. RiseBerG. Dr. Marshall’s reason is that he is here simply to
cooperate with the committee. He is not here under compulsion
and while he is naturally prepared to answer the questions truth-
fully to the best of his knowledge, that he is not prepared to be
sworn in accordance with any kind of formal proceeding.

Mr. FRankiL. This is Morgan Frankel, I am assistant Senate
legal counsel.

Dr. Marshall, did you receive a subpoena signed by the chair-
man, Senator Heinz, chairman of the Aging Committee?

Dr. MagrsHALL. I did.

Mr. FrankeL. Did you receive a notice of Senate deposition also
signed by the chairman?

Dr. MagrsHALL. I did.

Mr. FRaNkEL. With those did you receive a copy of the commit-
tee’s rules of procedure?

Dr. MARrsHALL. I did.

Mr. FRANKEL. Are yoiu familiar with or have you had an oppor-
tunity to review rule 6.3 which provides “witnesses shall be exam-
ined upon oath administered by an individual authorized by local
law to administer oaths?”’

Dr. MarsHALL. I don’t recall being familiar but now that you
have read it to me, I suppose I can say—but if I can look at it?

Mr. FRaNKEL. I will share it with you so you can satisfy yourself
that that is in the rules.

Dr. MarsHALL. You say this is in——

Mr. FRANKEL. 6.3.

Dr. MARSHALL. 6.3.

Mr. RiseBerc. Would you like me to respond?



Dr. MARSHALL. Sure.

Mr. RISEBERG. As——

Mr. MicHiE. Let the record show that counsel for the deponent
has just read the material provided by Mr. Frankel.

Please go ahead.

Mr. RiseBERG. As I have indicated to you previously, after re-
viewing that rule in the context of applicable law, it is our advice
to Dr. Marshall that we have questions about the legality of the
subpoena and that in the context of this proceeding we don’t think
it is—don’t think he can be validly—that he was validly subpoe-
naed here, and we certainly would not be prepared to proceed on
that basis.

Mr. FrRaNKEL. Dr. Marshall, I would like to refer you to the Com-
mittee System Reorganization Amendments of 1977, known as
Senate Resolution 4, and which established the Special Committee
on Aging, and provides under subsection C(1) that the special com-
mittee is authorized in its discretion to require by subpoena or oth-
erwise the attendance of witnesses and production of correspond-
ence, books, papers, and documents—that was paragraph F; para-
graph G, to take depositions and other testimony.

Do you understand those provisions as I have described them?

Dr. MaRrsHALL. Well, I can read them and I have heard what you
said, yes.

Mr. FRANKEL. I would also like to refer you to title 2, United
States Code, section 192 which provides for criminal penalties for a
witness who, having been summoned by the authority of either
House of Congress to give testimony or by any committee of one of
the Houses, whose refusal to testify shall lead to the possibility of
criminal sanctions.

Are you aware of that?

Dr. MaRrsHALL. I am aware of it.

Mr. FRANKEL. It’s time to administer the oath.

Mr. MicHIE. Again I would ask the stenographer and notary
public to administer the oath to Dr. Marshall.

Dr. MarsHALL. I am not prepared to take an oath.

Mr. MicHIE. So it is a matter of record that Dr. Marshall—cor-
rect me if I am wrong—that you are declining to honor the subpoe-
na, the notice of deposition, as well as declining to be sworn for
deposition. Is that correct?

Dr. MArsHALL. That’s correct.

Mr. MicHik. This will be referred to the chairman of this commit-
tee for disposition, that being your refusal to cooperate and to
honor the subpoena as well as the notice of disposition, and your
refusal to be sworn in for testimony.

Dr. MarsHALL. I think the record should not reflect that I re-
fused to cooperate. I haven’t refused to cooperate. I have just not
accepted this subpoena as a valid subpoena; and I have not accept-
ed the direction that I be sworn.

Mr. MicHie. That is understood.

This deposition is now recessed until further notice.

[Whereupon, at 2:56 p.m., the deposition proceedings in this
matter were recessed.]



UNITED STATES OF AMERICA
Congress of the United States

ToJohn E. Marshall, Ph.D., Director, National Center for

Health Services Research and Health Care Technology Assessment,
U.S. Public Health rvi
Services, Rockville, Maryland

Greeting:
Pursnant to lowful authority, YOU 4RE HEREBY COMMANDED to
appear before the _Special __ Committee on. AZing
of the Senate of the United States, on ... August. 27 . 1986,
at two. ... o’clock p.m., at their ittee room -SP-G33
in the Dirksen Senate Office Building , then and there

to testify what you may know relative to the subject matters under con-

sideration by sald committee, in sworn deposition to be conducted

by committee staff.

Foereot tafl mot, a8 you will answer your default under the pains and pen~
alties in such cases made and provided.

To James F. Michie, Chief Investigator,

to serve and return. )
&iven under my hand, by order of the commitiee, this
14th ggy of. August , in the yeor of our

Lord one thousgfidnine hund anq eighty-six




UNITED STATES OF AMERICA
Congress of the Wnited States

Notice of
Senate Deposition

ToJohn E. Marshall, Ph.D., Director, National Center for
Health Services Research and Health Care Technology Assessment,
U.S. Public Health Service, U.S. Department of Health and Human .

Services, Rockville, Maryland Sreeting:

Please take notice that at WO o'clock _P.m., on _August 27... .. 1986
Rm. SD-G33, Dirksen Senate Office Bldg., Washington, D.C., J.F.
mtMichie, D.G. Schulke & C.C. Jennings _, of the staff of theSPECiadommittee

on _ Aging of the Senate of the Unilted States, will

take your deposition on oral examination concerning what you may know relative to the subject
matters under consideration by saids_g_eig.%.aévmmitiee. The deposition will be taken before a
notary public, or before some other officer authorized by local law to administer oaths; it will

be taken pursuant to lhes.gggi?c]bmmittee's rules, a copy of which are attached.

&iben under my hand, by authority vested in me by

HN HEINZ
aro  es-asen hairman

at
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Public Health Service

C DEPARTMENT OF HEALTH & HUMAN SERVICES
Rockville MD 20857

wuaren
X s,
s,

S

.} National Center for Health Services Research
and Health Care Technology Assessment

August 14, 1986

The Honorable John Heinz

Chairman
Special Committee on Aging
Washington, D.C. 20510

Dear Senator Heinz:

While I appreciate having the opportunity to appear before the staff of the Special
position upon oral examination concerning what I

Subcommittee on Aging to make a de
ect matters under consideration by the Special Committee, I

may know relative to subj
am scheduled to be out of town on August 27. This is to request an alternate date and

time.
Based on discussion with James F. Michie, Chief Investigator, we have ascertained that
2:00 p.m. on Friday, August 22, would be a suitable alternate date and time. I would
appreciate your favorable consideration and approval of my request.

Sincerely,

Qf:;:shau

Director



TUESDAY, AUGUST 26, 1986

Washington, DC.

Deposition of Martin N. Erlichman, called for examination by
the Special Committee on Aging, pursuant to subpoena, in room
SDG-31, Dirksen Senate Office Building, Washington, DC, begin-
ning at 9:05 a.m., before Albert R. Sparks, a notary public in and
for the District of Columbia.

Present:

For the Special Committee on Aging:

James F. Michie, chief investigator, U.S. Senate, Special Commit-
tee on Aging, room SDG-33, Dirksen Senate Office Building, Wash-
ington, DC 20510 (202) 224-5364.

David Schulke, Committee Investigator.

Christopher Jennings, committee staff member.

Morgan Frankel, Esq., Office of the Senate Legal Counsel.

For the U.S. Public Health Service:

Richard J. Riseberg, Esq., chief counsel, Public Health Service,
room 4-A-53, Parklawn Building, 5600 Fishers Lane, Rockville,
MD 20857 (301) 443-2644.

Mr. MicHIE. We are on the record. Good morning.

My name is James F. Michie. I am chief investigator for the Spe-
cial Committee on Aging, U.S. Senate. Present with me here in
room SDG-31 of the Dirksen Senate Office Building is Committee
Investigator David Schulke, Committee Staff Member Christopher
Jennings, Morgan Frankel of the Senate Legal Counsel’s Office, the
notary public and stenographer, Albert R. Sparks, and Martin N.
Erlichman, Health Science Analyst, Office of Health Technology
Assessment, National Center for Health Services Research and
Health Care Technology Assessment, U.S. Public Health Service.
Mr. Erlichman is accompanied by Richard Riseberg of the Public
Health Service general counsel’s office.

On August 15, Mr. Erlichman was served with a subpoena and
notice of deposition authorized by Senator John Heinz, chairman of
the Special Committee on Aging, for the purpose of being deposed
by committee staff on this 26th day of August 1986.

A copy of the subpoena and notice of deposition will be made a
part of this deposition record.

Prior to being sworn in, Mr. Erlichman, I want to remind you
that if you knowingly provide false testimony under oath, you may
be subject to prosecution for perjury. Are you ready to proceed?

Mr. RiseBerG. I would like to make a statement for the record.

Mr. MicsiE. We'll recognize Mr. Riseberg from the Public Health
Service Counsel’s Office. Mr. Riseberg.

Mr. RiseBerG. For the record, I am Richard J. Riseberg, chief
counsel for the Public Health Service.

]
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I have been designated by the Department to accompany Mr. Er-
lichman to this interveiw.

The Department has asked me to indicate that it is volunteering
to make Mr. Martin Erlichman available in order to cooperate with
the Senate Special Committee on Aging in connection with its
study of issues related to dialyzer reuse, and he is participating in
today’s interview solely on that basis.

He has been advised by attorneys for the Department that the
subpoena recently served upon him is of doubtful legality and that
the Department does not regard his participation to be compelled
by the subpoena or governed by its terms.

Nevertheless, subject to this understanding, Mr. Erlichman looks
forward to answering any questions you may have.

Mr. MicHte. I think it is essential for the record that we obtain
- from you, Mr. Erlichman, your understanding of this proceeding
and the reasons for your appearance here today.

Are you aware of Senator Heinz’ letters of July 23 and August
15, 1986, to Dr. Otis Bowen, Secretary of the Department of Health
and Human Services? Are you aware of these letters?

hMr. ERLICHMAN. I might have seen them. I would have to look at
them.

Mr. MicHIE. You don’t recall?

Mr. ErLicHMAN. There have been a lot of letters.

Mr. RisEBERG. What are the dates?

Mr. MicHIE. The dates are July 23 and August 15.

I would like you to read these letters, take your time, and at the
same time as you read them yourself, I will ask Mr. Schulke to
read both letters into the record at this time.

Mr. Schulke?

Mr. ScHULKE. The first letter is dated July 23, 1986, on the letter-
head of the U.S. Senate, Special Committee on Aging, addressed to
the Honorable Otis R. Bowen, Secretary, Department of Health
and Human Services.

Dear Mr. Secretary: As Chairman of the Special Committee on Aging, I am writ-
ing to share with you my deep concern and dismay over learning that department
officials presented inaccurate and misleading testimony before the Committee at the
March 6, 1986 hearing on the reuse of dialysis devices.

I recently iearned of a memorandum prepared by John Marshall, Ph.D., Director,
National Center for Health Services Research and Health Care Technology Assess-
ment (NCHSR/HCTA) for Robert E. Windom, M.D., Assistant Secretary for Health.
The memorandum, a copy of which I have enclosed, is based upon the NCHSR/
HCTA's “Assessment of Medical Technology: Reuse of Hemodialysis Devices Labeled
{':)r Single Use Only” initiated in April 1986, following the Committee’s March 6

e’%{llils}gz;.larming and shocking memorandum reveals all too clearly a severe break-
down in communications and coordination among the agencies responsible for the
safety and well-being of dialysis patients: the National Institutes of Health (NIH);
the Food and Drug Administration (FDA); the Health Care Financing Administra-
tion (HCFA); and the Centers for Disease Control (CDC). Indeed, as Dr. Marsh_all qb-
served in his memorandum, these agencies “have had a long but non-productive in-
volvement with [reuse] issues.” Moreover, it confirms many of the serious concerns
regarding the safety of reuse that were raised in the Committee’s staff report as
well as in testimony, but denied or dismissed by witnesses representing the Depart-
ment of Health and Human Services (DHHS). The Marshall memorandum states,
however, that the NCHSR/HCTA assessment ‘“‘uncovered serious omissions and in-
accuracies in the testimony.”

The memorandum indicates that Dr. Marshall, the Depa}rtment’q principal wit-
ness at the March 6 hearing, was himself the victim of misinformation and lack of



9

information regarding the safety and efficacy of dialysis device reprocessing and
reuse. Further, the findings of the NCHSR/HCTA assessment serve as a strong in-
dictment of failure on the part of those who were responsible for providing Dr. Mar-
shall with accurate and complete information in preparation for his testimony.

The Marshall memorandum establishes that much of the information and data
previously used to support the “safety”’ of reuse, such as the NIH report “Multiple
Use of Hemodialyzers” (e.g., the Dean report), is unreliable.

I trust now that you can understand and appreciate why I continue to be deeply
concerned for the health and safety of this nation’s 80,000 dialysis patients, many of
whom have falsely and wrongly been misled into believing that there are no risks
associated with the reuse of their dialysis devices.

In light of the NCHSR/HCTA assessment findings and the most recent outbreaks
of life-threatening bacterial infections in dialysis patients subjected to reuse, I
strongly urge you to take immediate action on Dr. Marshall’s recommendation:

“The Public Health Service needs to take a clinically and scientifically based
stand with respect to this issue. We need to communicate that directly and emphati-
cally to the Health Care Financing Administration, even if that means recognizing
that our earlier testimony was flawed.”

In addition, and in the interest of adequately protecting dialysis patients from any
further threat of harm and injury, I am requesting that you take immediate action
on my earlier recommendations: (1) require dialysis clinics to adequately inform
their patients of the risks of reuse and prohibit the clinics from coercing and forcing
patients to reuse their dialysis devices; (2) withdraw HCFA’s proposed regulations
that would lower the dialysis reimbursement rate and, consequently, force still more
clinics to reprocess and reuse dialysis devices; (3) conduct appropriate and controlled
preclinical and clinical testing to determine the safety and efficacy of the reprocess-
ing and reuse of dialysis devices, and (4) direct the FDA to impose its good manufac-
turing practice regulations on reprocessors of dialysis devices, and to develop uni-
f(i;m safety standards for the reprocessing and reuse of dialysis devices and sup-
plies. .

Should you or your staff have any questions regarding this request, please have
your staff contact Jim Michie or David Schulke at 224-5364.

Thank you for your cooperation and assistance in this important matter.

Sincerely, signed “John Heinz, Chairman.”

There is an enclosure, which was the July 8 memorandum.

Mr. MicHiE. Mr. Erlichman, do you recall having seen or read
this letter prior to your appearance here today?

Mr. ErLicHMAN. | don’t believe so. It’s possible, but I don't be-
lieve I have seen this memo.

Mr. MicHik. Do you recall having seen and read the July 8, 1986,
memo to Dr. Windom, who is Assistant Secretary for Health, and
Dr. John Marshall, your superior, and Director of the National
Center for Health Services Research and Health Care Technology
Assessment? Do you recall having seen or read that memo?

Mr. ErLicHMAN. I believe so, but can you show it to me?

Mr. Micuie. We will take a recess of 2 minutes now so that we
may get a copy for you.

Mr. ErLicHMAN. Thank you.

[Recess taken.]

Mr. Micuie. We are back on the record. We are now providing
Mr. Erlichman with a copy of the July 8, 1986, memo that was ad-
dressed to Dr. Windom and generated by Dr. John Marshall, the
Director of the National Center for Health Services Research and
Health Care Technology Assessment.

For the record, Mr. Erlichman is now examining this particular
memo.

Mr. ERLicHMAN. I have read it.

Mr. Micuie. All right. Having read this July 8 1986, memo to Dr.
Windom from your superior, Dr. Marshall, do you recall now
having seen or read this memo?
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Mr. ErLicHMAN. Yes, sir, I have seen and read this memo. I be-
lieve the first time was when you brought it to my attention when
you came to our office about a week or so ago on a Thursday,
August—do you want——

Mr. MicHIE. I think it was August 14.

Mr. ErLiCHMAN. That’s correct. I heard of this memo. That was
the first time I had seen it in the——

Mr. MicHIE. Record of the March 6, 1986, hearing?

Mr. ERLICHMAN. That’s correct.

Mr. MicHIE. On this particular issue?

Mr. ErLicHMAN. That is correct.

Mr. MicHie. We will identify the July 23, 1986, letter, along with
its attachment, the July 8, 1986, memo, as exhibit 1 of this deposi-
tion, and both will be made a part of the record.

[Exhibit 1 was marked and included in the record.]

Mr. MicHie. If Mr. Schulke would now proceed to read the
August 15, 1986, letter into the record.

Mr. ScHULKE. On the letterhead of the U.S. Senate Special Com-
mittee on Aging, the letter dated August 15, 1986, to the Honorable
Otis R. Bowen, M.D., Secretary of Health and Human Services,
from Senator John Heinz:

DeAr MR. SECRETARY: I am writing to share with you my recent findings concern-
ing a grave injustice that is being done to Medicare’s 80,000 dialysis patients who
gre threatened by recent actions within the Department of Health and Human

ervices.

The Aging Committee’s ongoing investigation into reuse of disposable dialysis de-
vices has revealed the inexplicable and ill-conceived activities within the Public
Health Service (PHS) and the Health Care Financing Administration (HCFA). Spe-
cifically, I am referring to the abrupt termination on August 6, 1986 of the assess-
ment of reuse procedures by the National Center for Health Services Research and
Health Care Technology Assessment (NCHSR/HCTA), and HCFA’s premature pub-
lication on August 15, 1986 of reductions in Medicare’s dialysis reimbursement
rates, which will become effective on October 1, 1986.

As you know, HCFA relies very heavily upon NCHSR/HCTA's scientific and tech-
nological expertise in developing and finalizing its actions regarding administration
of health care financing. I must assume that such was the case in HCFA’s decision
this week to proceed with the dialysis reimbursement rate reductions. Further, I
must assume that HCFA relied upon the NCHSR/HCTA'’s draft assessment report
that was submitted to the Assistant Secretary for Health, Robert E. Windom, M.D.,
on August 6, 1986.

I deeply regret to inform you that the NCHSR/HCTA report is seriously flawed.
The report lacks critically pertinent information concerning deaths, serious injuries,
extremely poor reprocessing procedures in dialysis clinics and numerous deficiencies
in manufacturing practices of firms that market dialysis and reprocessing devices.

The Committee’s investigation has determined that the NCHSR/HCTA staff was
forced to hastily finalize the report in order to meet the August “‘deadline.” This,
without their having had the time to review and consider reams of this very perti-
nent documentation, some of which Committee staff provided to NCHSR/HCTA on
August 2 and August 10. Additional such materials were provided to NCHSR/HCTA
by DHHS on August 11. It is my understanding that still more of this documenta-
tion has yet to be submitted by FDA to NCHSR/HCTA.

Assuming that HCFA relied upon the seriously deficient NCHSR/HCTA assess-
ment report to make a final decision on the reimbursement rate reductions, one can
only conclude that HCFA'’s decision process was flawed.

In light of these very distressing and shocking developments, I very strongly urge
you again to take a personal interest in these matters which affect the safety and
well-being of all dialysis patients. Specifically, I urge you to consider immediate
withdrawal of the dialysis reimbursement reductions until NCHSR/HCTA has had
sufficient time to evaluate the materials cited above for inclusion in its final assess-
ment report and recommendation.

Thank you for your cooperation and assistance in this important matter.
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Signed “Sincerely, John Heinz, Chairman.”

Mr. MicHIiE. Mr. Erlichman, had you ever seen or read or been
made aware of this August 15, 1986, letter to Secretary Bowen
from Senator Heinz prior to your appearance here today?

Mr. ErLicHMAN. That was a long question.

I don’t believe I have seen this before. I don't believe I have read
this before. It might have been as late as yesterday that I was
made aware that such a memorandum existed.

Mr. MicHIE. Such a letter?

Mr. ErLicHMAN. That the letter existed, but I believe I have seen
it or read it prior to this.

Mr. MicHIE. Prior to your coming here?

Mr. ErLicHMAN. That’s correct.

Mr. MicHiE. Where you given any detail? did anyone share de-
tails of this letter with you prior to your appearance here today?

Mr. ErLiceMAN. The only relationship—no, I was not. I was told
that you had informed Dr. Carter, had made similar comments to
him about the document, and I didn’t know—I don’t believe I knew
that that was being put into a letter by the Senator to the Secre-
tary.

Mr. MicHIE. The August 15, 1986, letter to Secretary Bowen from
Senator Heinz will be identified as exhibit 2 in this deposition
record. The subpoena served on Mr. Erlichman on August 15 of
this year will be identified as exhibit 3 of this deposition record.

[Exhibits 2 and 3 were marked and included in the record.]

Mr. MicHiE. the notice of deposition submitted to Mr. Erlichman
on that same date, August 15, 1986, will be identified as exhibit 4
of this deposition record.

[Exhibit 4 was marked and included in the record.]

Mr. MicHIE. Now, I believe we need to take up the matter of a
statement that was delivered earlier on behalf of the deponent this
morning, the statement by Mr. Riseberg, and so now I will defer to
Mr. Morgan Frankel of the Senate Legal Counsel’s Office.

Mr. FrankEeL. Could the court please administer the oath?

Mr. RiseBerG. Before the oath is administered, I would like to
ask the court reporter a couple of questions, please.

Are you the chairman of the Senate Special Committee on
Aging.

The REPORTER. No.

Mr. RISEBERG. Are you a member of the Senate Special Commit-
tee on Aging?

The REPORTER. No.

Mr. FrankeL. The committee would be happy to stipulate that
the court reporter is not a U.S. Senator.

Mr. RiseBErG. Thank you.

Since Mr. Albert Sparks is neither chairman of the committee
nor a member of the committee, his administation of the oath is of
no legal significance.

Mr. Erlichman is, of course, prepared to answer truthfully to the
best of his knowledge.

Mr. FRaNKEL. Would the court reporter please administer the
oath?

The REPoRTER. Would you raise your right hand, Mr. Erlichman?
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Mr. ErLicHMAN. For the record, I'm not really sure whether to
take the oath or not.

We started the hearings and I answered the questions. I would
like to continue to answer them in that manner. Based on how the
Department feels in this matter, I feel it would be inappropriate to
take the oath, although I am not exactly sure what to go.

I will not take it based on their feelings on this matter.

Mr. MicHiE. Mr. Erlichman, if I may just say something at this
point, Senator Heinz as chairman of this committee did not subpoe-
na the Department of Health and Human Services, nor did he sub-
poena the Public Health Service. He subpoenaed you as a individ-
ual who happens to work within those organizations.

Mr. RiseBERG. Does the notice of deposition refer to Mr. Erlich-
man as a Health Science Analyst, National Center for Health Serv-
ices Research and Health Care Technology Assessment, U.S. Public
Health Service, U.S. Department of Health and Human Services,
Rockville, MD?

Mr. FRANKEL. The subpoena notice and the notice to the deposi-
tion are in the records and speak for themselves.

