ENCLOSURES

Letter to all Section Chairs
National Academy of Sciences

1 September 1992

To alarge extent, organizations have io rely on trust, because one cannot verify everything ail
the time. I provide documentation that neither the Gallo investigation by NIH nor top
officials of NIH and HHS can be trusted. When trust breaks down because of institutional
failures, the workings of an organization are shaken, and it is very complicated, time
consuming, and energy consuming fo engage in setting matters straight. When challenging
official reports, I don't ask to be trusted. Although my documentation may appear bulky te
some people, I think it is essential that you see the documentation to have a basis for your own
judgment. The enclosures are meant to provide you with primary sources, as the historians say.
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Yale UI]lVGH‘Slty New Haven, Connecticut 06520 5 April 1992

DEPARTMENT OF MATHFEM -
10 Hillhouse Avenue
(203) 432-4172 : Box 2155 Yale Station

To the Council

National Academy of Sciences
2101 Constitution Ave
Washington DC 20418

Robert Gallo was elected to the National Academy of Sciences in 1988. John Crewdson’s book-length
article in the Chicago Tribune of 19 November 1989 started nationally a long train of questioning of
scientific practices by Gallo. Following a request by NIH, the Academy "developed a list of nominees
to oversee the review by the National Instituies of Health of the circumstances leading to the
discovery of the AIDS virus and the allegations about the research practices of Dr. Robert Gallo."
[Letter from Frank Press to James Mason, Assistant Secretary of Health, 13 March 1990.] The panel thus
nominated by the Academy was chaired by Fred Richards.

The latest article by Crewdson in the Chicago Tribune of 27 March 1992 quotes extensively from a
report by the Richards panel to NIH. I reproduce here some paragraphs from Crewdson's article:

In her charge to the panel members, Healy asked for their opinion on whether the NIH report
represented "an appropriate, thorough, and credible investigation of the charges” against Gallo.

In several important respects, the panel said, it did not.

The NIH report is not uncritical of Gallo whom it accuses of “an unhealthy disregard for accepted
standards of professional and scientific ethics,” The panel, however, faults the NIH for failing to present its
findings in a "larger context".

To have done so, it says, would have demonstrated "a pattern of behavior on Dr. Gallo's part that
repeatedly misrepresents, suppresses, and distorts data and their interpretation in such a way as to
enhance Dr. Gallo's claim to priority.”

~Popovic told NIH investigators that his initial draft of the 1984 article included the acknowledgement
that he had grown and performed experiments with the French virus, and had used it as a "reference virus"
in later experiments.

But Popovic said that, despite his insistence on giving credit to the French, Gallo deleted his
acknowledgments from the manuscript with the written comments: “"Mika, are you crazy?” and "Mika, you
are incredible.” Popovic is known to friends as Mika.

-.The published Science article declared that the French virus "has not yet been transmitted to a
permanently growing cell line for true isolation” - precisely the experiment, the NIH investigation found,
that Popovic had performed successfully several months before.

The NIH report nevertheless accepted Gallo's claim that he had not intended to conceal his work with the
French virus. The questioned statement, he said, had referred not to work in his own laboratory but to what
he then believed was the inability of the Pasteur scientists to grow their own virus.

According to the panel, however, Gallo's' statement was indicative of "a pattern of misrepresentation” in
the description of the isolation of the AIDS virus in the Science article.

"The statement”, the panel wrote, "was simply false and was known to be false at the time the paper was
written™ and represented "one of the most glaring faults in the paper.” The panel concluded that "there is
no way in which Dr, Gallo can be excused from sharing the blame for this misstatement.”

Net only did Gallo's failure to acknowledge his work with the French virus represent “intellectual
recklessniess of a high degree,” the panel said, it amounted to the "intellectual appropriation of the French
viral isolate."...

, MATHGLOMI MATH.YALE.EDU
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Gallo's nomination and support for election to the NAS in 1988 was based in large part on his

urported contributions to discoveries concerning the AIDS virus. The information that has since come
out publicly (but there are indications that it was previously known to some researchers in his field)
strongly indicates that Gallo was nominated and elected to the Academy under a questionable
representation of his work.

Therefore, both as a member of the NAS and a member of the scientific community at large, I ask the
Council to start a public investigation of the merits of Gallo's nomination and election, because the
National Academy of Sciences is responsible and accountable to the scientific community at large for its
standards, as well as for promoting standards and setting examples of standards. Membership in the
NAS is taken seriously by some people, who see it as bestowing scientific credibility and certifying
scientific achievernent. I am aware that the bylaws of the Academy do not have provisions for the
resignation of someone from the Academy. But the question whether anyone - Gallo in the present
instance - is to resign from the Academy is not the only question that needs to be addressed, nor in my
opinion is it such an important one. The Academy could very well clear itself by admitting publicly to
having been misled (it remains to be determined by whom and how), without taking the statutory step
of forcing Gallo's resignation.

Sincerely yours,

cc: John Crewdson, Robert Gallo, Fred Richards, Edward David - COSEPUP Panel, Gérard Debreu
(Chair, Social Science Class of the NAS), etc.

Enclosure: Crewdson's article of 27 March 1992

PS. May I add that others have asked the Academy to issue statements on some concrete cases of
questionable scientific conduct which have arisen during the past few years, for instance John Cairns
who wrote an open letter "To an officer of the National Academy of Sciences, 28 June 19917, published in
Nature (11 July 1991), concerning the Baltimore case, and stating in part:

(4) Some of the blame falls on the scientific community - on those who arranged and conducted the
initial, perfunctory inquiries - on the National Academy for not demanding a proper investigation - and on
the many scientists who did not look at the evidence and, instead, construed the whole business as a
Congressional manoeuvre to attack the scientific establishment. (I remember that originaily I too felt that

the row was probably a political stunt.)
{5) Because the establishment has played such an undistinguished role, we may find it increasingly
difficult to maintain the idea that science is a genuine search for truth and that scientists are generally

honourable and deserving members of society...

