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AGENDA FOR INTERAGENCY CONFERENCE CALL
HUMAN RADIATION EXPERIMENTS
FRIDAY, 9/22/95, 10:00 A.M.

1. Update on Presidential Event (Phil Caplan) 10 mins.

2. Discussion of Compromise Language for Response to Recommendaticn 2
(Bob Nordhaus, Tara O'Toole) 30 mins.

3. Discussion of Response to New Recommendation 3 (Ellyn Weiss) 30 mins.

4. Wrapup, Status of Assignments from Last Call (Eliyn Weiss) § mins
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Attachments:

Memo from Robert Nordhaus to Judith Miller and Eva Plaza, 9/14/95
Recommendation 3, revised 9/12/95
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MEMO

via telecopicr

To: Judith A. Miller
Eva M. Plaza

From:  Robert R. Nordhaus Q%M&L‘*"‘“ i gl

Subject: Advisory Comsmittee on Human Rediation Expeniments
Recommendation No. 2

Date: September 14, 1995

It is my understanding that the Depanments of Justice and Defense have been working; with the
Department of Energy to reach agreement regarding Recommendation 2 of the Picsident’s
Advisory Commiltec on [{uman Radiation Experiments. That recommendation is as fi:llows;

RECOMMENDATION 2

The Advisory Committee recommends to the Interagency Working Group that for
subjects of human radiation experiments that did not involve a praspect of direct
medical beneflt to the subjects, or in which intervention considered to be
contrnversial at the time were presented as conventional or standard practice, and
physical injury attributable to the experiment resuited, the government should
deliver g personal, individualized apology and provide financial compensation to
cover relevant medical expenses and associated harms (pain, suffering, loss of
income, disability) to the subjects or their surviving immediate family merabers.

The two versions under discussion are as follows:
Defense/Justice preferred versian:

The Administration agrees with the Advisory Committee that an apnlogy and
compensation is warranted when governmental action caysed barm in human cxperiments
falling within the criteria identified by the Advisory Committee. Agencies will therefore be
encouraged 1o pursuc administrative resolution of such cases and, il necessary, seek expert
advice on scientific and medical issues. The Administration s also willing to wark with
Congress to seek private relief in appropriate cases.

Energy proposed version:
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The Administration agrees with the Advisory Committee that an apology and

compensation is warranted for human experiments sponsored or carricd ont by the

government and falling within the criteria tdeatified by thc Advisory Committee. Agencies
will therefore be encouraged to pursue administrative resolution of such cases anc, if
necessary, seek expert advice on scientific and medical issues. The Administration is also
willing to work with Congress ta seek private relief in appropriate cases.

The.concemns expressed by your agencies relate to the need to link the government’s ir-solvement
in an experiment before compensation can be justified. After review of this issue, ] am concerned
by both proposals as currently cast. The Secretary of Energy, as well as others within the
Department of Energy, believe that the first proposal is overly narrow, and could be perceived as
being um'esponsxve to the Committee’s conclusion that the government did not take adzquate
steps in ensuring the protection of buman subjects in experiments i 'which the government
sponsored or carried vut.

However, I share the view that the Committee’s broad defiaition of “sponsorship” sweeps in
experiments for which the government should not be held accountable (either legally ¢:r morally),
such as an unethical experiment conducted without the government’s knowledge or authorization.

Tn order to reach conclusion of this important issue, I would like.to suggest another azproach,
which cabins the breadth of the Committee’s recommendation, but sets forth the Adm:nistration’s
policy conunitment to seek compensation in the very few cases where harm can be proven, This
approach also reflects the fact that, although the government’s procedural defenses wider existing
law may prevent 8 putative harmed subjcct from secking relief, the Administration nonetheless is
willing to seek appropriate legislative relief in cases where harm can be shown.

ROPOSED RESPONS

The Administration agrees with the Advisory Committec that an apology and
compensation is warranted for human experiments gither carried out by the governmept or
;ngngored bv the government with the government’s knowledge or authorization of the

experiment and falling within the criteriu identified by the Advisory Committer. Agencies
will therefore be encouraged to pursue administrative resolution of such cases and, if
necessary, seek expert advice on scientific and medical issues. The Administration is also
‘willing to work with Congress to seek private relief in appropriate cases.

cc:  Phil Caplan
Eric Macris
Pat Glynn
John Casciotti
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THIS IS A DRAFT--THE CONTENTS DO NOT REPRESENT FINAL CONCLUSIONS AND/OR
RECOMMENDATIONS OF THE ADVISORY COMMITTEE ON HUMAN RADIATION EXXPERIMENTS
AND ARE SUBJECT TO REVISION BASED ON COMMITTEE REVIEW AND DISCUS:ION. NOT
FOR QUOTATION OR CITATION.