Mr. RiseBerG. They were served upon Mr. Erlichman at his place
of employment, I believe.

Mr. FRANKEL. Mr. Erlichman, did you receive a notice that your
deposition would be taken, and a subpoena directing you to appear
to testify at this deposition of the Special Committee on Aging?

Mr. ERLICHMAN. I received a subpoena at work to appear.

Mr. FRANKEL. And notice of taking deposition with the sub-
poena?

Mr. ErLicHMAN. I would have to check.

Mr. RisEBERG. Here is a copy of it.

Mr. ErLICHMAN. I believe so. Yes.

Mr. FRANKEL. Did you receive with the subpoena a copy of the
rules of the Special Committee on Aging?

Mr. ERLICHMAN. Yes.

ll\’Ir;) FrANkEL. Have you had an opportunity to examine those
rules?

Mr. ErLicHMAN. Briefly, and general counsel has also examined
those rules.

Mr. FrRaNkKEL. Would you like to examine them at greater
length? They are available.

Mr. ErLICHMAN. I rely on general counsel.

Mr. FRANKEL. I refer your attention to committee rule 6.3, which
provides ‘“Witnesses shall be examined upon oath administered by
an individual authorized by local law to administer oaths.”

Do you understand that obligation?

Mr. RisEBERG. Well, you are the witness.

Mr. ErLicHMAN. If you want to elaborate on that, you might.

Mr. FRANKEL. I just want to know if you understand what that
obligation means.

Mr. ERLICHMAN. A local D.C.——

Mr. RiseBERG. Do you understand the words, I take it, the sen-
tence?

Mr. ERLICHMAN. I understand the words.

Mr. FRANKEL. That there is an obligation to take an oath, and
your have refused on advice of counsel to take an oath?
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Mr. ErLICHMAN. On the advice of counsel who finds .that the
legality of this proceeding is doubtful, and that my participation
should not be compelled by subpoena or governed by its terms, I
have decided not to take the oath, yes.

Mr. FRANKEL. I'm sorry. Excuse me.

I refer you to section C-1 of the Committee System Reorganiza-
tion Amendments of 1977, subparagraph (f) of which authorizes the
Special Committee on Aging to require by subpoena the attendance
of witnesses, and subparagraph (g), which authorizes the committee
to take depositions.

Mr. RisEBERG. Do you have a copy of that?

Mr. ErLICHMAN. May I see that, please?

Mr. FRANKEL. It is a matter of public record. I am showing a
copy of the witness.

Mr. ErLICHMAN. This is dated——

Mr. FRANKEL. It was enacted in 1977.

Mr. ERLICHMAN. And it is still—

Mr. FRaANKEL. It is the resolution authorizing and charging the
Special Committee on Aging.

Mr. EruicHMAN. OK. Thank you.

Mr. RiseBeRG. For the record, I notice that C-2 says that chair-
man of the select committee or any member thereof may adminis-
ter oaths to witnesses. We have already established, have we not,
that Mr. Sparks is neither.

Mr. FRaNKEL. That’s true. He does have that power.

I further refer you to the appendix to section 1192——

Mr. RiseBERG. I want to clarify what I said. He is neither a Sena-
tor——

Mr. MicHIE. Are you asking the question?

Mr. RiseBERG. I am just trying to make it clear that he is not one
of the people listed in the rules as authorized to administer oaths.

Mr. ErLicHMAN. Can I have an answer to that?

I would like a response. Is that correct?

Mr. FRANKEL. I am not going to debate here the committee’s au-
thority. I believe the committee’s authority is firmly established in
law. Your counsel has advised you differently. If you choose to rely
on his counsel, that is your option. I am not going to attempt to
persuade you otherwise, or to get into a debate here. That will
have to be resolved in another way.

Mr. ErLicHMAN. I would like that to be resolved in another way.

Mr. FRANKEL. I refer your attention to section 192 of title II of
the United States Code which provides criminal penalties for con-
tempt for a witness’ refusal to testify before a congressional com-
mittee.

Are you aware of the existence of criminal penalties for refusal
to testify under oath before a congressional committee?

Mr. ErLicHMAN. That has been discussed with me by counsel,
and I am not refusing to testify. We have cooperated in the past,
and I have come here this morning to provide responses to your
questions.

Mr. FRankeL. That obligation includes the obligation to testify
under oath.

Mr. ErLicHMAN. The previous discussion has shown here some
controversy regarding that that has to be resolved.
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Mr. FRaNKEL. That’s correct. I simply want to establish your
understanding.

Mr. ErLicHMAN. I have been made aware of it.

Mr. FRANKEL. That if the committee’s understanding of its au-
thority is correct, your refusal of the obligation to testify under
oath could be punished by criminal contempt.

Mr. RiseBERG. Of course, that is a legal conclusion that is simply
a matter of speculation.

Mr. MicHie. That is also a matter of record.

Mr. FRaNKEL. My question included the parenthetical, if the
committee’s view of its authority is correct. I simply want to estab-
lish not that the witness agrees with the committee, but that the
witness understands that if the committee’s view of its authority is
correct, the witness, by refusing to take the oath, is putting himself
in possible criminal jeopardy, and I would simply like an answer as
to whether the witness has had that obligation explained to him.

Mr. RiseBerG. The witness has been counseled. I think the wit-
ness’ reaching any legal conclusions is really beyond anything that
he needs to respond to. If he wishes to, he may do so.

Mr. ErvicHMAN. That’s sufficient.

Mr. FRANKEL. Will the court reporter please administer the oath,
having had the obligation and the possible criminal penalties ex-
plained to the witness.

The ReporTER. Would you raise your right hand?

Mr. ErLicHiMAN. Nothing has changed since the earlier response.

Mr. FRANKEL. You are refusing to take the oath?

Mr. ERLICHMAN. I am refusing to take the oath on advice of
counsel and the questioning of the legality of these proceedings.

Mr. FRANKEL. Would counsel please state the basis for his advice
to the witness instructing the witness not to take the oath?

Mr. RisEBERG. I don’t think I need explain beyond the fact that
the person administering the oath is neither the chairman of the
committee nor a member of the committee.

The Senate rules establishing the committee make it quite clear
tha}t1 those are the people who are authorized to administer the
oath.

Even the Senate rules which are not—would, of course, be of no
legal significance insofar as they were not authorized by the appro-
priate resolutions of the Senate, the full Senate, require that the
person administering the oath be authorized by local law to admin-
ister the oath, since clearly insofar as the resolution that you cited
refers to oaths being administered solely by members of the com-
mittee.

Therefore, one must conclude that Mr. Sparks is not an individ-
ual authorized by local law to administer oaths. This is not a full
and complete legal analysis, but I think it will suffice for purposes
of indicating at least the solid basis for Mr. Erlichman’s decision.

Mr. MicHik. For the record, Mr. Erlichman, are you at this time
declining, on the advice of Mr. Riseberg, to honor the subpoena
served on you by me and signed by Senator John Heinz, chairman
of this committee, on August 15, 19867

Mr. RISEBERG. I think we ought to clarify the question.

Mr. MicHie. Please, counsel, just a moment.



15

N Mr. ErricHMAN. Could you please clarify the question? I am
ere.

Mr. MicHIE. I am asking you. That is why I asked the question.
What I am asking you is, are you declining to honor the subpoena
signed by Senator John Heinz and served on you on August 15,
1986, to appear here on this 26th day of August in order to give
sworn testimony in this deposition? Are you declining to honor
that subpoena under those circumstances?

Mr. ErLicHMAN. I am declining to take the oath. If that——

Mr. RiseBERG. There is no one here authorized to swear him in.

Mr. ErLICHMAN. Based on counsel’s advice.

Mr. MicHik. This deposition will be recessed at this point, noting
that this matter will be referred to the chairman of the committee
for disposition, and this deposition will be recessed until further
notice.

[Time noted, 9:43 a.m.]
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July 23, 1986

Honorable Otis R. Bowen, M.D.
Secretary,

Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

' Dear Mr. Secretary:

As Chairman of the Special Committee on Aging, I am
writing to share with you my deep concern and dismay over
learning that department officials presented 1naccurate and
misleading testimony before the Committee at the March 6, 1986
hearing on the reuse of dialysis devices.

I recently learned of a memorandum prepared by John
Marshall, Ph.D., Director, National Center for Health Services
Research and Health Care Technology Assessment (NCHSR/HCTA),
for Robert E. Windom, M.D., Assistant Secretary for Health.
The memorandum, a copy of which I have enclosed, 1s based upon
the NCHSR/HCTA's "Assessment of Medlcal Technology: Reuse of
Hemodialysis Devices Labeled for Single Use Only" initlated 1in
April 1986, following the Committee's March 6 hearing.

This alarming and shocking memorandum reveals all too
clearly a severe breakdown in communications and coordination
among the agencles responsible for the safety and well-being of
dialysis patients: the National Institutes of Health (NIH); the
Food and Drug Administration (FDA); the Health Care Pinancing
Administration (HCFA); and the Centers for Disease Control
(CDC). Indeed, as Dr. Marshall observed in his memorandum,
these agencles "have had a long but non-productive involvement
with [reuse] 1ssues."™ Moreover, it confirms many of the
serious concerns regarding the safety of reuse that were ralsed
in the Committee's staff report as well as in testimony, but
denied or dismissed by witnesses representing the Department of
Health and Human Services (DHHS). The Marshall memorandum
states, however, that the NCHSR/HCTA assessment "uncovered
serious omissions and inaccuracies in the testimony."

The memorandum indicates that Dr. Marshall, the
Department's principal witness at the March 6 hearing, was
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himself the victim of misinformation and lack of information
regarding the safety and efficacy of dialysis device
reprocessing and reuse. Purther, the findings of the
NCHSR/HCTA assessment serve as a strong indictment of fallure
on the part of those who were responsible for providing Dr.
Marshall with accurate and complete information in preparation
for his testimony.

The Marshell memorandum establishes that much of the
information and data previously used to support the "safety" of
reuse, such as the NIH report "Multiple Use of Hemodialyzers"”
(e.g., the Dean report), is unreliable,

I trust now that you can understand and appreclate why I
continue to be deeply concerned for the health and safety of
this nation's 80,000 dialysis patients, many of whom have
falsely and wrongly been misled into believing that there are
no risks assoclated with the reuse of their dialysis devices.

In light of the NCHSR/HCTA assessment findings and the
most recent outbreaks of life-threatening bacterial .infections
in dialysis patients subjected to reuse, I strongly urge you to
take immediate action on Dr. Marshall's recommendation:

"The Public Health Service needs to take a clinically and
sclentifically based stand with respaect to.this issue.
We need to communicate that directly and emphatically to
the Health Care Pinancing Administration, even 1f that
means recogniging that our earlier testimony was flawed."

In addition, and in the interest of adequately protecting
dialysis patients from any further threat of harm and injury, I
am requesting that you take immediate action on my earlier
recommendations: (1) require dialysis clinies to adequately
inform their patients of the risks of reuse and prohibit the
clinics from coercing and forcing patients to reuse their
dialysis devices; (2) withdraw HCFA's proposed regulations that
‘would lower the dlalysis reimbursement rate and, consequently,
force still more clinice to reprocess and reuse dialysis
devices; (3) conduct appropriate and controlled preclinical and
clinical testing to determine the safety and efficacy of the
reprocessing and reuse of dialysis devices; and (4) direct the
FDA to impose 1ts good manufacturing practice regulations on
reprocessors of dlalysis devices, and to develop uniform safety
standards for the reprocessing and reuse of dialysis devices
and supplies.
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Should you or your staff have any questions regarding
this request, please have your staff contact Jim Michle or
pavid Schulke at 224-5364.

Thank you for your cooperation and asslstance in this
important matter.

Enclosure

JH:jfm
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Sesvice

Memorandum

UL B I9%%

Director, National Center for Health Services Research
and Health Care Technology Assessment

Hemodialyzer Reuse
Assistant Secretary for Health

ISSUE

As HCFA continues to ratchet down the reimbursement rate for hemodialysis,
concern has grown on the part of hemodfalysis patients and the Congress, with
respect to the safety and efficacy of the reuse of dialysis equipment,
including bloodlines, tubing, transducer caps, and filters. Senator Heinz was
sharply critical of the Public Health Service's role in this process during
hearings which he conducted on March 6 of this year. The involvement of NCHSR
is only recent, but NIH, FDA and COC have had a long but non-productive
involvement with these issues. During the March 6 hearing, at which I was the
witness for the PHS, accompanied by John Villforth of FDA, we agreed to do an
assessment of the state-of-the-art. As events have unfolded, it is clear that
the March 6 testimony was not based on all of the germane facts and that we
may need to take a position counter to that which we argued on March 6. We
need to ascertain a PHS position and inform HCFA of that position so as to
minimize embarrassment for the Department.

BACKGROUND
The March 6 hearing focused on the following issues:

1. Does adequate information exist to determine what standards are necessary
for adequate disinfection of dialysis equipment?

2. How many uses of a given unit should be permitted before its integrity is
compromised?

3. What is the Department doing to monitor adverse effects?

4. Are patients being fully informed of the risks attendant to dialyzer reuse
and is their freedom of choice being compromised?

In 1978, the Congress directed NIH to carry out a study of hemodialysis. A
contract was let which led to release of the Dean Report in 1981. The Dean
Report was subsequently revised in 1982. The essential conclusion of the Dean
Report was that processing, when properly effected, could yield a hollow tube
filter equivalent to a new filter. Arthur D. Little, Inc. was a sub-
contractor to this effort and it released a criticism of the Dean report
arguing that its efforts had been improperly represented and that the report
was limited to an in vitro assessment which ignored clinical data.
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In 1982, a departmental Interagency Task Force recommended clinical trials to
address the questions identified above. That report was not sent forward from
the Public Health Service to the Secretary’s office. Instead, fn 1983 an ESRD
Coordinating Comnittee was established. The ESRD Coordinating Committee
recommended against clinical trials on the grounds that they were not
necessary and would be too expensive. They did recommend that FDA establish a
registry to track events.

One of the major pursuits of Senator Heinz at the hearing was a demand that
the Department undertake rigorous clinical trials. As the witness, I argued
that even though there had been an increase from 15 to 65 percent of the
Centers which were reusing the dialysis equipment, it was found that there had
been no increase in reports of mortality or morbidity. In fact, some
literature suggests that there are more untoward events with first use filters
than with subsequent use filters. The apparent increase in reuse was probably
stimulated by the reimbursement caps effected by HCFA, Interestingly, the
price of a dialyzer unit has dropped from the $28 to $30 range to a'$10 to $12
range. Reprocessing costs between $7 and $9, so at the present, the cost.
differential is not great.

FDA labels these devices for single use.. But, it has approved reprocessing
equipment. There are, however,. no guidelines for the use of approved
reprocessing equipment, Voluntary standards have been under development by
the Association for the Advancement of Medical Instrumentation for several
years, but their release continues to be delayed. In any case, they do not
address the question of reuse for bloodlines, tubing, the transducer caps, or
the transducer filters. Senator Heinz has argued that there should be
rigorous standards which are enforced by HCFA. He faults the Public Health
Service for not developing such standards. He is well aware that the buck
passes from one agency to another with no one accepting responsibility for
action. In part, that reflects HCFA's lack of interest in standards because
it doesn't have resources for compliance monitoring and enforcement.

senator Heinz also argues that the reprocessing of filters should be subject
to the Good Manufacturing Practices Act. FDA has maintained that the reuse of
the €ilter is a clinical matter and FDA does not regulate or monitor the
practice of medicine,

FDA has approved the marketing of two disinfectants which are advertised as
being less toxic than formaldehyde. One of these ReNew-D has been implicated
in recent outbreaks of bacteremia in which at least one person has died. Two
of these outbreaks have been in Florida. One each have occurred in Texas and
California. The distributer of ReNew-D, Alcide has withdrawn it from the
market.

CDC has investigated a 1983 outbreak in Louisfana in which 27 individuals were
affected, 14 of whom died. CDC is investigating the current outbreaks. The
question remains unanswered whether this was because of a failure of the
disinfectant, or whether it was a matter of improper processing. Although 1
testified, based on information received from CDC, that they have a standard
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expressing the adequacy of the use of 4% formaldehyde solution, this is
apparently not a formal standard and indeed there are no COC guidelines for
disinfection. We need to have a formal position with respect to which
disinfectants are effective, at what strength can they be used, and what are
the absolutely essential standards for processing.

In each of the last two issues of the MMWR, CDC has carried articles with
respect to dialysis issues. In neither case was the reference to the fact
that the Public Health Service was undertaking an assessment. In the first of
these, MMIR addressed the issue of exposure to formaldehyde by individuals
engaged in reprocessing. Concern among employees of dialysis centers over
exposure to formaldehyde is thought to be one of the issues stimulating the
use of alternative disinfectants. In last Friday's MMWR, CDC reported on the
current outbreaks, with an editorial note calling for more clinical studies.
Again, there was no reference to other PHS efforts. Both of these
publications will be seized upon by Senator Heinz's staff and used to
criticize us.

During my testimony, we reported that HCFA and NIH has established a registry
which would make it possible to look at issues affecting reuse. Apparently
that information was not correct. There has not yet been a decision as to
whether or not the registry will collect information on this issue, or whether
it will be analyzed for this purpose. .

On June 12 of this year, HCFA participated in a briefing of the Under
Secretary prior to a meeting between the Under Secretary and representatives
of the dialysis patients organization. A briefing memo from HCFA to the Under
Secretary is presently in clearance within the Department.

After the hearing, Dr. Macdonald directed me to carry out an assessment of
dialyzer reuse. In the course of carrying out that assessment, it has become
evident that communication within the Public Health Service is less than
adequate. We uncovered serious omissions and inaccuracies in the testimony
which had been prepared based on facts made available last March. Some of
these only came to light the day before the comment perfod for the assessment
expired, when we received several hundred pages of information from Senator
Heinz. Included in that were internal PHS documents that had not previously
been shared with us. On the strength of that, I requested an extension to
July 10 for completing our report. However, the recent outbreaks of
bactereia, and additional information that has unfolded from that process,
suggest that a report at this time might not be appropriate.

ACTION
The PHS needs to take a clinically and scientifically based stand with respect

to this issue. We need to communicate that directly and emphatically to the
Health Care Financing Administration, even if that means recognizing that our

earlier testimony was flawed.

(Sohn E. Marshall, Ph.0.
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August 15, 1986

The Honorable Robert E. Windom, M.D.
Assistant Secretary for Health
U.S. Public Health Service
U.S. Department of Health and

Human Services
Room 716G, Hubert H. Humphrey Bldg.
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Dr. Windom:

I am writing to share with you very distressing
developments regarding the recently completed assessment of
reuse of disposable dialysis devices by the National Center for
Health Services Research and Health Care Technology Assessment
(NCHSR/HCTA).

The Aging Committee's ongoing investigation into
reprocessing and reuse of dlalysls devices has revealed
inexplicable activities within the Public Health Service (PHS)
and the Health Care Financing Administration (HCFA).
Specifically, I am referring to the abrupt termination on
August 6, 1986 of the NCHSR/HCTA assessment, and HCFA's
premature publication on August 15, 1986 of reductions in
Medicare's dialysis reimbursement rates which will become
effective on October 1, 1986.

As you know, HCFA relies very heavily upon NCHSR/HCTA's
scientiflc and technologlical expertise in developing and
finalizing its actlions regarding administration of health -care
financing. I must assume that such was the case in HCFA's
declsion this week to proceed with the dialysis reimbursement
reductions. Further, I must assume that HCFA relied upon the
ECHSRQECTA'S draft assessment report submitted to you on August

, 1986.

I deeply regret to inform you that the NCHSR/HCTA report
18 seriously flawed. The report lacks critically pertinent
information concerning deaths, serious injurles, extremely poor
reprocessing procedures in dlalysis clinlics, and numerous
deficiencies in manufacturing practices of firms that market
dialysis and reprocessing devices.

I was interested in your comment to me last Wednesday
evening indicating that the informatlon forwarded to NCHSR/HCTA
by Committee staff had already been in thelr possession and had
been fully considered. I am not sure how to reconcile this
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with reports from NCHSR/HCTA that the assessment report was
hastily finalized to meet the August 6 "deadline," without time
to review and consider reams of very pertinent documentation,
some of which Committee staff provided to NCHSR/HCTA on August
2 and August 10 and other materials that were provided to
NCHSR/HCTA by the Department on August 11. It is my
understanding that still more of this documentation has yet to
be submitted by FDA to NCHSR/HCTA.

I plan to share this information with Secretary Bowen in
the hope that he would consider immediate withdrawal of HCFA's
dlalysls reimbursement reductions, until NCHSR/HCTA has had
sufficlent time to complete its assessment so that HCFA can
make an informed decision on the reimbursement issue.

In light of these findings, I very strongly urge you to
permit NCHSR/HCTA time enough to perform a thorough and
complete assessment drawing upon all available documentation on
this vital subject.

Thank you for your cooperation and assistance in this
important matter.

JH:Jfm
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UNITED STATES OF AMERICA
Congress of the United States

ToMartin N. Erlichman, Health Sciences Analyst, National
Center for Health Services Research and Health Care Technology
Assescment, U.S. Public Health Service, U.S. Department of
Health and Human Services, Rockville, Maryland

Greeting:
Pursuant to lewful authority, YOU 4RE HEREBY COMMANDED to

appear before the .Special C itteo on_Aging

of the Senate of the United States, on . August 26 1986,
at __1ine____ o’clook _a.m., at their committee room . SD=G33 |
in the Dirksen Senate Office Building then and there

to testify what you may know relative lo the subject matters under con-

gideration by said committee, in sworn deposition to be conducted

by committee staff.

fereot tafl not, ae you will answer your default under the paine and pen~
alties in suoh cases made and provided.

To ... James F, Michie, Chief Investigator
to serve and return.

Sivens under my hand, by order of the committeo, this
14th dgy of . August ir the year of our
Lord one thousand pine hundred afd _eighty-six.
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UNITED STATES OF AMERICA
Congress of the EUnited States

Notice of
Senate Deposition

ToMartin N. Erlichman, Health Sciences Analyst, National
Center for Health Services Research and Health Care Technology
Assessment, U.S. Public Health Service, U.S. Department of
Health and Human Services, Rockville, Maryland.

Greeting:

Please take notice that af . BiNE. __ o'clock _a.m.on _August 26 ., 19.86., at
Rm.” SD-G33, Dirksen Senate Office Bldg., Washington .C., J.F.
mMichie, D.G. Schulke & C.C. Jennings__ of the staff of th pecial . iiree

on Aging of the Senate of the United States, will
take your deposition on oral ination concerning what you may know relative to the subject
matters under ideration by saids pecial ittee. The deposition will be taken before a

notary public, or before some other officer authorized by local law to administer oaths; it will

be taken pursuant to thesgtf.:_l._a gbmmittee’: rules, a copy of which are attached.

@iven under my hand, by authority vested in me by

thes pect ag‘ommittee, on_August 14 |
1988

JOHN HEINZ
aro  es-ers-b Chairman



. TUESDAY, AUGUST 26, 1986

Washington, DC.