{6) So [ believe that, although it [is] now too late to do much good, a statement (a) reaffirming the aims of
science and (b) pointing out that if the rules and principles of science had been observed we wouldn't now
be in this mess...

As far as 1 know, the Academy has not issued any such statement. I also remind you that I wrote to the
Council on 25 February 1990 objecting to Gallo's election even at that time. I deplored how "the natural
tendency of the higher ups in the NAS has been toward secrecy, looking the other way, taking the
limited hang-out route, refusing internal, let alone public discussion about certain issues...the Coundil of
the Academy, and the Academy itself, have to make a choice as to the leadership they will provide.”
The history of the past two years shows that the Academy’s failure of responsibility is continuing
exactly as I described it in 1990.
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NATIONAL ACADEMY OF SCIENCES

EIQI CONSTITUTION AVENLE NW WASHINGTCON D.C 20418

QFFICE OF THE PRESIDENT

May 7, 1992

Dr. Serge Lang

Department of Mathematics
Yale University

10 Hillhouse Avenue

Box 2155 Yale Station

New Haven, Connecticut 06520

Dear Dr. Lang:

I have your letter in which you register unmitigated
disgust with the Gallo investigaticn and the role of
NIH~HHS and NAS. It was clear to both the NIH and to
the Academy that our role in the matter was to provide
to NSF names of reputable scientists qualified to serve
in an advisory role. Regardless of what individuals
have stated publicly, it was clear to NIH and to the
Academy that this was to be an exclusively NIH
committee with no further rcle for the Academy than

to suggest names. We have served in the role of
identifying experts on numerous occasions for many
organizations, both public and private.

‘/"_'\]
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President
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DEPARTMENT OF MATHEMATICS
10 Hillhouse Avenue
(203} 432-4172 Boz 21535 Yale Station

Frank Press, President
National Academy of Sciences
2101 Constitution Ave
Washington DC 20418

Dear Dr. Press,

This is to acknowledge receipt of your letter of 7 May 1992, which to me is verbiage. 1 do not understand
the relevance of your phrases starting with "it was clear...", and I wonder about their role in your
letter. There is an innuendo in those sentences that somehow I am not representing the situation
properly in my own letter. However, what "was clear” to whoever is irrelevant, and I object being put
in a position of having to consider what "was clear to both the NIH and to the Academy”, 1 commented
on the record as it exists, not as people might rewrite it. In my letter to you I quoted correctly and in
context from the exchange you had with James Mason, and I quoted correctly and in context from Raub's
press conference. I therefore stuck to the record and | ask others to evaluate those concerned on the basis
of this record. I hold people involved in this record responsible and accountable for their actions. I
stand by what I wrote.

Sincerely yours,

MATH&@LOMI1 MATH. YALE EDU




NATIONAL ACADEMY OF SCIENCES

2101 Constitution Avenue Washington, D.C. 20418

OFFICE OF THE HOME SECRETARY
[202) 334.2445

May §, 1992

Professor Serge Lang
Department of Mathematics
Yale University

Box 2155 Yale Station

New Haven, CT 06520

Dear Professor Lang:

[ write to inform you that the Council discussed your letter concerning Robert Gallo
at its meeting on April 25. The Academy will not "undertake a public investigation of the
merits of Gallo’s nomination and election” as you requested.

Yours sincerely,

Crvg S

Peter H. Raven
Home Secretary

cC: The Counci!
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Dr. Bernadine Healy 1% February 1992
Director National Institutes of Health
Building 1

National Institutes of Health
Bethesda, MD 20892

Dear Dr. Healy:

Enclosed is a copy of the response to Your charge to the
group of consultants who were asked to read and comment on the
Report from OSI on the Inquiry and Investigation of Drs. Gallo
and Popovic. I am the sole Slgnatory on the enclosed document. I
expect that you will receive comments from the other consultants
that may Or may not be indentical to those expressed here.

Sincerely yours,

5}?‘1‘1}:@; 77,' /[/ﬁ‘_a éb _,.’2

Frederic M. Richards
Senior Reseach Scientist
Sterling Professor Emeritus




CONFIDENTIALITY AGREEMENT

I understand that the Office of Scientific Integrity (OSI)
proposed final report of its investigation into possible
misconduct by Dr. Gallo and Dr. Popovic is being made available
+to me for the limited purpose of review and comment 80 that 1 may
provide individual advice to the 0SI and the National Institutes
of Health (NIH).

I agree, as a condition of my consulting relationship with the
NIH, to observe strict confidentiality with respect to the
proposed final report, the information contained in it, and all
information I obtain as a result of any meetings to discuss the
proposed final report. Specifically, I agree to the following
conditions to ensure such confidentiality: (1) While the
proposed final report is in my possession, I'will not disclose
it to anyone and will safeguard it so that it will not be
inadvertently disclosed to anyone; (2) I will not make any copies
of the proposed final report; and at the conclusion of the review
session for which a copy of the propcsed final report has been
made available to me, I will immediately return to the NIH the
copy of the draft report made available to me and all notes or
other written documents that I have made that refer to the
proposed final report or any discussion of it; (3) I will not
talk to anyone, other than authorized representatives of the OSI
and NIH, about the proposed final report or the review session;
(4) If I am contacted by a representative of the news media, I
will immediately refer that individual to the NIH Office of
Communications without disclesing or acknowledging any
information about the proposed final report or the review
session: and (5) I will cooperate fully with any Government
investigation of any unauthorized disclosure of the proposed
final report. Notwithstanding the preceding sentences in this
paragraph nothing contained herein shall bind the signer to
refrain from commenting on the Final Report of this
Investigation, if and when it is publicly released in an
authorized manner.

