
<

<

established by

the period 1944-1974 (when government-wide

radioactivity were also reviewed.

miners, 
testing.

which were 
radiation i. 
charged to

These include atomic veterans, uranium
' 3. weapons

beyond.

ETNA! REPORT OF TW ADVISORY COMMITTEE

The Committee's report began

go------
Several "case studies

ADv,SORv —

background

The Advisory Committee on Human 

The
associated with govei

i Radiation Experiments (ACHRE), chaired by 

u11C Dr Rmh Faden of Johns Hopkins University, was established by

research and provide them to the Advisory Commrttee, *e Commrttee was

total body irradiation in clinical settmgs. Intentional envronment releases

recent Federally-funded studies (not 
i in order

ing informed consent from subjects
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and thus, individuals were denied the opportunity to

candidates by the Committee.

which excessive secrecy deprived individuals of the opportunity

2. Experiments

considered controversial at the time were

presented as conventional or

Draft Federal response to ACHRE Recomnu
staff at various agencies and has not been

government agency 
criteria:

6/28/96. This document is strictly for discussion purposes only. It was prepared by 

ed by these agencies. All responses are preliminary.

Recommendation 1 
where secrecy was involved 

pursue alleged grievances.  
(DOE) predecessor agencies

1. Experiments in
to pursue potential grievances,

. / i in which there was no prospect of direct medical benefit to the

subject and physical injury resulted; or

3 Experiments in which interventions considered controversial at tu. 
as conventional or standard practice and physical injury resulte .

actions 6/28/96. This

approve

Summary Response; As recommended byHhe ^ry C"’^
'be ^th a 

reasonable financial comp^—

1

aluating research risks and to sample attitudes toward human subject research. 

y vonu....^ s recommendations fall into three major areas, biomedical 

and population exposures (1944-1974); current human subject

and ev;

The Advisory Committee's

experiments; . .
protection; and secrecy and openness.

biomedical experiments and population exposures

: Apology and compensation ‘hr^cific^iments

These experiments involved Department of Energy 

and contractors only.



litigation, including

ion cannot be offered under existing law

seek legislative relief in appropriate cases.

was

These criteria

. This

, and 27,1996,

Summary Response:
Committee that no further response is

3

A streamlined administrative process, based on Federal Tort claims Act procedures

extent of physical injury to the subject, the nature of the expenment and the degree

,'u A*.,..,...™ - - * - »

Recommendation 4: Subject notification and medical foUow-up’ ^ecessa^ ria

Summary Response:
report, President Clinton
victuns of human radiation experiments.

where no consent or inadequate consent 
’ One

with the indication that there may be many

• At the ceremony in which Dr. Faden presented him the 
formally apologized on behalf of the government to the

• The IAWG staff has generally agreed with the Advisory 
- - ’ - - is warranted at this time and that the criteria set

toh ^H^n^are appropriate for evaluating future cases  
recommendation has generated a great deal of ““J. 2726^d 27 J996, 

to'generahze about the diversity of views

i. This document is strictly for discussion purposes only. It was prepared by

Recommendation 3: Apology (without compensation)

subiects were wronged but not harmed, i.e. -----
was obtained or the selection of the subjects constituted rm 1= 

experiment was proposed as a candidate-------

others.

included both the lev
medical follow-up in exposed individuals.
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as a

has involved a

In one

grantees

been

Administration (NASA) sent a

Headquarters, the nine NASA

radiation experiments 
public notification process, t

documents. The whole process

early radiation research projects for
. .j ,

' ing veterans or family members towhich at least some of the names 

were <------
encourage medical surveillance or

rather than medical follow-up by the government. They viewed the latter 

continuation of suspect government activities.

a^iatmus and profess.onal orgamzauons. At the "^cept for—

m A t AWG staff has further discussed and reviewed its response to this 

documents. The whole process has received extensive publicity.

In one example, the Nat.onal Aeronautic  ̂ A4n«on sent a

Field installations, and the Jetand 
notification. These avenues of notification rformed through NASA grants.

“Z”“ .» —“™ ”
medical records of human radiation research subjects.

In addition, through the Int^ency* 

involved in experiments have ha nQE has notified a number of

experiment in which DOE had some involvement.

T„. VA M« to-

..—"
a . s 6/28/96 This document is strictly for discussion purposes only. It was prepared by

human radiation experiments held by the Senate

that subjects may want to be notified whether or not they were harmed.



projects and no veterans were

NP irradiation which was

medical screening of asymptomatic

NP radium in service

Radiation Program.

War II. Nasopharyngeal irradiation

the time, i--------  .
locate. DOD has been able to locate names 

naso[
a fact sheet about the therapy.

Treatment with Nasopharyngeal (NP) Radium during Military Service

The Departments of Defense (DOD) and Veterans Affairs (VA) haveT>een 

considering a relatively large group which has attracted pubhc' 
servicemen who received NP irradiation during and immediately following w 

Nasopharyngeal irradiation was considered accepted medical treattnent a 
and records identifying individuals receiving this treatment are difficult

3 I

.pharyngeal inadiation and sent them a letter

5

warranted An expert committee including specialists in nuclear medicine radiation 
oncology health physics, and radiation dosimetry reviewed information ^o“t these 
projectfand no veterans were identtfied who were felt to warrant special follow-up 

actions specifically because of their radiation exposure.

nrovide health professionals information about this issue. Currently, veterans 
Sd With NP radiation do not have spec.al eligibility for VA care. A current bill 
(HR #2080) if enacted, would provide pnonty eligibility to veterans treated w th 
NP^adtum in service. A VA legislative proposal also currently under consideration 
□"vetera.is treated wtffi NP radium eligible for the VA’s lomzmg

considered accepted medical treatment at 

of a few servicemen who received 
informing of this fact and providing

Several agencies have been evaluating the issue of notification for specific 

categories of experiments:.

..........................................................................

medical screening of asymptomatic individuals but recommended that individuals 
treated with NP radium inform their health care providers for consideration when 
they are examined or evaluated. VA officials have published information on NP 

radium treatments in medical journals and sent information to veterans service 

organizations for their newsletters.

The VA and CDC are planning a satellite teleconference

. A current bill
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Aeromei

Command Center (RECC) are following up on the

continuing concerns 
the testimony of Dr. 
Affairs on March 12,1996.

oih’er subjects for whom it has information that would make not.fication possible. 

ot J. , ________Q„tkr RpHavp that this information is available, a

l 1956 and 
of Medicine (IOM)

determined that there was no evidence of lifetime risk to the participants in these 

tests, notification and follow-up of the juvenife partimpants ~^fow-on 

the latter as prudent. The
concerning the minors ii---------
and the Radiation Experiments

A Ct 3oi 1790 to cover other exposed populations, mcludmg

citizens exposed around the Hanford site.

SXdmX,Ss^erVsmwhosaeZnes were omitted from the study report.

Draft Federal response to ACHRE Recommendations 6/28/96.

DOE Efforts

“ ■—-X” ;■
Tara O’Toole before the Senate Committee on Governmental

Alaskan Natives

A number of Alaskan Natives were involved in the U.S. Air Force Arche 
Aeromedical Laboratory Iodine-131 thyro.d test, whidt too t place m .. - 

1957. Although both the Advisory Committee andc..

: • involved in the Iodine-131 study. In general, the Ak Force

recommendations of the IOM in its recent report concerning the lod ne-lT1 
experiments involving Native Alaskans. Efforts are ongoing to locate documents 

involving Native Alaskans and to identify the six Native

......................................... .......

Recommendation 5: Working with Congress to amend the Radiation Exposure
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Recommendation 6:

will recommend the

; and, if
and administrative changes that address the

Recommendation 7:

Summary Response: established to review the provisions in

near the Han
River, 1 
increase in 
will work with Congress to

changes
documentation requirements.

compensation.

Summary Response:
Undersecretary for „ 
from the Departments
are included. The Task Force is a

i
attributable to radiation exposure

t_
most feasible way to
administration _

r f/28/96 This document is strictly for discussion purposes only. It was prepared by

Kecnm.uc.u...-. Updating the epidemiologic tables that govern relief for 

veZ>s and improving the administration of the current laws governing

—SkSSSHS
tas bTe'nV-ded'whh a list of all stud.es currently in process.

nnse- The VA has established a Working Group led by the

- - is also evaluating the efficacy of the cun-ent law and 

concerns identified by the Advisory Committee.

Kecomnwnuuuu.. .: Working■ tounmiumminers. The
Exposurejromof(ellglblllty for compensatlon and a loosening of
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. The

and analyze in the

policy judgment.

; and

scientists from the 

and the

-' In addition, consideration should be given to adding the

to ensure that they are not unduly restrictive. The committee consists ofTbur 
scientists from the National Institute of Occupational Safety and Health (N 
a^d the National Cancer Institute (NCI), and three attorneys from DOJ. The 

committee report is in the process of completion.

TI nmmittee has agreed on a series of recommendations that propose significant 
The committee has agreedIon a comDensation criteria for lung cancer

program for citizens 
population remains alive.

Bto ot nhXX and utink, are at increased health nsk, Congress would 

^d to cons.der expanding the current medical surveillance program.

Summary Response

establishing an 
and treatment program.
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iew of the DOE Marshall Islands Program, administered by the

Representatives

DOE is also in the process of locating
process of rethinking the program

already located.

sponse to ACHKB This document is strictly for discussion purposes only. It was prepared by

lgencies and has not been fully approved by these agencies. AU responses are preliminary.
Draft Federal response to ACHRE Recommendations 6l2fU96. 

staff at various a|

The planned Joint Commission for Accreditation of Healthcare Organizations 

with the RMI Ambassador to the United States have taken place and

SKSSSX XS? «.»...
Blue Ribbon Panel as another possible mechanism for this review.

Representatives of RMI participated in the February Stakeholders Workshop and 
DOE is generally working with RMI representatives to determine how to enhance 

the program to better meet their current need and to fully involve them tn 
process of rethinking the program. DOE is also in the process of locating 
additional documentation requested by RMI and facilitating their access to material

with the RMI Ambassador to the United States have taken place and RMI has
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call upon external resources for implementation.

an

Federally funded research with the

consent process;

2

This document is strictly for discussion purposes only. It was prepared by

Among the responses are activities that are being implemented in the near term 
while others will require preliminary groundwork prior to full mplemen a ou 
addition it is expected that a National Bioethtcs Advisory Commission (NBAC) . 
independent body established by the President through Executive Qrdei^129 
October 3 1995 will address a number of issues raised in the recommendations.

familiarize professionals engaged in non-

Developing educational programs in concert with external groups such as
el scientrfic socreties, anc.otherstostren^i 

activities in human subjects protection, to provide a forum for addressing 
ongoing as well as emerging issues in human subjects research, and to 
familiarize professionals engaged in non-Federally funded research wm..... 
ethical considerations in conducting research involving human subjects,

• implementing training programs within Federal agencies to educate senior 

level officials on regulations and policies governing human subjects researc ,

• Reminding institutions conducting Federally funded research of their ongoing 
responsibilities with respect to Institutional Review Board (IRB) review,

• Pooling resources across agencies to enhance understanding of the infonned

• Referring specific Advisory Committee recommendations to NBAC which 

will provide expert advice on issues of bioethics,

In general, agency activities in response to these recommendations fall into the 

following categories:

CURRENT HUMAN SUBJECT PROTECTION

Overview: Responses to these recommendations involve a wide range of 
approaches, some of which are activities internal to the agencies and others which



current system for protecting human subjects.

. Human

since 1983

the promulgation of the regulations.

Individual Recommendations and Summary Responses:

Recommendation 9: Efforts to ensure centrality of ethics in the conduct of human

subjects research.

Draft Federal response to ACHRE Recommendations 6/28/96. This document is strictly for discussion.purposes only. It was prepared by 

JtaiT at various agencies and has not been fully approved by these agencies. AU responses are preliminary.

• Implementing educational workshops and an active dialogue with 
international partners with whom Federal agencies cooperate in human 
research to develop common ethical principles and to ensure the rights ot 
human subjects are protected, e.g. specific activities proposed by NASA.

Federal agencies on the ethical conduct of human behavioral and clinical research, 

and the applications of that research. As a first priority, NBAC shall direct its 
attention to protection of the rights and welfare of human research subjects. Human 

radiation experiments, per se, are not referenced in NBAC’s charter.

Although its establishment was catalyzed by the Advisory Committee report, NBAC 
in fact represents the reinstitution by the President of an entity that has been absent 
since 1983 That entity is a national, deliberative body of private citizens that 
provides advice and recommendations to the government on bioethical issues arising 
from research on human biology and behavior, and the applications of that research. 

As such, NBAC can be expected to pursue vanous issues identified in these 
Committee recommendations based on their merits, as judged by NBAC.

The President is expected to appoint the NBAC membership soon, with meetings to 
begin later in 1996. Reports provided to NBAC by agencies that cany out current 
human research will pennit NBAC to begin a critical assessment of the 
implementation of the 1991 Federal Policy for the Protection ofHuman Subjects 
(“Common Rule”). Such independent analysis is cntically needed, five years after

As such, NBAC can be expected to pursue various issues identified in these

11

• Considering the proposal of legislation to remedy some of the gaps in the

NBAC Update: NBAC was established by the President to provide guidance to all



RFA.

for use by principal investigators.

Draft Federal response

Summary Response: 
the National Science an

Recommendation 10: f^pro^Xg information to

that pose more than minimal risk,be treatment; realistically explain
potential subjects that ^^"tr discomfort and pain; better

“sX XSXmg information to potential subjects on sponsors and

The]
issue as well as major

™. r.r —on -»• «

12

- - - -

emitie“i in the areas of bioethical

(AWG staff has identified activities came outm recenfiy^.^ be

do" and NAS A. Some of these are discussed below.

m addition, the National •—s consent

initiative to fund the deve op parties embrace the informed consent
process. Despite the vigor w.th whmWl

process, little is actually nown , subiects research was centered on
Committee's commentary| 1 andbD0D committed to supporting

informed consent, and NIH, NAbA, , A Request for Applications

■^7“““" “■

doe «mu»
including: education, oversight and co p s weU as the internet
and control of funds. The newly "L neSers, e-mail updates,

database (updated ann'“ y^£e^de brochures make this issue a very visible one at 
local guest lectures, and DO , the activities are ongoing; new
DOE. Attention does not diminishi b for sharing site speclflc



ition that the IRBs must determine it

review to ensure compliance

annual public meeting for individuals October 1995 PRIM&R meeting, at

World Wide Web makes

In October 1995, the Foo^

-*

guidance to IRBs.
forums, hearings, FAX call,

6/28/96. This document is strictly for

Diego is expected to address 

recent pla<

all within the ambit 

- directly to

purposes of the research; better mi 

subjects on 1

Of the existing Federai Poiicy ««! instruct
IRBs on their operations. The 1A^ datlons^nd wiii provide oversight and
IRBs to be responsive to these recot d work with NBAC and the

SS’S^Xl^council in canymg out these recommendafons.

.... Pro.ect.on from Research Risks (OPRR), National Institutes of

Wh.ch the Advisory ConwUee reco—^^onsand discussion of the 
to the IRB community OPRR has sche P Oklahoma City, Honolulu, 
recommendations at "31^ workshops in A^r
Peoria, and Houston. ’mentation of the recommendations. The

Dieeo is expected to address IRB imp u wun. \mS placement of the Advisory Committee report on the ...... 

it possible for IRBs to examine its full text.

m October 1995, the Food and Drugand

OPRR and

OpSroAacti«ly» " letters regarding human

copies of Federal Register notices and "Dear Colleague 

subjects protection.

13

- ■ lechanisms for providing information to potemid

5UOJW.O m.. financial implications; and recognition
the quality of the science justifies the risk.

Summary Response: The ACHRE offered detailed guidance-
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more-than-minimal risk
ibout IRB focus on

studies, one OPRR “Dear Collea8"® he exis;ing regulatory provisions 
IRB community restated and exp . s of low.risk research, and

1 Exemption from IRB review kinds of research when it is judged b 
2)expedited IRB review of 10 oth wna me(;hanisms permits

devote greater effort to the areas

rules in a public forum.

& Research

ethical rules in public.

information

Issues
DOE has also sponsored a

imination that could result from

the Office of Protection from

, maintains
Researci
human subjects. OPRR answe,

In response to ACHRE concerns ahout^ worldwlde
studies, one OPRR “Dear Colleague lene regulatory provisions for

information, and respond to inquiries by mail.

A major aspect of the DOE h^^°”X<S'vari5tf e^ucmimWograrns, 

Issues (ELSI) program is the recently sponsored two highly
including meetings and seminar^ e issues. DOE has also sponsored a
acclaimed public television program . on discuss the use of
judges' workshop for trial judge me program has also sponsored

in the eourtroom. h J ^crimination that could result from

XtSon ^out ethnic and other groups, (2) that d.scussed

, 6U»9» TM. .»< » Urtedy to J-T— <*• "

U. A —. k..‘. —« 
rules in a public forum.

—ssssssss
ethical rules.

Private organizations, such .a^^^Ethfc7National Association (ARENA), and

Ethical, Legal, and Social

acclaime

DNA evidence in the courtroom 

conferences or ’
the use of genetic information



More than

30,000 copies have
teach high school students.

meet these proposals

of oversight, sanctions, and

It was prepared by

ed by these agencies.Draft Federal response to Al

staff at vai---------

Recommendation 13:Joversight, sections, and

include policy changes recomm 

new i

,CHRERe—
X.ZS-- w - '* *,h 1

of specific steps including

:ss, 

and incorporation of appropriate bjects research. In the summer of
leadership as well as those 'nvo v^” Ejects protection regulation that will 
1996, DOD will publish a revised hwnan sW0^Committee. For example, the 
include policy changes ,rec°™"en^ ^commissioned officers from playmg a role 

SS XSKX -»——1

‘riot's and interests of human subjects in the areas 

scope.

Recommendation 12:

rest
officers and investigators

volunteers.

Summary Response: DOD has agreed to a number

15

30 000 copies have been distributed by' D , primer 1S also
Ld.v.dual copies made by ™‘>"'-"'^hods,to * J dents>

available electronically on-line, and ® ]ike Harvard and Stanford,
graduate students, and physictans a.t “u produced and distributed include a
Mditmnal materials that have been o^ am te g P curnculum on the

.........<
,pect to human subject researc^voluntannesSj maintaining a reg.stry

if DNA evidence, a

human genome project in both Enghsl



Summary Response of which are described below. It is

charge.

compensated.

HEW Secretary’s Task Force (1977) and the

16

Federal agencies are already undertaking specific activities 
ta response to this recommendation, some of which are described below. It is 
expected that NBAC will fully address this recommendation tn carrying out

policy issue remains elusive.

areas 
models.