Deposition of Dr. Enrique D. Carter, called for examination by
the Special Committee on Aging, pursuant to subpoena, in room
SDG-31, Dirksen Senate Office Building, Washington, DC, begin-
ning at 10:10 a.m., before Albert R. Sparks, a notary public in and
for the District of Columbia.

Present:

For the Special Committee on Aging:

James F. Michie, chief investigator, U.S. Senate, Special Commit-
tee on Aging, room SDG-33, Dirksen Senate Office Building, Wash-
ington, DC 20510 (202) 224-5364.

David Schulke, committee investigator.

Christopher Jennings, committee staff member.

Morgan Frankel, Esq., Office of the Senate Legal Counsel.

For the U.S. Public Health Service:

Richard J. Riseberg, Esq., chief counsel, Public Health Service,
room 4-A-53, Parklawn Building, 5600 Fishers Lane, Rockville,
MD 20857 (301) 443-2644.

Mr. MicHIE. We are on the record.

My name is James F. Michie. I am chief investigator for the Spe-
cial Committee on Aging of the U.S. Senate.

Present with me today in room SDG-31 of the Dirksen Senate
Office Building are Committee Investigator David Schulke, Com-
mittee Staff Member Christopher Jennings, Morgan Frankel of the
Senate legal counsel’s office, the notary public and stenographer,
Albert Sparks, and Enrique D. Carter, M.D., Director of the Office
of Health Technology Assessment in the National Center for
Health Services Research and Health Care Technology Assessment,
U.S. Public Health Service.

Dr. Carter is accompanied by Richard Riseberg, of the Office of
General Counsel, U.S. Public Health Service.

On August 15 of this year, Dr. Carter was served with a sub-
poena and notice of deposition authorized by Senator John Heingz,
chairman of the Special Committee on Aging, for the purpose of
llagis%g deposed by the committee staff on this 26th day of August,

A copy of the subpoena and notice of deposition will be made a
part of this deposition record.

The subpoena is identified as exhibit 1, the notice of deposition is
identified as exhibit 2.

[Exhibits 1 and 2 were marked and included in the record.]

Mr. MicHIE. Prior to being sworn in, Dr. Carter, I want to
remind you that if you knowingly provide false testimony under
oath, you may be subject to prosecution for perjury.

Are you ready to proceed?

@7
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Mr. RiseBerG. I have a statement for the record.

Mr. Micuie. We recognize Mr. Riseberg, of the Office of General
Counsel, U.S. Public Health Service.

Mr. Riseberg?

Mr. RiseBerG. For the record, I am Richard J. Riseberg, chief
counsel for the Public Health Service. I have been designated by
the Department to accompany Dr. Carter to this interview.

The Department has asked me to indicate that it is volunteering
to make Dr. Carter available in order to cooperate with the Senate
Special Committee on Aging in connection with its study of issues
related to dialyzer reuse, and he is participating in today’s inter-
view solely on that basis.

He has been advised by attorneys for the Department that the
subpoena recently served upon him is of doubtful legality and that
the Department does not regard his participation to be compelled
by the subpoena or governed by its terms.

Nevertheless, subject to this understanding, Dr. Carter looks for-
ward to answering any questions you may have.

Mr. MicHIE. Dr. Carter, do you accept the statement by Mr. Rise-
berg in your behalf?

Dr. CARTER. I do.

Mr. MicHik. I think it is essential for this record, Dr. Carter, that
we obtain from you your understanding of this proceeding and the
reasons for your appearance here today.

Are you aware of Senator Heinz’ letters of July 23 and August
15, 1986, to Dr. Otis Bowen, Secretary of the Department of Health
and Human Services? Are you aware of those letters, and have you
seen them? We would now like to provide you copies of those let-
ters.

Dr. CArTER. Yes, I would——

Mr. Micuie. We would like you to take your time and read both
those letters and, as you do so, Mr. Schulke will read into the
record the first of those letters, the July 23, 1986, letter from Sena-
tor Heinz to Secretary Bowen. This shall be indentified as exhibit 3
of this deposition record.

[Exhibit 3 was marked and included in the record.]

Mr. MicHiE. Mr. Schulke?

Mr. SHULKE. On the letterhead of the U.S. Senate, Special Com-
mittee on Aging, letter dated July 23, 1986, addressed to Hon. Otis
R. Bowen, M.D., Secretary, Department of Health and Human
Services.

Dear Mr. SECRETARY: As Chairman of the Special Committee on Aging, I am writ-
ing to share with you my deep concern and dismay over learning that department
officials presented inaccurate and misleading testimony before the Committee at the
March 6, 1986 hearing on the reuse of dialysis devices.

I recently learned of a memorandum prepared by John Marshall, Ph.D., Director,
National Center for Health Services Research and Health Care Technology Assess-
ment (NCHSR/HCTA) for Robert E. Windom, M.D., Assistant Secretary for Health.
The memorandum, a copy of which I have enclosed, is based upon the NCHSR/
HCTA’s “Assessment of Medical Technology: Resuse of Hemodialysis Devices La-
ge}lxed for Single Use Only” initiated in April 1986, following the Committee’s March

earing.

This a%arming and shocking memorandum reveals all too clearly a severe break-
down in communications and coordination among the agencies responsible for the
safety and well-being of dialysis patients: the National Institutes of Health (NIH);
the Food and Drug Administration (FDA); the Health Care Financing Administra-
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tion (HCFA); and the Centers for Disease Control (CDC). Indeed, as Dr. Marshall ob-
served in his memorandum, these agencies “have had a long but non-productive in-
volvent with [reuse] issues.” Moreover, it confirms many of the serious concerns re-
garding the safety of reuse that were raised in the Committee’s staff report as well
as in testimony, but denied or dismissed by witnesses representing the Department
of Health and Human Services (DHHS). The Marshall memorandum states, howev-
er, that the NCHSR/HCTA assessment “uncovered serious omissions and inaccura-
cies in the testimony.”

The memorandum indicates that Dr. Marshall, the Department’s principal wit-
ness at the March 6 hearing, was himself the victim of misinformation and lack of
information regarding the safety and efficacy of dialysis device reprocessing and
reuse. Further, the findings of the NCHSR/HCTA assessment serve as a strong in-
dictment of failure on the part of those who were responsible for providing Dr. Mar-
shall with accurate and complete information in preparation for his testimony.

The Marshall memorandum establishes that much of the information and data
previously used to support the ‘“‘safety” of reuse, such as the NIH report ‘“Multiple
Use of Hemodialyzers” (e.g., the Deane report), is unreliable.

I trust now that you can understand and appreciate why I continue to be deeply
concerned for the health and safety of this nation’s 80,000 dialysis patients’ many of
whom have falsely and wrongly been misled into believing that there are no risks
associated with the reuse of their dialysis devices.

In light of the NCHSR/HCTA assessment findings and the most recent outbreaks
of life-threatening bacterial infections in dialysis patients subjected to reuse, I
strongly urge you to take immediate action on Dr. Marshall's recommendation:

“The Public Health Service needs to take a clinically and scientifically based
stand with respect to this issue. We need to communicate that directly and emphati-
cally to the Health Care Financing Administration, even it that means recognizing
that our earlier testimony was flawed.”

In addition, and in the interest of adequately protecting dialysis patients from any
further threat of harm and injury, I am requesting that you take immediate action
on my earlier recommendations: (1) require dialysis clinics to adequately inform
their patients of the risks of reuse and prohibit the clinics from coercing and forcing
patients to reuse their dialysis devices; (2) withdraw HCFA’s proposed regulations
that would lower the dialysis reimbursement rate and, consequently, force still more
clinics to reprocess and reuse dialysis devices; (3) conduct appropriate and controlled
preclinical and clinical testing to determine the safety and efficacy of the reprocess-
ing and reuse of dialysis devices, and (4) direct the FDA to impose its good manufac-
turing practice regulations on reprocessors of dialysis devices, and to develop uni-
f(ig'm safety standards for the reprocessing and reuse of dialysis devices and sup-
plies.

Should you or your staff have any questions regarding this request, please have
your staff contact Jim Michie or David Schulke at 224-5364.

Thank you for your cooperation and assistance in this important matter.

Sincerely, signed “John Heinz, Chairman,” with an enclosure which is the July 8,
1986, memo.

Mr. MicHIE. At this point, Dr. Carter, I would like to ask you,
hav(;e ygu prior to your appearance here today seen this letter and
read it?

Dr. CARTER. I don’t believe I have seen this letter in total. I be-
lieve portions of it were read to me. I'm trying to remember. I
don’t think—I know I was not forwarded a copy of this letter.

Mr. MicHiE. At this time, I would now ask Mr. Schulke to read
into the record the attachment to that letter, which is the July 8§,
1986, memo to Dr. Robert Windom, Assistant Secretary for Health,
from Dr. John Marshall, who is Director of the National Center for
Health Services Research and Health Care Technology Assessment,
and also the superior, the immediate supervisor, of Dr. Enrique
Carter, the deponent here today.

Mr. Schulke?

Mr. ScHULKE. On the letterhead of the Department of Human
Services, Public Health Service.

66-836 0 - 87 - 2
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IssUE

As HCFA continues to ratchet down the reimbursement rate for hemodialysis,
concern has grown on the part of hemodialysis patients and the Congres, with re-
spect to the safety and efficacy of the reuse of dialysis equipment, including blood-
lines, tubing, transducer caps, and filters. Senator Heinz was sharply critical of the
Public Health Service’s role in this process during hearings which he conducted on
March 6 of this year. The involvement of NCHSR is only recent, but NIH, FDA and
CDC have had a long but non-productive involvement with these issues. During the
March 6 hearing, at which I was the witness for the PHS, accompanied by John
Villforth of FDA, we agreed to do an assessment of the state-of-the-art. As events
have unfolded, it is clear that the March 6 testimony was not based on all of the
germane facts and that we may need to take a position counter to that which we
argued on March 6. We need to ascertain a PHS position and inform HCFA of that
position so as to minimize embarrassment for the Department.

BACKGROUND

The March 6 hearing focused on the following issues:

1. Does adequate information exist to determine what standards are necessary for
adequate disinfection of dialysis equipment?

2. How many uses of a given unit should be permitted before its integrity is com-
promised?

3. What is the Department doing to monitor adverse effects?

4. Are patients being fully informed of the risks attendant to dialyzer reuse and is
their freedom of choice being compromised?

In 1978, the Congress directed NIH to carry out a study of hemodialysis. A con-
tract was let which led to release of the Deane Report in 1981. The Deane Report
was subsequently revised in 1982. The essential conclusion of the Deane Report was
that processing, when properly effected, could yield a hollow tube filter equivalent
to a new filter. Arthur D. Little, Inc. was a subcontractor to this effort and it re-
leased a criticism of the Deane report arguing that its efforts had been improperly
represented and that the report was limited to an in vitro assessment which ignored
clinical data.

In 1982, a departmental Interagency Task Force recommended clinical trials to
address the questions identified above. That report was not sent forward from the
Public Health Service to the Secretary’s office. Instead, in 1983 an ESRD Coordinat-
ing Committee was established. The ESRD Coordinating Committee recommended
against clinical trials on the grounds that they were not necessary and would be too
expensive. They did recommend that FDA establish a registry to track events.

One of the major pursuits of Senator Heinz at the hearing was a demand that the
Department undertake rigorous clinical trials. As the witness, I argued that even
though there had been an increase from 15 to 65 percent of the Centers which were
reusing the dialysis equipment, it was found that there had been no increase in re-
ports of mortality or morbidity. In fact, some literature suggests that there are more
untoward events with first use filters than with subsequent use filters. The appar-
ent increase in reuse was probably stimulated by the reimbursement caps effected
by HCFA. Interestingly, the price of a dialyzer unit has dropped from the $28 to $30
range to a $10 to $12 range. Reprocessing costs between $7 and $9, so at the present,
the cost differential is not great.

FDA labels these devices for single use. But, it has approved reprocessing equip-
ment. There are, however, no guidelines for the use of approved reprocessing equip-
ment. Voluntary standards have been under development by the Association for the
Advancement of Medical Instrumentation for several years, but their release contin-
ues to be delayed. In any case, they do not address the question of reuse for blood-
lines, tubing, the transducer caps, or the transducer filters. Senator Heinz has
argued that there should be rigorous standards which are enforced by HCFA. He
faults the Public Health Service for not developing such standards. He is well aware
that the buck passes from one agency to another with no one accepting responsibil-
ity for action. In part, that reflects HCFA'’s lack of interest in standards because it
doesn’t have resources for compliance monitoring and enforcement.

Senator Heinz also argues that the reprocessing of filters should be subject to the
Good Manufacturing Practices Act. FDA has maintained that the reuse of the filter
is a clinical matter and FDA does not regulate or monitor the practice of medicine.

FDA has approved the marketing of two disinfectants which are advertised as
being less toxic than formaldehyde. One of these ReNew-D has been implicated in
recent outbreaks of bacteremia in which at least one person has died. Two of these
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outbreaks have been in Florida. One each have occurred in Texas and California.
The distributor of ReNew-D, Alcide has withdrawn it from the market.

CDC has investigated a 1983 outbreak in Louisiana in which 27 individuals were
affected, 14 of whom died. CDC is investigating the current outbreaks. The question
remains unanswered whether this was because of a failure of the disinfectant, or
whether it was a matter of improper processing. Although I testified, based on infor-
mation received from CDC, that they have a standard expressing the adequacy of
the use of 4% formaldehyde solution, this is apparently not a formal standard and
indeed there are no CDC guidelines for disinfection. We need to have a formal posi-
tion with respect to which disinfectants are effective, at what strength can they be
used, and what are the absolutely essential standards for processing.

In each of the last two issues of the MMWR, CDC has carried articles with respect
to dialysis issues. In neither case was the reference to the fact that the Public
Health Service was undertaking an assessment. In the first of these, MMWR ad-
dressed the issue of exposure to formaldehyde by individuals engaged in reprocess-
ing. Concern among employees of dialysis centers over exposure to formaldehyde is
thought to be one of the issues stimulating the use of alternative disinfectants. In
last Friday’'s MMWR, CDC reported on the current outbreaks, with an editorial note
calling for more clinical studies. Again, there was no reference to other PHS efforts.
Both of these publications will be seized upon by Senator Heinz’ staff and used to
criticize us.

During my testimony, we reported that HCFA and NIH has established a registry
which would make it possible to look at issues affecting reuse. Apparently that in-
formation was not correct. There was not yet been a decision as to whether or not
the registry will collect information on this issue, or whether it will be analyzed for
this purpose.

On June 12 of this year, HCFA participated in a briefing of the Under Secretary
prior to a meeting between the Under Secretary and representatives of the dialysis
patients organization. A briefing memo from HCFA to the Under Secretary is pres-
ently in clearance within the Department.

After the hearing, Dr. Macdonald directed me to carry out an assessment of dia-
lyzer reuse. In the course of carrying out that assessment, it has become evident
that communication within the Public Health Service is less than adequate. We un-
covered serious omissions and inaccuracies in the testimony which had been pre-
pared based on facts made available last March. Some of these only came to light
the day before the comment period for the assessment expired, when we received
several hundred pages of information from Senator Heinz. Included in that were in-
ternal PHS documents that had not previously been shared with us. On the
strength of that, I requested an extension to July 10 for completing our report. How-
ever, the recent outbreaks of bacteremia, and additional information that has un-
folded from that process, suggest that a report at this time might not be appropri-
ate.

AcTION

The PHS needs to take a clinically and scientifically based stand with respect to
this issue. We need to communicate that directly and emphatically to the Health
Care Financing Administration, even if that means recognizing that our earlier tes-
timony was flawed.

1t is signed “John.”

Mr. Micgik. Dr. Carter, do you recall ever having seen and read
this particular memo prior to your appearance here today?

Dr. CARTER. Yes, sir.

Mr. MicHIk. I would now ask Mr. Schulke to read into the record
exhibit No. 4 for this deposition record, a letter dated August 15,
1986, to Secretary Otis Bowen, from Senator John Heinz.

Mr. Schulke?

Mr. RiseBERG. Could I ask a technical question? That was exhibit
2 in the Erlichman deposition. Is the numbering changed?

Mr. MicHIE. This is a separate deposition.

Mr. RisEBERG. I just wanted to be sure.

Mr. MicHIE. It will be a matter of record in both depositions.

Please read.
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Mr. ScHULKE. A letter on the letterhead of the U.S. Senate, Spe-
cial Committee on Aging, August 15, 1986, addressed to Hon. Otis
R. Bowen, M.D., Secretary of Health and Human Services.

Dear Mr. Secretary: I am writing to share with you my recent findings concerning
a grave injustice that is being done to Medicare’s 80,000 dialysis patients who are
threatened by recent actions, within the Department of Health and Human Serv-
ices.

The Aging Committee’s ongoing investigation into reuse of disposable dialysis de-
vices has revealed inexplicable and ill-conceived activities within the Public Health
Service (PHS) and the Health Care Financing Administration (HCFA). Specifically, I
am referring to the abrupt termination on August 6, 1986 of the assessment of reuse
procedures by the National Center for Health Services Research and Health Care
Technology Assessment (NCHSR/HCTA), and HCFA’s premature publication on
August 15, 1986 of reductions in Medicare’s dialysis reimbursement rates, which
will become effective on October 1, 1986.

As you know, HCFA relies very heavily upon NCHSR/HCTA'’s scientific and tech-
nological expertise in developing and finalizing its actions regarding administration
of health care financing. I must assume that such was the case in HCFA’s decision
this week to proceed with the dialysis reimbursement rate reductions. Further, I
must assume that HCFA relied upon the NCHSR/HCTA'’s draft assessment report
that was submitted to the Assistant Secretary for Health, Robert E. Windom, M.D.,
on August 6, 1986.

I deeply regret to inform you that the NCHSR/HCTA report is seriously flawed.
The report lack critically pertinent information concerning deaths, serious injuries,
extremely poor reprocessing procedures in dialysis clinics, and numerous deficien-
cies in manufacturing practices of firms that market dialysis and reproceesing de-
vices.

The Committee’s investigation has determined that the NCHSR/HCTA staff was
forced to hastily finalize the report in order to meet the August “deadline.” This,
without their having had the time to review and consider reams of this very perti-
nent documentation, some of which Committee staff provided to NCHSR/HCTA on
August 2 and August 10. Additional such materials wer provided to NCHSR/HCTA
by DHHS on August 11. It is my understanding that still more of this documenta-
tion has yet to be submitted by FDA to NCHSR/HCTA.

Assuming that HCFA relied upon the seriously deficient NCHSR/HCTA assess-
ment report to make a final decision on the reimbursement rate reductions, one can
only conclude that HCFA’s decision process was flawed.

In light of these very distressing and shocking developments, I very strongly urge
you again to take a personal interest in these matters which affect the safety and
well-being of all dialysis patients. Specifically, I urge you to consider immediate
withdrawal of the dialysis reimbursement reductions until NCHSR/HCTA has had
sufficient time to evaluate the materials cited above for inclusion in its final assess-
ment report and recommendation.

Thank you for your cooperation and assistance in this important matter.

Signed “‘Sincerely, John Heinz, Chairman.”

Mr. Micuik. Dr. Carter, prior to your appearance here today, did
anyone within the Department of Health and Human Services, or
within the Public Health Service, ever share a copy of this letter
with you?

Dr. CArTER. No, sir.

Mr. MicHik. I believe we have a matter concerning the statement
read earlier into this record by Mr. Riseberg in behalf of the depo-
nent, Dr. Carter. At this time, I would ask Mr. Frankel of the
Senate Legal Counsel’s Office to proceed.

Mr. FRANKEL. Will the court reporter please administer the oath
to the witness.

Mr. RiseBERG. Before that happens, do you stipulate that he is
not a Member of the Senate?

Mr. FRankiL. The court reporter is not a member of the U.S.
Senate. He is a notary public authorized to administer oaths by
local law.
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Mr. RiseBERG. Since Albert Sparks is not chairman of the com-
mittee, his administration of the oath is not of legal significance.
Dr. Carter is prepared to answer truthfully to the best of his
knowledge.

Mr. FRANKEL. Would the reporter please administer the oath to
the witness.

The RePorTER. Would you raise your right hand, Dr. Carter?

Dr. CarTER. I would like to say that I am willing to appear vol-
untarily before this committee to answer any questions the com-
mittee may have. Given the advice of counsel and the statement
that was read into the record at the opening of these proceedings, I
am unclear as to what my role is here and in what capacity I am
here, and would like to clarify that before receiving, or having an
oath administered.

Mr. Micuie. With whom would you like to consult for clarifica-
tion, Dr. Carter?

Dr. CArTER. Could I take a minute to consult with counsel?

Mr. MicHie. Yes. Would you wish to do so in private?

Dr. CARTER. Yes, sir.

Mr. MicHie. All right, if you will come this way.

This deposition is recessed for purposes of the deponent to con-
sult with counsel.

[Dr. Carter and his counsel leave the room.]

[Recess taken from 10:35 a.m. until 10:45 a.m.]

Mr. Micuie. We are now back on the record after the deponent,
Dr. Carter, has taken a few minutes to consult with Mr. Riseberg,
counsel for the Public Health Service.

Mr. Frankel?

Mr. FRANKEL. Is there any change in your position at this point?

Dr. CarTER. I would just like to say that I am willing to provide
voluntary answers to questions.

Mr. FRANKEL. Are you willing to take an oath administered by
the court reporter?

Dr. CarTER. I'm willing to take an oath administered by a
Member of Congress or the chairman of the committee.

Mr. FRANKEL. So I understand you are unwilling to take an oath,
therefore, administered by the court reporter?

Dr. CarTER. I would just like to reiterate that I am here to coop-
erate with the committee, and I wish to answer questions adminis-
tered—asked—if I am able to do so voluntarily, and I would receive
the oath if administered by a member of the committee or a
Member of Congress or the chairman of the committee.

Mr. FRANKEL. Dr. Carter, did you receive a notice that your depo-
sition would be taken and a subpoena directing you to appear to
testify at this deposition at the Special Committee on Aging?

Dr. CARTER. Yes, sir.

Mr. FrRANKEL. Did you receive with the subpoena a copy of the
rules of the Special Committee on Aging?

Dr. CARTER. Yes, sir.

Mr. FrankeL. Have you had an opportunity to examine those
rules? Would you like additional time now to do so?

Dr. CarteRr. I have examined them, but I would like additional
time to examine them further.
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Mr. FrankEeL. Fine. I might refer your attention specifically to
committee rule 6.3, which provides, “Witnesses shall be examined
upon oath administered by an individual authorized by local law to
administer oaths.”

Do you understand the obligation to be examined upon oath?

Dr. CarTeR. I am advised that the obligation exists when appear-
ing before the committee.

Mr. FRANKEL. You understand the meaning of that obligation, of
that requirement?

Dr. CarTer. The requirement to appear before the committee
and its members and be sworn?

1\;[11; FrankeL. The requirement that testimony be sworn under
oath?

Dr. CARTER. I understand the requirement to be sworn before the
committee and its members, the chairman and the members of the
committee. :

Mr. FRaNKEL. I refer your attention to 104-C-1 of the Committee
System Reorganization Amendments of 1977.

Mr. RisEBERG. Do you have a copy of that?

Mr. FRaNkEL. [Handing to Mr. Riseberg.]

Mr. Ri1SEBERG. Fine.