1 understand that in the event an investigation establishes a
failure on my part to comply with the terms of this agreement,
NIH may pursue such actions as are legally available to ie, .
including, but not l1imited to taking such failure into account 1in
making future hiring or appointment decisions and reporting such

failure to the National Academy of Sciences.

DATED: SIGNED:
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RESPONSE TO THE CHARGE TO THE CONSULTANTS TO
THE DIRECTOR OF THE NATIONAL INSTITUTES OF HEALTH
CONCERNING THE INVESTIGATION OF DRS. GALLO AND POPOVIC

January 29 and 30, 1992

General Comments:

Every aspect of this case of alleged miscenduct is unique
including the existence of this group of advisors.

In early 1990 the National Academy of Sciences and the
Institute of Medicine were asked to provide a list of
individuals, representing a broad range of backgrounds and
interests, who would be willing to serve as consultants tc the
NTH as it carried out ingquiries into the laboratery of Dr. Robert
Gallo and his associates. This group was not taken through the
process of formal appointment as an advisory committee, but
rather brought in as individual consultants to the Director. The
charge was to advise on the process inveolved in the variocus steps
of the inquiry and later to comment on the final written report.
At no time was this group actively invelved in the actual
investigations or the interviews that were carried out.

The first meeting of the advisors with the Acting Director
and the members of OSI was in April of 1950 at which time the
Inquiry phase had already been underway for about 2 months.
During the ensuing 2 years there have been major changes in
personnel in both the Director's oOffice and in the ©SI. This has
undountedly contributed to the length of this investigation.

The nature of the AIDS epidemic and the prominence cf Dr.
Galle's laboratory as the focus of the NIH attack on this problem
ensured press attention from the very early '80s. Many of the
general problems discussed in the present report were brought cut
in the press at that time. Most interested citizens considered
that whatever the actual facts might be, the issues were decided
in a practical sense by the agreement between the French and
American governments concerning the patents on the blood test.

The real origin of the current claims of misconduct remains
Obscure, but the most visible whistle blower is an investigative
reporter, Mr. John Crewdson of the Chicago Tribune. This is not
the usual case of an individual who is personally knowledgeable
©f, and engaged in the events leading to the accusation. The case
was built by reading documents and interviewing those who were
dlrECtly involved. The results of this effort appeared in the

1
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Occurred 5 to € years earlier,

THE SPECIFIC CHARGES AND RESPONSFES »

l. Deces the Ieport show that the investigative PIOcess was
thorough and Pursued the issues 2ppropriately?

We believe that the collection of physical evidence, the
investigation of the facts, and the interviews of the witnesses
wWere thorough and appropriate. However, we believe that certain
of the analyses angd conclusiocns of these investigations are
flawed. The Preblems are discussed below.

2. Are the issues/allegations statad Properly in the
Proposed final report?

Yes., This aspect of the Report Tepresents a very good job.

3. Does the Proposed Final Report address a2ll the issues
that should ke addressed?

Yes.

4. Are all of the issues appropriately dovered?

No.
f,
Each of the allegations raisel against the Popovic et al,

4 independently in the Report and in no cbvious
or stated order of pPriority. This tends to trivialize the
significance of the findings. The Conclusion section castigates
the overal) level of accuracy of the paper, but fails t&
integrate the findings into a larger context, namely a pattern of
behavior on pr. Gallo's part that repeatedly misrepresents,
SUppresses and distorts data and their interpretation in such a
Way as to enhance Dr. Gallo's claim to priority and primacy.




A. LAV (LAI) was grown successfully in the Gallo laberatory
during the fall of 1983. In particular, LAV was successfully
preopagated using HUT78 cells. Thus, a crucial fact was
established —-- HUT78 cells were permzissive for the growth of
LAV (i.e. the causative agent of AIDS). The Galloc lab "went
to school" with the French virus , yet they later failed to
mention the fact that they had propagated the French virus.
In fact, they denied propagation of the French virus and
stated (in the Popovic et al. manuscript) that the French
virus had never been transmitted to a permanent cell line.
Given the quality of the information derived from
preopagation of the French virus, we believe that this
constitutes intellectual recklessness of a high degree -— in

essence, jintellectual appropriation of the French viral

isclate.

B. With knowledge of the fact that HUT78 was permissive for
the growth of LAV, members of the Galleo laboratory attempted
Lo propagate their own isolate in November of 1$83 using
HUT78 (the pool experiment). Subcloning of HUT78 was
initiated at the same time. Freshly subcloned, HUT78-
derived, H® cells ultimately were added to the pool culture.
The name of HUT78 was changed to HT, and subclones were
ultimately designated (H4,H9,etc) without reference to
HUT78.

C. the so-called HTLV-III virus was thus established and
introduced to the world with no reference to or discussion
of two crucial facts. (1) culture conditions were
established using the French virus, and (2) the cell line
utilized (HUT78) was one that had been obtained from the
Minna laboratery. Against the backdrep of comments from
Gallo about the need for speed to counteract the growing
AIDS epidemic, we note that the Report states that cGallo
refused to distribute uninfected H% cells unless
collaborative agreements had been secured from the cther
investigators. Although others could have cbtained HUT78
cells from the ATCC (American e Culture Collecticn), the
essential identity of HUT78 wifh H9 had been effectively
obscured. We consider fajlure to distribute uninfected H9
cells freely after publication of the article by Pecpovic et
2l. to be essentially immmoral in view of the growipg
seriousness of the AIDS epidemic. Finally, the destript@on
of the pool culture experiment and the convenient definition
of "continuous culture" obscure the true methodology and
chronelegy and lend an entirely unwarranted impression of
rigeorous science to a haphazard set of circumstances. Their
haphazard nature is established by the fact that the "HTLV-
IIT culture" was, indeed, ultimately shown to represent
another example of the continuous culture of LAV (LAI) 1n
the Gallo laboratory.