Recummendation 3
(Revised: September 12, 1995)

The Advisory Committee recommends to the Intcragency Warking Group that for
subjects who werce used in experiments for which there was no prospect of medical bencfit
to them and there is evidence specific to the experiment in which the subjects we re involved
that (1) no consent, or inadcquate conscnt, was obtained, or (2) their selection as subjects
constituted an injustice, or both, the government should offer a personal, indiviitualized
apology to each subject.

The Commiltee believes that people who were used as rescarch subjeuts without their
conscnt were wronged cven it Lhéy were not harmed. Although it is surcly worse, fren an ethical
standpoint, (0 have been both harmed and wronged than to have been used as an unv. itting
subject of experiments and suffered no harm, it is still a moral wrong to use people @s a8 mcre
means without their consent. Although What we know about the practices of the tim: suggests it
is likcly that many pcople who were subjécts in nontherupeutic research were used without their
consent or with what today we would consider inadequate consenl. in most of these cases we
have almost no information abaut whether or how consent was obtained. Moreuver. in most of
these cases, the identitics of the subjects arc not currently kuown; even if cansiderable resources
were c'x;':cndcd, it is likely that most of their identities would remain unknown. Thc Committce
is not persuaded that, even where the facts are clear and the identities of subjccts known,
financial compensation is necessarily a fitting remedy when people have been used s subjects
without their knowledge or consent but sulYered no inaterial harm as a consequence . the remedy
that emcrged as most fitting was an apalngy from the government.

The Committee struggled with the issue of whether 10 recommend Lhcu. the j;overnment
extend such an apology. Our deliberations were complicated by what we all agreed was a murky
historical record. In the case of some cxperiments, there was evidence of some dis:losure or
some altempt 0 obtain consent. and the issue emerged as to how poor these attempits must be for
an apology still to be in order. In other cases, there was simply 100 little documentary evidence
to draw any conclusions about disclosure or consent. In most cases, as noted abovi:, the
idcntitics of subjccts arc unknown and are unlikely to be uncovered even with a substantial
expenditure of resources.

What kind of evidence is necessary to determine that an apology is warran!=d? In the
prcceding recommendation, the remcdy is linkcd to evidence of hanin 1o particular individuals.
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THIS IS A DRAFT--THE CONTENTS DO NOT REPRESENT FINAL CONCLUSIONS AND/OR

RECOMMENDATIONS OF THE ADVISORY COMMITTEE ON HUMAN RADIATION EXXPERIMENTS
AND ARE SUBJECT TO REVISION BASE_D ON COMMITTEE REVIEW AND DISCUS3ION. NOT

- FOR QUOTATION OR CITATION.

While requiring evidence of harm specific to individuals, we did not requoire such specific
evidence of lack of consent. Rather, in that recommcndation, we presumed that the g yvernment
did not uniformly undertake steps to ensure that the rights and interests of individual subjects
were adequately protected, and thus that it is possibie that people who were hanned s a result of
participation in rescarch did not adequately consent to this usc of their person. n this
recommendation, by contrast a remedy is linked to a showing that pe;aple were wronsred, not
harmed. Thus thc Commiuee believes that an apology should be offercd only where there is

" evidence specific t0 an experiment or participant that no consent, or inadequate consent, was
ubtained, or the subject's selection constituted an injustice, or both.

‘T'he Commiittee belicves thal, among those experiments we have had the opportunity to
review in depth, there is sufficicnt evidence that wrongs were commtted against the children
who participated in the ¢xperiments at the Fernald School. This case is discussed in detail in
chapter 7.

Tn recommending an apology to individuals who were subjects of these expe-iments, the
Commirtee wishes to cmphasize that there are likcly many ather instances in which n apology is
warrantcd but for which experiment-specific foctual support is not currently availakle.!

ENDNOTES

). Forcxample, based on facis available to the Committce, those Alaskzas who

. wergc subjects of Air Force-sponsored radioisotope research (see chapter 12), and ‘ne
pregnant women who were subjests of radioisotope rescarch at Vanderbilt University
(see chapter 7) may also be owed an apology. However, the Committee conducted only
limited inquiry into these cases. The Advisory Committee Jid not attempt a full factuxl
inquiry into the Alaskan rescarch, which is the subject of an inquiry by a committee of
the Institute of Medicine and the National Research Council, whosc repont is pending,
The Vanderbilt research is currently the subject of litigation that may provide for fuller
development of the facts.