Mr. FRaNKEL. Subparagraph ()—subparagraph (f) of which au-
thorizes the Special Committee on Aging to require by subpoena
the attendance of witnesses. And subparagraph (g) of which author-
izes the committee to take depositions.

Mr. RiseBerG. For purposes of completeness of the record, I also
want to introduce C-2 of the same—is this a resolution?

Mr. FRANKEL. Senate Resolution 4.

Mr. RiseBeRrG. That says the chairman of the Special Committee
or any member thereof may administer oaths to witnesses.

Mr. FRANKEL. Dr. Carter, I further refer your attention to section
192 of title II of the United States Code——

Mr. RiseBerG. I think he—he wants a chance to deal with this
one.

" Dr. CaArTeR. I didn’t understand what counsel just read. Where
was that?

Mr. RiseBerG. What he read was here——

Mr. MicHie. Would you please read that aloud for the record?

Mr. RiseBerG. I am just reiterating what Mr. Frankel read in C-
1 which is, for purposes of this section the subcommittee is author-
ized in its discretion to require by subpoena or otherwise attend-
ance of witnesses, et cetera, and (g), to take deposition and other
testimony, and what I read into the record is a further provision in
that document that says that the chairman of the special commit-
tee or that any member thereof may administer oaths to witnesses.

Mr. FRANKEL. 1 further refer your attention to section 1192 of
title II of the United States Code which provides criminal penalties
for contempt, for a witness’ refusal to testify before a congressional
committee. )

Are you aware of the existence of criminal penalties for refusal
to testify under oath before a congressional committee?

Again, I am not asking for you to agree with the legal position
that your counsel has instructed you to take, or disagree. I am
simply ascertaining that you understand there are criminal penal-
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ties for refusal to testify and you run the risk of those criminal
penalties if indeed your counsel’s advice is incorrect.

Dr. CARTER. Yes.

Mr. FRANKEL. Will the court reporter please administer the oath
to the witness.

The ReporTER. Would you raise your right hand, please, Dr.
Carter?

Dr. CarrtEr. I believe I would prefer to answer any questions to
the congressional staff voluntarily, not under oath, any and all
questions, and under oath before the chairman or the members of
the committee.

Mr. FRANKEL. So you are declining to take an oath here today
under the present circumstances?

Dr. CARTER. Yes.

Mr. FrankeL. Will counsel for the witness please state the basis
for his advice to the witness in instructing the witness not to take
the oath?

Mr. RisEBERG. I am not prepared to lay out any detailed analysis
of the basis for the conclusions.

Suffice it to say that one indication of that is the provision that I
have already cited to you, and that is C-2 of the resolution that we
have been discussing that refers to oaths being administered by the
chairman or a member of committee, plus our basic view that the

subpoena as issued is of doubtful legality.
" Mr. FrRaNKEL. Mr. Michie.

Mr. Michie. Would you care to elaborate, Mr. Riseberg, on your
doubt of the legality of the subpoena, please?

Mr. RisEBERG. I am not prepared to today, no.

Mr;) MicHIE. You are not prepared to give the basis for that state-
ment?

Mr. RiseBERG. I think that at least one basis is that, is the fact
that, it refers to a sworn statement, and C-2 says that the oath is
to be administered by a member of the committee. So that woud be
one basis.

But I certainly am not committing the Department to any limits
of that position. There may be, and there are, other good reasons.

Mr. MicHie. This despite Mr. Frankel having cited the authority
of local officials to administer the oath in a proceeding of this
nature?

Mr. RiseBErG. Well, I think that the authorization—we are on
Senate premises, and the Senate rules, or resolution, I think, clear-
ly indicate who has authority to administer oaths, so that there is
serious question about Mr. Sparks’ authority, even assuming these
rules are valid.

Mr. MicHIE. Mr. Frankel, do you have anything to add?

Mr. FRANKEL. Not today.

Mr. MicHik. This deposition will be recessed. .

This matter will be referred to the chairman for disposition.
Until then, this deposition is in recess until further notice.

Thank you, gentlemen.

[Time noted, 10:57 a.m.]
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July 23, 1986

Honorable Otis R. Bowen, M.D.
Secretary, ' :
Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Mr., Secretary:

As Chairman of the Special Committee on Aging, I am
writing to share with you my deep concern and dismay over
learning that department officials presented inaccurate and
misleading testimony before the Committee at the March 6, 1986
hearing on the reuse of dlalysls devices.

I recently learned of a memorandum prepared by John
Marshall, Ph.D., Director, National Center for Health Services
Research and Health Care Technology Assessment (NCHSR/HCTA),
for Robert E. Windom, M.D., Assistant Secretary for Health.
The memorandum, a copy of which I have enclosed, 1s based upon
the NCHSR/HCTA's "Assessment of Medical Technology: Reuse of
Hemodialysis Devices Labeled for Single Use Only" initiated in
April 1986, following the Committee'’s March 6 hearing.

This alarming and shocking memorandum reveals all too
clearly a severe breakdown in communications and coordination
among the agencles responsible for the safety and well-being of
dialysis patients: the National Institutes of Health (NIH); the
Food and Drug Administratlion (FDA); the Health Care Financing
Administration (HCFA); and the Centers for Disease Control
(cDC). Indeed, as Dr. Marshall observed in his memorandum,
these agencles "have had a long but non-productive involvement
with [reuse] issues.” Moreover, 1t confirms many of the
serious concerns regarding the safety of reuse that were raised
in the Committee's staff report as well as in testimony, but
denied or dismissed by witnesses representing the Department of
Health and Human Services (DHHS). The Marshall memorandum
states, however, that the NCHSR/HCTA assessment "uncovered
serious omissions and inaccuracles in the testimony."

The memorandum indicates that Dr. Marshall, the
Department's principal witness at the March 6 hearing, was
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himself the victim of misinformation and lack of information
regarding the safety and efficacy of dialysis device
reprocessing and reuse. PFurther, the findings of the
NCHSR/HCTA assessment serve as a strong indictment of failure
on the part of those who were responsible for providing Dr.
Marshall with accurate and complete information in preparation
for his testimony,

The Marshall memporandum establishes that much of the
information and data previously used to support the "safety" of
reuse, such as the NIH report "Multiple Use of Hemodialyzers"
(e.g., the Dean report), is unrelilable.

I trust now that you can understand and appreciate why I
continue to be deeply concerned for the health and safety of
this nation's 80,000 dialysis patients, many of whom have
falsely and wrongly been misled into believing that there are
no risks assoclated with the reuse of their dialysis devices.

In light of the NCHSR/HCTA assessment findings and the
most recent outbreaks of life-threatening bacterial infections
in dialysis patients subjected to reuse, I strongly urge you to
take immediate action on Dr. Marshall's recommendation:

"The Public Health Service needs to take a clinically and
scientifically based stand with respect to.this issue.
We need to communicate that directly and emphatically to
the Health Care Financing Administration, even if that
means recognizing that our earller testimony was flawed."

In addition, and in the interest of adequately protecting
dialysis patients from any further threat of harm and injury, I
am requesting that you take immedlate action on my earlier
recommendations: (1) require dialysis clinics to adequately
inform their patients of the risks of reuse and prohibit the
clinics from coercing and forcing patients to reuse their
dialysis devices; (2) withdraw HCFA's proposed regulations that
would lower the dialysis reimbursement rate and, consequently,
force still more clinics to reprocess and reuse dialysis
devices; (3) conduct appropriate and controlled preclinical and
clinical testing to determine the safety and efficacy of the
reprocessing and reuse of dialysis devices; and (4) direct the
FDA to impose its good manufacturing practice regulations on
reprocessors of dlalyslis devices, and to develop uniform safety
standards for the reprocessing and reuse of dialysis devices
and supplies.
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Should you or your staff have any questlons regarding
this request, please have your staff contact Jim Michie or
David Schulke at 224-5364,

" Phank you for your cooperation and assistance in this
important matter.

Enclosure

JH:jfm
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Memorandum
V)

Director, National Center for Health Services Research
and Health Care Technology Assessment

Hemod falyzer Reuse

Assistant Secretary for Health

ISSUE

As HCFA continues to ratchet down the reimbursement rate for hemodialysis,
concern has grown on the part of hemodialysis patients and the Congress, with
respect to the safety and efficacy of the reuse of dialysis equipment,
including bloodlines, tubing, transducer caps, and filters. Senator Heinz was
sharply critical of the Public Health Service's role in this process during
hearings which he conducted on March 6 of this year. The involvement of NCHSR
is only recent, but KIH, FDA and COC have had a long but non-productive
involvement with these issues. During the March 6 hearing, at which I was the
witness for the PHS, accompanied by, John Yillforth of FDA, we agreed to do an
assessment of the state-of the-art, As events have unfolded, it is clear that
the March 6 testimony was not based on all of the germane facts and that we
may need to.take a position counter to that which we argued on March-6. We
need to ascertain a PHS position and inform HCFA of that position so as to
minimize embarrassment for the Department, )

BACKGROUND
The March 6 hearing focused on the following issues:

1. Does adequate information exist to determine what standards are necessary
for adequate disinfection of dialysis equipment?

2. How many uses of a given unit should be permitted before its integrity is
compromised?

3. What is the Department doing to monitor adverse effects?

4, Are pahents being fully informed of the risks attendant to dialyzer reuse

and is their freedom of choice being compromised?

In 1978, the Congress directed NIH to carry out a study of hemodfalysis. A
contract was let which led to release of the Dean Report in 1981. The Dean
Report was subsequently revised in 1982, The essential conclusion of the Dean
Report was that processing, when properly effected, could yield a hollow tube
filter equivalent to a new filter, Arthur D. Little. Inc. was a sub-

‘contractor to this effort and it released a criticism of the Dean report
"Targuing that its efforts had been improperly represented and that the report

was limited to an in vitro assessment which ignored clinica) data.
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In 1982, a departmental Interagency Task Force recommended clinical trials to
address the questions identified above. That report was not sent forward from
the Public Health Service to the Secretary's office. Instead, in 1983 an ESRD
Coordinating Committee was established. The ESRO Coordinating Committee
recommended against clinical trials on the grounds that they were not
necessary and would be too expensive. They did recommend that FDA establish a
registry to track events.

One of the major pursuits of Senator Heinz at the hearing was a demand that
the Department undertake rigorous clinical trials. As the witness, I argued
that even though there had been an increase from 15 to 65 percent of the
Centers which were reusing the dialysis equipment, it was found that there had
been no increase in reports of mortality or morbidity. In fact, some
literature suggests that there are more untoward events with first use filters
than with subsequent use filters. The apparent increase in reuse was probably
stimulated by the reimbursement caps effected by HCFA. Interestingly, the
price of a dialyzer unit has dropped from the $28 to $30 range to a $10 to $12
range. Reprocessing costs between $7 and $9, so at the present, the cost.
differential is not great.

FDA labels these devices for single use. But, it has approved reprocessing
equipment. There are, however, no guidelines for the use of approved
reprocessing equipment. Voluntary standards have been under development by
the Assocfation for the Advancement of Medical Instrumentation for several
years, but their release continues to be delayed. In any case, they do not
address the question of reuse for bloodlines, tubing, the transducer caps, or
the transducer filters. Senator Heinz has argued that there should be
rigorous standards which are enforced by HCFA. He faults the Public Health
Service for not developing such standards. He {is well aware that the buck
passes from one agency to another with no one accepting responsibility for
action. In part, that reflects HCFA's lack of interest in standards because
it doesn't have resources for compliance monitoring and enforcement.

Senator Heinz also argues that the reprocessing of filters should be subject
to the Good Manufacturing Practices Agt. FDA has maintained that the reuse of
the filter is a clinical matter and FDA does not regulate or monitor the
practice of medicine.

FDA has approved the marketing of two disinfectants which are advertised as
béing less toxic than formaldehyde. One of these ReNew-D has been implicated
in recent outbreaks of bacteremia in which at least one person has died. Two
of these outbreaks have been in Florida. One each have occurred in Texas and
California. The distributer of ReNew-D, Alcide has withdrawn it from the

market.

CDC has investigated a 1983 outbreak in Louisiana in which 27 individuals were
affected, 14 of whom died. CODC is investigating the current outbreaks. The
question remains unanswered whether this was because of a failure of the
disinfectant, or whether it was a matter of improper processing. Although I
testified, based on information received from CDC, that they have a standard
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expressing the adequacy of the use of 4% formaldehyde solution, this is
apparently not a formal standard and 1ndeed there are no COC guidelines for
disinfection. We need to have a formal position with respect to which
disinfectants are effective, at what strength can they be used, and what are
the absolutely essentfal standards for processing.

In each of the last two issues of the MR, CDC has carried articles with
respect to dialysis issues. In nefther case was the reference to the fact
that the Public Health Service was undertaking an assessment. In the first of
these, MMIR addressed the issue of exposure to formaldehyde by individuals
engaged in reprocessing. Concern among employees of dialysis centers over
exposure to formaldehyde fs thought to be one of the issues stimulating the
use of alternative disinfectants. In last Friday's MR, COC reported on the
current outbreaks, with an edfitorial note calling for more clinical studfes.
Again, there was no reference to other PHS efforts. Both of these
publications will be seized upon by Senator Heinz's staff and used to
criticize us.

During my testimony, we reported that HCFA and NIH has established a registry
which would make it possible to look at {ssues affecting reuse. Apparently
that information was not correct. There has not yet been a decisfon as to
whether or not the registry will collect fnformatfor on this {ssue, or whether
it will be analyzed for this purpose. :

On June 12 of this year, HCFA participated in a briefing of the Under
Secretary prior to a meeting between the Under Secretary and representatives
of the dialysis:patients organization.- A briefing memo from HCFA to the Under
Secretary {s presently in clearance within the Department. '

After the hearing, Dr. Macdonald directed me to carry out an assessment of
dfalyzer reuse. In the course of carrying out that assessment, it has become
evident that communication within the Public Health Service is less than
adequate. We uncovered serfous omisstons and fnaccuracfes in the testimony
which had been prepared based on factg made available last March. Some of
these only came to 1ight the day before the comment perfod for the assessment
expired, when we recefved several hundred pages of information from Senator
Heinz. Included in that were internal PHS documents that had not previously
been shared with us. On the strength of that, I requested an extension to
July 10 for completing our report. However, the recent outbreaks of
bactérehia, and additional informatfon that has unfolded from that process,
suggest that a report at this time might not be appropriate.

ACTION

The PHS needs to take a clinfcally and scientifically based stand with respect
to this fssue. We need to communicate that directly and emphatically to the
Health Care Financing Administration, even if that means recognizing that our
earlier testimony was flawed.
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e emass  ANited States Denate

et masan SO sinco SPECIAL COMMITTEE ON AGING
Lherit n L CambiL STA1 (R1CTOR

Duamt LWSlY MNGHTY STANE GinI CTOA WASHINGTON. DC 20510

August 15, 1986

The Honorable Otis R. Bowen, M.D.
Secretary of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 2020t

Dear Mr. Secretary:

I am writing to share with you my recent findings
concerning a grave injustice that is being done to Medicare's
80,000 dialysis patients who are threatened by recent actions
within the Department of Health and Human Services.

The Aging Committee's ongoing investigation inte reuse of
disposable dialysis devices has revealed inexplicable and ill-
conceived activities within the Public Health Service (PHS) and
the Health Care Financing Administration (HCFA). Specifically,
I am referring to the abrupt termination on August 6, 1986 of
the assessment of reuse procedures by the National Center for
Health Services Research and Health Care Technology Assessment
(NCHSR/HCTA), and HCFA's premature publication on August 15,
1986 of reductions in Medicare's dialysis reimbursement rates,
which will become effective on October 1, 1986.

As you know, HCFA relies very heavily upon NCHSR/HCTA's
scientific and technological expertise in developing and
finalizing its actions regarding administration of health care
financing. I must assume that such was the case in HCFA's
decision this week to proceed with the dialysis reimbursement
rate reductions. Further, I must assume that HCFA relied upon
the NCHSR/HCTA's draft assessment report that was submitted to
the Assistant Secretary for Health, Robert E. Windom, M.D., on
August 6, 1986. :

I deeply regret to inform you that the NCHSR/HCTA report
is seriously flawed. The report lacks Fritically pertinent
information concerning deaths, serious injuries, extremely poor
reprocessing procedures in dialysis clinics, and numerous
deficiencies in manufacturing practices of firms that market
dialysis and reprocessing devices.

The Committee's investigation has determined that the
NCHSR/HCTA staff was forced to hastily finalize the report in
order to meet the August 6 "deadline." This, without their
having had the time to review and consider reams of this very
pertinent documentation, some of which Committee staff provided
to NCHSR/HCTA on Aumust 2 and August 10.  Additional such

materials were providad ‘o HCHSR/KBCTA by DHHS on August 11. It
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is my understanding that still more of this documentation has
yet to be submitted by FDA to NCHSR/HCTA.

Assuming that HCFA relied upon the seriously deficient
NCHSR/HCTA assessment report to make a final decision on the
reimbursement rate reductions, one can only conclude that
HCFA's decision process was flawed.

In light of these very distressing and shocking
developments, I very strongly urge you again to take a personal
interest in these matters which affect the safety and well-
being of all dialysis patients. Specifically, I urge you to
consider immediate withdrawal of the dialysis reimbursement
reductions until NCHSR/HCTA has had sufficient time to evaluate
the materials cited above for inclusion in its final assessment
report and recommendations. -

Thank you for your cooperation and assistance in this
important matter.

Si ly

(/(/lx\{ 728 .
JOUR HET%Z
hgirman

JH: jfn [/
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UNITED STATES OF AMERICA
Congress of the United States

ToEnrigque D. Carter, M.D., Director, Office of Health
Technology Assessment, National Center for Health Services
Research and Health Care Technology Assessment, U.S. Public
Health Service, U.S. Department of Heaith and Human Services,
Rockville, Maryland Greeting:

Qumxaut to lawful authority, YOU 4RE HEREBY COMMANDED to
appear before the _Specizal _ Committeo on Aging

of the Senate of the United States, on August 26 , 1986,
at ten . o’clock _2:m., at their o ittee room SP=G33
in the Dirksen Senate Office Building then and there

to testify what you may know relative to the subjeot matters under con-

sideration by said committee, in sworn deposition to be conducted by
committee staff.

Foerest tafl 1k, a9 you will answer your defoult under the pains and pen-

alties in suoch oases made and provided.
To _James F. Michie, Chief Investigator

to serve and return.
Gﬂ_uu under my hand, by order of the committee, this
14th ggy of . August in the year of our

Lord one thousand nine hundred an eighty-six.
\
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UNITED STATES OF AMERICA
Congress of tbe' AUnited States

Notice of
Senate Deposition

ToEnrique D. Carter, M.D., Director, Office of Health
Technology Assessment, National Center for Health Services
Research and Health Care Technology Assessment, U.S. Public

Health Service, U.S§. Department of Health and Human Services,
Rockville, Maryland

Sreeting:
Please take notice that at .. ten o'clock ._2.m. on_. August 26 19.86
Rm. SD-G33, Dirksen Senate Office Bldg., Washington, D.C., J.F.

mtMichie, D.G. Schulke & C.C. Jennings . of the staff of theSPEC1iadommittee

on Aging . of the Senate of the United States, will

take your deposition on oral examination concerning what you may know relative to the subject
matters under consideration by said>PeC 12l mmittee. The deposition will be taken before a
notary public, or before some other officer authorized by local law to administer oaths; it will

be taken pursuant to thSPSS 18 mmittee’s rules, a copy of which are attached.

®iben under my hand, by authority vested in me by

thé wgommitlee, on_August 14

1986

JOHN HEINZ
Chairman
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CERTIFICATE OF DEPONENT
I hereby certify that I have read and examined the

foregoing transcript, and the same is a true and accurate

record of the testimony given by me.

Any additions or corrections that I feel are

necessary, I will attach on a separate sheet of paper to the

6\%@% /g ﬁ% Sm/\

I hereby certify that the individual representing

original transcript.

himself/herself to be the above-named individual, appeared

before me this Qimjday of éﬁ#l&:&ic: , 1986, and

executed the above certificate in my presence.

Konw Q- Lorn
U
NOTARY PUBLIC IN AND FOR

Mots o hnarppdad

MY COMMISSION EXPIRES: Q0,1 19%0
& 0 7




WEDNESDAY, SEPTEMBER 3, 1986

Washington, DC.

Deposition of James S. Benson, called for examination by the
Special Committee on Aging, pursuant to subpoena, in room SDG-
31, Dirksen Senate Office Building, Washington, DC, beginning at
1:12 p.m., before Joyce Northwood, a notary public in and for the
District of Columbia, when were present on behalf of the respective
parties:

Appearances:

For the Special Committee on Aging:

James F. Michje, chief investigator; David Schulke, investigator;
Christopher Jennings, professional staff member, Special Commit-
tee on Aging, U.S. Senate, room SDG-33, Dirksen Senate Office
Building, Washington, DC 20510.

On behalf of the deponent:

Thomas Scarlett, Esq., chief counsel, Food and Drug Administra-
tion, room 6-57, Parklawn Building, 5600 Fishers Lane, Rockville,
MD 20857.

Mr. MicHIE. Good afternoon. My name is James Michie. I'm chief
investigator for the Special Committee on Aging in the U.S.
Senate. Present with me here in room SDG-31 in the Senate Dirk-
sen Office Building is committee investigator David Schulke; com-
mittee staff member Christopher Jennings; Michael Davidson,
Senate legal counsel; notary public and stenographer Joyce North-
wood; and James S. Benson, Deputy Director of the Center for De-
vices and Radiological Health in the Food and Drug Administra-
tion, U.S. Public Health Service. Mr. Benson is accompanied by
Tom Scarlett, general counsel for the Food and Drug Administra-
tion.

On August 20, Mr. Benson was served with a subpoena and
notice of deposition authorized by Senator John Heinz, chairman of
the Special Committee on Aging for the purpose of being deposed
by committee staff on this day of September, and that being Sep-
tember 3, 1986. A copy of the subpoena and notice of deposition
will be made a part of this deposition record as exhibits 1 and 2
respectively.

Prior to being sworn in, Mr. Benson, I want to remind you that if
you knowingly provide false testimony under oath, you may be sub-
Ject to prosecution for perjury. Are you ready to proceed? .

Mr. SCARLETT. Yes.

The WiTNEss. Yes.

Mr. ScarrLerr. I have a statement for the record.

Mr. MicHie. We will recognize Mr. Scarlett. And you are repre-
senting Mr. Benson?

Mr. ScarLerT. I am. For the record, I am Tom Scarlett, chief
counsel to the Food and Drug Administration. I have been desig-

CY)]



48

nated by the Department of Health and Human Services to accom-
pany James S. Benson to this interview.

The Department has asked me to indicate that it is volunteering
to make Mr. Benson available in order to cooperate with the
Senate Special Committee on Aging in connection with its dialyzer
reuse investigation, and that Mr. Benson is participating in today’s
interview solely on that basis.

He has been advised by attorneys for the Department that the
subpoena recently served upon him is of doubtful legality and that
the Department does not regard his participation to be compelled
by the subpoena or governed by its terms. Nevertheless, subject to
this understanding, he is prepared to answer any questions you
may have. .