• SS

Recommendation 14: Resolving the longstanding i
persons injured in the future from Federally-funded research should be

• Has begun a program of regular site visits to its facilities performing human 
subjectTresearch, for education and review. Each site will be visited

issue of whether and how all

sxnd m—011
VA, CIA, and DOJ (along with many totitive Order.

MlowmTam 'XmeTecffiV^tieX have been undertaken by IAWG

agencies in relation to, or as a result of, this review. 

The Department of Energy:

— ■ -* is strictly for discussion purposes only. It was prepared by

staff at various agencies b^^roved by these a.encies. Ail responses are prebtninao .

the IAWG) were required to review this research in the light of the Advisory
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approximately once every three years. Five laboratories and three field

offices were visited by a team in 1996.

ested all DOE laboratories to provide a sample of current informed

• Put DOE’s FY 95 Human Subjects Database on the Internet.

• Updated the DOE Human Subjects Research Homepage with access to all

DOE information, contacts, resources, etc.

Continued the twice yearly meetings of DOE-wide human subjects working

group.

I

these aeendes. AB responses are pre^an-

every other year.

The Department of Defense:

• Sponsored a large, interagency human subjects workshop to highlight .the 
ACHRE report and other bioethical issues. This ongoing senes is undertaken

Requested all DOE laooratones io piuv.uu a - ----------
consent documents. These are bemg reviewed to improve and monitor the 

quality of these documents.

• Reviewed in detail DOD's existing policies and procedures for the P^''on

• “,x,s “
research, and one for engineering research..

• Requested all laboratones to provide plans that detail local activities to 

improve the human subjects research review system.

to all sites to adapt and use, one for genetic research, one for biomedical

:s—

Research."

• Proposed changes to current policies that would:
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Draft Federal response to ACHRE Recommendations 6/28/96. This document is strictly for discussion purposes only. It was prepared by 

staff at various agencies and has not been fully approved by these agencies. All responses are preliminary.

Adopt investigator assurances of familiarity with the Nuremberg code, 
the Belmont Report, the Common Rule, and related requirements;

Incorporate research ethics into graduate medical education curricula at 

Military Department teaching hospitals;

Include specific language in the revised directive that would emphasize 
the expedited review process for certain categories of minimal risk 
research that are detailed in the Common Rule (32 CFR 219),

Require education in human subjects regulations at the executive level 
of training for commanders and senior civilians who may be involved 
in human subjects research and for individual investigators, IRB 
members, research administrators, and support personnel; and

Ensure that officers and senior NCOs in the chain of command not be 
present during research recruitment briefings of personnel under their 
command, and that an ombudsman be present at group recruitment 

briefings.

The National Aeronautics and Space Administration:

• Established an external Bioethics Policy Task Force to review all NASA 
human use research policies and procedures, chaired by Baruch Brody, Ph.D., 
Leon Jawarski Professor of Biomedical Ethics and Director of the Center for 
Ethics, Medicine and Public Issues at Baylor College of Medicine. The final 
report of the Task Force was provided on February 14, 1996. In 
collaboration with the Task Force, NASA enhanced the conduct of human 
subjects research so that it satisfies the requirements both of the Federal

’ Common Rule and of the highest principles of research ethics.

• Updated the NASA Management Instruction (NMI) on the conduct of Human 
Research, issued on August 8, 1995, to reflect the Federal Common Rule and 

incorporate the relevant recommendations reflected in the Advisory 
Committee's final report. NASA Headquarters has also established a process
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for oversight and assurance search and the protection of human

Johnson Space Center, and

center instmctions.

U .• A/7X/96 This document is strictly tor aiscu»».<-.. r-

become a permanent votmg
Research Panel (HSRP).

jnmated ethics forums on the Common Rule and protection of human subjects

* ?bLa“’!?™en?v^

. Revised to the

STo? SpTvM g The Chairman must certify as exempt or approve a

for its domestic biomed.cal research community.

The Central Intelligence Agency.

forums to inform NAS~ Trh These workshops will e
> k —

111V VUlivc -- -------- — -

— consent

- -w'"

:Ument is strictly for discussion purposes only. » was prepared by

for oversight and assurance. ^’^“^T^thfprotection of human 

named for the authorization o human subjects protection is
subjects. Documentation o ass Instanations and the Jet
required every five years fro is conducting human subjects research.

. Conducted — ..«« «

—ttett. ■r-r

a transnational understanding of the sensrtivj^^

researd

form for use on the intei- 
undergo periodic review.



The Department of Health and Human Services:

I

research funds, by means of 12 to 24 site visits per year.

of Health

Provides administrative support for NBAC.

Draft Federal response to ACHRE Recommendations 6/28/96.

r

D ft F d ral esponse to achku Keeonu..™—^.-This document is strictly for discussion purposes only. It was prepared by

• Coordinates interagency Request for Applications from researchers, to 

develop new knowledge related to the informed consent process.

I

• Expanded technical assistance to IRBs at institutions receiving DHHS

• Designated the Office for Protection from Research Risks, National Institutes 
of Health, to coordinate the preparation of the NBAC report with information 
drawn from the Public Health Service agencies and other operating divisions.

• Began activities to improve the procedures for protecting human subjects. 
For example CDC is developing an on-line education system in research 
integrity and’ethics that will be mandatory for investigators.

• Ensured that FDA will respond to NBAC, not only as part of the Department, 
but also in its capacity as a regulator of research done by private industry.

20

research proposal before it can proceed; final approval rests with the Agency 

Director.

• Disseminated an agency bulletin to all employees specifying the rationale and 
function of the panel and necessity of referring human subject research to it

for approval.

• Revised the Agency's Contracting Manual to guarantee that HSRP approval is 
obtained prior to approval of any contract involving human subject research.
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Other Agencies:

needed revisions.

order implementing the Common Rule.

• The Consumer Product Safety Commission is updating and changing its

internal documents and policies.

SECRECY AND OPENNESS

required to find and document that.are

subjects;

1. The research involves no more than minimal nsk to the subjects;
2. The waiver or alteration will not adversely affect the rights and we are o

• VA has planned IRB site visits to review procedures and their Office of 
Research and Development is reviewing its policy manual to identify any

• The Department of Education anticipates reporting to NBAC on ongoing 
training activities, and efforts to disseminate information through guidance 

documents and establish networks within that Department.

• The Environmental Protection Agency (EPA) is planning to issue an internal

Recommendation 15: a) No waiver of mfonned consent for classified research and
“ Z P— « of the identity of the sponsoring agency and that 
classified reseZh is involved and b) For classified research, establishmg an 

independent panel, whose records are permanent, to review scientific merit, 
nsk/henefit, consent, and whether subjects need a security clearance.

Summurv Resnonse: With regard to 15a, the existing Federal Policy for the 
Protection of Human Subjects makes no distinction between unclassified research;, 

and requires prospective, legally effective informed consent from humar' 

with only very limited exceptions. IRBs may cons.der altering or waivin ! 
consent only when four stringent criteria are met. To alter or waive consent.
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3. The

Committees recommendations

t

all IRB members possess the necessary clearances.

has an initiative underway to improve envm

environmental release where any

oversij

research could not practtcably be earned out without the waiver or

4‘^^'appropriate, the subjects will be provtded with additional pertinent

infonnation after participation.

Similarly, the
notification to the prospective  
the name of the sponsoring government agency.

“Xncy group meets regularly to ensure mufonn

Federal Policy currently leaves to the discretion of IRBs any 
ive subject 1 )that classified research is involved, and 2)of

implementation of the Federal Policy and to gauge the need for changes.

enviYomnentanaw^andMly cooperate with EPA, and

agencies to prevent, control, and abate environmental pollution, regardless

records permanently and reporting to Congress.

b’ “12..” “™>.. - 

... p.nu.,0,., .eddies, o,
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(16b)

EP A does not have as yet

processes in classified settings.
if classified material.

classified NEPA document, the

address issues including transport, storage, review

classified filing and review procedures and will provide

stafTat various agencies and has not been fully appro'

In the past
appropriate clearances for access to

With r 
assigned as

vement of records to Archives; 2) making indexes and finding aids

-------------- --—r? and permanent recordkeeping of 
daZsified’NEPA documents and EPA review comments. EPA will notify all Federal 

Agencies of its new classified filing and review procedures and will provide 

Congress with information on request.

operate’^effective enforcement capability over classified projects EF*‘S 
considering systematically identifying cleared personnel and to seek from the 
opeX Xl agencies through a senes of Memoranda of Understimdmg; the 

anoropriate "need to know" access. This new process would assure that EPA 

could handle most environmental compliance matters through administrative 
processes tn classified settings. The EPA recommends however that each 

agency be responsible for its own handling o

related to issues of muvxwxxwx ------j------------------- rwvUriaQSXgovernment’s information secrecy program under Executive Order 12958.

whether the activities of regulated Federal agencies are classified. There is concent 
that creating a new regulatory entity, such as an independent review panel, would 

add to the bureaucratic complexities of ensuring envtronmental safety.

(16b) While EPA currently does oversee all Federal govenunent operations, 
whether classified or not, through its enforcement program, which assures 
compfiance with environmental laws by Federal agencies, EPA does not have as y 

a systematic information gathering, coordination, or reporting process speci y 
f national security and/or activities subject to the Federa

Recommendation 17: Ensuring historical records are organized and accessible by 
O h" movement of records to Archives; 2) making indexes and findmg a.ds



recommendations on openness.

National Archives; and

more

■nt is strictly for discussion purposes only. It was prepared by

copies  
Nevada.

• In response to Advisory Committee recommendations, DOE is

- Negotiating the transfer of over 3,000 cnbic feet of records to the

readily available; 3)
4) maintaining records

which include background 
list of over 400

Actively making finding aids to records still in agency custody 

readily available to the public, and has prepared records access 
guidance. To date, finding aids from Headquarters records and a

i.uo.u.Jon retrieved fol the human radiation experiments project is readily 

available to the public, and to respond to specific Advisory Committee

destruction. .

Current Agency Activities: 1AWG members have initiatives underway to ensure 
that information retrieved for the human radiation experiments projectas read y

records of classified human subjects research permanent, not just the records of 

The Department of Energy:

• Tlie Department has produced three publications 
information, record senes descriptions, topical essays a hst ot ove nuu 
exneriments and oral histories. Most of this information, along with over
250 000 scanned historical documents, is located on the Internet with paper 
copies of all documents at the Coordination and information Center (CIO

24

improving public access to records in the custody of agencies; 
'; of document destruction; and 5) reviewing policies governing 

access to records of grantees and contractors.

S..mm!.rv Response: For 1,2,3, and 5, the IAWG staff agrees with moving 
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It will also include information on DOD events that
sponsored by the DOD

availability is summer 1996.

DOD has also declassified may documents identified in

an

responses are

Internet
agencies as part of this project.

experiments to its experiment list.

The Department of Defense:

The
deposited at the CIC

• The Department is preparing a guide similar to the DOE Roadmap that wi 
describe DOD documents found during the human radiation records search, 
and will identify and list human ionizing radiation exPenme^nducttecd+l^

DOD in its search efforts, such as atmospheric releases. Scheduled

documents will be available on the Internet and hard copies will be

USHCU ill U1V V/JA-'. - ------------------ ---------- - p
the search for human radiation expenments and is also plmmmg to transfer 
them to OpenNet, an Internet source for recently declassified documents.

• DOD has taken the lead in an interagency effort to create a home page on the 
, modeled after DOE’s, providing access to documents located by all

Draft Federal response to ACHRE Recommenda

number of filed sites have been placed in public reading rooms across 

the DOE complex.

• The Department continues to update its World Wide Web site on the Internet 
with additional documents of interest and recently added three new

• DOD is expediting its response to Freedom of Information Act requests 

concerning human radiation experiment subjects.

The National Aeronautics and Space Administration:

• NAS A will maintain a permanent collection of human radiation experiment 
records and a database at Johnson Space Center. A process for subuussion of

response to requests for information has been developed.



The Central Intelligence Agency:

Health and Human Services and Veterans Affairs:

These agencies are preparing documents for availability on the Internet 
sometime in the spring or summer of 1996. Paper copies have been 
transferred to the National Archives.

The CIA is transferring approximately 1,000 pages of declassified documents 
and a CIA Inspector General report on human subject research procedures to 
the National Archives. The documents will also be available on the Internet.

Summary Response: The National Archives has begun a scheduled review of 
CIA's records management program, including records access issues and the CIA 
has agreed to give top priority to declassification of human subjects research 
records.
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The agency is also working to make radiation research documents available 
on the Internet. The agency is creating a NASA Radiation Review 
Homepage which summarizes the agency's search and findings.

Recommendation 18 : a) Review of CIA recordkeeping by CIA Inspector General 
or other groups with special attention to facilitating public access and b) Priority 
given to declassification of CIA historical records such as MKULTRA.

The agency is reviewing for declassification a few documents relevant to the 
MKULTRA program that had not been previously declassified and released. 
An independent review of the CIA's record system has been undertaken by 
the National Archives and will be completed in approximately six months.

Draft Federal response to ACHRE Recommendations 6/28/96. This document is strictly for discussion purposes only. It was prepared by 
staff at various agencies and has not been fully approved by these agencies. All responses are preliminary.
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February 1996

Recommendation 2, page 803 to 805

1.

Recommendation 4, page 809, 810 and addendum thereto, page 840

2.

Population exposures, page 810 (all under this provision)

3.

Recommendation 5, page 811

4.

zf>J

COMMENTS OF THE NATIONAL ASSOCIATION OF ATOMIC VETERANS 
(NAAV) IN RESPONSE TO REPORT OF THE ADVISORY COMMITTEE ON 
HUMAN RADIATION EXPERIMENTS (ACHRE) AND SUGGESTIONS FOR 

STRENGTHENING RECOMMENDATIONS AND REMEDIES
INCORPORATED THEREIN

NAAV concurs with the Committee's recommendation that the Human Radiation 
Interagency Working Group (Working Group), together with Congress, amend the 
provisions of the Radiation Exposure Compensation Act of 1990 (RECA) to include 
other "similarly situated groups such as those exposed to intentional releases...

Medical followup and expenses should be awarded to all atomic veterans who 
may have incurred any radiogenic illness, their survivors, and to offspring of atomic 
veterans who suffer from genetic or mutagenic illnesses. We concur with the 
Committee's suggestion on page 803, third paragraph and last paragraph on page 805.

Approve the Committee's suggestion that the existing laws pertaining to the 
veterans and others be revisited and extended to similarly situated groups such as those 
exposed to intentional releases who are not now covered. We suggest that all persons 
exposed to ionizing radiation in connection with nuclear weapons tests, including 
Marshall Islanders who are covered under a different framework of remedies, be covered 
under the same laws, be paid the same amount and be extended the same medical 
benefits.

Notify all veterans exposed to nasopharyngeal radium treatment, and their 
offspring as well as all veterans exposed to ionizing radiation during the nuclear testing 
era, 1945 to 1993, and their offspring. We find outrageous the Committee's attempt to 
play God on pages 809, 810 and therefore do not concur.

Pat Broudy
Legislative Director
33492 Periwinkle Drive 
Monarch Beach, CA 92629 

Ph.(714) 661-0172 
Fax (714) 661-3108K
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Recommendation 6, page 811

5.

Page 812. The Advisory Committee further recommends to the Human Radiation 
Interagency Working Group that it review whether existing laws governing the 

NAAV concurs with the Committee's suggestion that the Report of the National 
Institutes of Health ad hoc Working Group to Develop Radioepidemiological Tables 
(Tables) now relied upon to determine whether relief is appropriate for veterans who 
participated in atomic testing, be reviewed and updated. Those tables admittedly are the 
first version (1985) and are based on the knowledge in existence in 1974 (page 79 of the 
Tables..."Our present knowledge is far from complete and the Tables can be regarded as 
no more than a guide to causation... each element of the probability-of-causation (PC) 
calculation...has its own uncertainties.")

In spite of this admission and the outdated information the Tables contains, as 
recently as August 29, 1994, Secretary of Veterans Affairs (VA), Jesse Brown, sent a fact 
sheet to the Hon. Lane Evans and co-signers of a letter endorsing our suggestion of 
inclusion of the radiogenic illnesses in P.L. 98-542 with the "presumptive" cancers in P.L. 
100-321 and 102-578 (Enclosure I). This fact sheet was prepared by the Under Secretary 
for Benefits and is condensed from the Tables referred to above. The Secretary also sent 
a similar fact sheet to me quoting from the flawed 1985 Mortality Study of Nuclear 
Weapons Test Participants (Study) by the National Academy of Science (NAS), now 
being repeated by the same entities--NAS and Defense Nuclear Agency (DNA) 
(Enclosure 2), and partially funded by the VA.

The Secretary further informed Sen. John D. Rockefeller on July 18, 1994, that 
as of that date only 414 claims had been granted under the presumptive laws, 
promulgated in 1988 and 1992, out of over 15,000 filed (Enclosure 3).

In spite of the above, the Committee stated that the "Department of Veterans 
Affairs agrees with this recommendation." (First paragraph of this colloquoy).

It is our recommendation that all claims denied on the basis of decisions based on 
the Tables and the flawed Study be reviewed in light of the above facts.

2
In addition to the Committee's recommendations, we recommend that all persons 

covered under that law (RECA), be awarded the same monetary sum (the highest of 
$100,000 paid to the uranium workers); that they all be covered for the same illnesses 
(including lung cancers and other lung ailments to which the uranium workers are 
eligible); that there be no offsets for Social Security benefits, veterans benefits or other 
U.S. governmental payments made for the same illness; that there be no restrictions 
(coffee consumption, cigarette smoking, residence [length of time in the area]), no 
"working level month" restrictions, and any and all other restrictions contained in P.L. 
101-426 and P.L. 101-510 (RECA). We recommend that the so-called "Warner 
Amendment" repealed in P.L. 101-426 and reinstated in P.L. 101-510 be again repealed 
completely.



Recommendation 7, Page 813

7. We concur with the Advisory Committee's recommendation to the Working 
Group that RECA be amended to provide for all miners who develop lung cancer without 
requiring a specific level of exposure. We also recommend that all radiation victims be 
accorded the same consideration.

3
compensation of atomic veterans are now administered in ways that best balance 
allocation of resources between financial compensation to eligible atomic veterans 
and administrative costs, including the costs and scientific credibility of dose 
reconstruction.

The Committee found that the government did not maintain adequate records of 
all veteran participants...the Committee urged the Working Group in conjunction with 
Congress to address the concerns promptly. There are five concerns listed; in which we 
concur. I would like to address the last one (#5), in detail. It asks: [If] the time and 
money spent on contractors and consultants in administering the program would be better 
spent on directly aiding veterans and their survivors. Our answer is a resounding "Yes!"