'Several other experiments studied by the Commliwee are cundidates for remedics under
Recommendation 2. Where it is determined that subjccts in these experiments were not tiarmed, they
may be due an apology under this recommendation if it is determined that they were wrt 1ged.
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Department of Energy
Washington, DC 20585
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MEMORANDUM FOR DISTRIBUTION

FROM: Gn(Tara O'Toole, M.D., M.P.H,/&&»4

Assistant Secretary
Environment, Safety and Health
Department of Energy

SUBJECT: Summary of Interagency Working Group Teleconference

Attached is a brief summary and list of tasks from the Interagency Working Group
Teleconference of January 17, 1996. Please be sure to provide the requested
information to Elly Melamed by January 24, 1996. Her phone number is

202 586-6857 and her fax number is 202 586--3552 or 2268,

Please call Elly if you have any questions.

Attachment
Distribution:

Brian Latell
John Pereira

Gordon Soper
Joan Ma Pierre
Claud Bailey

Bob Nordhaus
Steve Galson

Lori Azim

Lisa Schiavo Blatt
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Eva Plaza
Pat Glynn

D.A. Henderson
Wendy Baldwin
Gary Ellis

Harry Holloway
Earl Ferguson
Janis Stoklosa

T.J. Glauther
Eric Macris

Harold Gracey
Susan Mather
Neil Otchin

Phil Caplan
Rachel Levinson
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Summary of interagency Teleconference on January 17, 1996

Included on the teleconference were Tara O'Toole, Steve Galson, Lisa Schiavo
Blatt. Lori Azim, and Elly Melamed from DOE, Phil Caplan from the White House,
Pat Glynn from DOJ, Colonel Claud Balley from DOD, and Susan Mather from
VA.

The purpose of the teleconference was to discuss a proposed stakeholders
workshop to be held on February 26, 1996. This workshop is intended to carry
through on a commitment made to human radiation experiments stakeholders to
involve them in the government response to the recommendations of the Advisory
Committee on Human Radiation Experiments. All agencies on the IWG are
asked to be present at the workshop and to send knowledgeable representatives
who can be responsive to stakeholder questions and concemns.

The intention is to hold the workshop in a Federal facility and to use a Federal
facilitator. It is intended to be a mechanism for information exchange and
dialogue. The proposed format is one full day of panel discussions. Panels wil
include stakeholders, Federal officials, and outside experts. Advisory Committee
members and staff will not be specifically invited (although they are of course
welcome to attend) because their part of this effort has been completed.
Interested congressional staff members will be invited.

A draft summary of the IWG response to the Advisory Committee
recommendations will be circulated before the conference to serve as a starting
point for discussions. The workshop will be recorded and the IWG response will
be finalized in light of the discussions.

Potential topics for panels that were mentioned include medical monitoring,
openness, cuirent research issues, and historical hiomedical testing and
population exposures. Compensation will be discussed as part of this last topic,
but care will e taken to keep this from being the focus of the conference.

It was agreed that the stakeholders should represent a wide spectrum of issues
possible to extend the audience beyond any specific interest

DOE will schadule the next teleconference to be held at the end of the week of
January 22nd
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Tasks

All agencies on the IWG should develop a proposed list of outside attendees
including stakeholders and subject experts. This list should be sent to Elly
Melamed no later than January 24, 1996.

Working in consultation with other agencies, DOE will take the lead on
developing a brief summary of the purposes of the workshop and the expected
outcome as well as more detailed proposals for panels and participants. Please
call Elly if you have any suggestions for panels and panel members. She will be
contacting you for suggestions.

Phil Caplan of the White House will review the IWG draft Christmas submission
to develop a draft summary for release before the workshop.
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subjects were wronged but not harmed, i.e. where no consent or inadequate
consent was obtained or the selection of the subjects constituted an injustice.
One experiment is proposed as a candidate with the indication that there may be
many others. The IWG has as yet made no commitment here because of concem
about inadequate records and lack of clear, specific criteria for what constitutes
being wronged. This recommendation was received at the last minute and needs
further consideration by the IWG. It calls for a personalized, individual apology
to each subject. :

Recommendation 4 is no need for subject notification and medical follow-up with
criteria for subsequent notification if new experiments come to light. The IWG
has accepted the criteria. Although no specific action is required, this
recommendation has generated a great deal of controversy among stakeholders.
As part of our commitment to continuing dialogue with these stakeholders, we
need to determine if the issue of medical monitoring needs to be reopened.

Recommendation 5 is working with Congress to amend the Radiation Exposure
Compensation Act of 1990 to include other exposed populations. Hanford is
specifically mentioned. The IWG has pointed out that epidemiological studies
are underway at a number of sites; if results indicate that it is warranted, the
government will consider amending the law.