An issue has arisen at previous interviews as to the authority of
the court reporter to administer the oath to witnesses. While the
Department continues to believe that under the standing rules of
the Senate only the chair or a member of the committee has au-
thority to swear in a witness, in order to cooperate with the com-
mittee and avoid further delay to getting to the committee’s sub-
stantive concerns, Mr. Benson has agreed to take the oath in ques-
tion without conceding to it any legal significance it does not other-
wise have.

In doing so Mr. Benson has also asked me to emphasize whether
or not sworn he would answer truthfully to the best of his knowl-
edge. :

Mr. MicHik. Is that your statement?

Mr. ScarLETT. That's it.

Mr. MicHie. Once again, Mr. Benson, I want to remind you that
if you knowingly provide false testimony under oath, you may be
subject to prosecution for perjury.

Are you ready to proceed?

The WrTNEss. I am.

Mr. Micaie. Would the notary public please administer the oath
to Mr. Benson.

Whereupon, James S. Benson was called for examination, and
having been first duly sworn, was examined and testified as fol-
lows:

EXAMINATION BY THE CHIEF INVESTIGATOR FOR THE SPECIAL
COMMITTEE ON AGING

By Mr. MiCHIE. ]

* Q. Would the witness state for the record his full name, age, and
current home address. :

A. James S. Benson, 47. My address is 1607 Mary Ellen Court,
McLean, VA.

Q. With the exception of your having received appropriate and
necessary advice from counsel, from your attorney regarding your
rights as a witness in this deposition, has anyone prior to your ap-
pearance here today attempted in any way to influence your testi-
mony in this deposition?

A. No.
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Q. Prior to your appearance here today you were requested to
bring with you your appointment calendars for 1986. Did you bring
those with you today?

A. 1did not.

Q. I want to share with you at this time two pieces of correspond-
ence pertaining to the matters of concern in this committee’s ongo-
ing investigation into the reprocessing and reuse of dialysis devices.
First we have a July 23, 1986, letter to Secretary Bowen from Sena-
tor Hinz, along with an attached memo dated July 8, 1986, to As-
sistant Secretary for Health, Dr. Robert Windom, from Dr. John
Marshall, Director of the National Center for Health Services Re-
search and Health Care Techology Assessment.

Have you seen this letter and attachment prior to your appear-
ance here today?

A. Yes..

Q. Second, there’s a letter dated August 15, 1986, to Secretary
Bowen from Senator Heinz. Had you seen this letter prior to
coming here today? Take your time please.

A. I'm aware of it. I think I've seen it.

Q. Are you a Public Health Service Officer?

A. T am not.

Q. Briefly, if you would, tell us what your academic background
and training is please.

A. Academic background, bachelor of science in civil engineering,
I have a master of science in nuclear engineering. That’s the
extent of my academic training.

Q. For the sake of saving time during this deposition, we will
during the course of it refer to your agency as the FDA; the Na-
tional Center for Health Services Research and Health Care Tech-
nology as the NCHSR; Center for Devices and Radiological Health
as the Center; the Centers for Disease Control as CDC; National In-
stitutes of Health as NIH; Health Care Financing Administration
as HCFA; Public Health Services, PHS; and the Department of
Healtl‘x7 and Human Services as the Department. Is that acceptable
to you?

A. Yes.

Q. Could you briefly describe for us the function and mission of
your Center? '

A. The Center’s main function is to assure the safety and effec-
tiveness of medical devices and safety of electronic radiological
products. We have responsibility in the medical device area over
certain products for premarket approval and over all products for
postmarket surveillance.

I like to think of us as a problem-solving organization that con-
ducts educational activities as well as research activities. I think in
a nutshell that’s the description.

Q. And what is your position at the Center?

A. I'm Deputy Director of the Center.

Q. For how long a time have you served in that position?

A. I think formally since 1983.

Q. What do you mean by formally?

A. I was Acting Deputy for roughly a year prior to that. So——

Q. So roughly in what month of 1982 did you become acting?
Spring, fall, summer?
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A. It was—fall maybe. I'm not sure.

Q. In the fall of 1982?

A. In the fall of 1982,

Q. Toward the end of 19827

A. Yes.

Q. Would you describe briefly your function and responsibilities
as Deputy Director? Take your time.

A. One primary responsibility is to serve in the absence of the
Director. To the extent possible we share responsibilities. Often
that’s not possible. I feel responsible during the Director’s absence
for keeping the Commissioner informed on issues. I feel responsible
for trying to maintain good management practices in the Center.

There are a number of responsibilities that we have that extend
beyond the Center to FDA, chiefly, administrative kinds of things,
that I also participate in. I serve, for example, as awards chairman
for the FDA awards subcommittee, honor awards committee.
That’s the nature of the job.

Q. What is the number of personnel under your charge?

A. Approximately 750. That’s not an exact count.

Q. Who is your immediate superior at the Center?

A. John Villforth is my immediate superior.

Q. For how long a time have your served under Mr. Villforth in
your capacity as Deputy Director?

A. It would be since—I would say fall of 1982. But prior to that I
was—I also served under him as Deputy Director for the Bureau of
Radiological Health. And that dates back to 1976 I think.

Q. That’s fine. How closely do you work with Mr. Villforth in ful-
filling your daily tasks and responsibilities?

A. That varies greatly. Sometimes when we’re crunched, not very
closely at all, because we're going in separate directions. Other
times I would say very closely. We try to attend our own Center
staff meetings together, and I would say that would be the primary
opportunity for working together.

Q. Does he delegate a great deal of authority to you in managing
the more than 700 people in the Center?

A. I would say that John has his own style of delegation. In a
way he delegates nothing. On the other hand he delegates a great
deal. He never really relinquishes responsibility for things, yet I
feel like I have a lot of responsibility. So that’s not an area of con-
troversy or anything.

Q. Who is Mr. Villforth’s immediate superior?

A. The Commissioner of the Food and Drug Administration,
Frank Young.

Q. In performing your duties as Deputy Director of the Center,
how often do you receive instruction or assignments from Mr. Vill-
forth for any particular task? Does that happen very often?’

A. I'm sorry, oral instructions? »

Q. No, no, no. How often do you receive instruction and assign-
ment from Mr. Villforth in performing your duties? Does that
happen very often? Or is it that he delegates a great deal of au-
thority to you and that doesn’t happen very often? I'm just trying
to find out how closely he supervises you.

A. I would say that—if there’s an issue that we’re both aware of,
you know, we’ve known each other long enough that we basically
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accommodate to a role. So there’s not a great deal of oral instruc-
tions. I might say to him, John, I will handle this if that’s OK with
you. And he’ll say fine.

There are other times when, if he’s unavailable or knows he’s
going to be unavailable, he would more directly ask me to take re-
sponsibility for a given issue.

Q. As Deputy Director of the Center have you ever received from
anyone else in the PHS chain of command above Mr. Villforth in-
structions or assignments in the performance of your duties and re-
sponsibilities?

A. Yes, yes.

Q. Who might that be?

A. I would—in terms of line authority, I would say either the
Commissioner or the Deputy Commissioner I would receive instruc-
tions from. And again, the normal pathway there, would be if they
had something they wanted to know or if they wanted something,
t};ﬁy would normally call John first. In John’s absence they would
call me.

Q. Is it common practice in the performance of your job for you
to communicate directly with the Commissioner?

A. I wouldn’t say it’'s common practice. I try to keep—I feel re-
sponsible again in John’s absence for keeping him informed on var-
ious issues. And in those instances I would either send him a note
or call him, usually send a note on those cases.

Q. On those occasions when you do communicate directly with
the Commissioner, do you always clear these communications
through your superior, Mr. Villforth?

A. Most often not. Because it would be in his absence that I
would be communicating.

Q. Does it ever happen though when Mr. Villforth is there or has
it ever happened when he was present?

A. I'm sure it has. I can’t—I don’t recall a specific example.

Q. On those occasions, would you normally at least let Mr. Vill-
forth know about your communicating with the Commissioner?

A. In general, yes, if he’s gone for a long time and there was
something verbal, you know, I probably—I'm apt to forget it. If it's
in writing I would normally cc him or make sure that he had a
copy of it.

Q. Do you ever on occasion communicate with the Commissioner
in writing on a confidential basis or on a ‘“for administrative use
only” basis?

A. I would say that I've never communicated with him on a,
quote, confidential basis. I'm not even sure I know what you mean
by that. Also I’'m not sure I know what you mean by——

Q. For example, have you on occasion, however seldom, sent the
Commissioner notes or memos that were stamped or labeled as con-
fidential or for administrative use only?

A. Idon’t recall ever having done that.

Q. Do you have a definite recollection of not having done it?

A. I don’t want to—I don’t know how to answer you, Jim. I don’t
recall ever doing that. I don’t want to say I've never done it be-
cause I'm just not sure. But I don’t recall ever having done it.

Q. On August 29 of this year the FDA provided me for review
certain documents and other written materials that you and I dis-



52

cussed on the day that you were served with the subpoena for ap-
pearing here today. In addition to your appointment calendars and
six or seven interoffice memorandums that were deposited in your
electonic file, are there any other personal records that you may
have kept, hand written records of telephone calls, meetings, logs,
diaries, notebooks, or any other type of personal record pertaining
to the issue of dialysis devices reuse or to the assessment of same
by the NCHSR, records that you have not shared with this commit-
tee to date?

A. My instructions after our session on whatever date that was—
what was it, the 29th?

Q. The 20th.

A. The 20th, was to work—with both my secretary and the young
lady that sat with us, Janet Showalter, to make available through
the appropriate channels the information you had requested. That
included a folder that I kept on my desk. And I think I character-
ized that as something that I just kept handy and shoved things in
as they came across my desk—that was a dialysis folder.

And to my knowledge 100 percent of that material went over to
the Office of Legislative Affairs, which I understand you subse-
quently pursued and indicated what you wanted copies of and what
you didn’t. So to my knowledge—I made a conscientious attempt to
collect 100 percent of the material that you had requested and—I
mean not personally, but I asked my secretary to do that and Janet
Showalter to do that.

Q. Have you been involved in any way in the FDA/PHS activi-
ties concerning the issue of reuse of disposal devices in general?
Not just reuse in dialysis, we're talking about reuse of disposal de-
vices in general?

A. Yes. I don’t know what I would characterize as a PHS effort
in that area. We have a reuse committee within the Center. If
that’s what you're talking about, then the answer to your question
is yes.

Q. You are aware of the fact that there also has been interest at
NIH as well as CDC? :

A. Sure.

Q. As well as at NCHSR, you're aware of that; are you not?

A. Yes, yes, yes. I would say my involvement with PHS efforts in
those areas is minimal. I know that when Cy Perry held a confer-
ence some years ago, I was involved in some of the early planning
for that. I don’t think I’ve had any interaction with people outside
of the Center on nondialysis reuse. I've been in a few meetings in-
ternally over the past years which I couldn’t—I'm not even sure I
remember very well to tell you the truth.

Q. Have you been involved in any way in FDA/ PHS activities
specifically concerning the reprocessing and reuse of disposal dialy-
sis devices?

A. Off and on I have; yes. I don’t feel like I'm in the mainstream
of those activities, but off and on; yes.

Q. Would it be accurate to suggest to you that you—although as
you state you’'ve been involved off and on, that you’re aware of the
various activities within the Center with regard to this issue?

A. Yes.
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Q. Could you tell us for how long a time have you been involved
in this specific issue?

A. Well, clearly not earlier than 1982 when the two bureaus
merged. The first involvement that I recall—let me go back.

When we first merged we had a series of briefings from the Med-
ical Device Bureau, the people from the Medical Device Bureau.
I'm sure that dialysis was mentioned in there, but I don’t recall it.
The first incident that I recall was an incident of patient overheat-
ing in Dallas. And I think that was—I'm not sure of the date on
that. We can look it up. And that was really my first involvement I
would say with dialysis.

That was—I don’t think—that was not a reuse issue but it was a
dialysis issue. So I would say off and on ever since then.

Q. Did there come a time when your involvement increased? And
if so, when was this, approximately when?

A. I don’t know how to answer that. I would say that, you know,
we had from time to time issues that came to the forefront, wheth-
er they were public health issues or not. Your committee took in-
terest, then obviously we all got more interested. So I mean wheth-
er it's public health or whether it's outside interest, you know,
that’s going to perk up our interest. So——

Q. Specifically what was your involvement when the dialysis
issue became perhaps more visible?

A. T don’t know how to give you a good answer to that. I think
again——

Q. Did you keep the Commissioner apprised of what was going
on, for example?

A. Well, recently over the past, I would say several months I
kept him apprised of some of the concern about disinfectant prob-
lems. If that’s what you're referring to, then that would be an ex-
ample of my informing him, or the Center informing him.

Q. Did you ever have any involvement at all, supervisory or oth-
erwise, with the reuse committee that I believe consists of person-
nel within your Center?

A. That'’s right. I need to digress a second to answer that. Do you
understand how those committees operate within the Center?

Q. Tell me how—what your understanding is.

A. OK. We have a series of committees, 20 in all, who have func-
tions of planning or looking at what we call crosscutting issues.
They have many purposes. Planning is obvious, some of the cross-
cutting issues are an opportunity to enable people from various
segments of the Center to communicate with each other. I would
say that’s a prime function for some of the crosscutting commit-
tees.

The reuse committee is one such committee. Some time ago that
committee was given a charge to come up with a policy for reuse.

Q. Do you remember when? ’

A. A long time. I don’t remember when. But I would think a
couple 3 years anyway. It’s been a long time. As that committee
got closer to coming up with the document, I think I personally
would have paid more attention to what they were doing. But in
terms of—the reason for the digression, I wanted to explain the,
quote, supervisory role.
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I don’t think I supervised these committees in the sense of a
normal—the way a normal employee would be supervised. The
committee exists mainly as an opportunity for people to talk to
each other. And in that sense then I would be involved with all 20
committees, not assigned supervisory responsibility, I would say
perhaps a management responsibility.

Primarily they report—if you want to put it—well, they don’t
report to anybody, but they’re under our office of management and
services in the sense of administrative care and feeding. All of the
people in those committees are in various offices and have supervi-
SOTS.

Q. Do you recall there having been formed within the FDA a di-
alysis use committee in time prior to October 1984?

A. Is that the—is that the document you showed me? If it is, I
mean—I really don’t recall that. But I know of its existence, I
know what you’re talking about.

Q. What I'm trying to get at—we’ll get to the document in a
moment, Mr. Benson. What I'm trying to get as is, in addition to
the reuse committee, was there a separate committee called the di-
alysis use-committee?

A. ’'m aware of a committee that was set up some time ago, and
I presume that was the name of it, probably was the name of it.

Q. What purpose—for what purpose was this set up? Can you
recall? '

A. I think I can answer your question but only because I re-
viewed . that document last night and because I talked to someone
this morning about how it came to be. I really don’t recall from
memory at the time how it was—how it was set up and why it was
set up.

Q. Do you recall who were members of this dialysis use commit-
tee as differentiated from the reuse committee?

A. Well, I know William Dierksheide chaired it. I don’t recall—I
mean I remember that again from looking at the document. I don’t
recall the other people. I think their names are in there as a
matter of fact.

Q. To whom did this dialysis use committee report?

A. As I understand it, it was creatéd by the Office of Training
and Assistance. And it was a committee that reported to—I don’t
know, the Director or Deputy Director of that office at the time,
and was made up of people from across the board in the Center—in
other words, people outside of that organization.

Q. I have here a copy of the minutes, at least most of the min-
utes, of the reuse committee here, the first being dated September
7, 1983. It memorializes the fact that this committee held its first
meeting on Tuesday, August 30, 1983. It goes on to say that “the
main purpose of the meeting was to discuss the responsibilities and
aims of the committee.”

And if you would pass that to Mr. Benson so that you can look at
that, that first set of minutes.

Now, does that first set of minutes refresh your memory on -
which came first, the reuse committee or dialysis use committee?

A. Well, if you have the document there, it would be easy to look
up the answer to the question. I really don’t recall. .

Q. You do not recall?
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A. 1 do not recall.

Q. Would it be accurate to say that, since the dialysis use com-
mittee report bears the date of August 23, 1984, that these two
committees were operating simultaneously?

A. Yeah.

Q. Do you have an explanation for that?

A. As I understand it, the original charge to the reuse commit-
tee, which was pretty much self-generated, originally excluded dial-
ysis. They were looking at reuse issues across the board. And what
I tried to piece together this morning, as a matter of fact, was the
history of the other group because I didn’t recall it.

Q. Why did you try to do that this morning, Mr. Benson?

A. Because I was coming down this afternoon. I wanted to be rea-
sonably well informed.

I had personally been very concerned as a result of the patient
overheating problem. And that was really my first introduction to
dialysis. And I think I had asked our Office of Training and Assist-
ance—which is comprised of almost all nonmedical device people—
they were from the Bureau of Radiological Health—to try to get
themselves up to speed.

Because at the time I suspected that a lot of the dialysis prob-
lems were of a nature that were similar to the problems that we
had tackled in radiology, that is to say that, you know, you needed
to have more than equipment operating properly, you needed to
have people operating that equipment properly.

And I suspected that this was part of the problem, and asked
that they try and pursue it. And I think that was at least in part of
the genesis of that Dierksheide committee if you will, I forget the
name.

Q. Was this committee one of the 20 or so that you mentioned?

A. No, it was not. It was strictly done within the Office of Train-
il%g.h E\é%n though it had people across the board on it, it was not 1
of the 20.

Q. Would it be accurate to call it an ad hoc committee?

A. Sure.

Q. To your knowledge did this committee maintain minutes of all
of its meetings?

A. Idon’t know.

2. %re you a member of the senior staff of the Center?

. Yes. '

Q- Do you recall Dr. William Dierksheide—am I pronouncing
that correctly?

A. I think so. Dierksheide.

Q. D as in David I-E-R-K, S as in Sam, H-E-I, D David, E,
Dierksheide.

Do you remember him having forwarded to the senior staff,
which of course would have included you, on October 23, the dialy-
sis use committee report, this report that I have here? And I'll
share it with you now. Do you remember that?

A. Ido not remember that.

Q. Do you remember ever discussing with Dr. Dierksheide any
aspects of this committee’s work and also the production of this
report?

A. Idon't.
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Q. What was Dr. Dierksheide’s position at the time of the dialysis
use committee’s existence? Do you recall?

A. He would have been a fairly recent detailee or person—but a
fairly new member of the Office of Training and Assistance. If you
looked up the job record I'm not sure what it would have shown.
But he was sitting in that group at that time.

Q. Is he still at the Center?

A. Yes, he is.

- Q. Now, you stated a moment ago that you don't recall reading
this report? :
- A. What I said was I didn’t remember receiving it at the time
that it was issued. :

Q. Do you recall having been briefed about it?

A. No, I don’t. I really don’t.

Q. Do you recall—do you have any recollection whatsoever of
1esi_nyorgle having passed on to you the contents of that report at that
ime?

A. Well, I'm sure some of the information that’s contained, the
problems that are laid out, things like that, were described. So I
don’t want to say that I had no knowledge of the content. But I
don’t recall the report per se.

Q. But you don’t have—correct me if I'm wrong, but you don’t
have a definite recollection of not having received this report?

A. I would also answer yes to that. I'm just not sure.

Q.HI?n other words, it’s possible that you did, but you just don’t
recall?

A. Yes, it’s possible. The fact that it's addressed to me makes me
think that I probably—that I might have gotten it. But Ijust don’t
remember.

N Q.?Did you review this report today prior to your appearance
ere?

A. I scanned it last night.

Q. Last night?

A. Last night.

Q. How did you obtain a copy of this report yesterday?

A. It was—well, literally I got it from Bob Eccleston. He had
pulled together materials. I had left town soon after you were out,
so I didn’t really know what they had sent over to OLI for you to
look at. So he had pulled together that material for me. And this
was one of the elements—I think this was one of the elements that
he had sent on over. -

Q. So last night you reviewed the documents that I had culled

-from the stack of documents that were provided to me for ‘review;
is that correct? .

A. Well, what I asked for was—and what I felt I should get on
top of was any document that I had signed off on or had been ad-
dressed to me. I was trying to familiarize myself with things that I
felt I should be aware of. So I don’t know what category this fit in.

It could have been simply that it was addressed to senior staff
and Bob pulled it for that reason or because it was in the package
to you, either one.

Q. Now, having had your memory refreshed at least insofar as
the existence of this report is concerned and having read it last
evening, I'll ask you to search your memory and tell us if reading
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that report jogged your memory, and in so doing do you recall that
the report recommended that the dialysis system investigations
contracts, RFP 223-84-4276, be designed to address user-related
problems listed in that report? Do you recall that?

A. I'm not sure what the reference is. Can you get me in there
and let me look at that.

Q. Well, you have the document, Mr. Benson. I think you'll find
that on the front page, the cover memo. Now, let’s look on into the
body of the report. Here we have recommendations.

Does that refresh your memory as to any activity you might
have been involved in back in 19847

A. Let me read the paragraph.

It doesn’t refresh me. I think they may be talking about what we
call the State contracts. If it’s those, then yes, it does. If it’s not,
then I don’t know what it refers to.

Q. You do believe that the contracts addressed in that particular
report are those that were recently completed for the FDA by the
States of California, Massachusetts, Ohio, and the District of Co-
lumbia?

A. I'm guessing that that’s what he’s referring to. I don’t recog-
nize the numbers.

Q. These contracts that were recently completed for the three
States and the District of Columbia——

A. I think one’s still in draft form, but three are complete if 1
recall. I think that’s right.

Q. The work, though, itself has been completed?

A. Yes.

Q. Isn’t that correct?

A. Yes. Well, the interviews and whatnot, yes.

Q. Have you read any or all of those reports?

A. 1 have not read any of the reports at all, no.

Q. So as a result, you don’t know what’s in them?

A. I have—I've discussed them briefly. I have a general sense of
what’s in them.

Q. You've been informed of what the findings were?

A. In a general way, yes.

Q. By whom?

A. By—let’s see, I discussed it with Mr. Eccleston, I think to a
limited extent with Mr Arcarese who is Director of the Office of
Training and Assistance.

Q. Anyone else?

A. Probably. I'm not sure. I may have discussed them in the past
with Larry Kobren, who’s the project officer, I think, for all four
contracts.

Q. What about Dr. Villarroel?

A. I don’t believe I've discussed them, at least not recently—I
don’t remember discussing them at all with him.

Q. Have you discussed the findings with anyone at the NCHSR?

A. I had a discussion with John Marshall, I don’t know, 3 weeks
ago or so. Later in that discussion I'm sure that the State contracts
were discussed, but not in depth, not—as one of the elements of the
whole—I mean it was mentioned that State contracts did exist.
They're trying to look at what goes on in dialysis centers, as
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opposed to let’s try to review the contracts and really lay out what
the findings were.

Q. To your knowledge did these surveys, as you have been in-
formed of the contents, reveal many user related problems included
problems associated with reprocessing dialysis devices, problems of
quality control, contaminated water, and poor reprocessing produc-
ers that could lead to patient injury and life-threatening circum-
stances? Have you been informed of that?