As the letter referred to above from the Secretary of Veterans Affairs to Sen. John 
D. Rockefeller dated July 18, 1994 states: 414 out of 15,818 claims were granted on a 
presumptive basis. These did not need dose reconstructions. We have tried to obtain the 
number of claims granted under P.L. 98-542 which requires dose reconstructions. We 
have been unable to obtain this information from the VA. (As of the end of September 
1991 over 12,000 claims had been received for disability or death alleged to have 
resulted from exposure to ionizing radiation under both P.L. 100-321 and P.L. 98-542; 
258 were granted, 167 of whom were survivors. 25 veterans were rated at 0% 
(Enclosure 4). The contractor for the Defense Nuclear Agency (DNA), Science 
Applications International, Inc. (SAIC) charges $3,000 for each dose reconstruction. The 
DNA costs for Nuclear Test Personnel Review (NTPR) dose reconstructions for the 
period 1978 to 1994 is $13,598,939; the total funding for the Nuclear Test Personnel 
Review Program for that same time period is $96,500,000. We do not know what "total 
funding" encompasses. The total is $110,098,939 (Enclosure 5). We must get the total 
of personnel salaries, rents, expenses of all kinds connected with that time period for the 
operation of the NTPR. The number of dose reconstructions, and the number of claims 
filed under P.L. 98-542 must be obtained by the Working Group, as well as the total 
amount of VA benefits paid to claimants under P.L. 98-542 only.

In addition to the above expenses, the Underground Nuclear Test Personnel 
Review (UNTPR) costs (1962-1993) must be reviewed by the Working Group. I have 
been attempting under FOIA to obtain these records. These reports and costs are 
available from the DNA. I have some of them and we have now FOIA'd the names of the 
military participants but are having a problem with the Privacy Act. There were 65,000 
military participants in the underground tests. In the VACEH report you will see there 
were about a half million other military exposed after 1962.
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Recommendation 8, Page 815

8.

Recommendation 12, Pages 823-825

9. We concur with this recommendation in its entirety.

Recommendation 14, page 827

10.

This recommendation regarding the Marshall Islanders must also apply to all the 
atomic veterans, specifically those exposed in the Bravo test who suffered high doses of 
radiation at the same time and during the same tests as the Marshall Islanders.

We concur with this recommendation; however, it must be made clear that 
"research injuries" include all radiation victims, past, present and future.

No specific effort has been made in this Report to address the issue of 
compensation to the survivors of those who have died of their radiation exposure (and 
not just those so-called "research subjects.") We are all research subjects-downwinders,, 
uranium workers, testsite workers, atomic veterans, victims of the deliberate releases and 
any other individual exposed to ionizing radiation as the result of their being in the 
vicinity of any radiation device or contaminant. It's the survivors left with the burden of 
caring for the dying, and the fatherless children; educating them, feeding them, and trying 
to be father and mother to those children left with no or maybe only one, parent.

I would like to speak to the issue of wives and widows in particular. I speak with 
at least one widow a day, mostly those left with no means of support and staggering 
medical costs for the care of their spouse during his last illness; the widows of atomic 
veterans who do not have the wherewithal to pay for dose reconstructions, and to 
prosecute a claim. And even if they qualify under the presumptive laws their meager 
$800 a month does little to pick up the slack. These women must bear the pain of 
nursing and then losing a spouse to a horrible, lingering death. They then must pick up 
the pieces, perhaps sell their homes to pay medical bills and educate their children. The 
bottom of page 827 and the top of 828 says it all, but I feel you are not addressing the 
issue of "medical and scientific experimentation" for atomic veterans. True, there's no 
medical records and the damning documents are buried by the DoD and other agencies. 
Although the Committee seems to feel that the atomic veterans were not as experimented 
upon as those injected with plutonium or fed uranium-and I brought this up at your 
hearings--what do you consider an injection or ingestion of radionuclides? Does the 
wind swirling about your face filled with plutonium and other alpha emitters 
unmeasurable on a film badge constitute an injection? These men were inhaling or 
ingesting these poisons, and although they were not miners and exposed to radon, nor did 
they have a syringe of plutonium injected into their bodies-what is the difference? It 
only takes one micron of plutonium to give a full-blown lung cancer. That little tiny 
speck if inhaled will settle in the alveolar lung sac or the mediastinal lymph nodes and
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A.

B.

C.

We are indebted to President William J. Clinton, The Honorable Hazel 
O’Leary, Honorable Edward J. Markey, and Eileen Wellsome, those responsible for 
opening the door so long closed.

Patricia Broudy
Legislative Director, NAA V

That the 11 additional radiation risk activities listed on the enclosure 
outlined above, be added to the laws pertaining to the atomic veterans; and

That a registry be established for the offspring of the atomic veterans, and 
that these offspring be awarded financial benefits for their care and treatment if they are 
afflicted with any genetic/mutagenic physical problems which can be attributed to a 
parent/grandparent because of his/her participation in any of the radiation-exposed 
situations outlined in the attached "Proposed Legislative Agenda for the National 
Association of Atomic Veterans," which we will present to the House and Senate 
Veterans Affairs Committees (Enclosure 6);

In addition to the above recommendations and remedies suggested by the 
Committee, we suggest the following:

That the laws concerning atomic veterans referred to above, be amended 
to encompass those other radiation-risk activities and the dates of exposure to radiation 
risk activities be extended to 1993. This information is contained in the attached 
Radiation Risk Activities Report of the Veterans Affairs Committee on Environmental 
Hazards, August 1993, mandated by P.L. Congress in P.L. 102-578 (Enclosure 7).

5 
become a ticking time bomb--perhaps in 15 or 20 years the victim develops lung cancer, 
lymphoma or other cancers, however, lung cancer for the atomic veteran is impossible to 
prove. It's okay if you're a miner, but not if you're a veteran.

Are you aware that the individual victim of this experimentation, if he was 
wearing the uniform of the United States, sworn to defend the Constitutional rights for all 
Americans, is denied those same Constitutional rights for himself and his family? Yes, 
we cannot have a trial by a jury of our peers. There are at least six laws denying that 
right to servicemen/women and their families. My husband and those many other 
husbands, fathers, brothers, sons forced to absorb these poisons gave their lives for your 
Constitutional rights. They were sworn to secrecy and only on their deathbeds did they 
finally reveal those secrets. Our government did a marvelous job of coverup. History 
books are barren of the lies and deceit necessary to enforce the silence.
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February 28, 1996

Dear Tara:

South Shore Health Center 
759 Granite Street

Braintree, Massachusetts 02184 
671-848-1950

Tara O’Toole MD
Assistant Secretary for Environment, Safety and Health
United States Department of Energy
1000 Independence Avenue
Washington. DC 20585

I

PAGE 3

Therefore, the solution to medical monitoring is medical care. 1 suggest that medical care could be 
provided by establishing a special class of radiation victims and qualifying them automatically for 
Medicare. In addition, the Department of Energy or the government could oflcr to pay the co-pay 
for this class and thus offer them a little bit more than they otherwise would get.

Arguments for you:

Thanks very much for meeting with us in the past two days. Please let your staff know that none 
of our comments were directed personally at them, and in fact, we understand that they arc on our 
side of most of the issues. Nonetheless, the ACHRE report was not close to fair and as a result of 
the long history problems, some of our frustrations came out during the meeting. This was in and 
of itself part of the healing process and quite therapeutic. (Better than Valium)! think, that now 
that our frustrations have been expressed, we can all move forward together. In that spirit. J am 
sending you a list of suggested solutions to some of the problems that exist.

Problem Hi: Response to medical monitoring and medical care.

I agree with your position that medical monitoring, for most of the diseases that may have been 
induced by the radiation, is more expensive than medical care and of questionable value. Different 
doctors may have different opinions about this, and different patients may have different opinions 
on the possible harm that accrues from a skin needle biopsy, or from an echo of the thyroid, or 
testicle. For that reason, it is even more important that these decisions be made by individual 
patients and their doctors. Since medical monitoring would cost more than medical care, I think 
that it is appropriate that medical monitoring be shifted into medical care. Decisions about medical 
monitoring can be made by physicians and patients together without a rigid set of federal guidelines 
and rules.

1. This won’t cost the government much, Most of these people arc already on Medicare.

2. It deals with all of the pros and cons of medical monitoring given that the decisions on this are 
not clear. It is of course, ridiculous to wait for the medical community to decide what is, and what 
is not, valuable for monitoring. Thus the decision is appropriately left up to the physician and their 
patient. This is particularly true with this class of patients that has already been abused. They 
must be allowed to have as much impact on the decision making process as possible.
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Political reasons for this;

1. lliis is the unethical obligation.

2. This criteria for notification is established and implemented by NIOSH. NIOSH is the only 
agency that has dealt with this problem Ums far in die government. It should be easy for the 
government to argue that the method is the one that should be applied in this ease, as well. It is a 
standard method used by another agency. In fact any contrary policy should be discarded because 
it conflicts with established precedent.

PAGE 4

South Shore Health Center 
759 Granite Street 

Braintree, Massachusetts 02184
671-8484950

3. Research on the possible health outcomes of the population could also be done. I think that this 
must be done with a joint research establishment where the victims groups pick at least half of the 
researchers, and the government, the other half. As much as possible, this should be done through 
record reviews only. Because this is such a special class that already feels abused, I think that in 
die case of diose experiments and their followmp for research purposes, additional individual 
permission must be obtained, prior to even an epidemiologic study on publically available data.

Administrative Mechanisms; Because preventive activities arc generally not covered by Medicare, 
I Suggest Uiat a special code be developed that could be used only with patient who qualified under 
administrative criteria set up by the President. People who qualify under this code would qualify 
for certain specific procedures to be reimbursed, such as echo’s of the thyroid or testicle I do not 
think that other special procedures should be recommended. Normally, Medicare would not cover 
screening tests. Thus, tills special code would allow these to be done.

In my opinion, the recommendations oftho committee regarding who should be offered medical 
care must be turned on their head. That is, the committee concluded that when there is proven 
harm, people should qualify for medical follow-up. In my opinion, the burden of proof lies with 
the government; all victims of government radiation experiments should qualify for medical follow 
up unless the government can prove beyond reasonable doubt that no additional harm came to the 
person ns a result of the experiment. Those individuals who do not qualify for medical care as a 
benefit should receive an apology and notification when ever that is possible, 1 personally would 
define no harm as a dose of radiation that was not above average background of 150 millircm per 
year. I believe that most of the boys with their toys experiments qualify as part of this class. 1 do 
not think that there would be any political problem in establishing this distinction. On the other 
hand, when radioactive tracers at or above the background were administered or when the 
experiment had a non-medieal purpose even in part or when we are sure that there was harm, as in 
Vanderbilt, the victims should qualify for medical care and compensation.

Solution #2. Notification.

In addition to notification, a particular support mechanism should be established for psychological 
counseling. NIOSH notification policy includes a mechanism for this., Prior to release of study 
findings NIOSH, meets with local physicians and health departments and establishes a help line for

All individuals should be notified that they were used as guinea pigs and an apology should be 
given to them.
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Sincerely yours,

David Egilman, MD, MPH
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1 think that the Inter Agency Working Group needs some staff to help them in their work. 1 can 
think of no better staff with better experience in locating the records or in evaluating data than the 
victims themselves. I think that jobs should be posted and applications taken and that the staff on 
the Inter Agency Working Groups be composed primarily, if not exclusively, of victims (not even 
their representatives). There is great precedent for this. There arc many unions and communities 
who have educated their members in the methods for epidemiologic studies. The group members 
have subsequently carried out epidemiologic studies. There is, in fact, a therapeutic benefit to this 
This can be part of the therapeutic process. People need to feel that something was gained as a 
result of the experiments. Titus, the victims and other victims tlu ough the victims who are actually 
working on the project would feel fulfillment in that they themselves were participating in closure 
of the issue. I do not think that there would be any administrative bar to this, I do not think that 
there is any ethical problems with this and I think that it is quite reasonable approach.

Disclaimer: tJic views expressed are my own and do not represent those of the task force, CARS or 
any other being human or otherwise dead or alive. In fact to paraphrase Fcyerabund, 1 may not 
agree with them myself in five or ten minutes.

South Shore Health Center 
759 Granite Street 

Braintree, Massachusetts 02184
671-848*1950 

the physicians and the patients so that people can get care. As part of the notification, people 
could be given qualifications statement under Medicare that they could sec their own physicians for 
counseling, if appropriate. I would suggest that state by state or regional professionals be hired by 
the Department of Energy, (this would not cost to much either) to assist the physicians or 
psychiatrists in explaining the nature of the risk and the remedies, etc. This would be slightly more 
than what NIOSH does, but I think that there is an additional ethical obligation to do slightly more, 
given the fact that these experiments were not voluntary.

Solution #3. Participation of Victims



identify a process by which the government may consider claims 
for compensation for subjects of human radiation experiments 
identified by the Advisory Committee on Human Radiation 
Experiments.

PROPOSED MODEL FOR PROCESSING HUMAN RADIATION EXPERIMENT CLAIMS 
FOR COMPENSATION

The President's Response: Upon accepting the Advisory
Committee's Final Report, the President extended the Nation's 
apology to the experiment subjects and their families and 
directed his Cabinet to use and build on the Advisory Committee's 
recommendations to devise promptly a system of relief, including 
compensation, that meets the standards of justice and conscience. 
Thus, the charge to the Human Radiation Interagency Group was to

Background -- The Advisory Committee Report: In its Final 
Report, which was presented to the President on October 3, 1995, 
the Advisory Committee on Human Radiation Experiments recommended 
that the government provide an apology and financial compensation 
to the subjects (or their next of kin) of experiments in which 
efforts were made by the government to keep information secret 
for the purpose of avoiding embarrassment or potential legal 
liability, and where the secrecy had the effect of denying 
individuals the opportunity to pursue potential grievances. In 
addition, the Advisory Committee recommended an apology and 
compensation to the subjects or their surviving immediate family 
members for experiments that did not involve a prospect of direct 
medical benefit to the subjects, or in which interventions 
considered to be controversial at the time were presented as 
conventional or standard practice, and physical injury 
attributable to the experiment resulted. The Advisory Committee 
identified several categories of experiments as candidates for 
compensation under each recommendation.

A Process for Implementation: The Human Radiation
Interagency Working Group has worked to develop a process through 
which the government can consider compensation claims and has 
determined that the Federal Tort Claims Act (FTCA) -- and in 
particular, the administrative claims process of the FTCA, 28 
U.S.C. §2672 -- is the most efficient and immediately available 
system of relief for persons who allege physical injury as a 
result of their participation in human radiation experiments. 
The FTCA has been the Nation's vehicle for compensation of 
personal injury claims against the government for the past half 
century. Indeed, even before the Advisory Committee had issued 
its Final Report, several alleged subjects of human radiation 
experiments or members of their families had proceeded under the 
FTCA in pursuit of their claims for compensation, and the United 
States has taken the initiative to resolve those claims in a just 
and compassionate manner.



I.

The Federal Tort Claims Act Claims Process OverviewA.

B.

2

Teamwork Approach to Human Radiation Experiment Claims 
Processing

SUMMARY OF ADMINISTRATIVE CLAIMS PROCESS AS IT APPLIES TO 
HUMAN RADIATION EXPERIMENT CLAIMS

In furtherance of the Administration's commitment to 
providing relief for persons harmed in the human radiation 
experiments, the government has already taken the initiative to 
offer monetary settlements to claimants who elected early to 
pursue their claims under the Federal Tort Claims Act. In short, 
the government already has in place a well established system for 
relief, which affords multiple opportunities for just resolution 
of claims arising from human radiation experiments.

The effectiveness of the Federal Tort Claims Act process as 
a vehicle for resolution of human radiation experiment claims has 
been enhanced by involvement of legal counsel from the key 
agencies, who are intimately familiar with the history of human 
radiation experiments and who participated in the work of the 
Human Radiation Interagency Working Group. Teams comprised of 
agency attorneys and Department of Justice attorneys have given 
priority to resolving the human radiation experiment claims in a 
prompt and just manner. In addition, because some experiments 
were conducted by independent contractors who have been 
indemnified by a federal agency, the government teams have been 
able to augment the Federal Tort Claims process by calling upon 
the indemnified contractors also to participate in settlement 
discussions, enhancing the prospect for claims resolution.

The administrative claim process under the Federal Tort 
Claims Act is straightforward and facilitates the prompt 
consideration of claims for personal injuries. The burden on a 
claimant is minimal, involving the completion of a standard form 
that identifies the essential information that must be provided 
to initiate the claim. Also, the process is well understood by 
the federal agencies to which claims will be presented; and 
experienced personnel are already in place to process the claims, 
inform claimants of any additional information that is required 
to support the claims, and ensure that meritorious claims receive 
prompt and just adjudication. Finally, a claimant who is 
dissatisfied with the agency's decision on his claim retains the 
option of pursuing his case in federal court. Indeed, even if a 
claimant elects to pursue his claim through a lawsuit, the 
opportunity for resolution of the claim without full litigation 
exists because the government's willingness to engage in 
settlement negotiations or alternative dispute resolution.



C. The Claims Process, Procedural Steps
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If a judgment is rendered against the United States, or a 
claim is settled by the government for an amount over $2,500, the 
successful claimant is paid from the Judgment Fund, a continuing 
appropriation dedicated to payment of judgments and settlement of 
claims against the United States. If a private institution or 
individual indemnified by a federal agency settles a claim, or a 
judgment is taken against the institution or individual, the 
settlement or judgment amount is reimbursed by the indemnifying 
agency from the agency's appropriated funds.

A standard form (Standard Form 95) is available from all 
federal agencies for a claimant to file a claim. That form (a 
copy of which is attached) is a simple, two-sided document that 
contains instructions to a claimant or a claimant's personal 

In the case of human radiation experiments, which may have 
been conducted decades ago, the employee that the claimant 
alleges to have acted negligently or wrongfully may have worked 
for a federal agency that no longer exists or that has changed 
its name. For instance, the employee may have worked for a 
predecessor agency of the Department of Energy, such as the 
Atomic Energy Commission, or of the Department of Defense, or the 
Department of Health and Human Services. In those circumstances, 
the successor agency is the proper agency to which the claim 
should be presented. Personnel from every agency participating 
in the Interagency Working Group have been instructed to give 
priority to any human radiation experiment administrative claims 
to ensure that claims are presented to the proper agency and are 
coordinated with the Department of Justice to ensure fair and 
consistent consideration of the claims.