L.}




5. Is the Final Report well-written and organized and dces
it convey thoroughness and objectivity?

The present version of the Report is a great improvement
over the earlier draft. However, the discussion of the Inquiry
is still somewhat diffuse. This Secticn is fundamentally a
chronclogical narrative with much useful detail.

We recommend that the current Section I, essentially as is,
be made an appendix to the Report, and that a very brief overview
of the overall report be written, including the conclusicns of
the Inquiry phase. This would provide the background and context
for the Investigation.

The Inquiry led to the following major findings:

1) The Inquiry concluded that certain of the
allegations, notably that the Laboratory had grown no
isclates of HIV other than LAV, were incorrect.

(Note: A variety of samples were cbtained and
sequestered during the Inquiry phase. The subseguent
PCR analysis of certain of these samples has shown that
the major, and finally sole, viral compenents in HTLV-
IITb and LAV were identical. It is net pessible, from
these results, to establish whether the appearance of
LAV was accidental or intentiocnal misappropriation.)

2) The Inquiry identified serious questions concerning
the validity of the contents of the key paper (Popovic
et al. 1984} establishing the culture and identity of

HIV.

The Investigation has examined issues related to that paper:

1) misrepresentation of data

2) distortion of procedures and findings

3) misleading statements ,

4) persistent patterns of’ behavior contrary to
standards of intellectual integrity

The thoroughness of. the Investigation appears to be
excellent. Two sides to each allegation are clearly and well
pPresented. However, we do question the validity of the analysis
and conclusions in certain instances. There appears to be a
discrepancy in the treatment of Drs. Gallo and Popovic. Different
standards appear to have been applied. For example:

Allegation (7) - The sentence on the RT analyses of the
samples is found to be a misrepresentation. None of the
authors will acknowledge compesing the sentence., With no way
to identify the actual source, the blame could ke

4
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distributed among all the authers. Yet the blame has been
specifically placed on Dr. Popovic. This appears to be
arbitrary especially in light of other statements that
misconduct cannot be charged where data are lacking.

Allegatlcn (11) = In the description of the
immunofluorescence assay results, the blame for the
discrepancy is placed on Dr. Popevic, again with no cobvious
basis for a cheoice between the two individuals involved, and
in the absence of specific supporting data.

Allegation (13) - In contrast to the above allegation,
where two interpretations of the EM photographs were given,
the opinion of Dr. Gallc was accepted over that of Dr. Gonda
in splte of the fact that the latter was an acknowledged
expert in this technique and was engaged in the evaluation
of such photographs on a regqular daily basis.

Allegation (8) ~ The statement that IAV had not been
transmitted in a permanent cell line is simply false, and
was known to be false at the time the paper was written.
This is one of the most glaring faults in the paper and is
part of the pattern of misrepresentaticn in the discussion
of the preoblem of continuous culture. There is no way in
which Dr. Gallec can be excused from sharing the blame for
this misstatement.

6. Does the report reflect an appropriate and credible
investigation to determine whether there has been scientific
misconduct?

In one critical area, discussed above, the answer has to be
NO.

The public and/or the Cecngress will perceive a bias in the
treatment of the two principals in the Investigation.

Further the Report does not address the overriding issue of
the responsibility of the Chief of ‘a Laboratory to monitor the
performance of all persconnel in the Laboratory and teo pay
particular attention to the accuracy of major publications which
bear his name as an author. The paper at issue was central to the
claim of priority in growing the virus. The senior author had an
imperfect command of English and a known inadequacy in record
keeping. The combination of these facts should have resulted in
the most meticulous scrutiny by the Chief of the Laboratory for
the benefit of all members of the Laboratory in addition to his
own personal responsibility as an author.

ADDITIONAL COMMENTS:




1) In spite of the many faults in the 1%24 paper, 0SI made
ne recommendations with regard to the paper itself. Retraction
seems inappropriate since scme of the conclusions are in fact
correct. However, the authors could be asked if, for the record,
they would publish a corrected version. In addition to the
authors this would raquire the agreement and advice of "Science"
as toc how this might best be accomplished. The absence of records
at the journal office may or may not complicate such a process.
With or without such an agreement, 0SI should inform Science of
the errors that they have uncovered.

2} It should be made clear, although it is not now, that the
respenses of Drs. Gallo and Popovic to the Report, which are
included as appendices, are, in fact, responses to the first
draft prepared in the spring of 1991 and not to the present form
cf the Report.

3) ©One might note at some appropriate spot that the frequent
reference in the Gallo response to the "pressure to publish" the
1584 papers as a necessary prelude to development of the blood
test is pure hyperbole. In science the "pressure to publish" is
invariably related to problems of establishing priority and is
invariably lccated solely in the mind of the author(s). The
development of the blood test would have been more adequately
served by the thoughtful and careful preparation of the papers
describing the research. Their timing was irrelevant.

Cz;ikééimfi ;azz éaglféiqféi
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National institutes of Health
Bethesda, Maryland 20892

CONFIDENTIAL

March 27, 1992

TO: Janes ©. Mason, M.D., Dr.P.H.
Assistant Secretary for Health
Through: Director, Office of Scientific Integrity
and Review

FROM: Director, NIH

SUBJECT: Transmittal of OSI Final Report on
Dr. Robert Gallo and Dr. Mikulas Popovic - ACTICN

As the Director of the National Institutes of Health (NIH), it is

! ny responsibility to make final Agency recommendations regarding

i allegations of scientific misconduct in the NIH intramural
research program to the Assistant Secretary for Health (ASH),

t submitting both the Office of Scientific Integrity (0SI) findings

; and their proposed disposition. Under the established pro-

i cedures' the Assistant Secretary for Health must make the final

determinations regarding scientific misconduct in the intramural

programs of the NIH. In addition to this adjudicatory reole, the

ASH also must determine remedial actions and/or sanctions.