A. That’s my general understanding, that those kinds of prob-
lems have been identified, yes.

Q. Getting back to the dialysis use committee report of October
23, 1984, do you recall it having stated, that, quote: “Installation of
proper water treatment system is utmost”’—word utmost under-
lined—“importance to protect the health of dialysis patients”’? And
if you wish, you may refer to the document. I think you'll find that
on page. 3.

A. Well, I believe you.

Q. I'm not certain though.

A. Yes, it 1s.

Q. And is the word “utmost” underlined, underscored, or is that
my emphasis?

A. It’s not underscored here.

Q. Then it’'s my emphasis. Do you recall that among the attach-
ments to this report—and of course we're referring to your having
read this document yesterday—that there were 39 pages of user-re-
lated problems and elaborations including accidents, injuries, mal-
functions, potential and serious hazards associated with dialysis
and- the reprocessing and reuse of disposable devices, poor quality
control, bacterial contamination of these devices, and the water
used in reprocessing?

A. I scanned the report last night, and I didn’t read through all
the attachments. But yes, I am aware that those attachments are
there and they describe those kinds of problems.

Q. Can you tell us where—how did FDA come into the informa-
tion that is appended to this report? Where did this information
come from?

A. I think most of it, perhaps all of it, came from our DEN,
device evaluation network I believe it stands for, which is a volun-
tary reporting system that’s been in existence for quite some time,
since before I was part of the Center. I think, if not all, most of
those reports came from there.

Q. But you’re not certain that all of it did?

A. No, I'm not certain.

Q. Do you know where some might have come from?

A. Well, this predated the MDR regulation, so I presume that it
was from DEN. I think they got hold of whatever—as I understand
their charge, it was to try to find out what kind of problems exist-
ed. And they were trying to get data from wherever they could.
Some of it may have come from the literature. I really am not sure.

Q. Is it possible that some may have come from the CDC?

A. Yes, certainly.

Q. Is it likely that some came from the CDC?

A. I really don’t know.
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Q. To your knowledge was this report dated October 23, 1984,
ever shared with the members of the reuse committee?

A. 1 don’t know. But I'm sure it must have been, should have
been. I think that much of the people—there should have been a
great deal of overlap with the people on the two committees.

Q. In fact there was; was there not?

A. I'm just looking now to see.

Q. Mr. Kobren’s name appears on the minutes of the reuse com-
mittee and I think his name is there on that report, is it not? Do
you recognize anyone else?

A. Well, Fernado Villarroel I'm sure was on both, should be, Vill-
forth may be, I don’t know. I’'m sure it was shared. I mean I can’t
believe it wouldn’t have been shared.

Q. To your knowledge was this report ever shared with anyone
gg‘t);side of your center prior to my having reviewed it on August

A. 1 don’t know the answer to that.

Q. Do you know whether or not it was ever shared with the Com-
missioner?

A. Do not know. Probably not.

Q. Was Mr. Villforth aware of this report at the time?

A. I don’t know the answer to that.

Q. If you want to add something, lease.

A. No, no, that's all right.

Q. In light of the contents of this report, would you think it
likely that Mr. Villforth would indeed have been informed of this
report and at least in a summary way given some idea as to what
the findings of this committee were?

A. T don’t want to mince words with you. I think that we both
are aware of the kinds of problems that exist in dialysis centers.
It’s a concern, it’s a long-standing concern.

Q. No, I understnd that, Mr. Benson. But I'm trying to get you to
focus on that particular period in time.

A. OK, all right. Re-ask the question.

Q. The question is simply this. Because of the contents of this
report, as I described earlier and as you read last night in order to
refresh your memory, do you think it likely that this report, the
findings of this report, at least in a summary way, would have been
conveyed to Mr. Villforth upon completion of that report?

A. Yes, I would expect there would be, I don’t have knowledge of
that, but I would expect that there would be.

Q. Do you think it’s possible that, although you have no recollec-
tion at this time, that you may very well have attended a meeting
or discussion with Mr. Villforth or may have been a party to a dis-
cussion with Mr. Villforth concerning this report?

A. It’s possible. It's—I mean if such a meeting would have hap-
pended, I would have—and I'd have been available, I would have
attended—I would have wanted to have attended. But I don’t recall
attending such a meeting.

Q. Do you recall what happened as a result of this report? Was
there any action? Were there any directives given?

A. The evolution, as I learned this morning, was that Arcarese
was not satisfied with this report and felt that it was merely a col-



60

lection of anecodotal data, that it really didn’t characterize what
went on in dialysis centers, and it was for that reason——

Q. How could he have been sure of that?

A. I'm not sure he was sure. I don’t know that he was sure. I'm
telling you what his reaction was as he talked to me this morning.

Q. But my question to you though, if I may interrupt you for a
second, is how could he have known what was happening or what
reality was like in dialysis clinics when in fact the FDA does not
inspect these clinics, No. 1; and No. 2, the reporting system at FDA
is voluntary?

A. I think that’s a valid point, the same point I was making. He
was unsure of the validity of this report, whether this was the sum
total of how many incidents are reported here. I'd say per-
sonally——

Q. Or whether it was the tip of the iceberg?

A. Exactly. And the State contracts were let in an attempt to get
a better handle—I mean we operate under pretty limited resources.
The State contracts were a way of trying to get—if not good sound-
ings of that iceberg—at least an idea of the depth of it. I think
that’s a good way to characterize it.

Q. And did they not?

A. Yes; I think so.

Q. To your knowledge did your Center at any time prior to or
during the NCHSR assessment of dialysis device reuse share the di-
alysis use committee report with anyone at the NCHSR?

A. I don’t know; don’t know.

Q. Do you think it should have been shared?

A. I think because of the scrutiny that you are putting on the
dialysis issues, that it should have been shared for that reason
alone. As far as valid scieintific information, I'm not so sure that it
added—it would add that much. If I could make a retrospective
judgment, I would have said definitely shared, regardless of your
scrutiny.

Q. In addition though to your observation that it should have
been shared because of this committee’s scrutiny——

A. Or without it, either way.

Q. I understand. Would you also—would you also wish to state
that it should have been shared, perhaps even the main reason
being that the NCHSR was in the process of conducting an assess-
ment of this very issue? Would not that also have been a reason for
the FDA to share this with NCHSR? Would that have been a valid
reason to transmit this report to NCHSR?

A. The answer to your question is yes, but I'd like to make an
additional statement about that. The fact is that this report, as I
understand it, was not considered very valuable and——

Q. By whom?

A. By Mr. Arcarese. He’s the only one I discussed it with, so let
me limit it to him. I think though—I can’t make a supposition. I
think it would have been very easy to have not bothered simply for
that reason alone. I'm trying to explain to you why—I don’t know
whether it was or not. But if it wasn’t, that may have been the
reason. That'’s the reason I'm presuming.

Q. To your knowledge, did your Center share this report with the
House Ways and Means Subcommittee on Health which at that
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time, during the production of that report, had an interest in this
very same issue, that is, the safety and efficacy of reuse?

A. 1 don’t know; don’t know.

Q. Do you recall that—of course you have the document in front
of you to see for yourself, Dr. Dierksheide’s cover memo transmit-
ting the dialysis use committee report to the Center senior staff, a
statement in there, quote:

This document is for internal planning purposes only. Because of its findings

bciing inconclusive the Committee asks that the report not be distributed outside the
nter.

A. Yes, I recall seeing that.

Q. Could this request to the committee possibly explain why this
report may not have been shared with the NCHSR, the Commis-
sioner, or the House Ways and Means Subcommittee on Health, or
Senate Committee on Aging prior to its March 1986 hearing? Is
that the explanation?

A. It’s certainly a good literal explanation. In truth I don’t be-
lieve this is the reason. I think that statement is simply a state-
ment of, this is a preliminary thing, I as the author haven’t had it
fully reviewed, or I don’t have confidence in it, and I don’t want it
to be seen as a final document. That’s how I interpreted that state-
ment. But taking the words literally, then the answer to your ques-
tion is yes.

Q. It you could—some time over the next week or so, could you
try to determine as a courtesy to the chairman of this committee
whether or not that report was shared with the House Ways and
Means Subcommittee on Health.

A. Let me make a note.

Mr. Scarrert. For the record, we'll pass the request on to Mr.
Docksai.

The WiTnEss. Wait a minute—go ahead. And what was the com-
mittee again?

Mr. Micuie. House Ways and Means Subcommittee on Health.

By Mr. MicHIE.

Q. Did you or to your knowledge did anyone else within your
Center, the FDA, or within the PHS make a conscious decision to
not share the October 23, 1984, dialysis use committee report with
the Senate Committee on Aging prior to the committee’s March 6,
1986, hearing?

A. Now, which report was that? Same one again?

Q. Correct.

A. Not to my knowledge. I certainly did not make a conscious de-
cision of that nature. And to my knowledge no one did. I should
add though, I did not—I was not—really at all involved in the prep-
arations for that hearing. So I really don’t know what went on.

Q. My reason for asking that question is that Senator Heinz on
November 25, 1985, requested from the FDA any and all reports
pertaining to this issue. Of course, on November 25, 1985, this Octo-
ber 23, 1984, report was in existence and reposited in your files at
the Center?

A. Sure.

Q. That’s why I ask this question.

66-836 0 - 87 - 3
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A. I Just thought of something. Was not the request based on
reuse issues?

Q. It was based upon reprocessing and reuse.

A. The thrust of this report was——

Q. Safety and efficacy?

A. Across the board, which would include but not be limited to.
That may—if it was not —I don’t even know if he had it in that
background. It if was that’s a possible explanation.

Q. Are you aware that Senator Heinz, chairman of this commit-
!;eez? invited Commissioner Young to testify on the March 6 hear-
ing?

A. I know there were a number of letters. I don't have specific
knowléedge, but I think I know that or I knew that somebody was
invited.

Q. Did you not see the letter of invitation to the Commissioner
from Seantor Heinz? _

A. I don’t remember. I probably did. I don’t doubt that one exists.
You don’t need to——

Q. I'm just wondering if you have a specific, definite recollection
of Senator Heinz back in February inviting the Commissioner to
testify at the hearing on March 6?

A. I don’t remember an invitation to the Commission per se. I'm
certainly aware that there was a hearing and that FDA was ex-
pected to testify.

Q. I have here for your reference a copy of the Chairman’s letter
to the Commissioner, February 21, 1986.

Mr. ScarLETT. Is there a question on the table,

Mr. MicHIE. I'm waiting for the deponent to familiarize himself
with the letter.

By Mr. MIcHIE.

. Q. ?Does that refresh your memory? Do you recall seeing that
etter?

A. I'm sure I did.

Q. During the days immediately following receipt of this letter,
were preparations initiated within FDA and your Center for the
Commissioner’s testimony?

A. Well, I presume this letter or the knowledge that you were
going to hold a hearing at which somebody from FDA would testi-
fy, you know, started a flurry of activity. So we were gearing up for
a hearing. Whether it was with—I don’t remember at the time
whether we expected the Commissioner to testify or someone else. I
don’t recall.

Q. Regardless of that, were you involved in any way in this prep-
aration?

A. I would say minimally, minimally involved.

Q. How were you involved?

A. I recall a meeting with the Commissioner a few days before
the hearing where he wanted to know what was happening, you
know, just wanted to get the lay of the land. I don’t recall at that
time whether a decision had been made as to who would testify
from FDA or whether anyone from FDA would testify. I'm not
saying a decision hadn’t been made. I just don’t know. I have spe-
cific recollection of that session.
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I may well have been involved in other sessions, but not in the
bulk of the work and the discussions. Much activity went on be-
tween our Center, people in our Center, and Dr. Marshall’s folks in
terms of gearing up for the hearing.

Q. Who in your Center would have been involved with prepara-
tions for the Commissioner’s testimony?

A. I don’t know whose testimony they were preparing for but——

Q. On the 29th of this month I reviewed a number of materials
over at FDA, and prior to that over at NCHSR, and there was
indeed a briefing book prepared for the Commissioner, I'm assum-
ing by personnel within your Center simply, because it’s your issue.
It was a rather thick briefing book.

Do you recall such a briefing book?

A. I don’t doubt that a briefing book was produced.

Q. But you had nothing to do with it?

A. No; I didn’t have anything to do with it. You mentioned it
when you came out a couple of weeks ago, whenever it was. At that
time—I mean, I acknowledge the existence of a briefing book.
Whenever there’s a hearing we usually put a briefing book togeth-
er.

At that time we probably assumed that either the Commissioner
would testify of Villforth would testify and we needed to get them
up to speed. That’s the purpose of the briefing book, simply pulling
together materials that exist. I didn’t participate at all in the prep-
aration for that hearing book so I'm really not at all familiar with
it. I didn’t review it. I don’t know that I ever actually saw it.

Q. Do you know who did review it and do you know who was re-
sponsible for that briefing book?

A. Yes.

Q. Who was that?

A. Bob Eccleston would have been the primary person within the
Center to pull that kind of material together. And I'm virtually
positive that he did this one. Other people would have participated.

Q. And who might they have been?

A. Well, I know that Kobren, Larry Kobren, and Fernando Vil-
larroel participated in pulling materials together or trying to, you
know, get on top of issues. I remember them being in the immedi-
ate office. There were probably others. I don’t know.

Pick anybody that had anything to do with dialysis in the
C}(lenter. It’s not unlikely that Ecckleston would have contacted
them.

Q. Now, do you have—do you recall whether the decision was
made, or hearing from someone that a decision was made, that the
Commissioner would not be testifying at the March 6 hearing?

A. My recollection is that we were uncertain prior to the hearing
who would testify. I recall a decision being made that John Mar-
shall would be the lead person from the Public Health Service—

Q. From whom did you learn this? Would it have been Bob Ec-
cleston?

A. I would have been Eccleston or Villforth probably.

Q. Is Mr. Eccleston immediately below you or are there several
layers between the two of you?

A. Bob is within the small group of people in the office of the
Center Director. So I would say he’s just one level below.
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Q. So he’s fairly close to you?

A. Yes.

Q. Would it be accurate to say that if anyone would have briefed
yox o§ this decision he would probably have been the person?

. Yes.

Q. Do you have a recollection of that briefing?

A. It wouldn’t have been a formal briefing. It would have been
maybe a hallway conversation. Or if he learned something that—
for example, if he learned that Marshall was going to be the person
testifying, he may have walked over and told me. It would have
been that kind of conversation.

Q. Do you have a specific definite recollection of that happening?

A. No, I do not.

Q. You don’t?

A. I do not.

Q. Do you know whether or not anyone in the Center, in your
Center, advised the Commissioner not to testify at the March 6
hearing? Or anyone else anywhere in FDA for the matter,

- A. I don’t have a specific recollection of that.

Q. Do you have a faint recollection of something?

A. It wouldn’t surprise me—let me phrase it this way.

Q. Go ahead.

A. It wouldn’t surprise me for Villforth to have said to the Com-
missioner it’s more work to prepare you for one of these things, let
me do it. I mean that’s typical of John. So I'm sure I've heard him
say that is the past. Whether he said it on this one in particular, I
don’t know. But it was more of a tongue in cheek kind of statement
where he’s saying don’t put us through the agony of getting you up
to speed kind of thing. That’s as close as I can come.

Q. As it turned out Mr. Villforth did not testify?

A. Well, he was a backup witness, as I recall.

Q. Yes; but he was not the PHS witness?

A. He was not the lead witness.

Q. And he did not offer written prepared testimony for the
record; is that correct?

A. As far as—yes, I'm sure—well—yes, that’s correct.

Q. Do you know whether or not anyone at the Center prior to the
decision to have Dr. Marshall represent the Public Health Service
drafted any testimony at all that would have been delivered either
by the Commissioner or by Mr. Villforth?

A. I don’t know for certain. It’s certainly possible, especially if
there was a lot of uncertainty about who would testify. Eccleston
. again in very energetic, he’s a very conscientious person. He would
have said, well, if there’s a small chance I can get ahead of this
and start drafting testimony, it’s very possible. v

Q. Did you at any time following the March 6 hearing review the
briefing book or any papers contained therein that was put togeth-
er by FDA?

A. I don’t remember sitting down with that briefing book. I mean
I'm sure I reviewed papers that were in it because it’s a collection
of materials. So I mean I'm sure I've seen them. But I don’t re-
member sitting down with the briefing book per se.

Q. Is it possible then, perhaps even likely, that although you
didn’t have the responsibility for reveiwing the briefing book in
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its—in toto, that you might very well have reviewed certain docu-
ments that were put into that briefing book prior to the March 6
hearing?

A. Well, I don’t—I don’t—know, I don’t think so. It’s possible, but
I don’t recall having done that. I thought you meant afterwards
had I looked at it.

Q. But now——

A. You're switching to before?

Q. Correct.

A. It’s possible, but I don’t recall.

Q. To your knowledge when and by whom was the decision made
to };ave Dr. Marshall as a principal witness at the March 6 hear-
ing?

A. I really don’t know. I presume it would have been the Assist-
ant Secretary for Health or—I don’t know, legislative affairs
person somewhere, I don’t know.

Q. Did anyone not ever inform you of this?

A. Not that I'm aware of. You mean as to who made the deci-
sion? Not that I'm aware of.

Q. Do you recall when the decision was made?

A.HOnly that it seemed like it was close to the hearing. I don’t
recall.

Q. Close, within days?

A. It seems like it.

Q. Two days, a week, do you remember?

A. No, I don’t remember. The only thing I remember is it was
certainly down close to the time of the hearing.

Q. Do you know why Dr. Marshall was chosen to represent PHS?

A. No, I really don’t. He does have a position with the health
care technology assessment group that crosses all the agencies that
would have had potential input to the session. So it was a logical
choose in that sense. But other than that, I don’t know.

Q. Are you aware that prior to April of this year, that the
NCHSR had never performed an assessment for HCFA or anyone
else in the Public Health Service or in the Department concerning
Sﬁfegy and efficacy of reuse and reprocessing? Are you aware of
that?

A. No, I'm not aware of it. I had never thought about it.

Q. Now, this briefing book that was put together at FDA, this
briefing book was passed on to Dr. Marshall. Do you have any
knowledge of that?

A. Presume—no, I don’t. I mean I'm sure it's logical that it
would have been. It would have been a courteous thing to do. I pre-
sume it was. _

Q. To your knowledge have you—forgive me, I'm trying to—earli-
er you did state, did you not, that you have never reviewed this
briefing book either before or after the hearing?

A. I think what I said was——

Q. You didn’t recall?

A. I didn’t recall having reviewed it. .

Q. To your knowledge, was the October 23, 1984, report of the Di-
alysis Use Committee included in the briefing book that was pre-
pared by FDA and passed on to Dr. Marshall?



66

A. If I were preparing the briefing book, I would have included
it. So I presume it was in there. I don’t know. '

Q. Prior to his testimony on March 7, did you or to your knowl-
edge did anyone else within the Center assist Dr. Marshall and his
staff in drafting his testimony? :

A. Well—there was a lot of support for Dr. Marshall. And I pre-
sume that included helping draft testimony, although I don’t know
that Eccleston and others were actually over at his building there
and working with him and his staff. :

Q. So thay did meet with him to brief him?

A. I'm sure he did, yes.

b Q. ?Do you know what the content of these briefings might have
een?

A. No, I don’t know. :

Q. Did Dr. Marshall ever consult with you directly concerning
his testimony prior to March 6?

A. I don’t recall any conversation with him on the testimony. I
know that I did initiate a call or I wrote a note to him at one point,
I don’t remember the date of that, concerning CDC’'s MMWR arti-
cle that was coming out. If that was prior to the testimony, then
that might fit your question. But that’s the only conversation I re-
member. A

I mean that was the only interaction—I've has subsequent inter-
actions with him, but they’ve all been since the hearing.

Q. Prior to the March 6 hearing, did you or to your knowledge
did anyone else within your Center or elsewhere within FDA
inform Dr. Marshall of the FDA’s information as the regulator of
medical devices regarding the reprocessing and reuse of disposable
dialysis devices? Did you or anyone in your sphere or elsewhere in
the FDA present the FDA’s position regarding this matter of re-
processing and reuse of disposable dialysis devices? o

A. Prior to the hearing?

Q. Prior to the hearing? .

A. Well, I'm sure—I did not, to answer part of your question. But
it would have been logical that in preparing him for the hearing
that we would have briefed him on our position. I'm certain we
must have.

Q. Do you know what-that position was at that time?

A. It has changed; hasn’t it? The position on what? Let me
focus——

Q. The position on the issue of safety and efficacy of reprocessing
and reuse of disposable dialysis devices?

A. Yes, I think I know our position—knew our position.

Q. What was it at that time?

A. Simply that reprocessing if done properly is as safe as single
use.

Q. Anything else?

A. Well, ’'m not trying to give you a full statement. I'm answer-
ing as best I can off the top of my head. I think that would have
been our position on reuse. I mean certainly——

Q. That was the bottom line so to speak on the FDA’s position at
that time?

A. Yes.



67

Q. Prior to the March 6 hearing, did anyone to your knowledge
within the Center or elsewhere within FDA, including yourself of
course, inform Dr. Marshall or anyone on his staff that FDA was
opposed to regulation or inspecting dialysis clinics because these
activities would require additional and substantial resources which
were not and are still not available?

A. T don’t know or I can’t recall any specific missile that would
have so informed him. But it certainly was our position and 1
would have thought that he would have been informed of that. I
wouldn’t characterize it quite as you did by——

Q. Please, characterize it as you would.

A. Well, I think the concern has been—well, state it again.

Q. I'll repeat the question.

A. OK, that would help.

Mr. MicHit. Could you read back the question please.

[The record was read.]

The WiTNEss. I don’t recall—I didn’t so inform him. I don’t recall
anyone specifically informing him. Without being literal, I think
that was our position in that there’s longstanding concern about—
we certainly well know that the Senator has favored GMP inspec-
tions within dialysis clinics and we've considered that and thought
about it, maybe even before the Senator has, I don’t know. It’s been
a longstanding issue.

There’s no question in my mind that the clinical practice, the
technology that’s practiced in dialysis centers, could be improved,
and if it were improved, patients would be better off. No question
in may mind about that. How to achieve that, there is some ques-
tion about.

And we have not been supportive of a straight—good manufac-
turing practices type inspection regulation, if you will for dialysis
centers, both because of the interference and the concern that I
think it would stir up within clinical medicine, as well as the costs
that it would incur. I don’t think it’s a cost effective way of accom-
plishing the job that needs to be accomplished.

So in that sense, then that would have been the message that we
should have given Marshall. And I would have expected we would
have given Marshall—I would have given it to Marshall had he
asked me, let me put it that way.

Q. Prior to the hearing did anyone within your Center or FDA
including yourself assure Dr. Marshall that ample experience
exists today to suggest that no health hazards for dialysis device
reuse had been demonstrated?

A. Do it again, sir.

Q. Prior to the hearing, did anyone to your knowledge within
your Center or anywhere else within FDA including yourself Dr.
Marshall or anyone on his staff that ample experience exists today
to suggest that no health hazards for dialysis device reuse have
been demonstrated?

A. I'm not aware of anyone saying that to Marshall, saying that
to anyone. I mean no, I'm not aware of that.

Q. Well, is it possible, is it plausible, that someone on your staff
could have said this? Or do you find this statement to be repulsive
in some way?
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A. Well, the literal answer to your question is anything’s possi-
ble. Repulsive is a strong word. I don’t agree with the statement.