Recommendation 6 is updating the epidemiological tables that govern relief for
veterans and improving the administration of the current laws governing
compensation. The Secretary of the Department of Veterans Affairs has agreed
to appoint a working group which will provide a written report by January 31,
1995. The report will recommend the best method of updating the
epidemiological tables, describe the current administration of veterans
compensation, and recommend legislative and administrative changes that
address the concemns of the ' Advisory Committee.

Recommendation 7 is working with Congress to possibly amend the Radiation
Exposure Compensation Act of 1990 (RECA) relating to uranium miners. The
changes would involve a widening of eligibility for compensation and a loosening
of documentation requirements. The Administration will establish a committee of
experts to review RECA eligibility criteria as well as Department of Justice
implementing regulations, and will report back within six months. Based on the
committee's findings, the Administration will amend the regulations as
appropriate and work with Congress to amend the law.

Recommendation 8 is continuing the current medical monitoring and treatment
program for the Marshall Islanders as long as any member of the exposed



population remains alive. In addition, consideration should be given to adding the
populations of other exposed atolls to the south and east; to involving the
Marshall Islanders in the design of any further medical research conducted on
them; and that an independent panel be established to review the adequacy of
the current monitoring and treatment program. The IWG has pointed out that
exposures to other atolls were significantly lower, but if new data emerges from
ongoing studies on the connection between radiation exposure and thyroid
disease, the Department of Energy will consider including the inhabitants in a
surveillance program. In November 1995, the Department will have the Joint
Commission on Accreditation of Healthcare Organizations (JCAHO) conduct an
independent review of the adequacy of the current monitoring and treatment
program.

current human subject protection

Recommendation 9 is efforts to ensure centrality of ethics in the conduct of
human subjects research. The IWG has listed activities carried out in recent
years to address this issue as well as major new efforts to upgrade or expand
these activities that will be carried out by HHS, DOE, DOD and NASA. Most
importantly, the President has announced the establishment of the National
Bioethics Advisory Commission (NBAC) which.can take the lead on this issue. In
relation to this and all recommendations under.current human-subject protection,
agencies are reviewing current policies and procedures as required by the
Executive Order which also established NBAC. Agencies must report back to
NBAC in 120 days.from October 3, 1995 on this review as well as develop
professional and public educational programs to enhance activities related to
human subject protection.

Recommendation 10 is changes to Institutional Review Boards (IRBs) in five
critical areas: better focus on studies that pose more than minimal risk; better
mechanisms for providing information to potential subjects that distinguishes
research from treatment, realistically explains benefits, and clearly describes the
potential for discomfort and pain; better mechanisms for providing information to
potential subjects on sponsors and purposes of the research; better mechanisms
for providing information to potential subjects on financial implications; and
recognition that the IRBs must determine if the quality of the science justifies the
risk. The IWG has agreed that agencies will instruct IRBs to be responsive to
these recommendations and the IWG will work with NBAC and the National
Science and Technology Council on carrying out some aspects of this
recommendation.

Recommendation 11 is a mechanism for the continuing interpretation of ethical









IWG Response Actions

Develop a plan for getting stakeholder input into the process of responding to the
recommendations. (DOE lead) '

The Department of Veterans Affair must establish a working group, to report
January 31, in response to recommendation 6. (VA lead)

Establish a committee of experts to review RECA eligibility criteria as well as
Department of Justice implementing regulations; the committee will report back in
6 months in response to recommendation 7. (DOJ lead with DOE support)

Independent review of the current Marshall Islands monitoring and treatment
program in response to recommendation 8. (DOE lead)

Each agency must develop a plan for carrying out the review directed in the
Executive Order in relation to current research, incorporating into this effort the
appropriate proposed responses to recommendations 9, 10, and 13. (HHS
coordinate)

In response to recommendation 12, DOD will revise its directives and regulations
so that officers and senior nco's-are not present during recruitment briefings and
require the presence of an ombudsman. The DOD will incorporate appropriate
training into courses for commanders and senior leadership and those involved in
human subjects research. (DOD lead) :

Each agency must institute a policy that there is no waiver of informed consent for
classified research and that potential subjects are informed as to the identity of
the sponsoring agency and the fact that classified research is involved. (HHS
coordinate)

Work with EPA and the National Archives to ensure that permanent files on
classified environmental impact statements and environmental review of
classified activities are maintained. (DOD lead with DOE support)

Work with the National Archives to investigate the feasibility of making all the
records of classified human subject research permanent and the records of
destruction of all human subject research permanent. (DOD lead with DOE
support)

In response to recommendation 17, report to the President on making
government records more accessible, including using new technology to enhance



access. (DOD lead with DOD support)

Ensure that the National Archives carries out its scheduled review of CIA's
records system, with special attention to access issues. (CIA lead)