Any person seeking financial compensation from the United 
States for physical injuries caused by the negligent or wrongful 
act or omission of an employee of a federal agency acting within 
the scope of his office or employment must present his claim in 
writing to the federal agency for which the employee worked.

It is important to note that the United States may only 
provide compensation under the Federal Tort Claims Act for the 
conduct of an employee of a federal agency, a term which does not 
include any contractor with the United States. Thus, a claim 
must be based on the alleged negligent or wrongful conduct of a 
federal employee in order for the claim to be considered. 
Claimants will be informed if their claim does not involve 
wrongful conduct of a government employee. However, in certain 
cases involving the conduct of private institutions or 
individuals that were indemnified by a federal agency such as the 
Department of Energy, the government may jointly pursue 
settlement on behalf of both the United States and the 
indemnified contractor.
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Since harm to an experiment subject will likely be a 
significant issue in connection with many human radiation 
experiment claims, medical information will be needed to offer 
relief in these cases. Thus, a claimant can expedite 
consideration of a claim by providing medical records or other 
available medical information at the outset. If the agency 
requires additional information to process the claim, it may 
contact the claimant or his representative and request the needed 
information.

representative concerning the basic information that is required 
to initiate the claims process. Claimants are free to use 
additional pages, if necessary, to state in detail the facts and 
circumstances concerning the claimed injury. In essence, a 
claimant is required to provide the agency with a sum-certain 
amount of damages sought for the claimed injury and sufficient 
information to provide the agency a basis to investigate the 
claim.

The federal agency to which the claim has been presented is 
allowed up to six months within which to investigate and make a 
final disposition of a claim before a lawsuit may be filed. The 
agency is allowed this initial six-month period to consider the 
claim and decide whether to adjust, compromise, settle, or deny 
the claim. Because radiation experiment claims involve questions 
of policy, agencies are required to consult with the Department 
of Justice before they may be settled.

In general, agencies will follow a simplified claims process 
that can result in offers of compensation if the subject 
participated in a human radiation experiment in which a 
government agency was involved in actions falling with the 
criteria outlined by the Advisory Committee on Human Radiation 
Experiments. As needed, the agencies will seek expert advice on 
scientific and medical issues to resolve the claims.

Claims presented in connection with the human radiation 
experiments already investigated by the Advisory Committee can be 
addressed in less than six months. Indeed, settlement
negotiations are already underway in connection with a number of 
those claims. If any claims are filed in connection with alleged 
human radiation experiments that were not among those studied by 
the Advisory Committee on Human Radiation Experiments, 
investigation and consideration of those claims could require 
more than six months before a final determination can be made. 
The additional time might be required to conduct searches of 
government or private archives in order to establish the 
government's role in connection with the alleged experiment and 
the nature and extent of a subject's participation in the 
experiment and any evidence of resulting injury. In light of the 
broad expanse of the Advisory Committee's investigation, few 
additional experiments are likely to result in claims.
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federal court.

Standards for Consideration of Human Radiation Experiment
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Experiments in which the interventions considered 
controversial at the time were presented as conventional or 
standard practice and physical injury resulted.

2. Experiments in which there was no prospect of direct
medical benefit to the subject and physical injury resulted; or

The Administration has embraced the recommendations of the 
Advisory Committee on Human Radiation Experiments and has made a 
commitment to consider the claims of experiment subjects or their 
families under a system that -- in the President's words -- meets 
the standards of justice and conscience. Accordingly, every 
human radiation experiment claim presented (including the claims 
of persons who had previously sued the United States even before 
the Advisory Committee's Final Report) will be reviewed by the 
federal agency to which the claim is presented and by 
representatives of the Department of Justice for a determination 
of whether the claim meets the standards articulated by the 
Advisory Committee in its recommendations and can be compensated 
under existing law.

In general, the criteria to be applied by the agencies will 
be that reasonable compensation will be offered, to the extent 
legally permissible, to an experiment subject (or surviving 
family member) if the subject participated in a human radiation 
experiment in which a government agency was involved in actions 
falling within the following criteria outlined by the Advisory 
Committee:

D. ;
Claims

In all cases, the claimant is not required to file suit at 
the expiration of the initial six-month period if the federal 
agency has not made a final determination of the claim. Once a 
claim has been filed, the claimant may await the agency's 
dtcicicn. On the other hand, the claimant may, at his option, 
deem the claim finally denied six months after the claim was 
filed with the appropriate agency and may then file an action in

1. Experiments in which excessive secrecy deprived 
individuals the opportunity to pursue potential grievances; or

Denial of a claim must be in writing and sent by certified 
or registered mail. If the agency does finally deny a claim, the 
claimant must file suit within six months of the denial or the 
claim is forever barred. An award of compensation in response to 
a claim constitutes satisfaction of the government's liability, 
and the matter is terminated without any litigation.



Conclusion
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The affected federal agencies and Department of Justice will 
pursue fair and reasonable compensation for persons whose claims 
meet the standards of the Advisory Committee and the requirements 
of justice. The Administration has voiced its commitment to 
providing reasonable compensation to injured parties to the 
extent permitted by law. In reviewing any claim, the agencies 
will give great weight to the Advisory Committee recommendations 
and do as much as possible under the law to provide relief for 
human radiation experiment subjects. Every effort will be made 
to offer compensation through settlement negotiations or use of 
alternative dispute resolution in appropriate cases so that 
needless litigation can be avoided. If persons were harmed by 
their participation in federally conducted or sponsored human 
radiation experiments but compensation may not be provided under 
current law, we will so inform the claimants and notify 
representatives of the Administration so that support for 
legislative relief may be pursued in appropriate cases.
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Consistently with the Administration's commitment to 
providing relief for persons harmed in the human radiation 
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Background

Final Report of the Advisory Committee

Advisory Committee Recommendations

The Committee's recommendations fall into the following three major areas:

Biomedical Experiments and Population Exposures, 1944-1974

Overall Summary of Government Responses to Advisory Committee September 5,1995

PROPOSED GOVERNMENT RESPONSES TO RECOMMENDATIONS 
OF THE ADVISORY COMMITTEE ON HUMAN RADIATION EXPERIMENTS

Finally, the committee reviewed 125 current or recent Federally-funded studies (not 
limited to radiation research) and interviewed patients at leading hospitals in order to 
gauge the adequacy of procedures for obtaining informed consent from subjects and 
evaluating research risks and to sample attitudes toward human subject research.

The committee also considered issues related to some radiation exposures associated with 
government activity that are not experiments; that is, persons were not exposed for the 
purpose of research. These include atomic veterans, uranium miners, and residents of the 
Marshall Islands exposed to fallout from U.S. weapons testing.

The committee’s report, currently in near-final form, begins by identifying the ethical 
standards that applied to the government and to the medical and research professions in 
the post-war period. Several "case studies" are then reviewed in detail, including the 
injections of plutonium into 18 hospital patients during World War II, research with 
prisoners, and research funded by the military on patients who had previously been 
exposed to total body irradiation in clinical settings. Intentional environmental releases 
of radioactivity are also reviewed.

95SEP i5; P12: 59

The Advisory Committee on Human Radiation Experiments, chaired by bioethicist Dr. 
Ruth Faden of Johns Hopkins University, was established by President Clinton in 
January, 1994. Acting in cooperation with federal agencies, which were directed by the 
President to search for records related to human radiation research and provide them to 
the Advisory Committee, the committee was charged to provide expert advice to the 
Cabinet-level Interagency Working Group on scientific and ethical issues related to 
biomedical experiments involving ionizing radiation and to a list of intentional 
environmental releases of radiation. The committee was to focus on the period 1944-
1974 (when government-wide regulations on human subjects research were adopted) but 
was permitted to go beyond.



Current Human Subject Protection

Secrecy and Openness

Government Response to Recommendations

2Overall Summary of Government Responses to Advisory Committee August 31,1995

The following three packages - one from each subcommittee - represent the consensus 
view of the group of agency representatives.

A group of representatives from all agencies represented in the Interagency Working 
Group, including the Departments of Energy, Defense, Health and Human Services, 
Veterans Affairs, and Justice, the National Aeronautics and Space Administration, and 
the Central Intelligence Agency, with participation by the Office of Management and 
Budget and the White House Office of Science and Technology Policy, has been meeting 
over the past month to consider government-wide options to address the
recommendations of the Advisory Committee. This group divided into three 
subcommittees paralleling the three major areas of the Advisory Committee's 
recommendations. Each subcommittee developed options, which were presented to the 
entire group for discussion. The options covered the entire range of potential government 
responses, from those that agencies can take individually and in cooperation, to those that 
call for Presidential action.



Remedies Subcommittee

SUMMARY

PROPOSED GOVERNMENT RESPONSE TO ADVISORY COMMITTEE 
RECOMMENDATIONS ON REMEDIES FOR BIOMEDICAL 

EXPERIMENTS AND POPULATION EXPOSURES FROM 1944 - 1974

The responses described in the following pages address the findings and 
recommendations of the Advisory Committee on Human Radiation Experiments 
dealing with experiments and population exposures in the period 1944-1974, 
recommendations one (1) through seven (7). These recommendations are still 
undergoing revision by the committee and the proposed responses must therefore be 

considered as subject to change.

An apology and a commitment to work with Congress to secure 
compensation commensurate with the violation of dignity in the case of the 
plutonium injection subjects and others identified by the committee who were 

treated similarly;
Review of the standards governing compensation of uranium miners and the 

administration of laws governing compensation of atomic veterans;
Review of whether new data call for expanding the scope of medical

While the committee has not identified cases where subjects were physically 
harmed, it has identified a small number of cases occurring during WW II (less than
25 in total) where the government deliberately kept the true nature of the 
experiments from the subjects. In those cases, the committee recommends 

compensation to surviving family members.

The committee also considered issues related to some radiation exposures 
associated with govenment activity that were not experiments; that is, persons were 
not exposed for the purpose of research. These include atomic veterans, uranium 
miners and residents of the Marshall Islands exposed to the fallout from a 1954 
nuclear weapons test. The committee's major recommendation for these groups is 
that existing laws governing compensation should be reexamined to assure fairness 

and equity.

The proposed responses described in more detail below would endorse the basic 

thrust of the committee's recommendations, including:



programs for Marshall Islanders.



Remedies Subcommittee

RECOMMENDATION 1

RECOMMENDED GOVERNMENT RESPONSE

,1

RECOMMENDATION 2

The Advisory Committee recommends to the Interagency Working Group 
that for subjects of human radiation experiments that did not involve 
a prospect of direct medical benefit to the subjects, or in which

PROPOSED GOVERNMENT RESPONSES TO ADVISORY COMMITTEE
RECOMMENDATIONS ON REMEDIES FOR BIOMEDICAL EXPERIMENTS AND 

POPULATION EXPOSURES FROM 1944 - 1974

I
I
i

I
I
I

Work with Congress to pass legislation to apologize and compensate the 
affected families for any dignitary harm that may have been suffered 
by the subjects of the experiments, either because the subjects' 
consent was not adequately obtained, or the government improperly 
denied the subjects and their families an opportunity to pursue legal 

redress.

The Advisory Committee recommends to the Interagency Working Group 
that the government deliver a personal, individualized apology and 
provide financial compensation to the subjects of human radiation 
experiments in which efforts were made by the government to keep 
information secret from these individuals and from the public for the 
purpose of avoiding embarrassment and/or potential legal liability, 
and where this secrecy had the effect of denying individuals the 

opportunity to pursue alleged grievances.

Compensation would be commensurate with amounts paid to other groups 
that Congress has previously compensated for similar harms. (Japanese 
internees were paid $20,000 in 1988).

Claimants would be required to release claims of dignitary harm 
against the government, its contractors and their employees in 
exchange for the compensation. However, the proposed legislation 
would explicitly preserve any existing or future claim of physical 
harm resulting from the experiments. [The government could also 
defer claims of physical harm in accordance with any decision made 
respecting recommendation 2.]



RECOMMENDATION 3

I

intervention considered to be controversial at the time were presented 
as conventional or standard practice, and physical injury attributable 
to the experiment resulted, the government should deliver a 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 members.

As of the time this report was prepared, the Advisory Committee had 
withdrawn these recommendations for revision. The Compensation 
Subcommittee will not provide response options until the nature of 
these recommendations is more certain.

[The agencies are waiting for the Advisory Committee's revised/clarified recommendation, 
further discussion is required. ]



RECOMMENDATION 4

RECOMMENDED GOVERNMENT RESPONSE

The Advisory Committee recommends to the Interagency Working Group 
that it work with Congress to amend the Radiation Exposure
Compensation Act of 1990 to encompass other populations 
environmentally exposed to radiation from government operations in 
support of the nuclear weapons program, should information become 
available that shows that areas not covered by the legislation were 
sufficiently exposed that a cancer burden comparable to that found in 
geographic areas currently covered by the law may have resulted.

The government agrees with the Committee's concern about treating 
exposed populations fairly. Studies are underway that look at 
communities near the Hanford nuclear facility and at other sites 
including Femald, Savannah River, Rocky Flats and Oak Ridge. If 
information is forthcoming showing increased cancer resulting from the 
operation of DOE facilities, the government will consider whether 
existing law should be amended to cover those affected.



RECOMMENDATION 5(1)

Recommendation 5(2)

RECOMMENDED GOVERNMENT RESPONSE

RECOMMENDATION 6

The Advisory Committee recommends to the Interagency Working Group 
that it work with Congress to ensure that the epidemiological tables 
that are relied upon to determine whether relief is appropriate for 
veterans who participated in atomic testing are reviewed and updated 
so that all cancers or other diseases for which there is a reasonable 
probability of causation by radiation exposure are clearly and 
unequivocally covered by the statutes.

The Advisory Committee further recommends to the Interagency Working 
Group that it review whether existing laws governing compensation of 
atomic veterans are now administered in ways that produce the best 
balance in allocation of resources between financial compensation to 
eligible atomic veterans and administrative costs, including costs of 

dose reconstruction.

The Advisory Committee recommends to the Interagency Working Group 
that it work with Congress to amend the provisions of the Radiation 
Exposure Compensation Act of 1990 relating to uranium miners to 
provide compensation to all miners who develop lung cancer after some 
minimal duration of employment underground (such as one year), without 
requiring a specific level of exposure. The act should also be

The Secretary of Veterans Administration will appoint a Working Group 
that will include representatives from the Department of Veteran 
Affairs, the Department of Health and Human Services and the 
Department of Defense to provide a written report to the Interagency 
Working Group by January 31, 1995. The report will

Recommend that most feasible way to accomplish updating the 
epidemiological tables to develop a budget request for the President's 
FY 1997 budget;
- Describe the administration of laws governing compensation of 
Atomic Veterans; and
- Recommend legislative and administrative changes that address the 
concerns identified by the Advisory Committee.
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RECOMMENDED GOVERNMENT RESPONSE

\

Agree with the Advisory Committee that the provisions of the Radiation 
Exposure Compensation Act (RECA) relating to uranium miners should be 
reviewed to ensure that they are fair, comparable to compensation 
standards for other radiation-exposed populations and consistent with 
current scientific data. The Administration will establish a committee 
of governmental and non-governmental experts to review these issues as 
well as the Department of Justice's implementing regulations under 
RECA. The committee will be asked to complete its review within 6 
months. Based on the committee's findings, the Administration will 
work with Congress to enact appropriate statutory changes and amend the 
existing regulations under RECA.

reviewed to determine whether compensation should be extended to 
include uranium millers, and documentation standards or all claimants 

should be liberalized.

[hold uranium millers discussion to see if recommendation remains in 
report]



RECOMMENDATION 7

RECOMMENDED GOVERNMENT RESPONSE

Extensive analyses of radiation exposures in the Marshall Islands have 
indicated that the exposures to inhabitants of Ailuk and other atolls 
were substantially less than exposures on Rongelap and Utirk. 
However, the Department of Energy will undertake a review of available 
information, including any new data that has been developed, to 
determine whether a reconsideration of radiation exposures on Ailuk 
and other atolls is warranted.

The Advisory Committee supports the Department of Energy's program of 
Medical monitoring and treatment for the exposed inhabitants of the 
Marshall Islands atolls of Rongelap and Utirk, and recommends that 
this program be continued as long as any member of the exposed 
population remains alive. Furthermore, the Advisory Committee 
recommends that the program be reviewed to determine if it is 
appropriate to add to the program the population of Ailuk, and the 
population of other atolls whose inhabitants may have been received 
exposure comparable to or greater than those of Ailuk. The Advisory 
Committee also recommends that consideration be given to the 
involvement of the Marshall Islanders in the design of any further 
medical research to be conducted upon them.
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Summary of Responses to ACHRE Recommendations 8-13

prospective issues pertinent to the conduct of research on human biology and behavior and to

□

□

□

□

□

□

Pool resources across agencies to conduct pilot projects to improve the 
efficiency and effectiveness of IRB review and to evaluate the Government’s 
system for the protection of human subjects.

Consider proposing legislation to remedy some of the gaps in the current 
system for protecting human subjects.

The responses that have been developed on the following pages to address Recommendations 
8 through 13 of the Advisory Committee on Human Radiation Experiments (ACHRE) cover a 
broad range of approaches, some of which involve activities internal to the agencies and 
others which call upon external resources for implementation.

Among the responses are activities that can be implemented immediately while others will 
require some preliminary groundwork prior to full implementation. A third group of 
responses involve referring certain recommendations to the National Bioethics Advisory 
Commission, an independent body to be established by the President “to consider current and 
prospective issues pertinent to the conduct of research on human biology and behavior and to 
identify broad, overarching principles to govern the ethical conduct of such research .

Generally, the responses to the recommendations cover the following categories of activities:

Remand specific ACHRE recommendations to the proposed National Bioethics 
Advisory Commission (NBAC) which will provide expert advice on issues of 

bioethics.

Develop educational programs in concert with external groups such as medical 
schools, universities, scientific societies, and others to strengthen activities in 
human subjects protection, to provide a forum for addressing ongoing as well 
as emerging issues in humans subjects research, and to familiarize professionals 
engaged in nonfederally funded research with the ethical considerations in 
conducting research involving human subjects.

Implement training programs within federal agencies to educate senior level 
officials on regulations and policies governing human subjects research, e.g, the 
activities proposed by the Department of Defense.

Send official notifications to institutions conducting federally funded research 
(a) reminding them of their ongoing responsibilities with respect to IRB review 
and (b) informing them of their new responsibilities regarding additional 
requirements to be incorporated into the informed consent procedures and 

forms.



August 25, 1995

Recommendation 8

< >•

The Advisory Committee recommends to the Interagency Working Group that efforts be 
undertaken on a national scale to ensure the centrality of ethics in the conduct of 

scientists whose research involves human subjects.