Background

; The case involves allegations of misconduct surrcounding

: activities in the Laboratory of Tumor Cell Bicleogy (LTCB) of the
National Cancer Institute, NIH and inveolving specifically

Dr. Mikulas Popovie and Dr. Robert Galle.

The propesed final investigative xpéport was submitted to me on
January 17, 1992. I reviewed the report, and on various aspects
of the case socught the consultative advice cf: a group of
external consultants known as "the Richards Panel"; a group of

5 distingquished individual consultants from the intramural

: laboratories of the NIH (other than the NCI); and two scientists
' from the extramural community. Most of the scientific
consultants are members of the National Academy of Sciences and
none are scientific collaborators with the laboratory under

'Policies and Procedures Relating to Possible Scientific
Misconduct in the Intramural Research Program at NIH, NIH Manual
Issuance Chapter 3006, 2/15/91, and prior related issuances.
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investigation. The formulation of this transmittal memorandum
was substantially assisted by the knowledge, advice and
perspective of the individual consultants.

With this memorandum of transmittal, I am attaching the Final
Report (attachment 1) and advising you that I concur with 0SI's
findings. Also included are 0SI's recommended sanctions as
submitted to me (attachment 2). (Please note that the Final
Report differs from the Proposed Final Report of January 17, 1992
in only three minor respects, as noted in the attached memorandum
from Dr. Jules Hallum, Director of OSI (attachment 3).) I
believe that the investigative report is presented thoroughly and
Clearly. Although the "inquiry" portion of the report is
somewhat diffuse and narrative, it provides important background
to the Report of the Investigation (pp. 58 and 116), which is
very well presented.

I will briefly summarize those findings and proposed disposition
including views of the consultants where appropriate.

General Findi

With regard to the allegations of wrongdoing, some were found to
have merit and others did not. ©On the positive side:

1. The investigative findings support that Drs. Gallo and
Popovic did discover how to grow the AIDS virus in continuous
culture. This was a feat not accomplished by anyone prior to
that time and one which was instrumental in the development of
the AIDS blood test leading to the protection of our blood
supply. The consultants consistently acknowledaged this major
accomplishment.

2. There is no evidence to support the allegaticn that Dr. Gallo
and Dr. Popovic misappropriated the French virus LAV ("LAV" that
was cultured was actually the contadminant virus LAI). The report
demonstrates that the laboratory (LTCB) had many isclates of its
own and all evidence points to the fact that Drs. Gallc and
Popovic believed it was, at least, initially an LTCB isclate
growing in continuous culture that was described in the Popovic
paper (Popovic et al. Science 224, 497-500; 1984). The
consultants believed that it would be impossible to determine
definitively whether there had been inadvertent contamination or
misappropriation of a French virus, resulting in the appearance
of LAI in the reported cultures. The particular strain of virus,
LAI, has now been found to be particularly aggressive and to have
contamlnated many samples, including those from the laboratory of
Dr. Montagnier. The consultants stated that further sequencing
studies would not resolve the controversy and were, therefore,
not worth financing.
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3. Dr. Gallo and Dr. Popovic and their laboratory fully
cooperated with this long and arduous investigation. There was
no evidence of lack of cooperation, cover-up, or other inter-
ference on their part with the efforts of 0SI. Furthermore, it
is noteworthy that for the most part detailed records going back
several years were available to the investigators at a time when
retention of such records after the publication of a paper may
not have been a uniform practice.

The report uncovers several negative findings:

1. Although the notebooks were generally in good condition, for
Dr. Popovic, slecppiness, poor recordkeeping, haste and error were
noted. Regarding the Popovic et. al. paper, there are many
instances of error and misrepresentation of fact in this one
paper that could be misleading. In several instances, 0SI
concluded that the misrepresentation, although not material or
necessary to support the major findings of the study as reported
in the paper, was nonetheless falsification and, therefore,
scientific misconduct. In this regard, the consultants who
reviewed this question, including the Richards Panel, did not
believe a retraction of the paper was warranted; rather, they
recommend corrections be submitted to the journal.

2. The investigators noted lapses of collegiality and seeming
lack of proper recognition of the contributions of others,
specifically with regard to the origin of the cell culture and
the experience gained by Dr. Popovic from culturing the French
virus, thought to be LAV, in the cell line HUT 78,

3. The investigaticn highlighted serious management flaws in the
laboratory of LTCB that touch on scientific leadership, mentor-
ship, and standards of performance.

!

Specific Findings . v
1. Dr. Popovic

The investigation showed that Dr. Popovic was primarily
responsible for getting HIV to grow in continuous culture. He
achieved this after considerable trial and error using numerous
viral isolates and many cell lines. He was able to grow a French
virus thought to be LAV for several months in the HUT 78 cell
line. Upon instruction from Dr. Galle, Dr. Popovic froze that
infected cell line after successfully initiating attempts to grow
isclates from LTCB in a similar cell line. These other attempts
were apparently contemporaneous with the growing of presumed LAV
and were initiated before the cell line was frozen. Dr. Popovic
used some unconventional -- by some reports unacceptable ~--
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techniques, including refeeding the culture with additional viral
samples from the same and additional patients, and by refeeding
calls. Nevertheless, he succeeded where others had not. He was
described by several of the consultants as a "tinkerer"™ or an
"artist"®, His failing, however, was poor scientific practice.
Throughout, his notebooks were poorly kept, his recordkeeping was
sloppy, and his assembly of data for publication was fraught with
imprecision, partlcularly in the construction of tables and
graphs that appeared in the paper under review. He also had poor
command of the English language.