Q. So, in other words, at that time prior to the hearing, is it your
belief that the FDA did not believe that there was ample experi-
ence in existence at that time to suggest that no health hazards for
dialyzer reuse had been demonstrated?

A. You're getting me mixed up with double negatives here. I be-
lieve that in my own mind and in the minds of other people in
management that should have knowledge of this area at FDA, at
the time, felt that reuse was a potential problem, but that as a
stand alone element of dialysis that it was not a major problem.
It’s certainly something that should be dealt with, it should be
done properly, you know. _

But I can’t say—you know, almost any aspect of dialysis is a po-
tential problem if it isn’t done right and done carefully. Reuse cer-
tainly fits in that category.

Q. Let me share with you a copy of Dr. Marshall’s prepared
statement for the March 6 hearing. You'll find that on the last
page”of his testimony, very last page, he states quote, “Mr. Chair-
man’——

A. Wait a minute——

- Q. Down toward the middle of the last page.

A. Next to the last page?

Q. Yes, next to the last page.

“Mr. Chairman, we consider that ample experience exists today
to suggest that no health hazards for dialyzer reuse has been dem-
onstrated.”

My question to you is do you know what was the basis for this
statement by Dr. Marshall?

A. Well, 1 would’t have phrased it that way. I would have
phrased it to say that we don’t consider reuse to be a public health
concern or something of that nature. So I don’t know what the
basis of this statement was.

Q. Do you think that statement is too strong a statement? Is that
what you're suggesting?

Mr. ScarLETT. For the record, I think the witness should have an
opportunity to review the testimony in full so as to get the context.

The WiTnEss. Good point. Shall I do that?

Mr. MicHIE. You may do it afterward. Let’s move on to the next
question.

The WiTnEss. Well—

By Mr. MICHIE.

Q. Is it possible that Dr. Marshall may have based this conclu- -
sion on the materials in the briefing book provided to him by FDA
in preparation for his testimony?

A. As I said before, anything’s possible. I don’t think it’s likely.

Q. The reason why I chose that statement is you can see it’s con-
clusory and it is toward the end of his statement, a summation of
his statement.

A. Excuse me a minute. OK.

'Q. As an example, we have a copy of an 8-page briefing paper
that was included in the briefing book that was passed on to Dr.
Marshall by personnel in your center. It’s titled “Briefing on the
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Reuse of Hemodialysis System,”
sioner Young initially.

A. Uh-huh.

Q. Where you involved in any way in the draftng or review of

this briefing paper?
"~ A. As T recall, I attended this briefing and I think represented
the center. I think John Villforth was not there for this, and prob-
ably worked with the people as I would usually do in terms of pre-
pangg the briefing materials, just kind of gettng them up to the
spee

Q. Do you recognize this document?

A. Yes, I do. I do recognize it.

Q. Was this in fact the document ‘used in this briefing?

A. T don’t recall whether this document per se‘was used or
whether he used flip charts that reflected these words or some-
thing. But it was a background document that the staff would have
Elsled to prepare for the brlefing Whether it was used or not, I don’t

ow. -

Q. Let me note for the record that the cover of this paper 1dent1-
fies the authors as Larry Kobren and Fernando Villarroel, both of
who are subordinate to you; is that correct?

A. Neither report to me——

Q. They’re subordinate to you?

A. Yes.

Q. In your opinion did this briefing paper contain all the perti-
nent information regarding the safety of reuse?

Mr. Scarrert. I would request that Mr. Benson be allowed time
to review the document to give a meaningful response to that
answer.

Mr. MicHIE. Please, take your time. And while you re doing that,
why don’t we take a 5-minute recess.

The WiTNEss. Fine. That includes me.

[Short recess.]

Mr. MicHit. Back on the record.

By Mr. MIcHIE.

Q. Have you had sufficient time, Mr. Benson, to review the brief-
ing paper?

A. I read through the briefing paper. The simple answer is—-—

Q. Let me repeat the question so that we're sure that we're all
on track here.

A. OK.

Q. In your opinion did this briefing paper contain all of the perti-
nent information regarding the safety of reuse that should have
been given to the Commissioner?

A. The purpose of the briefing was to get him—you know, to g1ve
him an overview of the dialysis/reuse issues. Clearly we couldn’t
give all the pertinent information. The intent of the briefing was
to, in a limited amount of time, give him the best information we
could to get him up to speed on whatever he might have needed to
know.

Q. If you would please turn to page 4 of the briefing paper, the
title of which is “Reuse Safety,”

A. Right.

which was prepared for Commis-
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Q. At the top of the page it states, quote: “Studies have shown
that reuse is as safe as nonreuse if’'—the word “if”’ underlined—
“dialyzer reprocessing is done adequately. Reuse patients”’—and
I'm inserting the word “are” unless you have some disagreement
with that—“reuse patients are shown not”’—word ‘“not” under-
scored—‘‘to be at a disadvantage compared to other patients.”

This briefing paper was passed on to Dr. Marshall for his prepa-
ration of the testimony. Would it have been informative to both the
Commissioner and Dr. Marshall if this briefing paper had pointed
out that reporting to the FDA of injuries, accidents, malfunctions,
and poor quality control associated with reuse in dialysis clinics is
not mandatory and that therefore no one, including the FDA, can
be certain of the safety of patients in these clinics?

A. I think-that that’s true. But neither is it required to report
first-use syndrome effects. And studies again have shown that
there are—and if you look through the anecdotal information in
that .Dierksheide package, you’ll find some first-use problems also
there. So I think that in my mind at least the two balance each
other out.

Q. Do you find—I'm sorry, go ahead.

A. Well, no, I'm just saying that I think, like I said—this pack-
age—this was used to speak from for both Villarroel as well as
Kobren. And I don’t recall what they said, but you can’t possibly
cover all the bases. So I feel OK about the document.

Q. If I can repeat the question again, do you think it would have
been informative to both the Commissioner and Dr. Marshall if
this briefing paper had reflected in any way the fact that reporting
of these injury malfunctions, poor quality control, et cetera, was
now mandatory? Would that not have been informative?

A. It would have been as informative as telling them that the re-
porting of first-use syndrome problems were not mandatory.

Q. Do you find any reflection in the paper regarding first-use
syndrome?

A. I'd have to relook at it.

Q. As not being reported?

A. No, no; as not being reported, no.

Q. %o neither piece of information was included in this briefing
paper?

A. Right; it may have been included in the briefing. I don’t re-
member.

Q. Well, do you think it’s possible that the Commissioner would
have been told that mandatory reporting was not in place?

A. Mandatory reporting was in fact in place at the time of this
briefing.

Q. Not for dialysis clinics?

A. Well, for dialysis equipment.

Q. But not for dialysis clinics?

A. No; not for dialysis clinics. -

Q. A%nd that’s the very point that I was asking you about.

A. True.

Q. Dialysis clinics, am I correct, are not covered by GMP’s or by
MDR, mandatory medical device reporting?

A. Correct.

Q. Which, of course, is your mandatory reporting system?
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A. That’s correct.

Q. And the clinics are not covered by MDR; is that correct?

A. That’s correct.

Q. Let me note for the record that a statement regarding a lack
of mandatory reporting by dialysis clinics can be found on page 9 of
the FDA’s May 16, 1986, reuse options paper. Also a similar state-
ment appears on page 19 of the FDA reuse committee’s July 28,
1986, version of its report, “Options for the Managing of Medical
Devices.”

By the way, did you—were you able to brief—give Dr. Marshall a
briefing on this paper prior to his testimony?

Mr. ScAarLETT. Could I ask the record reflect which paper?

Mr. MicHIE. The briefing paper that’s before the witness, that
was prepared initially for the Commissioner.

The WitnEss. Oh, I thought you were talking about the other
one, the one you just mentioned. I don’t know whether anyone else
did or not.

By Mr. MicHIE. :

Q. Would it also have been informative to Dr. Marshall and to
the Commissioner as well if this paper had stated that without
oversight FDA cannot be confident that reprocessors are conform-
ing with reasonable protocols and that reprocessed devices are as
safe and effective as the original?

A. Those are tough questions to answer because—I mean, of
course it’s infomative. I mean there are 10,000 .things that you
could say that would be informative. So the answer is “Yes,” it
would be informative. But lots of things would. I don’t——

Q. But this would have been informative if that had been includ-
ed in the briefing paper? Is that correct, is that your feeling?

A. Yes; sure.

Q. For the record, this statement that I've just read regarding
the absence of oversite by FDA can be found on page 11 of the FDA
Reuse Committee’s May 16, 1986, reuse option paper.

On page 4 of that same briefing paper that initially was put to-
gether for the Commissioner is a reference to several papers pub-
lished in 1980, 1981, and 1982, if you would refer to page 4 of the
briefing paper, the briefing paper that went to the Commissioner.

A. Yes; but I wish to insert something.

Q. Oh, please.

A. This document that you're referring to, there was no intent to
report to the Commissioner the Reuse Committee’s findings or on
their recommendations. You're implying that——

Q. No, no; let me correct you. I'm not implying anything of that
kind.

A. Fine; it sounded like that to me.

Q. We're talking about the briefing paper on page 4 with refer-
ence to several pages. Am I correct in assuming that the purpose of
these references was to support the conclusion in the briefing
paper that, quote, “reuse patients are not”—"“are shown not to be
at a disadvantage”’? Was that the purpose of those references that
appeared directly below that statement? :

A. Yeah; let me answer you this way: at this time the Senator’s
concerns about reuse were well known. And I think there was an
attempt to lay out before the Commissioner reasons that—well, to
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put that into context. So I think if the focus of this document
seems to be that—to focus on the advantages or the safety side of
reuse, it was for that reason.

I don’t remember what set the briefing up. He may have asked
for a briefing focusing on reuse. And I don’t remember that.

Q. Again, if I may ask you, I'll repeat the question, were these
references used to support the conclusion in the briefing paper that
reuse patients are shown not to be at a disadvantage? Were they
not used to support that statement?

A. Let me reread this. Yes.

Q. Among these references is a publication, quote, “Multiple Use
of Hemodialyzers-Deane Report, 1981.” Have you or to your knowl-
edge have the authors of the briefing paper for the Commissioner
ever at any time prior to or following the March 6 hearing read the
so-called Deane report in its entirety?

b A. I have not. I would hope that Kobren and Villarroel both
ave.

Q. Do you know this to be a fact?

A. Ido not.

Q. Are you aware that this report was produced by the National
Nephrology Foundation under contract to the NIH? And we will at
{;lhis gime provide you with a copy of the 1981 report. Do we have it

ere’

Mr. ScHULKE. It’s not here. I can go get it.

Mr. MicHik. Please do.

[Discussion off the record.]

Mr. MicHIE. Let the record show that the witness now has the
document, the title of which is “Multiple Use of Hemodialyzers.”

By Mr. MicHIE.

Q. Do you recall ever seeing that document?

A. Idon’t recall seeing it. I'm aware of its existence.

Q. Are you aware that much, if not most, of the information or
data upon which Dr. Deane allegedly relied to write the report
originated from the research and study by the subcontractor of the
National Nephrology Foundation; namely, Arthur D. Little, Inc.?
Are you aware of that? '

Mr. ScarLETT. I'm going to object to the question. Mr. Benson
has already indicated he’s not familiar with this report. And I
don’t see any need to ask him a lot of detailed questions about it.

Mr. MicHie. I don’t understand the basis for your objection.

Mr. ScarLeTT. You're asking the witness a question that he’s al-
ready indicated that he is not in a position to answer.

Mr. Micuik. I don’t think that’s entirely correct, Mr. Scarlett.
What he stated was he doesn’t recall seeing the report. That
doesn’t necessarily mean that someone within his charge or at the
Center could not have briefed him on the contents or on the mate-
rials that I'm about to ask him. So I think the question is appropri-
ate within those bounds.

Mr. Scarrert. All right. You can answer the question by Mr.
Michie.

Q. Repeating the question, are you aware that much, if not most,
of the information and data upon which Dr. Deane allegedly relied
to write the report originated from research and studies performed
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by a subcontractor of the National Nephrology Foundation, namely
Arthur D. Little, Inc.?

A. No.

Q. Have you or to your knowledge has anyone else within your
Center read the Arthur D. Little—ADL, as I will refer to it from
now on—report, entitled, quote, “The In Vitro Evaluation of Cer-
tain Issues Related to the Multiple Use of Hemodialyzers,” and
dated February 1981?

A. I’'m not aware of that.

Q. Let me share with you now a letter dated October 9, 1981, to
Norman Dwane, M.D., principal author of “Multiple Use of Hemo-
dialyzers” from John Ketteringham Ph.D., vice president of ADL.
Have you ever seen or been apprised of this letter prior to your ap-
pearance here today? And take your time to look at it.

A. Do you want to repeat the question, please.

Q. Do you recall having seen this letter prior to your appearance
here, or having been apprised of this letter by anyone prior to your
appearance here today?

A. I've never seen the letter before. I recall only that there was
some controversy over the Deane report. Presumably this is the
foundation for that, but I was not aware of what that foundation
was prior to today.

Q. From whom did you receive this information about the contro-
versy, as you put it?

A. I don’t recall.

Q. Was this a long time ago or was it recent?

A. T would say—I really don’t remember. Fairly recently, not
ages ago.

Q. Within months or a couple of years?

A. Probably within months.

2. })\IVould you say it was prior to the March 6 hearing?

. No.

Q. Following the March 6 hearing?

A. Probably.

Q. Does that jog your memory at all on who might have informed
you of this controversy?

A. I mean I could speculate as to who would have said it. But, no,
I don’t recall.

Q. For the record I will read excerpts from the ADL letter. “The
final report of multiple use of hemodialyzers was submitted to NIH
without benefit of review at ADL. Clearly the interpretations and
conclusions presented in the final report to NIH are those of the
National Nephrology Foundation and not of ADL. We urge that
conclusions such as those relating to the concentration of formalde-
hyde used for sterilization be substantiated where appropriate by
clinical trials as was envisaged in the original request for proposal
of this assignment.

“The final report omits most of the limitations which attended
data and statistical statements in the ADL report for those ADL
generated data and statements which were selected. In particular
the final report tacitly asserts that the dialyzers which NNF, Na-
tional Nephrology Foundation, submitted to ADL for testing were
sufficient in number and representation to permit conclusive statis-
tical comparison.
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“The ADL report makes no such assertion and in fact advises
that more extensive testing be performed to substantiate its quali-
fied findings. There are a number of tables presenting data or sta-
tistical conclusions in the NNF report which are attributed to the
ADL report, when in fact the tables either in total or in part are
not derived from the ADL report,” the word ‘“not” underscored by
the author.

“Since our ‘report is a major reference, we hope that it, this
letter, and the attached comments will be made readily available to
those receiving copies of the final report.”

Are you aware that Dr. Deane the NNF, and NIH failed to ad-
dress the complaints and charges of ADL contained in this October
9, 1981 letter?

A. No. S .

Q. Are you aware that NCHSR staff met with Dr. Deane follow-
ing the March 6 hearing to discuss the controversy raised by the
ADL letter and that Dr. Deane was unable to refute the complaints
ang cll\}arges in ADL’s October 9, 1981 letter?

. No.

Q. In light of what we have just shared with you regarding the
Deane report, was the Commissioner or Dr. Marshall given all of
the pertinent facts concerning this report and the briefing paper to
the Commissioner that was passed on the Dr. Marshall, this report
as you stated earlier supporting the statement that reuse patient
- were not at a disadvantage?

Mr. ScarcrerT. I object to the question. You're asking the witness
to reach a conclusion that he couldn’t possibly reach based on
about 5 minutes exposure to this letter. You are asking him to
characterize it, evaluate its relevance, characterize the significance
of the letter in relation to information that was provided, and then
reach a conclusion. You've only given it to him 5 minutes ago. He
can’t give you a meaningful answer to that.

Mr. MicHIE. So you're objecting on the grounds that he hasn’t
had a chance to read the letter; is that correct?

Mr. ScarLETT. He has not had a chance to read and evaluate the
letter, that is correct. '

By Mr. MiCHIE.

Q. Are you refusing to answer the question on advice of counsel?

A. Repeat the question.

Q. The question again, in light of what we've just shared with
you regarding the Deane report, the October 9, 1981 letter that you
have before you, was the Commissioner or Dr. Marshall given all of
the pertinent facts concerning this report in the briefing paper?

A. I was going to say that you're asking me to make a conclu-
sion, I really was, that I can’t make. I don’t know the answer. 1
don’t know to answer that. It’s not that I refuse to answer, I don’t
know how to answer.

Q. In light of the fact that this is the first time that you've seen
this letter, then as principal briefer at this briefing of the Commis-
sioner, you could not have told him about the letter or about the
controversy; could you have?

A. I was not the principal briefer. But the answer is no, I
couldn’t have.
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Q. Did anyone at that briefing inform the Commissioner of the
controversy and of the charges and exception taken by ADL with
regard to the report?

A. 1 don’t recall.

Q. If at that time you would have known of this controversy, do
you think this would have been a pertinent piece of information in
order to qualify this report in its support of the statement that
reuse patients are not at a disadvantage?

A. What I don’t know is the extent to which the Arthur D. Little
concerns are scientifically valid. And I wouldn’t—if I were—if one
were to give me the assignment to find out how pertinent their
concerns are, I would ask someone with scientific knowledge, with
good statistical knowledge, to look at the issue. I wouldn’t trust
myself to make that conclusion.

So I don’t—I mean I don’t know. Scientists often bicker back and
forth extensively over issues such as statistical validity of a given
sample. I would have to look very carefully at that. I think—I
would think that had we been aware that there was controversy,
then it would have been a responsible thing to do. We may have. I
just don’t recall.

Q. In light of your having seen this letter today, do you think
this issue should be pursued?

A. Well, I don’t think that our knowledge of the degree of safety
associated with reuse would be proved or unproved by one single
report.

Q. Granted. But you did use that report in order to buttress the
statement that reuse patients are not at a disadvantage?

A. Buttress is a vivid word. I think——

Q. Let’s use the word support.

A. It was showing literature that dealt with the reuse issue. I
think that if we could have had knowledge of literature that made
the opposite point, we would have also referenced that.

Q. Did you reference any reports or papers on that page 4 regard-
ing th;: safety of reuse that were, as you put it just now, to the op-
posite?

A. I don’t know—I didn’t do—I didn’t write the paper, so I didn’t
do any of it. But I don’'t know——

Q. Well, let’s turn now to another report also referenced on page
4 of this briefing paper entitled “Investigation of Risks and Haz-
ards Associated with Hemodialyzers-FDA Report, 1980.” We have a
copy here for your reference of the report in its entirety along with
a separate copy of chapters 1 and 12. Chapter 1 being the introduc-
tion and chapter 12 pertaining to the reuse issues.

Mr. ScarcLerT. Do you want to take time to read that?

The WiTnNEss. I do not. It would be silly.

By Mr. MicHIE.

Q. Now, if I may assist you in the very first paragraph of chapter
1—

A. Is that this? ,

Q. Just turn the page there, and I think you’ll find chaper 1.

A. Yes.

Q. In the very first paragraph of page 1, quote: “The study’s aims
were to identify the risks and hazards associated with hemodialysis
equipment and to recommend ways of controlling it. The FDA has
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two goals in mind, to provide the division of general medical device
standards with the information required for writing and imple-
menting standards for hemodialysis equipment and to provide the
gastroenterlogical urological device classification panel with addi-
tional data to aid its evaulation of system component devices.”

Now, had you been aware of the purpose and goals of this study
prior to your appearance here today? )

A. Well, I was aware of this document. If you had asked me what
the goals were, I think I would have had to have looked them up.

Q. Let’s turn now to chapter 12 of your report. If you would go
on in a few pages, I think you’ll find chapter 12, the first page. It's
titled “Reuse of Dialyzers.”

A. Uh-huh.

Q. Have you ever had the occasion to read this chapter of the
report? ‘

A. I don’t think so.

Q. Let me direct you to the third paragraph on page 338, which
states, quote: “The safety and efficacy of reuse is a subject of some
controversy. While there are some reports in the literature that
document the adverse effects of reuse, there are others that indi-
cate that dialyzer reuse is a safe and effective practice with mini-
mal patient complications. The studies cited in the literature are
not always complete, well controlled, and well documented and an
objective interpretation of the results is difficult.”

Skipping now to the middle of page 343, we find the statement
“HIMA,” standing for the Health Industry Manufacturing Associa-
tion, “appropriately points out that the practice of reuse is largely
unregulated and therefore does constitute a potential threat to pa-
tient’s safety.”

Now, can you point to anything contained in the passages I've
just read that reflect in any way the statement in the briefing
paper for the Commission, quote, “‘reuse patients are shown not to
be at a disadvantage compared to other patients’?

A. I don’t feel like going through that kind of exercise this after-
noon, Jim. It’s just not appropriate to this session. If you want to
make the point that you believe that this report doesn’t support
that reuse is safe, then make it. 'm not going to sit here and try to
go through that kind of exercise. This is a thick report, I'd want to
look at the whole report, so on.

Q. We would be happy, Mr. Benson, to allow you to postpone
your answer to these questions to a later date, that, of course, with
the agreement of your legal counsel. We are not trying to get you
to answer questions about a report that’s 2% to 3 inches thick. But
we do want to get these questions on the record. And if you wish,
we can defer your answers until a later date if you wish to review
the report.

Would that be agreeable?

A. Well, I would prefer to not answer questions of that nature. I
don’t feel like 'm expert enough for one thing. It's late in the day
and I don’t feel—I don’t—I just don’t think it's appropriate.

I—from my standpoint, I don’t know what the ground rules on
“this sort of thing call for.

Q. Well, if you——
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A. T have no objection to answering in writing those kinds of
questions. But I'd want to have them adequately staffed out, and
I'd like to do it right.

Q. I'll be glad to explain to you the rules. If you are at this time
refusing to answer the question——

Mr. ScarLETT. Oh, Jim, let’s go off the record.

Mr. MicHIE. Let me finish the sentence please, Mr. Scarlett.

And at the same time if you are refusing the accommodation
that we have offered you, to take the report and review it from
cover to cover if you wish and then answer your questions in writ-
ing or orally, whichever, but of course subject to the oath that
you’ve taken this afternoon, I'd like your answer.

Mr. ScarLeTT. I'd like an opportunity to consult with my client.

Mr. MicHIE. Fine. You have those two options.

The WrrNEess. Oh, I have lots of options.

Mr. MicHIE. Let the record show that the deponent along with
his legal counsel have left the room to consult privately regarding
the last question on the record.

[Short recess.]

Mr. MicHIE. Are we back on the record?

Mr. ScarLert. We're back on the record.

I believe Mr. Benson would prefer to go ahead and answer the
question based on the knowledge that he has at this time.

The WiTNEss. Would you mind repeating the question.

By Mr. MicHIE:

Q. Yes. Going back, we’ll start from the very beginning, the third
paragraph, page 338, which states:

The safety and efficacy of reuse is the subject of some controversy. While there
are some reports in the literature that document the adverse effects of reuse, there
are others that indicate that dialyzer reuse is a safe and effective practice with
minimal patient complications. The studies cited in the literature are not always

complete, well controlled, and well documented and an objective interpretation of
the results is difficult.