The Government has in recent years mounted several activities that address this subject. For 

example:

DHHS: The National Institutes of Health (NIH) requires all institutions 
receiving National Research Service Award institutional training grants to 
provide pre- and postdoctoral trainees on these grants with instruction in the 
responsible conduct of research. This curriculum includes, among other things, 
policies on the appropriate use of human subjects and animals in research.

DHHS: The NIH completed development of a Core Curriculum in Clinical 
Research to train young clinical investigators in its Clinical Center. This 
course, which is mandatory, includes several modules on protection of human 
subjects and a specific module on bioethics.

NASA: Established an external Bioethics Task Force to review NASA 
procedures for all experimentation involving human subjects and to recommend 
appropriate policy changes. Report to be issued in fall 1995.

DOE: Holds educational regulatory and bioethics update meetings for the entire 
DOE system (to which other federal agencies are also invited).

DOD: Convenes an annual Tri-Service Clinical Investigations Postgraduate 
Short Course, generally attended by 200-300 physicians, scientists, nurses, 
pharmacists and other research support personnel, that emphasizes 
contemporary human subjects protection issues.

DOE: Has computerized and established worldwide web access to the 
Department’s human subjects newsletter, resource manual and database.

DOD: Requires investigators’ familiarity with the Belmont Report, the 
Common Rule, DOD Directives and all applicable regulations and instructions 
through the assurance process with each facililty.

VA: Has established a special office to conduct random site visits to VA 
medical centers to review local implementation of national VA policy for the 

protection of human subjects.



(a)

(b)

(c)

2

OPRR can convene, in conjunction with its counterparts in the other federal agencies,
2-3 regional workshops of IRB chairpersons to allow for the exchange of 
ideas/approaches, to stimulate the discussions of common problems and to address 
emerging issues in the arena of human subjects protection.

Response

A major effort will be launched to “upgrade” or expand these activities. These will 

consist of:

DOD: Will adopt the investigator assurances of familiarity with the Belmont 
Report, the Common Rule and related requirements as a standard for all 
activities involving human subjects research. Will incorporate research ethics 
into graduate medical education curricula at Military Department teaching 

hospitals.

NASA: Works with international partners to enhance the ethical training and 
understanding of all investigators involved in space-related human research and 
to ensure an transnational sensitivity to ethical issues in human subjects 

research.

Invite associations of medical schools and universities as well as scientific societies to 
join with the Government in launching a broad initiative to heighten the consciousness 
of the research community with respect to ethics of human subjects research. These 
might include the expansion of existing university-based research ethics programs and 
convening workshops in conjunction with the annual meetings of these different 

organizations.

■ DHHS: The NIH Clinical Center Clinical Bioethics Program will be expanded 
and additional resources will be provided, including an SES position, FTEs and 
space. Following implementation and assessment in the NIH Clinical Center, 
the Core Curriculum in Clinical Research may be offered to trainees in 
extramural institutions and/or further disseminated by publication of the

syllabus or making it available on the Internet.

■ DOE: Will be requiring educational/ethics updates from all DOE institutions 
that are involved with human subjects research. Will be establishing an 
educational plan for all IRBs beginning in FY 1996.
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announce that he will be signing an Executive Order establishingThe President can announce that ne win oe signing an ewvuuvcv.u.. —- =
the National Bioethics Advisory Commission (NBAC) and introduce the chairperson of(d)

the Commission.

Recommendation 9

least the five critical areas described below.

Mechanisms for ensuring that IRBs appropriately allocate their time
1.

Response

(a)

(b)

(c)

Mechanisms2.

3.

being conducted or supported.

3

The Advisory Committee recommends to the
component of the federal system for the protection of human subjects be changed in at

review of proposed research until

Mechanisms for ensuring that the information provided to potential subjects 

clearly identifies the federal agency or agencies sponsoring or supporting the 
research project in whole or in part and all purposes for which the research is

likelihood that subjects may benefit medically from their participation and the 

nature of the potential benefit, and (c) dearly explains the potential for 
discomfort and pain that may accompany participation in the research.

; so as to 
enable adequate review of studies that pose more than minimal risk to human . 
subjects. This may include the creation of alternative mechanisms for review and 

approval of minimal risk studies.

Agencies will remind institutions and their IRBs that the current regulations 
provide for an expedited review process for certain categories of minimal risk 
research and for minor changes in ongoing research and emphasize their 

continued and enhanced use of this mechanism.

Consider extending a pilot program to reduce the administrative burdens on

;---------
feature that would permit IRBs to delay their
award applicants (known at NIH as the "^I^nne”

preliminary determinations of the proposals' competitiveness have been made 

by the agency.

Ask the Human Subjects Research Subcommittee of the Health, Safety and 
Food Research Committee of the National Science and Technology Council to 
consider the implications of implementing this subrecommendation.

for ensuring that the information provided to potential subjects (a) 
dearly distinguishes research from treatment, (b) realistically portrays the
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Mechanisms for ensuring that the information provided to potential subjects
4.

(a) investigators to address these issues in protocols and consent procedures/forms.

(b)

will

5.

least as good an
available to them without participating in research.

Issue an

research should have access to the same level of medical care that would have been

Recommendation 10

4

Response

Implement the above three subrecommendations by instructing IRBs and

! is of a 
human subjects and,

of* research that purports to offer a prospect of medical benefit to

the science in research proposals to determine the appropriateness of the 
subjects in such research, and to stress that patients participating m therapeutic 
research should have access to the same level of medical care that would have been 
available to them were they not participating in research. IRBs have the authority to 
call upon external resources for expertise in areas not represented by their members.

clearly identifies the financial implications of deciding to consent to or refuse 

participation in research.

Response

official reminder to IRBs that they .already have the responsibility to review 
" ■' s use of human

Recognition that if IRBs are to adequately protect the interests of human 
subjects, they must have the responsibility to determine that the science is of a 
quality to warrant the imposition of risk or inconveience on human subjects and, 
in the case of research that purports to offer a prospect of medical benefit to 
subjects, to determine that participating in the research affords patient-subjects at 

opportunity of securing this medical benefit as would be

Announce that on October 2-3, 1995, the Department of Energy, in conjunction 
with the Subcommittee on Human Subjects Research, Committee on Health, 
Safety, Food Research & Development, National Science and Technology 
Council will convene staff from all federal agencies conducting or supporting 
human subjects research. Federal officials will be briefed on ACHRE findings 

" ~ ; on at this conference. (The
dllLl 1 CVUlliniviiuuviv**- —-----------------

Subcommittee on Human Subjects Research meets bimonthly to coordinate 
implementation of the Federal Policy for Protection of Human Subjects and

assessing actions to be taken by federal officials subsequent to the October

2-3 conference.)

Council, will convene staff from all federal agencies conducting or supporting

and recommendations and caucus for 2 days on at this conference. (The



Response

human biology and behavior and to identifyissues pertinent to the conduct of research on

(See Recommendation 8, Option d.)access.

Recommendation 11

interests

1.

activities that are obligatory, such as training maneuvers and medical

Response

2.

5

/

Advisory Committee recommends to the Interagency_WorWn£Group that

th pc n sin ism uc It** v —   ethics rules and principles for the conduct of human subject research in an open and 

public forum. This mechanism is not provided for in the Common Rule.

The National Bioethics Advisory Commission would be the ideal body to implement this 
recommendation. Inasmuch as the NBAC is intended "to constder current rmc1 P2 * * * * * * * 10^ ™ 

'j on human biology and behavior and to identity 
broad, overarching principles to govern the ethical conduct of such research , tills 
recommendation fits very appropriately with the NBAC’s charter. Under^P—'’ 
Federal Advisory Committee Act, ail NBAC meetmgs would be open and prov.de for publ.c

informed consent of any person participating as a subject in research Projects
sponsored or conducted by the Department, as required by 32 CFR 219 (The Common

The Advisory Committee recommends to the Interagency Working Group that at least 
the following four steps be taken to improve existing protections of the nghts and 

of military personnel with respect to human subjects research.

Review of policies and procedures: Policies and procedures gover"ing reS®arC^. 
involving human subjects should be reviewed to ensure that they (1) clearly state 

. . .. _________u "..kioefe h-v mpmhprc nf the armed services is

Rule).

Appreciation of regulations: Education in applicable human subjects regulations 

should be a routine component of the training of officers and of investigators.

DOD Directives and Military Department regulations require the voluntary and fully

The Advisory Committee recommends to the Interagency Working Group that a 
mechanism be established t» provide for the continuing interpretation and appltcation

(2) clearly distinguish those activities that are research and therefore
discretionary on the part of the member of the armed services from other
activities that are obligatory, such as training maneuvers and medical

interventions intended to protect the troops.
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human subjects, including an appreciation of the conditions under which such

3.

voluntariness of participation is adequately stressed and that the information

(a)

to res<

(b)

Maintenance of a registry: The Secretaries of the Navy and the Air Force should
4. be directed to adopt the policy of the Army, as detailed in Army Regulation 70-

6

;earch and development studies where briefings are given to potential 

subjects.

DOD is also revising its Directive or Military Department regulations to require 
that an ombudsman be present at group recruitment briefings to monitor that 
the voluntary nature of participation is stressed and that adequate information is 

provided about the proposed research.

Mechanisms are needed to ensure that all officers and investigators have an 
adequate appreciation of all regulations (including DOD regulations and 
directives and Service regulations) that bear on the conduct of research involving 
human subjects, including an appreciation of the conditions under which such 
regulations apply, the role of officers in interpreting such regulations, and how 

such regulations are to be implemented.

for v

research "administrators and research support personnel.

Maximizing voluntariness: The Service Secretaries should consider the situations 

under which it would be appropriate to make obligatory two practices for 

maximizing voluntariness that have been employed on an ad hoc basis in some 
military research. First, that no unit officers nor noncommissioned officer 
(NCOs) be present at any subject recruitment session in which members of units 
are informed of the opportunity and asked to participate in research by 
investigators; and second, that an ombudsman not connected in any way with the 
proposed research be present at all such recruitment sessions to monitor that the 

voluntariness of participation is adequately stressed and that the information 

provided about the research is adequate and accurate.

Response

DOD will incorporate education in human subjects regulations into executive level 
training for commanders and senior leadership. DOD will also incorporate methods 

for
providing detailed training for investigators, institutional review board members.

Response

DOD is revising its Directive or Military Department regulations such that 
officers and senior noncommissioned officers in the chain of command will not 
be present during research recruitment briefings. This requirement shall apply
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The

Oversight mechanisms to examine outcomes and performance.1.

Response

Develop an interagency grants program to stimulate the research community to(a)

e.g., the recent program aimuuiivcniciiv vr —
Health seeking proposals for studying the informed consent process

(b)

(c)

(d)

7

25, to maintain a registry of ail volunteers in human studies and experiments 
conducted under Research and Development programs. Such registries serve to

propose a variety of approaches to evaluating the performance and outcomes ot 
the Government’s system for protecting the rights/interest of human subjects, 
e.g., the recent program announcement of the National Institute of Mental 
Health seeking proposals for studying the informed consent process in research 

subjects with mental disorders.

Strengthen the federal agency offices with responsibility for oversight of human 

subjects protection.

Initiate a program for evaluating the cost effectiveness of different approaches 
for ensuring quality control of institutional systems for protection of human 

subjects.

Implement the NIH study to evaluate the implementation of the federally 
mandated Human Subjects Protection Program, specifically the extent to which 
the Program provides adequate protection for the rights and well-being of 

human subjects.

to improve three elements of the current federal system for the protection of the rights 

and interests of human subjects -- oversight, sanctions and scope.

facilitate confirmation of participation in research by subjects and their long-term 

follow-up.

each of the Military Departments establish and maintain a registry of volunteers in 
biomedical studies conducted under research and development programs.

Recommendation 12

Advisory Committee recommends that the Interagency Working Group take steps

Response

Tue following three subrecommendations should be collectively referred to the National 
Bioethics Advisory Commission. However, additional strategies are also outlined below.

Response

DOD is revising its Directive on human subjects research to include a provision that



Appropriateness of sanctions for violations of human subjects protection.2.

Response

(a)

(b)

Extension of human subjects protection to nonfederally funded research.3.

Response

(a)

(b)

Recommendation 13

Response

8

Provide the same sanctions for violation of human subjects regulations as exist 
for violation of animal welfare regulations.

Enact legislation that would extend requirements for protection of human 
subjects to research not funded or conducted by the Federal Government (such 
as most research involving assisted reproductive technologies).

Work with the American Medical Association, state medical societies and state 
licensing boards to launch an educational program to familiarize physicians and

others engaged in nonfederally funded research with the ethical considerations 
in conducting human subjects research.

In the case of DOD, failure to comply with its Directives and Military 
Department
regulations can result in administrative and judicial punishment under the 
Uniform Code of Military Justice.

This issue has been studied off and on over the last 20 years but, because of its complexity, 
has never reached resolution. With the establishment of the proposed National Bioethics 
Advisory
Commission and the release of the ACHRE report calling for compensation of subjects 
involved in Cold War era radiation experiments, the time may be right for a definitive 
examination of the issue and development of recommendations/guidelines for compensation of

The Advisory Committee recommends that the federal government review the area of 
compensation for research injuries of future subjects of federally funded research, 
particularly reimbursement for medical costs incurred as a result of injuries attributable 
to a subject’s participation in such research, and create a mechanism for the satisfactory 

resolution of this long-standing social issue
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injured human subjects.
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Secrecy and Openness Subcommittee

SUMMARY
;•

PROPOSED GOVERNMENT RESPONSE TO ADVISORY COMMITTEE 
RECOMMENDATIONS ON SECRECY AND OPENNESS

The responses described in the following pages address the findings and 
recommendations of the Advisory Committee on Human Radiation Experiments in 
the area of secrecy and openness, recommendations 14 through 17. These fall into 
two general categories. First, additional safeguards are recommended for classified 
human subjects research and environmental oversight of classified programs. These 
recommendations are not limited to radiation - related research or programs. 
Second, the committee calls for continued progress in making government records 
publicly accessible .

Presidential directive that no waivers of full informed consent will be 
permitted in classified research and that the government sponsoring agency 
will be disclosed to potential subjects in all classified research;
Request that EPA review whether additional steps are necessary to ensure 
robust environmental oversight of classified programs;
Direct the Interagency Working Group, working with the National Archives 
and Records Administration, to develop an aggressive plan to increase public 
accessibility of government's records, including the use of new technological 
advances and to review policies governing access to records of contractors; 
Redesignate records related to human subjects research to prevent destruction 
in the future;
High-priority review by the National Archives of CIA record-keeping system, 
addressing means to improve public access;
Direct CIA to give top priority in declassification review to human subjects 
research records.

The proposed government actions, summarized below, range from those that can be 
announced immediately and would apply across the government to those which will 
require additional development and consultation:



Secrecy and Openness Subcommittee

RECOMMENDED GOVERNMENT RESPONSE:

1

RECOMMENDED GOVERNMENT RESPONSE:

Institutional Review Boards ("IRB") are already required to include at least

The National Bioethics Advisory Committee is requested to evaluate 
whether the federal rules governing human subjects protection should be 
revised to codify the President's directive.

PROPOSED GOVERNMENT RESPONSE TO ADVISORY COMMITTEE 
RECOMMENDATIONS ON SECRECY AND OPENNESS

The President directs all departments and agencies that, effective 
immediately, there will be no federal funding of classified research where 
an Institutional Review Board has waived informed consent or where a 
determination has been made that the research is exempt from IRB review. 
President also directs that in all Federally funded classified research, two 
additional elements of information will henceforth be provided when 
consent is sought from potential human subjects: (i) the identity of the 
sponsoring Federal agency, and (ii) a statement that the project involves 
classified information.

RECOMMENDATION 14b: The Advisory Committee recommends to the 
Interagency Working Group the adoption of a federal policy requiring that 
classified research involving human subjects be permitted only after the 
review and approval of an independent panel of appropriate nongovernmental 
experts and citizen representatives with security clearances, charged with 
determining:!) that the proposed experiment has scientific merit; 2) that risks 
to subjects are acceptable and risk/benefit balance is appropriate; 3 that 
prospective subjects have been fully informed and participation is voluntary. 
Records should be kept permanently.

RECOMMENDATION 14a: The Advisory Committee recommends to the 
Interagency Working Group the adoption of a Federal policy requiring the 
informed consent of ail human subjects of classified research, and that this 
requirement not be subject to exemption or waiver. In all cases, potential 
subjects should be informed of the identity of the sponsoring Federal agency 
and that the project involves classified information.



RECOMMENDED GOVERNMENT RESPONSE:

RECOMMENDED GOVERNMENT RESPONSE:

2

The President indicates that EP A, in conjunction with Federal agencies 
conducting classified programs, has an initiative underway to improve 
environmental oversight and establish more rigorous regulatory procedures 
for classified facilities. Creating a new regulatory entity would add to the 
bureaucratic complexities of ensuring environmental safety but the 
President will seek EPA's views on whether additional steps are necessary 
to ensure robust environmental oversight of classified facilities and 
programs.

(The Interagency Working Group sought clarification from the Committee on 
the intent of this recommendation. According to the executive director, the 
Committee is not asking here for expansion of EPA's substantive authority 
under NEPA and other existing environmental laws.)

RECOMMENDATION 15b: The Advisory Committee recommends to the 
Interagency Working Group that an appropriate government agency, 
currently the Environmental Protection Agency, maintain a program directed 
at the oversight of classified programs, with suitably cleared personnel. This 
program should maintain critical records, such as environmental impact 
statements and environmental permits permanently. The agencies subject to 
regulation should ensure the timely consideration of environmental impacts 
and oversight and the timely provision of all necessary clearances. EPA 
should provide regular unclassified reports to Congress describing the extent 
of its activities as well as any significant problems.

RECOMMENDATION 15a: The Advisory Committee recommends that an 
independent review panel be assigned the task of reviewing any planned or 
intended environmental releases of substances in cases where the release is 
proposed to take place in secret, or in circumstances where any aspect of the 
environmental review process required by law is conducted in secret.

one member not affiliated with the institution. The President directs all 
agencies to ensure the participation of non-govemment persons in review of 
classified research, either by establishing a dedicated panel for classified 
research or by ensuring that IRB members all have the necessary security 
clearances.
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RECOMMENDED GOVERNMENT RESPONSE:

3

The most important historical collections should be entrusted to the 
National Archives. The agencies and the National Archives should 
review the extent to which this is now being done and develop policies to 
hasten the transfer of agency records to the National Archives.

Agencies should make readily available all existing inventories, indices, 
folder listings and other finding aids to record collections now under 
agency control. Classified finding aids should undergo declassification 
review and declassified versions of these finding aids should be also be 

made available.