0SI identified 20 misstatements in the paper; of these there were
three instances of data presentation deemed to be scientific
misconduct. They included: 1) describing all samples as being
RT positive first before 1nocu1at1ng the culture, when only one
of 10 inoculations was tested prior to addition to the culture.
2} Using the notation ND to mean, as the legend in the paper
stated, "not done," when the assays had been done but were, by
Dr. Popovic's assessments, "not determinant." 3) Using a
quantitative measure of 10% when the lab books showed only "very
few cells."

For each of these instances deemed misconduct, OSI provides
compelling arguments that these statements represented knowing
misrepresentation of fact. It should be pointed out, however,
that in the first two instances, there is lingering uncertainty
as to whether it was Dr. Popovic who wrote the erroneous passages
in the paper -~ i.e. the word "first," or the legend for ND. Ee
specifically denied having written them. His culpability was
assumed as he was the first author of the paper, the person who
had detailed knowledge of the experiments and the author of the
first draft of the paper. The consultants generally agreed with
the finding of misconduct on these allegations, noting, however,
that these specific misrepresentations did not affect the major
conclusion of the paper. A few consultants further noted that
there was no data to establish conflusively Dr. Popovic's
culpability.

In addition to these instances, the 0SI Final Report demonstrates
other errors in the paper which represent imprecisions,
carelessness and a pattern of sloppiness that is unacceptable in
an independent scientist. As one consultant stated, Dr. Popovic
"may be an artist -- but is simply not a scientist. " The
consultants were in general agreement that OSI findings on

Dr. Popovic were fair and appropriate but "nickel and dime
stuff." As one consultant stated, at best they are exanmples of
extreme carelessness, "at worst they are conscious efforts to
make some of the data look better than they were and/or to claim
more credit than the Gallo laboratory deserves. The misconduct
is less than if data had been fabricated or falsified to reach
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conclusions that did not have substantial and cenvincing
experimental support. The sins are venal not mortal.
Nonetheless, there was misconduct, its costs have been real and
substantial, and penalties should be invoked.™"

2. Dr. Robert Gallo

The OSI found that Dr. Gallo was not guilty of scientific
misconduct. He was shown not to have participated in the
specific events that led to the finding of scientific misconduct
for Dr. Popovic because Dr. Gallo did not personally conduct the
experiments, construct the tables or the graphs which contained
misrepresentations and errors, have knowledge of the errors, or
write the first draft of the manuscript.

The 0SI, the many consultants, and I share the view that

Dr. Gallo must have responsibility for the scientific standards
and management of his laboratory. One cannot hold a laboratory
chief directly responsible if a collaborator, without the
laboratory chief's knowledge, falsifies or fabricates data or
pPlagiarizes another's work. The laboratory chief must be held
responsible, however, when that laboratory chief improperly
oversees the work of a visiting scientist who has poor cemmand of
the English language and keeps poor or absent records of his
laboratory work and fails to review meticulously the accuracy of
a written report of a discovery of the magnitude and importance
of the work under review.

Proposed Disposition:

1. Dr. Popovic - The 0SI Final Report finds scientific
nisconduct and extreme sloppiness. These findings are based upon
a lengthy investigation conducted by a group of individuals who
did extensive primary review of data and conducted personal
interviews. I pass on, however, the concerns raised by some
consultants that Dr. Popovic was npt given the benefit of the
doubt in the specific instances of misconduct, although it
appears clear to me from the Final Report that such doubts were
considered and resclved against Dr. Popovic by applying the
applicable "preponderance of evidence" standard of proof. If it
is your final judgment to concur with the OSI findings, I would
urge leniency in the disposition regarding Dr. Popovic based on
those concerns and give seriocus consideration as to whether the
proposed sanctions are too harsh, Extenuating circumstances also
include inadequate supervision and language difficulty.

An equally serious issue of sloppiness in the conduct and
reporting of research should be noted. Insofar as Dr. Popovic is
no longer an employee of the NIH, recommendation on his
remediation is not applicable. His future eligibility for NIH
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research grants would be conditional upon meeting specific
requirements for supervision and other matters as outlined in th
proposed sanctions attached hereto as attachment 3. '

2. Dr. Gallo - Dr. Gallo was absolved of allegations of
scientific misconduct by the OSI investigation. If the final
determination of the ASH is consistent with the 0SI
determination, then in keeping with HHS requirements,? reasonable
attempts must be made to clear Dr. Gallo's reputation with regard
to accusations of misconduct -- and alse to accusations that he
knowingly and willfully misappropriated a French virus, for which
there is no apparent evidence.

Other problems that relate to Dr. Gallo's management of his
laboratory as identified in the 0SI report are being addressed by
me and others within the NIH in accordance with our
responsibilities and authorities and gquided by established
standards of conduct for scientists erployed by the intramural
program. I will keep you informed of the results of these
deliberations and any subsequent action taken by the NIH

Bernadine Realy, M.D.

Attachment

NIH Manual 3006G.5.(f), 2/15/91.
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Prederis N. Richurds, pPn.D.
fanior Rsseardh Sclentiss and sterling Frofasser
of MNolagular Jicphysics and Biochemistry
Yale Tniversity
i 460 Whitney Avenus, Box €64
! Novw Xaven, Connmnscticut 08811

Daar Dr. Nachards:

| I vant to confirm to you the further steps NIX is taking that, in
, will invoive considerstion of the comments vhich yeu and
¢ other individual consultants of the *Richards Dansl® made to
2o ragarding the Office of scientifio Integrity (08I) raport of
its invessigation of Drs. Galle and Pepevie,

As you Rnow, I ssked Dr. Samuel Broder, Dirssctor, Maticaal canocer
Inatitute (NCI), to deal with administrative and othsr
shortoonings ¢f Dr. Galle raised by the OFI report, and the

; Richards Pane)l comments. Absent 3 finding of scientific

! nisconduct, these alleged shortconings bacome natters that must
be pursued within the NIN.