Then we skipped on over to the middle of page 343 where it
states: “HIMA,” standing for the Health Industry Manufacturers
Association, “HIMA appropriately points out that the practice of
reuse is largely unregulated and therefore does constitute a poten-
tial threat to patient safety.”

My question was: Can you point to anything contained in the
passages, excerpts that I've just read that reflects in any way the
statement of the briefing paper for the Commissioner, “reuse pa-
tients are shown not to be at a disadvantage compared with other
patients”’?

A. OK. Give me a second.

Q. Sure.

A. There’s one passage on page 338 that you read, I would like to
repeat a portion of that.

Q. Please? _

A. It says: “There are others,” referring to studies, “in the litera-
ture that indicate the dialyzer reuse is a safe and effective practice
with minimum patient complications.” That to me presents a bal-
anced view of the reuse versus nonreuse issue.
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Q. Do you find that same qualification that you've just cited in
the statement that reuse patients are shown not to be at a disad-
vantage?

A. I'm sorry, say it again.

Q. I'm trying to understand—you know, I read that passage and
it says some studies say there are problems, some studies say there
aren’t.

A. Right. :

Q. 'm trying to get you to tell me whether or not you see that
reflected in the statement from the briefing paper, “reuse patients
are shown not to be at a disadvantage.” It doesn’t say reuse pa-
tients most of the time are shown not to be or some of the time.
But it implies that reuse patients are shown not to be at a disad-
vantage all the time. ’

A. The passages that you read don’t indicate that reuse patients
are not at a disadvantage all the time if that’s what you're wanting
me to focus on.

Q. Then the passages that you read and that I read from the
paper, do they accurately reflect the statement reuse patients are
shown not to be at a disadvantage? Not some reuse patients, not
most, not a few, not all, does it reflect that?

A. Yes; I think it does.

Q. On the last page of chapter 12, page 344, there’s a paragraph
with a heading “Recommendations,” which states:

The issue to be resolved is whether standards, either performance or disclosure,
can be written for the reuse of dialyzers. At the present time such standards cannot
be proposed for two reasons.. First, in the absence of definitive studies, such as the
one contemplated by the NIH, the necessary criteria to establish standards cannot
be formulated. Second, at the present time manufacturers label dialyzers as being

intended for single use only. Unless these issues are resolved standards related to
reuse are not relevant. :

Now, can you point to me anything in these conclusions and rec-
ommendations at the end of that chapter on reuse that reflects in
any way the statement in the briefing paper for the Commissioner,
that “reuse patients are shown not to be at a disadvantage,” the
word “not” underscored, “compared to other patients”? Can you
show me any thing there?

A. No. I don’t think it’s—to me this recommendation, this para-
graph, doesn’t zero in on reuse at all. It’s simply a statement of
dialysis equipment in general.

Q. Well now, what is the title of chapter 12, Mr. Benson?

A. I don’t know. What page does it start on?

Q. Chapter 12, the title of chapter 12 is “Reuse of Dialyzers.”

A. What page is that?

Q. That’s on——

A. Here it is, 338.

Q. Now, what my question to you is that—can you explain why
this 1980 FDA report—and if you wish you can postpone your
answer to this question—why was this FDA report used to support
the statement to the Commissioner and to Dr. Marshall, because
the paper was passed on to him, that reuse patients are shown not
to be at a disadvantage?

A. I can’t answer that now. From the passages that you've pulled
out with the exception of the one example that I gave, it certainly
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doesn’t make the case, including the example I gave, I certainly
don’t believe that it makes a strong argument——

Q. May I make a suggestion?

A. May I finish?

Q. Go ahead, Please.

A. I can’t answer your question without having either myself or
someone go through the report and dig out that information.

Q. Agreed. And my suggestion is that if you will go back to your
office, get a copy of this report, go over it, and see whether or not
anywhere in that voluminous report you can find a statement or a
combination of statements that support what was told to the Com-
missioner in that briefing paper, quote, reuse patients are shown
not to be at a disadvantage compared to other patients? Would you
like to do that, Mr. Benson?

A. Is that in the form of a suggestion?

Q. It is a suggestion.

A. OK. I will weigh that suggestion.

Mr. Scarrert. I'd like to state for the record in the form of an
objection if necessary that your characterization of the briefing
paper as reflecting what was told, the Commissioner is inaccurate.
The briefing reflects what's in the briefing paper. It is not a tran-
script. I don’t think Mr. Benson stated that everything that’s in the
briefing paper was conveyed to the Commissioner nor did he state
that they were only things that were conveyed to the Commission-

er.

By Mr. MicHIE.

Q. Was the Commissioner apprised of the passages in this report
and was the Commissioner apprised that this report was focusing
on whether or not standards could or should be formulated and put
into place, was he told that at the briefing?

A. I don’t remember what he was told at the briefing. I can tell
you that we believe—we in the Center beleive, I'm sure we believed
at the time of the briefing, we beleive now, that it would be a posi-
tive act to have protocols in place in dialysis centers, both for all
facts of dialysis as well as reuse. So it would not have been unlike-
ly that we would have said that.

Now, standards is a term that’s often misused and it needs to be
defined. In the context of this report as I was reading it, I read it
was equipment performance standards. I think that your context
and that context that I'm using it in now, is as a protocal, which
would describe how one goes about the technique of hooking up di-
alysis equipment, proper cleansing and so on.

Q. But you're not certain of that; are you?

A. Of what?

Q. The conclusion you just reached, that it’s performance stand-
ards?

A. Oh, no, not at all. I don’t know.

Q. In other words, you wouldn’'t be able to make a definitive
statement on that unless you read the entire report; would you?

A. That'’s right.

Q. Let’s move forward in time now to July 8, 1986. Did you
attend a meeting on that date with Dr. Windom, Assistant Secre-
tary for Health, and a number of other PHS personnel?
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A. I did attend the meeting. And that’s probably the right date, I
don’t know.

Q. What was the purpose of that meeting?

A. The purpose was—I think were two purposes. One was to—Dr.
Marshall, a far as I know instigated the meeting and had two pur-
poses. One was to brief or to try to get Dr. Windom up to speed on
the dialysis issue, if you will. He was newly appointed as Assistant
Secretary for Health. He also wanted to seek a delay in the dead-
line that he was under for the assessment report.

Q. The deadline you say?

A. Yes; that’s what I said.

Q. And who at the meeting discussed a deadline; do you recall?

A. No. 'm—my recollection is if that was the purpose of the
meeting, presumably Dr. Marshall did. I can’t give you verbatim,
but I'm pretty sure he did discusss that.

Q. Do you recall the date of this deadline as you put it?

A. No; but—in fact, I thought that the report had been due
alrady. So I'm not sure. .

Q. Roughly for how long a time did this meeting last? An hour,
less than an hour?

A. I would say—on the order of an hour.

Q. Were you there for the entire meeting?

A. Yes.

Q. Was Dr. Windom there for the entire meeting?

A. He may have been called out for a phone call or something.
But for the most part he was.

Q. As best you can recall, you talked about the deadline, you
talked about briefing, but very, very briefly in summary would you
tell us what direction did this discussion take and who did most of
the talking?

A. Do you mind holding just a second? I want to make a note.

Q. Sure, take your time.

A. I'm back on the other thing.

Q. That’s all right.

A. OK, I'm sorry.

Q. That’s all right.

A. Would you again.

Q. If you would give us some flavor in a summary way about this
discussion. You spoke of the deadline, getting Windom up to speed,
is that correct, on dialysis, and who did most of the talking, if you
coulclil just give us a general overview of what was said there as you
recall.

A. Dr. Windom was very passive at the meeting and was kind of,
you know, in a receiving information mode. It was the first time I
had met him so I was—I didn’t know what to expect. So that’s how
I would characterize it.

Dr. Marshall actually came to the meeting at 4:30, give or take a
few minutes. Prior to that time the rest of us there sort of stum-
bled around not knowing exactly what to do. It was a little bit
awkard in that it was Dr. Marshall’s meeting and it was a what do
we do now kind of thirig. And we ended up giving him a rather
brief overriew of the hearing and the issues that led up to the hear-

ing.
Q. The March 6 hearing?



81

A. The March 6 hearing. Bob Eccleston did that—well, period, he
did. When Marshall came in, he then talked about concerns that
he had about the process——

Q. About which process?

A. The process leading up to the input to the assessment report,
the fact that he had gotten materials very late in the game and
needed additional time, those kinds of issues. There probably were
lots of other things. I'm not sure I remember them all.

Q. Did Dr. Marshall complain about not getting materials in a
timely manner from your Center, your agency?

A. I know that’s an issue. And I don’t recall—

Q. At that meeting?

A. Yes, I know. I don’t recall him putting that on the table at the
meeting. He may have. If he did it, he did it in a very gentle way
that I didn’t feel—I mean I would have been tuned into that be-
cause it was the first time I had met Dr. Windom, it would have
been very uncomfortable to be so accused. I didn’t feel accused.

Q. Do you recall having received during this meeting a copy of a
memo atﬂlres‘sed to Dr. Windom from Dr. Marshall?

A. I recall that a memo was handed out at the meeting.

Q. Do you recall receiving a copy yourself?

A. 1 was given a copy, yes.

Q. And did you read it?

A. ] did not.

Q. You did not read it?

A. I did not.

Q. Why didn’t you read it?

A. Well, the discussion went on—like I say, he came in late, the
memo was handed out. And it was never discussed per se at the
meeting, I mean the content of the memo was never discussed.

Q. And you have never read that memo to this day?

A. Oh, I read it.

Q. Is that correct?

A. No, that’s not correct.

Q. Oh. When did you come to read this memo?

A. As a result of your sending it to the Secretary, Senator Heinz
sent it to the Secretary.

Q. So this was some time shortly after July 23?

A. Yeabh, right.

Q. At this time we’d like to share with you a copy of that July 8
memo. This memo in part states: “As events have unfolded it is
clear that the March 6 testimony was not based on all of the ger-
mane facts and that we may need to take a position counter to that
which we argued on March 6.”

Mr. ScarLETT. Could you state where in the memo you are?

Mr. Mrchie. That’s on the first page, right up in the first para-
graph. The sentence starts: “As events unfolded.”

Mr. ScarrerT. OK.

By Mr. MicHIE.

A. It goes on to say: “We need to ascertain a PHS position and
inform HCFA of that position in order to minimize embarrassment
for the Department.”

Q. Do you know what Dr. Marshall was referring to regarding
events that had unfolded? Do you know what he was referring to?
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A. Let me think about this. Well, the clear answer is no, I don’t
know what he meant. I know that—I know some of the concerns
that he had were, from later discussions were he didn’t feel like he
had all the data that was available, that was certainly a concern.
That’s my interpretation. .

Q. Was he accurate in stating so to you?

A. As far as I know he was, yes.

Q. So are you sayng that he could possibly have been referring to
the FDA and the other agencies not having provided him with all
of the information and documentation that at the time of the
March 6 hearing was in the possession of the FDA and perhaps
some of these other agencies? Do you think that’s what he might
have been referring to? .

A. I would guess that’s what he meant, I think that’s what he
meant.

Q. Do you have any knowledge of, as he put it, germane facts
missing from his testimony?

. A. No, I do not.

Q. Do you have any knowledge of the germane facts that he
might have been referring to regarding Mr. Villforth’s extempora-
neous testimony at the hearing? :

A. No.

Q. Have you discussed this with Mr. Villforth at any time follow-
ing the hearing?

A. Yes.

Q. What did you discuss with him?

A. Just the general issue of what was missing, you know, what
was the issue, what was the concern. I don’t—the—my attitude has
always—was and has been that FDA never withheld information or
certainly didn’t intentionally withhold information.

Q. Do you know that for certain? .

A. I know it from my own attitude in——

Q. But I mean can you speak for the other parties who are in-
volved?

A. No; I can’t speak for anyone else’s incentives or motivations.
But I know those people.well and I don’t think—I think that there
is a difference between a response of going in and, you know, emp-
tying your files and, you know, versus trying to be cooperative.

We had set up at Dr.—I'm not sure at whose request. Someone
from Marshall’s staff had contacted our own health affairs staff at
the FDA level. They in turn requested us to assist Marshall. And I
think I in fact answered that request. And we said we'd do what-
ever we could. And that was always my attitude.

I thought, and still do think as a matter of fact, it was a relative-
ly close working relationship with Dr. Marshall and with Dr.
Carter and anybody else over there that was working on the assess-
ment. We were willing to do whatever we needed to do to help
them. I don’t think we withheld information.

Q. Turning now to page 3 of the July memo, the first two sen-
tences in the second to last paragraph, quote, “After the hearing
Dr. Macdonald directed me to carry out an assessment of dialyzer
reuse”’—— '

A. Just a second.

Q. Page 3?
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A. OK, where are you?
2. giIIiSt two sentences of the second to last paragraph.

Q. “After the hearing Dr. Macdonald directed me to carry out an
assessment of dialyzer reuse. In the course of carrying out that as-
sessment it has become evident that communication within the
Public Health Service'is less than adequate.”

What during the course of carrying out of this assessment do you
think would have made it evident to Dr. Marshall that communica-
tions within the Public Health Service were less than adequate; do
you have any idea of what he meant?

A. I really don't.

Q. Have you ever discussed that with him? Have you ever asked
him what he meant by that? :

A. I've never asked him directly.

Q. Have you discussed this July 8 memo with him in any context
whatsoever?

A. There was a session when he came over and met with us

“when the rumor of the hearing was going around. And he had ac-
tually done some thinking about what ought to be said at that
hearing. And I don’t remember talking about the memo as such at
that session, but I know we talked about his concerns about infor-
mation.

And it was sort of—from my standpoint it was kind of an air
cleaning session because I wanted to say to him, look, we are not
and don’t want to be withholding information. The one thing that
he expressed concern to us about was the two draft reports, State
reports, that in fact were in our possession prior to the hearing.
And I can remember—the reason I mention that in particular is I
remember saying to him, John, if they were withheld—John Mar-
shall, if they were withheld from you they were also withheld from
John Villforth.

Because John—dJohn Villforth didn’t have them either. And I
went back and looked at that specifically because it did concern
me. And the answer that I got back, and I beleive it, was simply
the report—one of the reports was in pretty bad shape and the
project director didn’t have a chance to look at those, and didn’t
make the connection between the potential importance of those re-
ports and the hearings. I believe him.

So that was the nature of the discussion to answer your question.

Q. Isn’t it true though, Mr. Benson, that most of this material—
and I speak of the substantial amount of documentation, much of
which this committee was provided by your Center, isn’t it true
that most of this material was not provided to the NCHSR until
after that agency had completed its assessment and had submitted
its report to Dr. Windom on August 6; isn’t that the case?

A. I know there was a substantial amount of material that you
delivered to Marshall that he had not gotten from us that came
from our files. Whether you call that substantial or not, I don’t
know, I didn’t do a page count. But I think that it’s important to
know that. As far as I know anyway we were never under a re-
quest to dump the files.

It was a cooperative arrangement, including having people to sit
down and work with him on the assessment report. We had people
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over there, we had people answering questions, working with him
very closely. So I think there was a difference between your re-
quests, which I can’t give to you verbatim, but basically your’s are
give us all the information that you have in your possession, versus
his which would be to standby to help. And it was the standby to
help thrust that we had with Dr. Marshall, et al.

Q. Now, what we're talking about are the documents, the medi-
cal device reports, the establishment inspection reports, the many
memos and other records that were written beginning in early
April and even before that regarding infection outbreaks in dialysis
clinics that reuse, as well as the EIR and NDR reports pertaining
to deaths, serious injuries, malfunction, extremely poor reprocess-
ing procedures in dialysis clinics, and numerous deficiencies in
gaal}ufacturing in terms of manufacturing dialysis and reprocessing

evices.

Shouldn’t this material have been provided to NCHSR in a
timely manner? Much of this had been generated even prior to the
March 6 hearing?

A. I can’t give you a simple yes or no answer to that. I think
that—I made an attempt to inform Dr. Marshall of the, either di-
rectly or by memo through Eccleston or someone—on some of the
infection outbreaks which were late in the game. I know that if
you asked about EIR reports, I mean there are literally thousands
of EIR reports floating around, and I wouldn’t——

Q. But not just on reuse and reprocessing and manufacturers.
There aren’t that many of those, are there?

A. Probably not. But I'm giving you as good an answer as I can.

Q. Alright.

h.A. It would probably not have occurred to me to deliver those to
im.

Q. Are you aware that on or about August 8 of this year Robert
Eccleston” of your staff finally telephoned the NCHSR staff to
inform them that your Center would begin to provide to NCHSR
everything that your Center had already provided or was in the
process of providing to this committee? Are you aware of that,

A. I'm not sure of the date or the actual content. But I—yes, I'm
aware of that. .

Q. I have here for your reference a copy of a memo dated April 9,
1986, to the FDA’s Associate Commissioner for Health Care from
NCHSR’s Office of Technology Assessment in which NCHSR re-
quested any and all information regarding dialysis reuse from
FDA. There is a schedule there regarding these issues.

Have you ever seen this memo prior to your appearance here
today?

A. No.

Q. Would you like to take a minute to look at that here today.

A. Yes, I would. .

Q. Incidentally, this memorandum—duplicates of this memoran-
dum were sent to CDC and I think to one or two other interested
agencies. .

A. No. My recollection is that we got a memo much briefer than
this from the health affairs staff making a request for assistance.
But it was not this extensive, that request was not this extensive.
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Q. You have a definite recollection there of never having seen
that memo until your appearance here today; is that correct?

A. Well, let me tell you exactly what’s running through my
mind. I—in reviewing things yesterday—and again I told you I
tried to review things I had been associated with—one of the things
was a response to the Office of Health Affairs. And the——

Q. Whose response?

A. My response. And the incoming that accompanied that was a
briefer memo than this. So based on that, looking at those two doc-
uments yesterday, I don’t recall this longer version.

Q. Now, let me share with you now a May 28, 1986, memo to
NCHR’s Office of Technology Assessment from FDA’s Office of
Health Affairs. This memo is in response to the NCHSR April 9
request that you have before you there for information. This memo
states:

All information concerning the issue of reuse of dialyzers, blood lines, trans-use
filters and dialyzer caps is already available to OHTA as part of the package pre-

pared for the Senator Heinz March 6, 1986 hearing. Office of Device Evaluation has
no additional information.

Again pointing out this memo is dated May 28 of this year.

Now, was this a true statement at that time, Mr. Benson?

A. Probably not.

Q. Well, was it or was it not?

A. Well, it was obvious that additional information—I mean it'’s
obvious that additional information was provided. So they didn’t
have all the information.

Q. As a matter of fact, as early as early April, weeks prior to the
forwarding of the memo to NCHSR, FDA as well as CDC was very
well aware of the fact, were they not, that outbreaks of infection
were occurring in several States. Isn’t that the case?

A. I don’t know—we were aware that there had been outbreaks.
I don’t remember the dates. But I—I mean I trust your—I'm sure
you have them down.

Q. Well, if you like, you can check your records and you can
amend your answer to this question.

A. No, I don’t need to do that.

Q. You're provided that accommodation.

When did you and your Center first learn of the infection out-
breaks in several states that came to light starting in April, early
April, of this year? Do you remember when you first learned about
this? And how did you come to learn about it?

A. Let me answer you this way: I think there have been—if you
go back over the DEN reports or various information, there prob-
ably have been—I know there have been infection or bacterial out-
breaks of one kind or another associated with dialysis for a long
period of time.

Again, I think that the hearings had everybody’s sensitivity up,
and so it was much more likely that our Office of Compliance, who
normally is the link between myself or Villforth and the field.
They manage the DEN program as well as the MDR program, so
they would have had that information. So I don’t recall specifically.

But my assumption is I would have found out from someone in
the Office of Compliance about those outbreaks. And I think—
again, I'd want to go back and look at the records, but it seems like
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it was around April that there was the—can I talk about trade
names? Well, there was one that was recalled, and it was around
that time.

Q. That was the chemical ReNew-D; isn’t that correct?

A. Right.

Q. And the first outbreak of infection involving the chemical
ReNew-D, was it not in Inglewood, CA? Do you recall that FDA
personnel jointly with CDC personnel began an inspection at the
Inglewood, CA, clinic on May 10?

A. I don’t recall the dates. But I know we did—we had worked
witl CDC on a follow-up to several of those outbreaks.

Q. When was it that you and your Center began to inform
NCHSR of these outbreaks? And to whom in NCHSR was this
information given?

A. I don’t know the answer to that.

Q. Was NCHSR informed of these infection outbreaks in writing?
And if so, approximately when were these written communications
forwarded to NCHSR?

A. I know that when—it was a period of time around this time
when I became aware of the infection outbreaks. And I also real-
ized that we ought to be letting Marshall’s crew know what was
going on. So I sent one note over there and asked Eckleston, who
by this time we have asked to be kind of the focal point within the
Center for dialysis related issues, to keep him informed.

So, I think you asked before what'’s triggered some of the in-
creased information. That could have been what triggered it. I
know that I was concerned that we wanted to make sure that we
were providing as much information as there was.

Q. So as best you can recall, you do remember sending one note
or a memo over to Dr. Marshall?

A. Yes; I do.

Q. Do you remember when that might have been? Was it in
April. Was it in May? Was it in June; do you recall?

A. I don’t remember the dates.

Q. We have a copy here of a June 25, 1986 memo to Dr. Marshall
in which you apprise him of the ReNew-D recall and the infection
outbreaks associated with the use of that chemical. Was this the
note you were referring to?

A. Yes; I think so—yes, it is.

Q. Was this your first written notification to Dr. Marshall con-
cerning this?

A. 1 believe it was.

Q. Now, going back in time, I think you stated earlier that you
believe it was some time in April or maybe as late as May that you
learned abut the beginning of these infection outbreaks.

A. Well, personally or as a Center?

Q. Well, as a Center?

A. As a Center, yes. :

Q. Can you explain to me why it took so many weeks from the
beginning of those outbreaks in early April for you to inform Dr.
Marshall of what was going on? Can you explain that to me, that
memo being dated June 25?

A. 1 think the answer is it didn’t occur to me at the time to
inform them. I mean it just wasn’t in my mind to inform them.
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Q. In view of the fact that Dr. Marshall was in the process of
conducting a health technology assessment of the safety and effica-
cy of reuse, are you saying that you did not think that this was
germane to his assessment?

A. Well, obviously ! did when as soon as it occurred to me that
this was something that Marshall should know, I followed up on it.

Q. Did anyone suggest to you or did you decide on your own not
to inform NCHSR until June 25?

A. Absolutely not. No one has ever suggested to me that we not
inform Dr. Marshall or anyone reporting to Dr. Marshall these
sorts of things.

Q. In retrospect, do you think you should have informed him
prior to June 257 In light of the fact that the documentation, virtu-
ally all the documentation, pertaining to what you talk about in
that memo to him he did not receive until August 11, 5 days after
his deadline of August 6 to submit the assessment report to Dr.
Windom? In retrospect, do you think you should have reported to
him sooner and shared all that material with him?

A. Oh, I understand the question. Let me think a m