The Interagency Working Group should ensure the development of 
policies to improve public access to records held by agencies or 
deposited in Federal Record Centers.

RECOMMENDATION 16(4): The Advisory Committee recommends that 
agencies maintain complete records, available to the public, of document 
destruction.

The President directs that permanent files on classified environmental 
impact statements and environmental review of classified activities shall be 
maintained by EPA.

RECOMMENDATIONS 16(1), 16(2), 16(3): The Advisory Committee 
recommends that the Interagency Working Group take steps to ensure the 
continued application of the lessons learned from the efforts to organize and 
make accessible to the public, and the government itself, the nations's 
historical records.

The President commends the agencies for the progress made through this 
project in delivering information to people. He commits the administration 
to continuing aggressively down the path to openness exemplified by this 
and other initiatives. He directs the Interagency Working Group, working 
with the National Archives and Records Administration, to advise him on 
measures to make the government's records more readily accessible to 
citizens, which should include consideration of the potential uses of new 
technology to enhance access. The Interagency Working Group should be 
asked to report back by a date certain within a few months.
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The President directs the Interagency Working Group to develop guidelines 
for performing the policy review called for by this recommendation. The 
President also directs the Departments of Justice and State to review 
existing laws and regulations related to the implementation of this 
recommendation.

RECOMMENDATION 17a: The Advisory Committee recommends that the 
CIA’s recordkeeping system be reviewed to ensure that records are accessible 
upon legitimate request from the public or governmental sources.

RECOMMENDATION 16(5): The Advisory Committee recommends that the 
Interagency Working Group review and develop policies concerning public 
access to records generated or held by private contractors and institutions 
receiving Federal funding.

The President directs the National Archives and Records Administration to 
give priority to its review of CIA's records system that is scheduled for 
October 1995. NARA is specifically directed to address means to improve 
public access to the agency's records.

The President also directs that all records of classified projects involving 
human subject testing are to be labeled "permanent retention" in all 
agencies. This indicates that they are of historical value, must be reviewed 
for declassification 25 years after their creation and should go to the 
National Archives at 30 years.

The President should, via Executive Order, institute new policy regarding 
human subjects research records of destruction. Such Order should 
mandate that all records of destruction regarding classified research be 
maintained permanently by National records Centers. Disposition 
instruction of current records should be updated to reflect new policy with 
specific emphasis on enforcement of records maintenance standards at all 
levels.
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RECOMMENDED GOVERNMENT RESPONSE:

5

The President directs CIA, as part of its compliance with the Executive 
Order 12958, to give top priority to declassification review of records 
related to human subject research.

RECOMMENDATION 17b: The Advisory Committee recommends that all 
CIA records bearing on programs of secret human research, such as 
MKULTRA and the related CIA human behavior projects from the late 1940s 
through the early 1970s, become a top priority for declassification review, with 
the expectation that most, if not all, of these documents can be declassified and 
made available to the public.
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PROPOSED MODEL FOR PROCESSING HUMAN RADIATION EXPERIMENT CLAIMS 
FOR COMPENSATION

The President's Response: Upon accepting the Advisory 
Committee's Final Report, the President extended the Nation's 
apology to the experiment subjects and their families and 
directed his Cabinet to use and build on the Advisory Committee's 
recommendations to devise promptly a system of relief, including 
compensation, that meets the standards of justice and conscience. 
Thus, the charge to the Human Radiation Interagency Group was to 
identify a process by which the government may consider claims 
for compensation for subjects of human radiation experiments 
identified by the Advisory Committee on Human Radiation
Experiments.

A Process for Implementation: The Human Radiation
Interagency Working Group has worked to develop a process through 
which the government can consider compensation claims and has 
determined that the Federal Tort Claims Act (FTCA) -- and in 
particular, the administrative claims process of the FTCA, 28 
U.S.C. §2672 -- is the most efficient and immediately available 
system of relief for persons who allege physical injury as a 
result of their participation in human radiation experiments. 
The FTCA has been the Nation's vehicle for compensation of 
personal injury claims against the government for the past half 
century. Indeed, even before the Advisory Committee had issued 
its Final Report, several alleged subjects of human radiation 
experiments or members of their families had proceeded under the 
FTCA in pursuit of their claims for compensation, and the United 
States has taken the initiative to resolve those claims in a just 
and compassionate manner.

Background -- The Advisory Committee Report: In its Final 
Report, which was presented to the President on October 3, 1995, 
the Advisory Committee on Human Radiation Experiments recommended 
that the government provide an apology and financial compensation 
to the subjects (or their next of kin) of experiments in which 
efforts were made by the government to keep information secret 
for the purpose of avoiding embarrassment or potential legal 
liability, and where the secrecy had the effect of denying 
individuals the opportunity to pursue potential grievances. In 
addition, the Advisory Committee recommended an apology and 
compensation to the subjects or their surviving immediate family 
members for experiments that did not involve a prospect of direct 
medical benefit to the subjects, or in which interventions 
considered to be controversial at the time were presented as 
conventional or standard practice, and physical injury 
attributable to the experiment resulted. The Advisory Committee 
identified several categories of experiments as candidates for 
compensation under each recommendation.
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I.

The Federal Tort Claims Act Claims Process OverviewA.

B.

2

Teamwork Approach to Human Radiation Experiment Claims 
Processing

SUMMARY OF ADMINISTRATIVE CLAIMS PROCESS AS IT APPLIES TO 
HUMAN RADIATION EXPERIMENT CLAIMS

The administrative claim process under the Federal Tort 
Claims Act is straightforward and facilitates the prompt 
consideration of claims for personal injuries. The burden on a 
claimant is minimal, involving the completion of a standard form 
that identifies the essential information that must be provided 
to initiate the claim. Also, the process is well understood by 
the federal agencies to which claims will be presented; and 
experienced personnel are already in place to process the claims, 
inform claimants of any additional information that is required 
to support the claims, and ensure that meritorious claims receive 
prompt and just adjudication. Finally, a claimant who is 
dissatisfied with the agency's decision on his claim retains the 
option of pursuing his case in federal court. Indeed, even if a 
claimant elects to pursue his claim through a lawsuit, the 
opportunity for resolution of the claim without full litigation 
exists because the government's willingness to engage in 
settlement negotiations or alternative dispute resolution.

In furtherance of the Administration's commitment to 
providing relief for persons harmed in the human radiation 
experiments, the government has already taken the initiative to 
offer monetary settlements to claimants who elected early to 
pursue their claims under the Federal Tort Claims Act. In short, 
the government already has in place a well established system for 
relief, which affords multiple opportunities for just resolution 
of claims arising from human radiation experiments.

The effectiveness of the Federal Tort Claims Act process as 
a vehicle for resolution of human radiation experiment claims has 
been enhanced by involvement of legal counsel from the key 
agencies, who are intimately familiar with the history of human 
radiation experiments and who participated in the work of the 
Human Radiation Interagency Working Group. Teams comprised of 
agency attorneys and Department of Justice attorneys have given 
priority to resolving the human radiation experiment claims in a 
prompt and just manner. In addition, because some experiments 
were conducted by independent contractors who have been 
indemnified by a federal agency, the government teams have been 
able to augment the Federal Tort Claims process by calling upon 
the indemnified contractors also to participate in settlement 
discussions, enhancing the prospect for claims resolution.
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C. The Claims Process, Procedural Steps

3

Any person seeking financial compensation from the United 
States for physical injuries caused by the negligent or wrongful 
act or omission of an employee of a federal agency acting within 
the scope of his office or employment must present his claim in 
writing to the federal agency for which the employee worked.

A standard form (Standard Form 95) is available from all 
federal agencies for a claimant to file a claim. That form (a 
copy of which is attached) is a simple, two-sided document that 
contains instructions to a claimant or a claimant's personal 

If a judgment is rendered against the United States, or a 
claim is settled by the government for an amount over $2,500, the 
successful claimant is paid from the Judgment Fund, a continuing 
appropriation dedicated to payment of judgments and settlement of 
claims against the United States. If a private institution or 
individual indemnified by a federal agency settles a claim, or a 
judgment is taken against the institution or individual, the 
settlement or judgment amount is reimbursed by the indemnifying 
agency from the agency's appropriated funds.

In the case of human radiation experiments, which may have 
been conducted decades ago, the employee that the claimant 
alleges to have acted negligently or wrongfully may have worked 
for a federal agency that no longer exists or that has changed 
its name. For instance, the employee may have worked for a 
predecessor agency of the Department of Energy, such as the 
Atomic Energy Commission, or of the Department of Defense, or the 
Department of Health and Human Services. In those circumstances, 
the successor agency is the proper agency to which the claim 
should be presented. Personnel from every agency participating 
in the Interagency Working Group have been instructed to give 
priority to any human radiation experiment administrative claims 
to ensure that claims are presented to the proper agency and are 
coordinated with the Department of Justice to ensure fair and 
consistent consideration of the claims.

It is important to note that the United States may only 
provide compensation under the Federal Tort Claims Act for the 
conduct of an employee of a federal agency, a term which does not 
include any contractor with the United States. Thus, a claim 
must be based on the alleged negligent or wrongful conduct of a 
federal employee in order for the claim to be considered. 
Claimants will be informed if their claim does not involve 
wrongful conduct of a government employee. However, in certain 
cases involving the conduct of private institutions or 
individuals that were indemnified by a federal agency such as the 
Department of Energy, the government may jointly pursue 
settlement on behalf of both the United States and the
indemnified contractor.
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In general, agencies will follow a simplified claims process 
that can result in offers of compensation if the subject 
participated in a human radiation experiment in which a 
government agency was involved in actions falling with the 
criteria outlined by the Advisory Committee on Human Radiation 
Experiments. As needed, the agencies will seek expert advice on 
scientific and medical issues to resolve the claims.

representative concerning the basic information that is required 
to initiate the claims process. Claimants are free to use 
additional pages, if necessary, to state in detail the facts and 
circumstances concerning the claimed injury. In essence, a 
claimant is required to provide the agency with a sum-certain 
amount of damages sought for the claimed injury and sufficient 
information to provide the agency a basis to investigate the 
claim.

Claims presented in connection with the human radiation 
experiments already investigated by the Advisory Committee can be 
addressed in less than six months. Indeed, settlement 
negotiations are already underway in connection with a number of 
those claims. If any claims are filed in connection with alleged 
human radiation experiments that were not among those studied by 
the Advisory Committee on Human Radiation Experiments, 
investigation and consideration of those claims could require 
more than six months before a final determination can be made. 
The additional time might be required to conduct searches of 
government or private archives in order to establish the 
government's role in connection with the alleged experiment and 
the nature and extent of a subject's participation in the 
experiment and any evidence of resulting injury. In light of the 
broad expanse of the Advisory Committee's investigation, few 
additional experiments are likely to result in claims.

Since harm to an experiment subject will likely be a 
significant issue in connection with many human radiation 
experiment claims, medical information will be needed to offer 
relief in these cases. Thus, a claimant can expedite 
consideration of a claim by providing medical records or other 
available medical information at the outset. If the agency 
requires additional information to process the claim, it may 
contact the claimant or his representative and request the needed 
information.

The federal agency to which the claim has been presented is 
allowed up to six months within which to investigate and make a 
final disposition of a claim before a lawsuit may be filed. The 
agency is allowed this initial six-month period to consider the 
claim and decide whether to adjust, compromise, settle, or deny 
the claim.
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Experiments in which the interventions considered 
controversial at the time were presented as conventional or 
standard practice and physical injury resulted.

Experiments in which excessive secrecy deprived 
individuals the opportunity to pursue potential grievances;

in general, the criteria to be applied by the agencies will 
be that reasonable compensation will be offered, to the extent 
legally permissible, to an experiment subject (or surviving 
family member) if the subject participated in a human radiation 
experiment in which a government agency was involved in actions 
falling within the following criteria outlined by the Advisory 
Committee:

Standards for Consideration of Human Radiation Experiment 
Claims

The Administration has embraced the recommendations of the 
Advisory Committee on Human Radiation Experiments and has made a 
commitment to consider the claims of experiment subjects or their 
families under a system that -- in the President's words -- meets 
the standards of justice and conscience. Accordingly, every 
human radiation experiment claim presented (including the claims 
of persons who had previously sued the United States even before 
the Advisory Committee's Final Report) will be reviewed by the 
federal agency to which the claim is presented and by 
representatives of the Department of Justice for a determination 
of whether the claim meets the standards articulated by the 
Advisory Committee in its recommendations and can be compensated 
under existing law.

Denial of a claim must be in writing and sent by certified 
or registered mail. If the agency does finally deny a claim, the 
claimant must file suit within six months of the denial or the 
claim is forever barred. An award of compensation in response to 
a claim constitutes satisfaction of the government's liability, 
and the matter is terminated without any litigation.

2. Experiments in which there was no prospect of direct 
medical benefit to the subject and physical injury resulted; or

In all cases, the claimant is not required to file suit at 
the expiration of the initial six-month period if the federal 
agency has not made a final determination of the claim. Once a 
claim has been filed, the claimant may await the agency's 
decision. On the other hand, the claimant may, at his option, 
deem the claim finally denied six months after the claim was 
filed with the appropriate agency and may then file an action in 
federal court.
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Conclusion

6

The affected federal agencies and Department of Justice will 
pursue fair and reasonable compensation for persons whose claims 
meet the standards of the Advisory Committee and the requirements 
of justice. The Administration has voiced its commitment to 
providing reasonable compensation to injured parties to the 
extent permitted by law. In reviewing any claim, the agencies 
will give great weight to the Advisory Committee recommendations 
and do as much as possible under the law to provide relief for 
human radiation experiment subjects. Every effort will be made 
to offer compensation through settlement negotiations or use of 
alternative dispute resolution in appropriate cases so that 
needless litigation can be avoided. If persons were harmed by 
their participation in federally conducted or sponsored human 
radiation experiments but compensation may not be provided under 
current law, we will so inform the claimants and notify 
representatives of the Administration so that support for 
legislative relief may be pursued in appropriate cases.
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7. TIME (A.M. OR P.M.)5. MARITAL STATUS 6. DATE AND DAY OF ACCIDENT

11.

NAME

12B. PERSONAL INJURY

13b Phone number of signatory 14. DATE OF CLAIM

NSN 7540-00-634-4046

8. Basis of Claim (State in detail the known facts and circumstances attending the damage, injury, or death, identifying persons and property involved, the 
place of occurence and the cause thereof) (Use additional pages if necessary.)

95-109
Previous editions not usable.

FORM APPROVED
OMD NO.
1105-0008

2. Name, Address of claimant and claimant’s personal representative, if any. 
(See Instructions on reverse.) (Number, street, city. State and Zip Code)

CIVIL PENALTY FOR PRESENTING
FRAUDULENT CLAIM

The claimant shall forfeit and pay to the United States the sum of $2,000. 
plus double the amount of damages sustained by the United States. 
(See 31 U S.C 3729.) 

CRIMINAL PENALTY FOR PRESENTING FRAUDULENT 
CLAIM OR MAKING FALSE STATEMENTS

Fine of not more than $10,000 or imprisonment for not more than 5 years 
or both. (See 18 U.S.C. 287, 1001.)

12d. TOTAL (Failure to specify may cause 
forfeiture of your rights.)

INSTRUCTIONS: Please read carefully the Instructions on the reverse side and 
supply information requested on both sides of this form. Use additional sheetfs) if 
necessary. See reverse side for additional instructions.

I CERTIFY THAT THE AMOUNT OF CLAIM COVERS ONLY DAMAGES AND INJURIES CAUSED BY THE ACCIDENT ABOVE AND AGREE TO ACCEPT SAID 
AMOUNT IN FULL SATISFACTION AND FINAL SETTLEMENT OF THIS CLAIM

13a. SIGNATURE OF CLAIMANT (See instructions on reverse side.)

BRIEFLY DESCRIBE THE PROPERTY, NATURE AND EXTENT OF DAMAGE AND THE LOCATION WHERE PROPERTY MAY BE INSPECTED. (See instructions 
on reverse side.)

AMOUNT OF CLAIM (in dollars) 

12c. WRONGFUL DEATH

10._________________________________________________ PERSONAL INJURY/WRONGFUL DEATH______________________________________________________

STATE NATURE AND EXTENT OF EACH INJURY OR CAUSE OF DEATH. WHICH FORMS THE BASIS OF THE CLAIM. IF OTHER THAN CLAIMANT, STATE 
NAME OF INJURED PERSON OR DECEDENT.

_9.________________________________________________________________PROPERTY DAMAGE_________________

NAME AND ADDRESS OF OWNER, IF OTHER THAN CLAIMANT (Number, street, city, State, and Zip Code)

STANDARD FORM 95 (Rev. 7-85)
PRESCRIBED BY DEPT. OF JUSTICE 
28 CFR 14.2

12. (See instructions on reverse) 

12a. PROPERTY DAMAGE

3. TYPE OF EMPLOYMENT 4. DATE OF BIRTH 

□ MILITARY n CIVILIAN

WITNESSES________________________________ _______________

___________ADDRESS (Number, street, city, State, and Zip Code)

CLAIM FOR DAMAGE, 
INJURY, OR DEATH

1. Submit To Appropriate Federal Agency:
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C,FRinpart514'S'C' 301'28 USC' 501 et seq- 20 U S C- 20'1 et seq., 2B
□. Effect of Failure to Respond.' Disclosure Is voluntary. However, failure to supply

Any instructions or Information necessary In the preparation of your claim will be

statements or estimates by reliable, disinterested concerns, or, if payment has been

damaged, or by two or more competitive bidders, and should be certified as being just
Claim on behalf of the claimant as agent, executor, administrator, parent, guardian or 
ifhar rcnrooonfnftwo ■

claim

within two years from the date the allegations accrued may render your claim "invalid".

ar medical, hospital, or burial expenses actually Incurred. and may result In forfeiture of your rights.

s

. y , g e name and address of insurance company (Number, street, city. State, end Zip Code/ and poRcy number.  No

I. Have you filed claim on your insurance carrier in this instance.
and if so, Is it full coverage or deductible? 17. ff deductible, state amount

(It Is necessary Uiat you ascertain these facts)

Do you carry public liability and property damage insurance?

*U.S. GPO: 19911-300-892/100*19
SF 95 (Rev. 7-85) BACK

? Director, Torts Branch
Civil Division
U.S. Department of Justice 

Washington, DC 20530

original cost of the property, the date of purchase, and the value of the property both 
before and after the accideht. Such statements should be by disinterested competent 

rinm^T.’, pre,®ra{3ly r®P^a“e dealers or Officials familiar with the type of property 

’ -- —■  va-ww **** WVII ly

Failure to specify a sum certain will result in invalid presentation of your claim

lata sources, gathering and maHtX’nrtb’e tiatTne^ed ^Xlrti^and'rewwi^th in,Cludin9 ,he ,ime ,or reviewin9 instructions, searching existing

my other aspect of this collection of information, including suggestions ta^udn^buX '^rmation. Send comments regarding this burden estimate or

and to the
Office of Management and Budget 
Paperwork Reduction Project (1105-0008) 
Washington, DC 20503

Insurance coverage

“’f T,XT ,hT 'n,ormation request«d in the letter to which this Notice is attached. 