As part of this raview, Dr, Brodsr has alrveady seugnt the advics
of nembers of a subcomnittea of the Naticnal Cancaer anvioorf_
Board, and has specifloally taskxed the subgermittea %o considar
this zmatter., O8I findings pertinent to D¥. Uslle’s manageaent
and sclentific leadazship will bae ferwarded ¢o that greup. This
will dinclude youy written aoomzents en the OSI repoert ard the
dotbts you have expresssd to us about thess comrants based upon &
convarsation you had with Dr. Calle.

I anticipate that the NCA® subcomnittes will seeX comzments from
you as well as from Dr. Berns and possibly other censultants to
O8I &y 4t revisws this magter., We bdelieve this sppresch is
preferable to the tantative one vhich you and Mr. Rebert lLanman
discussed exrlier, JYurthermore, vs expect tlat the raviev by the
NCAD will be freely available teo the public imasmuch as the NCAS
is an independensly chartezed external sdvisory group that
cenducts opan nassings.




yage 3 * Frederioc K. nienards, .0, TR

Y want to assurs yoM ¢hat the orsl advice and wzitten counents of

wbe shards Panel® have peeh tnoroughii e

decision-making procass to dats, 7That sdvice g?naptcd ns to

sonsult vieh &0 addicional gYNp of dissinguisded scisnciess on

2ive separite sccasiens] to have that group sesk clarificasion

directly from D, galle on several ill“lIL %o incorporste many of
comnants inte By sransnittal letter ta or. Masen] snd, €0

Proxpt BY Poquest ¢o pz. Brodar.

In bris?, it is By jud!:snt to coneur with the conciusions
regarding seientitic n aonduct stated poth in wns draft cal
report eransnitied to B last sunEer and again in ene finsl
veport of January 37, 1993, but 8lg0 €9 pugsue the range of othsr
(gguss Taised DY ehe O8I and your panel, Yeur advics has been
axtrensly Relpful ghroughout this aleziouls precess, and is aueh

apprecis od,
sincerely ¥

!

sernadine Hesly, n.b0,
Dirsoser

ast D¥. Judith Arsen
br. Alfred Gilman
Dy. Mary Jane ceborn
Dr. am D. gcobo
pr. Rebeyrt R. Wagner
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Dr. Bernadine Healy

Director, Nationsl [nstitutes of Health
NIH/OD/CAN8321401

$000 Rockville Pike 1/126

FAX 301/402-0279
Dsar Dr. Healy:

A PAX copy of your letter of 11 May 92 was recaived yestarday afternoon. I note
confirmation of the sctions that you said you were going 1o 1aks in our pbooe
conversation Jast week

However, | also note with concern that, in addition W the written documants, you
indudodmtbcmtcdﬂwthoNCABadigmdpmofmdwwﬂupbau
coaversations interpretad as *, . . tie doubts you have expremed 10 us about thoss
commaents . . . | have 20 doubts about our commeats tben or now. b our phone
conversation 1 specifically stated that the Comments were based on the writtea Raepont
from OSL und that, If there were relevant srrord of otnission or commission in that
Report, some of the Comments miﬂntb-ruuminedbythohnel.butum;le burried
pbone conversation with Dr. Gallo is not an adequats busis for reconsideration. My
advice 10 you, repsated from my satlier letter of 13 April, was 1o submit all of the
additlonal materisl, supplied to you by Dr. Gallo, to the Beras Committes 808 request
{heir nnswers to my questions. (This suggsmion wad embodied in a letier and enclosures
to be sent by Dr. Diggs and presumably drafted by Mr. Lanman presumably &t your
request. A FAX copy of the draft was sent to me last week) According 1o your letter
the OSI Report, & copy of which the Panel read and which was the basis for our
Comrments, was sent to Dr. Mason with your concurrence, Vithout asy response DOW

fronn tBe Berns group there will be nothing furtber for tbe Panel Lo consider
and the Cosmeats thus siand as submitted. To imply that the consuliants may Dot stand
behind the svalsations stated in the Comnuwouldbunﬂmdmrdonotthou

views.

Iz view of the rapid unfoldinsohvenulnthchltﬂbt:unmdmyhuh‘ﬂityw
communicate with the widely dispersed Panei on such & short tims frame, thers will be
50 response to the 8 May Sclence wriicles at this tiroe. This does pot preciude & lewer or
article Ln the futurs, but vecy carefu!l cousideraton of what i 10 de sald iz essential.
Becatse of the very real possidility of developing or enbuncing serious divisions within
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the sclentific community and/or reladons betwsen that community and the public, each
sction of OBL the Pasel, the press, and your offics, especially over the last § or 4
mouths, must be evaluated. Iwould not want to rush {nto public stassments that might
soon be regretted.

Sincerely yours,

o Hochood,

Frederic M, Richards

3
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Dr. Mason
Dr.
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National Institutes of Health
Bethesda, Maryiand 20832

Building 31, Room BLCIY
(301) 496-2624

Date: March 20, 15892

From: Director, Office of Scientific Integrity
Subject: Final Report, 0OSI Reference 89-&7

To: Director, National Institutes of Health

The Final Report of the OSI investigation of activities in the .
Laboratory of Tumor <ell Biology is identical to the Proposed
Final Report with three exceptions.

1} Page 38 includes a short summary of the 0SI-
commissioned HIV sequencing analysis and its significance to
the investigative findings. Reference is made to the report
of the study, which has been added as Appendix X.