■ i'lT. Jle r_e-qUeTd Jn'on™,'on is “iiclted pursuant to one or more of the

T?CT^TRSONAL INJURY' 0R DEATH ALLFGED TO have occurred by 
mMnnn0F THE INCIDENT, the ci aim must be presented to the 
ACCRUES E FEnEHAL AGENCY WITHIN jWO YEARS AFTER THE CLAIM

(d) Failure to completely execute this form or to supply the requested material

A claim Is deemed presented when It Is received by the appropriate' agency" not whZn 

It is mailed.

PRIVACY ACT NOTICE

TOs Notice Is provided in accordance with the Privacy Act. 5 U.S.C. 552a(c)(3),

-------- .uuwono™ a,5o. tr more than one agency Is Involved, please 
state each agency.

The claim may be filed by a duly authorized agent or other legal representative, 

provided evidence satisfactory to the Government is submitted with said claim 
establishing express authority to act for the claimant. A claim presented by an agent or 

legal representative must be presented in the name of the claimant. If the claim is 
signed by the agent or legal representative, it must show the title or legal capacity of 
the person signing and be accompanied by evidence of his/her authority to present a 

Tther representative. ’ "

If claimant Intends to file claim for both personal injury and property damage 

or both must be shown tn item 12 of this form.

The amount claimed should be substantiated by competent evidence as follows- 

" SUPPOrt °f ,he Cla,n1 f0r Personal 'niury or death, the claimant should submit 
i written report by the attending physician, showing the nature and extent of injury 
he nature and extent of treatment, the degree of permanent disability, if any the 

vognosis, and the period of hospitalization, or incapacitation, attaching itemized bills

. If claim has been filed with your carrier, what action has your insurer taken or proposes to take wiS reference to your claim?

(c) In support of claims for damage to property which is not economically repairable, 
or it the property is lost or destroyed, the claimant should submit statements as to the 

both

□ Yes. If yes, give name and address of insurance carrier (Number, street, city. State, and Z^C^eT5_Sr'

B. Principal Purpose: The information requested is to be used tn evaluating claims
T."N0,feeq Of Sys'e,T,s 01 Record<* for the agency to whom you 

are submrttinq this form for this information.

y. •bvwwqi, icuiufu supply
the requested information or to execute the form may render your claim "invalid"

INSTRUCTIONS

A CL..M SHALL Be OEEMBD TO HAVE BEEN PBEBeSX’enT^Oe'X""  -- -
AGENCY RECEIVES FROM A CLAIMANT, HIS DULY AUTHORIZED AGENT OR
LEGAL REPRESENTATIVE AN EXECUTED STANDARD FORM 95 OR^ER

WRITTEN NCTTIFICATION OF AN INCIDENT, ACCOMPANIED BY A CLAIM FOR
MONEY DAMAGES tN A .SUM CERTAIN FOR INJURY TO OR LOSS OF

Any Instructions or Information necessary In the preparation of your claim wDI be
furnished, upon request, by the office indicated In Item on the reverse side.
Complete regulations pertaining to claims asserted under the Federal Tort Claims Act

!

i

(b) In support of claims tor damage to property which has been or can be 

economically repaired, the claimant should submit at least two itemized signed

made, the itemized signed receipts evidencing payment.
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BACKGROUND
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FINAL REPORT OF THE ADVISORY COMMITTEE

if*
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A

INTERAGENCY WORKING GROUP STAFF
PRELIMINARY DRAFT RESPONSE TO THE 

RECOMMENDATIONS OF THE
ADVISORY COMMITTEE ON HUMAN RADIATION EXPERIMENTS

The Committee also considered issues related to some radiation exposures 
associated with government activities that are not experiments; that is, persons 
were not exposed for the purpose of research These include atomic veterans, 
uranium miners, and residents of the Marshall Islands exposed to fallout from 
U.S. weapons testing.

The Advisory Committee on Human Radiation Experiments (ACHRE), chaired 
by bioethicist Dr. Ruth Faden of Johns Hopkins University, was established by 
President Clinton in January, 1994. Acting in cooperation with Federal 
agencies, which were directed by the President to search for records related to 
human radiation research and provide them to the Advisory Committee, the 
Committee was charged to provide expert advice to the Cabinet-level 
Interagency Working,Group (IAWG) on scientific and ethical issues related to 
biomedical experiments involving ionizing radiation and. to a list of intentional 
environmental releases of radiation. The Committee was tip focus on the period 
1944-1974 (when government-wide regulations on human subjects research were 
adopted) but was permitted to go beyond.

‘Y
••

The Committee's report began by identifying the ethical standards that applied to 
the government and to the medical and research professions in the post-war 
period. Several "case studies" were then reviewed in detail, including the 
injections of plutonium into 18 hospital patients during World War II, research 
with prisoners, and research funded by the militaiy on patients who had 
previously been exposed to total body irradiation in clinical settings. Intentional 
environment releases of radioactivity were also reviewed.

J

I

'T

Finally, the Committee reviewed 125 current or recent Federally-funded studies 
(not limited to radiation research) and interviewed patiepts at selected hospitals 
in order to gauge the adequacy of procedures for obtaining informed consent 
from subjects and evaluating research risks and to sample attitudes towaid 

human subject research. '
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BIOMEDICAL EXPERIMENTS AND POPULATION EXPOSURES
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Summary Response: At the ceremony in which Dr. Faden presented him the 
report. President Clinton formally apologized on behalf of the government to the 
victims of human radiation experiments.

The Advisory Committee's recommendations fall into three major areas: 
biomedical experiments and population exposures (1944-1974); current human 
subject protection; and secrecy and openness.

Recommendation 3: Apology (without compensation) for experiments in which 
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 was proposed as a candidate with the indication that there may 
be many others.

Recommendation 2: Apology and compensation where harm can be 
established, and where there was no prospect of direct medical benefit to the 
subject of the experiment. Several experiments and categories of experiments 
were proposed as candidates by the Committee.

Recommendation 1: Apology and compensation for three specific experiments 
where secrecy was involved and thus, individuals were denied the opportunity to 
pursue alleged grievances. These experiments involved Department of Energy 
(DOE) predecessor agencies and contractors only.

• V

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes onty. It was prepared by staff at 
various agencies and has not been hilly approved by these agencies. AH responses are preliminary.
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Summary Response; The agencies involved, in coordination with the 
Department of Justice, are engaged in ongoing discussions'with numerous 
claimant representatives concerning compensation issues
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In response, the IAWG Staff has further discussed and reviewed its response to 
this recommendationj Many staff members have pointed qut that the entire 
human radiation expenments effort as carried out by the Federal agencies has

Draft Federal response to ACHRE Rees. 5/8/96. This doenment is strictly for discussion purposes only. It was prepared by staff at 
various agencies and has not been fully approved by these agencies. All responses are preliminary.

Summary Response: (revised) The IAWG staff has generally agreed with the 
Advisory Committee that no further response is warranted at this time and that 
the criteria set forth by the Committee are appropriate for evaluating future 
cases. This recommendation has generated a great deal of controversy among 
stakeholders, which was expressed at the Stakeholders Workshop on 
February 26, and 27, 1996 held by the IAWG. Although it is difficult to 
generalize about the diversity of views presented at the Workshop, the 
stakeholders generally seemed to want some form of notification along with 
medical care provided by physicians of their own choice, rather than medical 
follow-up by the government. They viewed the latter as a continuation of 
suspect government activities.

In addition, at hearings on human radiation experiments held by the Senate 
Committee on Governmental Affairs on March 12, 1996, Senator Glenn 
suggested that subjects may want to be notified whether or not they were 
harmed

involved a public notification process, though generally not at the level of 
individual participants. Lists of experiments have been made public as has a 
large volume of documents. The whole process has received extensive 
publicity.

In one example, the National Aeronautics and Space Administration (NASA) 
sent a detailed letter notifying all current and former NASA employees, 
contractors and grantees about the human research radiation review.
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Recommendation 4:. No need for subject notification *nd> medical follow-up 
with criteria for subsequent notification if new experiments come to light. 
These criteria included both the level of risk from radiation exposure and the 
potential benefit from medical follow-up in exposed individuals. ■y
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Several agencies have been reviewing this issue of notification in specific areas.
<1

Treatment with Nasopharyngeal (NP) Radium during Military Service

alt! I

>■
individuals but

I-

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only- It was prepared by staff at 
various agencies and has not been fully approved by these agencies. All responses are preliminary.

The Departments of Defense (DOD) and Veterans Affairs (VA) have been 
considering a relatively large group which has attracted public attention: the 
servicemen who received NP irradiation during and immediately following 
World War II. Nasopharyngeal irradiation was considered accepted medical 
treatment at the time, and records identifying that individual treatment took 
place are difficult to locate. DOD has been able to locate names of a few 
servicemen receiving this treatment and in these cases has sent a letter informing 
the servicemen of this fact and providing a fact sheet about the therapy.

The VA, along with fye Centers for Disease Control (CpC) and Yale 
University, co-sponsbred a workshop on the public health response to NP 
irradiation which was held in New Haven, Connecticut Im September 1995. 
Consensus did not support medical screening of symptomatic individuals but 
recommended that individuals treated with NP radium inform their health care
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Headquarters, the nine NASA Field Installations, and the Jet Propulsion 
Laboratory participated in this notification. These avenues of notification 
included those universities and institutions at which human radiation research 
was performed through NASA grants. Additional notification was accomplished 
through various NASA alumnae associations and professional organizations. At 
the same time, NASA did not and does not retain any administrative or 
individual medical records of human radiation research Subjects.

Tn addition, through the Interagency Helpline, individuals who thought they may 

have been involved in experiments have had their case reviewed by the 
appropriate agency. In response to these inquiries, for example, DOE has 
notified a number of individuals that they appear to have been participants in a 
human radiation experiment in which DOE had some involvement.

II

I
I
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Alaskan Natives
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DOE Efforts

I
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In addition to the subjects of the plutonium injection experiments, whose next- 
of-kin, where located, were notified, DOE is trying to identify whether there are

/ 
I

I
I

The VA and CDC are planning a satellite teleconference in September 1996 to 
provide health professionals information about this issue. Currently, veterans 
treated with NP radiation do not have special eligibility for VA care. A current 
bill (HR #2080), if enacted, would provide priority eligibility to veterans treated 
with NP radium in service. A VA legislative proposal also currently under 
consideration would make veterans treated with NP radium eligible for the VA’s 
Ionizing Radiation Program.

providers for consideration when they were examined or evaluated. VA 
officials have published information on NP radium treatments in medical 
journals and sent information to veterans' service organizations for their 
newsletters.
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Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at 
various agencies and has not been fully approved by these agencies. AD responses are preliminary.
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A number of Alaskan Natives were involved in the U.S. A^ir Force Arctic 

Aeromedical Laboratory Iodine-131 thyroid test, which took place in 1956 and 
1957. Although both the Advisory Committee and the Institute of Medicine 
(IOM) determined that there was no evidence of lifetime risk to the participants 
in these tests, notification and follow-up of the juvenile participants was 
recommended by the latter as prudent. The Air Force is currently determining 
appropriate follow-on concerning the minors involved in the lodine-131 study. 
In general, the Air Force and the Radiation Experiments Command Center 
(RECC) are following up on the recommendations of the IOM in its recent 
report concerning the Iodine-131 experiments involving Native Alaskans. 
Efforts are ongoing to locate documents about experiments involving Native 
Alaskans and to identify the six Native Alaskans and six soldiers whose names 
were omitted from the study report.

I

I
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Recommendation 6: (revised) Updating the epidemiologic tables that govern 
relief for veterans and improving the administration of the current laws 
governing compensation.

II

any other subjects for whom it has information that would make notification 
possible. Although the agency does not currently believe that this information is 
available, a letter has been sent to all DOE facilities at which human radiation 
experiments were identified, asking them to provide detailed information about 
the kind of individual infonnation available, if any, relating to the subjects, the 
feasibility of notification and whether any kind of notification process has 
already taken place. DOE has carefully considered the issues raised by 
notification and the agency's continuing concerns about the value and feasibility 
of this process were included in the testimony of Dr. Tara O’Toole before the 
Senate Committee on Governmental Affairs on March 12, 1996.

Summary Response: The VA has established a Task Force led by the 
Undersecretary for Benefits to evaluate the likelihood of injury due to exposure 
to ionizing radiation. Representatives are included from the Departments of

Draft Federal response to ACHRE Rees. 5/8/96. This doeument is strictly for discussion purposes only. It was prepared by staff at 
various agencies and has not been fully approved by these agencies. All responses are preliminary.
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Recommendation 5: Working with Congress to amend the Radiation Exposure 
Compensation Act of 1990 (RECA) to cover other exposed populations, 
including citizens exposed around the Hanford site.

Summary Response: (revised) The IAWG staff agrees with die Advisory 
Committee’s concern about treating exposed populations fairly. Studies are 
underway that look at communities near the Hanford nuclear facility and at 
other sites including Femald, Savannah River, Rocky Flats^ and Oak Ridge. If 
information is forthcoming showing increased cancer resulting from the 
operation of DOE facilities, the government will work ^-ith C'ongress to amend 
existing laws to cover those affected. The GAO has been provided with a list 
of all studies currently in process.
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Recommendation 7: 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.

Draft Federal response to ACHRE Rees. 5/8/96. This domment is strictly for discussion purposes only. It was prepared by staff at
various agencies and has not been hilly approved by these agencies. All responses are preliminary.

Summary Response: A committee of government scientists and attorneys with 
appropriate experience and expertise was established to review the provisions in 
RECA that relate to compensation for uranium miners. The committee also 
reviewed the Department of Justice's (DOJ) implementing regulations under 
RECA to ensure that they are not unduly restrictive. The committee consists of 
four scientists from the National Institute of Occupational Safety and Health 
(NIOSH) and the National Cancer Institute (NCI), and three attorneys from 
DOJ. The committee report is in the process of completion.

1

The committee has agreed on a series of recommendations that propose 
significant and substantial modification to the statutory Compensation criteria for 
lung cancer and nomnalignant respiratory diseases, and'to the regulations that 
govern proof of thesei diseases. In a few instances, it has recommended that 
statutory criteria be modified but has not proposed specific alternative criteria. 
This was the case where, in the time allotted, the Committee was unable to 
locate sufficient reliable data to analyze or because the appropriate solution 
ultimately depends on a purely policy judgement.

Defense (DOD) and Health and Human Services (HHS). The Task Force is 
also evaluating the efficacy of the current law and regulations relating to 
compensation of veterans whose illnesses or deaths may be attributable to their 
radiation exposures while in military service. The report isi expected to be 
completed in the late spring or early summer of 1996. (Specifically, the report 
will recommend the ihost feasible way to accomplish updating the epidemiologic 
tables; describe the administration of laws governing compensation of Atomic 
Veterans; and if appropriate recommend legislative and administrative changes 
that address the concerns identified by the Advisory Committee
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at Rongelap and about 10-25 percent of those at Utirik jbaspd upon external dose 
measurements and ori estimates of thyroid doses. The obnhection between

■

All responses are pre^bjimaty.

.1

Summary Response: (revised) Extensive analyses to date of radiation exposures 
in the Marshall Islands have indicated that the exposures to inhabitants of Ailuk 
and other northern Marshall Island atolls were a factor of 30-90 times less than 

radiation exposure and thyroid disease is the subject of several ongoing studies 
sponsored by DOE and managed by CDC. If now data is developed to indicate 
that residents of atolls south and east of Bikini other than Rongelap and Utirik 
are at increased health risk. Congress would need to consider expanding the 
current medical surveillance program.

f
I

The planned Joint Commission for Accreditation of Healthcare Organizations 
(JCAHO) review of the DOE Marshall Islands Program, administered by the 
Brookhaven National Laboratory, has recently been suspended. At the request 
of the Government of the Republic of the Marshall Islands (RMI), the 
mechanism for such a review is being reevaluated based on further input from 
RMI. Discussions with the RMI Ambassador to the United States have taken 
place and RMI has requested a broader review that might be done by the 
National Research Council/National Academy of Sciences. The Department is 
considering the use of a Blue Ribbon Panel as another possible mechanism for 
this review.

Recommendation 8: Continuing the current medical monitoring and treatment 
program for citizens of the Marshall Islands 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 establishing an independent panel to review die adequacy of the 
current monitoring and treatment program.
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Representatives of RMI participated in the February Stakeholders Workshop and 
DOE is generally working with RMI representatives to determine how to 
enhance the program to better meet their current needs. DOE is also in the

1 ! i
i ■ ii

Draft Federal response to ACHRE Rees. 5/8/96. This domment is strictly for discussion purposes only. It was prepared by staff at 
various agencies and has not been hilly approved by these agencies. All responses are pre^tninary.
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CURRENT HUMAN SUBJECT PROTECTION (revised)
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Overview: Responses to these recommendations involve a wide range of 
approaches, some of which are activities internal to the agencies and others 
which call upon external resources for implementation.

Implementing training programs within Federal agencies to educate 
senior level officials on regulations and policies governing human 
subjects research;

Among the responses are activities that are being implemented in the near term 
while others will require preliminary groundwork pnor to full implementation. 
A third group of responses involve referring certain recommendations to the 
National Bioethics Advisoiy Commission (NBAC), an independent body 
established by the President through Executive Order 12975 on October 3, 1995. 
(Presidential appointments to NBAC arc pending.)

process of locating additional documentation requested by RMI and facilitating 
their access to material already located.

Developing educational programs in concert with external groups 
such as medical schools, universities, scientific societies, and others 
to strengthen activities in human subjects protection, to provide a 
forum for addressing ongoing as well as emerging issues in human 
subjects research, and to familiarize professionals engaged in non- 
Federally funded research with the ethical considerations in 
conducting research involving human subjects;

II
I
I

I
II

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at
various agencies and has not been fully approved by these agencies. AD responses are preliminary.
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Remandihg specific Advisoiy Committee recommendations to 
NBAC which will provide expert advice on issues of bioethics;

!‘F

In general, agency activities in response to these recommendations fall into the 
following categories;' ‘
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Individual Recommendations and Summary Responses:

Summary Response; NBAC will provide advice and tflak;e recommendations 
to the National Science .and Technology Council and other appropriate

Considering the proposal of legislation to remedy some of the gaps 
in the current system for protecting human subjects.