2} On page 115, the paragraph which faulted the editorial
review process at Science magazine has been moderated in
tone and implication. This change was made in collaboration
with Mr. Robert Lanman.

3) On page 71, the sentence on lines 8-10 of section G.1
has been changed from "Thus, the statement indicating that
RT activity had been followed for more than 5 months
misrepresented the actual data, accrued . . ." to "Thus, the
statement indicating that RT activity had been ‘followed for
over five months’ misrepresented the actual data accrued

. ." (emphasis supplied}. This change was made in
response to a concern raised by Dr. Sarngadharan‘s attorney
that the report misstated the statement in the Popovic et
al. Science 1984 paper. The phrase was returned to its

original form and placed within quotation marks.

V. Fellocer

Jules V. Hallum, Ph.D.
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Crituce of the Assistant Secratary

ior Health :
FEB i 5 I% Washington 0C 20201

FPrank Press, Ph.D.

President

National Academy of Sciences
2101 Constitution Avenue, N.W.
Washington, D.C. 20418

Dear Dr. Press:
f
As you know, an article published this past November in the

Chicago Tribune made a number of allegations about the research
practices of Dr. Robert Galle of the National Cancer Institute,
National Institutes of Health (NIH). In accordance with its
normal procedures, the NIH now is engaged in an ingquiry to
determine what, if any, significance the charges might have and
whether a formal investigation of possible misconduct is
indicated. With a view to ensuring both the fact and appearance
of objectivity for the ingquiry, Dr. William Raub, the Acting
Director, NIH, has asked me to solicit the assistance of the
Naetional Academy of Sciences (NAS) in nominating candidates for a
special advisory panel. The panel would counsel NIH's Office of
Scientific Integrity regarding the focus of the inquiry and the
analysis of the findings. If a subsequent investigation proves
necessary, the panel would be asked to continue its advisory role
through that phase as well,

I endorse Dr. Raub's request. What we need specifically is a
list of names of ten distinguished scientists who can be expected
to make informed, unbiased judgments about the issues raised in
the Chicago Tribune article. We would hope that the NAS and IOM
will have contacted these individuals and received assurance that
they would at least be willing to listen to a request from NIH
for their services. The nominees should be drawn from a variety
of scientific disciplines and be prepared to commit to a minimum
of two to three meetings at the NIH over the next several

nmonths. The NIE will select the first six or seven individuals
according to discipline from the NAS~furnished list who will
accept this duty.

I hope that the NAS will be able to assist us in this matter.
Please call me if discussion of this request would be helpful.

Since?ely yours,

- .y .
pal AP A L F"-/’?

//‘Cljfw + -

,Jaﬁgs 0. Mason, M.D., Dr.P.H.

Aggistant Secretary for Health and

Acting Surgeon General




NATIONAL ACADEMY OF SCIENCES

Z101 CONSTITUTION AVENUE, NW WASHINGTON. D. C, 2048

OFFICE OF THE PRESIDENT

February 22, 1850

James ¢. Mason, M.D., Dr.P.H.

Assistant Secretary for Health and
Acting Surgeon General

Public Health Service

Department of Health & Human Services

Washington, D.C. 20201

Dear Dr. Mason:

I have your letter of February 15 requesting the
assistance of the National Academy of Sciences in
nominating a special NIH advisory panel that would
counsel NIH in its inquiry into allegations made in
the Chicago Tribune about the research practices of
Dr. Robert Gallo. Dr. Thier and I will furnish you
with a list of 10 or 1l individuals who have indicated
that they would serve. The nominees will be drawn
from a variety of scientific and other appropriate
disciplines, and to the best of our knowledge will
have no preconceived views about the allegations.

We note that you will draw the advisory panel
exclusively from this list, and that you prefer to
select the first 6 or 7 individuals who agree to serve,
retaining representation from the disciplines that we
have indicated. Despite the inconvenience of schedul-
ing meetings for a larger group, we recommend that you
consider selecting all members on our list in view of
the fact that busy people inevitably miss a meeting,
and a critical mass of attendees is essential in a
procedure such as this. We also urge you to be sure
to retain the attorney we have nominated as well as
both virologists and the chair.
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I note that all expenses and liabilities associated
with the advisory panel will be the responsibility of
NTH. Also, in view of the fact that the NAS and IOM
are serving no role other than nominating individuals,
with no further involvement or responsibilities
involving our own institutional processes, it would be
inappropriate to call this an NAS/IOM committee, or to
attribute any resulting report to the Academy.
However, you may if you wish note that the committee
was nominated by the Presidents of the NAS and IOM
after consultation with a group of members of our
institutions knowledgeable about the pertinent
sciences. We are pleased to respond to your request
for help and should be able to furnish you with a list
of nominees in a few days.

Yours sincerely,
" Sevict (o
Frank Press
President

bc: Dr. William F. Raub




B

NATIONAL ACADEMY OF SCIENCES
INSTITUTE OF MEDICINE
2101 Constttion Avenue, Washingron D. C. 20413

March 13,-1990

Dr. James Q. Mason

Assistant Secretary for Health
Department of Health and Human Services
Washington, D.C. 20201

Dear Dr. Mason:

In respense to your request of February 15, 1990, we have
developed a list of nominees to oversee the review by the
Naticnal Institutes of Health of the circumstances leading to the
discovery of the AIDS virus and the allegations about the
research practices of Dr. Robert Gallo.

The individuals on the attached list have agreed to serve on
the panel if asked, and it is our recommendation that they all ke
invited. We feel that including all of the nominees on the panel
will help to insure a balanced and expert approach to the
inquiry.

Best wishes for a successful completion of this activity.

Sincerely,

j/badﬁ{k%izvitf”
o

President
National Academy of Sciences

Samuel 0. Thier
President
Institute of Medicine

c: William Raub