Implementing educational workshops and an active dialogue with 
international partners with whom Federal agencies cooperate in 
human research to develop common ethical principles and to ensure 
the rights of human subjects are protected, e g. specific activities 
proposed by NASA.

government entities in the areas of bioethical issues arising from research on 
human biology and behavior and the clinical applications of that research. 
NBAC will also identify broad principles to govern the ethical conduct of 
research. The IAWG staff has identified activities carried out in recent years to 
address this issue as well as major new efforts to upgrade or expand these

Draft Frderal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at
various agencies and has not been hilly approved by these agencies. All responses are preliminary.

Pooling resources across agencies to conduct pilot projects to 
improve the efficiency and effectiveness of IRB review and to 
evaluate the government’s system for the protection of human 
subject, and to establish processes for oversight or review of 
compliance,

/ 
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Reminding institutions conducting Federally funded research of 
their ongoing responsibilities with respect td Institutional Review 
Board (IRB) review;

i
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I
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Recommendation 9: Efforts to ensure centrality of ethics in the conduct of
human subjects research.
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(PRIM&R), a Boston-based private, nonprofit organizat^bn, to stage

Recommendation 10: Changes 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 explain benefits, and clearly describe 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.

Summary Response: The IAWG staff has agreed that agencies will instruct 
IRBs to be responsive to these recommendations and will provide oversight and 
review to ensure compliance. The IAWG staff will work with NBAC and the 
National Science and Technology Council in carrying out these 
recommendations.

activities that will be carried out by HHS, DOE, DOD, and NASA. 
Some of these are discussed below.

In addition, the National Institutes of Health (NIH) is leading an interagency 
initiative to fund the development of new knowledge related to the informed 
consent process. Despite the vigor with which all parties embrace the informed 
consent process, little is actually known or understood about it. Much of the 
Advisory Committee’^ commentary on current human subjects research was 
centered on informed'consent, and NIH, NASA, VA, DDE' and DOD are 
committed to supporting research that will more
Request for Applications (RFA) is in preparation
are intended to support this RFA.

Draft Frderal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by stall at 
various agencies and has not been fully approved by these agencies. AH responses are preliminary.

The Office of Protection from Research Risks (OPRR) leads a national 
educational effort to showcase die Advisory Committee's message. OPRR 
collaborates closely with Public Responsibility in Medicine & Research

an annual
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Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at 
various agencies and has not been fully approved by these agencies. All responses are preliminary.

In October,1995, the Food and Drug Administration (FDA) issued a major,
154-page revision of its "Information Sheets for Institutional Review Boards and 
Clinical Investigators," to take account of the latest thinking and to provide 
guidance to IRBs.

public meeting for individuals interested in the governance of human subjects 
research. More than 600 people attended the October 1995 PRIM&R meeting, at 
which the Advisory Committee recommendations were presented for the first 
time to the IRB community. OPRR has scheduled presentations and discussions 
of the recommendations at national workshops in Atlanta, Oklahoma City, 
Honolulu, Peoria, and Houston. The November 1996 PRIM&R annual 
conference in San Diego is expected to address IRB implementation of the 
recommendations. The recent placement of the Advisory Committee report on 
the World Wide Web makes it possible for IRBs to examine its hill text

Recommendation 12: Improving the rigilts and interests of military personal 
with respect to human subject research by reviewing policies and procedures.

/
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Recommendation 11: A mechanism for the continuing interpretation of ethical 
rules in a public forum.
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Summary Response: It is expected that NBAC will develop and maintain a 
forum for implementing this continuing review and interpretation of ethical 
rules.
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OPRR and FDA make extensive use of public meeting^' forums, hearings, FAX 
call, and electronic media to address evolving issues orilruman subject 
protections. OPRR and FDA actively identify and mail- to IRBs and other 
interested parties copies of Federal Register notices and "Dear Colleague" letters 
regarding human subject protections.
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Recommendation 14: Resolving the longstanding issue of whether and how all
persons injured in the future from Federally-funded research should be 
compensated.

educating officers and investigators, maximizing voluntariness, and maintaining 

a registiy of volunteers.

Draft Federal response to ACHRE Rees. 5/8/96. This domment is strictly for discussion purposes only. It was prepared by stafTat
various agencies and has not been fully approved by these agencies. AU responses are preliminary.

Summary Response: The IAWG staff recommends to NBAC that it begin an 
early assessment of compensation for research injury. Despite being addressed 
twice before by the HEW Secretary’s Task Force (1977) and the President’s 
Commission (1982), a definitive resolution of the long-standing social policy 
issue remains elusive.

Summary Response: DOD has agreed to a number of specific steps including 
revising directives or Military Department regulations to meet these proposals 
and incorporating appropriate training into courses for commanders and senior 
leadership as well as those involved in human subjects research. In the summer 
of 1996, DOD will publish a revised human subject protection regulation that 
will include policy changes recommended by the Advisory Committee. For 
example, new policy will preclude officers and non-commissioned officers from 
playing a role in selecting volunteers for military tests to avoid undue command 
influence.

Recommendation 13: Improving the current Federal system for protecting the 
rights and interests of human subjects in the areas of oversight, sanctions, and 
scope.
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Summary Response: In addition to Federal agencies undertaking specific 
activities in response to this recommendation, some of which are described 
below, it is expected that NBAC will fully address this recommendation in 
carrying out its responsibilities. ,
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Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at
various agencies and has not been fully approved by these agencies. AH responses are preliminary.

At the March 12th hearing, both the Chairman and the Ranking Minority 
Member of the Senate Committee on Governmental Affairs expressed concerns 
about human subjects protections in non-Federally-funded research — a specific 
Advisory Committee concern as well. The Advisory Committee had called for 
the 1AWG to take steps to ensure that all human subjects are adequately 
protected, and the IAWG staff will work closely with the Senate Committee as 
it pursues this issue. NBAC can also be expected to address this issue.

J5

The President is expected to appoint the NBAC membership soon, with 
meetings to begin in mid-1996. Reports provided to NBAC by agencies that 
carry out current human research will permit NBAC to begin a critical 
assessment of the implementation of the 1991 Federal Policy for the Protection 
of Human Subject (“Common Rule”). Such independent analysis is critically 
needed, five years after the promulgation of the regulations
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Current Agency Activities: As part of the Executive Order, all agencies that 
are involved in current human subject research (not only those agencies

1

NBAC Update: The principal response of the Executive Branch to the Advisory 
Committee findings and recommendations was the creation of NBAC. As a first 
priority, NBAC shall direct its attention to protection of the rights and welfare 
of human research subjects. Human radiation experiments, per se, are not 
referenced in NBAC’s charter.

1 1 1
1 ■ 11

Although its chartering was catalyzed by the Advisory Committee report, NBAC 
in fact represents the reinstitution by the President of aft eptity that has been 
absent since 1983. That entity is a national, deliberative body of private citizens 
that provides advice and recommendations to the government on bioethical 
issues arising from research on human biology and behavior, and the 
applications of that research. As such, NBAC can be expected to pursue various 
issues identified in these Committee recommendations based on their merits, as 
judged by NBAC.
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The Department of Energy:
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Requested all laboratories to provide plans that detail local activities to 
improve the human subjects research review system.

Requested all DOE laboratories to provide a sample of current informed 
consent documents. These will be reviewed by a team charged with 
improving and monitoring the quality of these documents.

Issued a brochure to educate the DOE community on human subjects 
protection, pdated its human subjects research database, held its annual 
human subjects workshop and created a World Wide Web Home Page on 
human subject programs.

represented on the IAWG) were required to review this research in the light of 
the Advisoiy Committee recommendations and report to NBAC. DOE, DOD, 
DIIIIS, NASA, VA, CIA, and DOJ (along with many other agencies) are 
providing NBAC with reports that are fully responsive to the President’s 
October 3, 1995 Executive Order. The following are some specific activities 
that have been undertaken by IAWG agencies in relation to, or as a result of, 
this review.

I
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Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at 
various agencies and has not been fully approved by these agencies. All responses are preliminary.
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Has begun a program of regular site visits to its facilities performing 
human subjects research, for education and review. Each site will be 
visited approximately once every three years.
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Developed a newly revised handbook on protecting human subjects which 
is in pre-publication review. The handbook specifically addresses issues 
raised by the Advisoiy Committee on informed cqnsent and classified 
research.
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The Department of Defense:

Proposed changes to current policies that would:

»

• a

M -i 
human subjects regulations 
ommanders and senior civ

1

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at
various agencies and has not been fully approved by these agencies. AH responses are preliminary.

Incorporate research ethics into graduate medical education 
curricula at Military Department teaching hospitals;

I
I

I
I

Adopt investigator assurances of familiarity with the Nuremberg 
code, the Belmont Report, the Common Rule and related 
requirements;

Ensure that officers and senior NCOs in the chain of command not 
be present during research recruitment briefings of personnel under 
their command, and that and ombudsman be present at group 
recruitment briefings.

11

Require education in human subjects regulations in the executive 
level of training for commanders and seniot civilians who may be 
involved in human subjects research and for individual 
investigators, IRB members, research administrators, and support 
personnel; and

/ 
I

Reviewed in detail DOD's existing policies and procedures for the 
protection of human subjects of research and has undertaken extensive 
revision of DOD Directive 3216.2, "Protection of Human Subjects in 
DOD Supported Research."

I'X
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Include specific language in tire revised directive that would 
emphasize the expedited review process for certain categories of 
minimal risk research that are detailed in the Common Rule (32 
CFR 219,); . ,

i • ii
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The National Aeronautics and Space Administration:

I

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at
various agencies and has not been hilly approved by these agencies. All responses are preliminary.

Ci
I

Conducted internal reviews at Headquarters, Johnson Space Center, and 
Ames Research Center to ensure that elements of the Common Rule and 
Advisory Committee recommendations were incorporated into agency and 
Center instructions.

Updated the NASA Management Instruction (NMI) on the conduct of 
Human Research, issued on August 8, 1995, to reflect the Federal 
Common Rule and incorporate the relevant recommendations reflected in 
the Advisory Committee’s final report. NASA Headquarters has also 
established a process for oversight and assurance.

i.

■I ’

Established an external Bioethics Policy Task Force to review all NASA 
human use research policies and procedures, chaired by Baruch Brody, 
Ph.D., Leon Jawarski Professor of Biomedical Ethics and Director of the 
Center for Ethlps, Medicine and Public Issues at ^aylor College of 

Medicine. The final report of the Task Force was provided on 
February 14, 1996. In collaboration with the Task Force, NASA 
enhanced the conduct of human subjects research so that it satisfies the 
requirements both of the Federal Common Rule and of the highest 
principles of research ethics.

L ?

r •

iiI

•I

Because much of its future space research will be conducted with its 
partners on the International Space Stafion, has conducted the first in a 
series of forums to inform NASA's international biomedical community on 
issues related tp the ethics of human subjects research. These workshops 
will effect a transnational understanding of the sensitivity to ethical issues 
in human research and ensure that all intemationil partners support 
common ethical principles regarding the protectioh of human subjects. A 
common consent form for use on the international space station was 
agreed upon and will undergo periodic review.

1
II
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'■ ■1
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The Central Intelligence Agency:

a research proposal before it can proceed, and filial approval 
Agency Director.’ I '

v-

■

The Department of Health and Human Services: M

•A

Designated the Office for Protection from Research Risks, National 
Institutes of Health, to coordinate the preparation of the NBAC report 
with information drawn from the Public Health Service agencies and other 
operating divisions.

Obtained the services of a prominent ethicist from the academic 
community to become a permanent voting member of the Agency's 
Human Subject Research Panel (HSRP).

Initiated ethics forums on the Common Rule and protection of human 
subjects for its domestic biomedical research community.

Revised the Agency's Contracting Manual to guarantee that HSRP 
approval is obtained prior to approval of any contract involving human 
subject research.

Disseminated an Agency Bulletin to all employees specifying the rationale 
and function of the panel and necessity of referring human subject 
research to it for approval.

Began activities to improve the procedures for protecting human subjects; 
for example, CDC is developing an on-line education system in research 
integrity and ethics that will be mandatory for investigators.

Revised agency regulations to indicate that all research carried out or 
sponsored by the Agency that utilizes human subjects shall be brought to 
the HSRP for Approval. The Chairman must certify as exempt or approve 
a research proposal before it can proceed, and filial approval rests with the

4;
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various agencies and has not been fully approved by these agencies. All responses are preliminary .
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Other Agencies:

I ■

i

I I I

The Environmental Protection Agency (EPA) is planning to issue an 
internal order implementing the Common Rule.

The Department of Education anticipates reporting to NBAC on ongoing 
training activities, and efforts to disseminate information through guidance 
documents and establish networks within that Department.

Recommendation 15: a) No waiver of informed consent for classified research 
and informing the potential subjects of the identity of the sponsoring agency and 
that classified research is involved and b) For classified research, establishing an 
independent panel, whose records are permanent, to review scientific merit, 
risk/benefit, consent, and whether subjects need a security clearance.

VA has planned IRB site visits to review procedures and their Office of 
Research and Development is reviewing its policy manual to identify any 
needed revisions.

Summary Response: (revised) The IAWG staff proposes that the President 
and/or Agency Head direct all departments and agencies that, effective 
immediately, there will be no waivers of informed consent for Federally funded 
classified research. Also, in all Federally funded classified research, two

Draff Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff* at 
various agencies and has not been fully approved by these agencies. All responses are preliminary.

I
i

Ensured that FDA will respond to NBAC, not only as part of the 
Department, but also in its capacity as a regulator of research done by 
private industiy.

Ki
■ ry.

• The Consumer Product Safety Commission is updating and changing its 
internal documents and policies. '

SECRECY AND OPENNESS

r
V
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NBAC should then evaluate whether the Federal rules gjbvipming human subjects 
protection should be revised to codify these directives.

additional elements of information be provided when consent is sought from 
potential human subjects: 1) the identity of the sponsoring Federal agency and 
2) a statement that th<e project involves classified information.

The IAWG staff is reluctant to propose creating a new oversight body for 15(b) 
but proposes to use the current IRB system which already must include at least 
one member not affiliated with the institution. The IRBs could be directed to 
ensure that participation of non-govemment persons in reviewing the classified 
research by establishing a dedicated panel or ensuring that all IRB members 
have the necessaty clearances.

Recommendation 16: a) Review by an independent panel of any planned 
environmental release where any aspect involves secrecy and b) Environmental 
oversight of classified programs (now done by EP A) should include keeping 
review records permanently and reporting to Congress.

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at
various agencies and has not been fully approved by these agencies. All responses are preliminary.
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EPA’s ability to oversee classified operations to assure compliance with 
environmental laws could be improved through implen^n^htion of "a program 
directed at the oversight of classified programs, with suitably cleared personnel," 
as stated in Recommendation 16b. The narrative accompanying 
Recommendation 16b correctly states that all Federal agencies are obligated by 
Executive Order 12088 to comply with environmental laws and frilly cooperate 
with EPA, and State, Interstate, and local agencies to prevent, control, and abate

1
f*

I

Summary Response: (revised) EPA, in conjunction with Federal agencies 
conducting classified programs, has an initiative underway to improve 
environmental oversight and establish more rigorous regulatory procedures for 
classified facilities. There is concern that creating a new regulatory entity 
would add to the bureaucratic complexities of ensuring environmental safety. 

 . : ■. - . . i
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onfy- K was prepared by staff at

i-

In the past, EPA and state inspectors have obtained, on a case by 
case basis, appropriate clearances for access to national security 
information and facilities. To operate an effective enforcement 
capability over classified projects, EPA is considering systematically 
identifying cleared personnel and to seek from the operating Federal 
agencies through a series of Memoranda of Understanding the 
appropriate "need to know" access. This new process would assure 
that EPA could handle most environmental compliance matters 
through administrative processes in classified settings.

/
I

I
I

■J

environmental pollution, regardless of whether the activities of regulated Federal 
agencies are classified.

f-

- 4■
J; '
j

While EPA currently does oversee all Federal government 
operations, whether classified or not, through its enforcement 
program, which assures compliance with environmental laws by 
Federal agencies, EPA does not have as yet a systematic 
information gathering, coordination, or reporting process specifically 
related to issues of national security and/or activities subject to the 
Federal government’s information secrecy program under Executive 
Order 12356.

'» ■ V r
In May 1905, EPA and the Air Force signed a Memorandum of 
Agreement assuring environmental compliance at a secret operating 
location known as the "Operating Location Near Groom Lake". 
Discussions are now taking place between EPA and the Air Force 
to establish through a second, broader Memorandum of 
Understanding an EPA operational enforcement capability over all 
classified Air Force projects. EPA’s goal is to take lessons learned 
from reaching such a Memorandum of Understanding to then 
discuss comparable issues with other affected agencies

■
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The Council on Environmental Quality regulations state that "...[ejnvironmental 
assessments and environmental impact statements (E1S) which address classified 
proposals may be safeguarded and restricted from public dissemination in 
accordance with agencies' own regulations applicable to classified information." 
(Section 1507.3(c))

I
I

Draft Federal response to ACHRE Rees. SZS/96. This document is strictly for discussion purposes only- K was prepared by staff at
various agencies and has not been fully approved by these agencies. All responses are preliminary.

EPA does not now keep a record of which EISs have classified sections. 
However, should it prove desirable, EPA could add this information to its

Typically the documents that are reviewed are support documents to the EIS, 
which is public, and the documents have not presented data that suggest 
environmental impacts other or in addition to those presented in the public 
sections of the EIS. Should the reviewer determine that a problem exists, that 
problem would be surfaced to EPA senior management holding the necessary 
security clearance, and the issue would be further discussed with the lead 
agency.

/
I

II

I

fhe National Environmental Policy Act (NEPA) directs Federal agencies to 
prepare an environmental impact statement for "major Federal actions 
significantly affecting the quality of the human environment." Section 309 of 
the Clean Air Act directs EPA to review Federal proposals for legislation, 
regulations and major federal actions significantly affecting the quality of the 
human environment and comment in writing.

I
I

1

Under the aforementioned provisions, EPA has reviewed classified 
documents that have been prepared to comply with NEPA. This happens 
occasionally, not frequently. EPA staff that are assigned as liaisons to the DOD 
and DOE hold the appropriate security clearances and, in the event it becomes 
necessary to review a classified NEPA document, the inidividual typically goes 
to the offices of the Ipad agency and reviews the classified material there. EPA 
has seen no need to establish a system to document this procedure, and does not 
have any evidence that federal actions are not being appropriately reviewed in 
the NEPA review process.

I

B
■ wv

f
■. V

iI

K

I

J

23/28 I

J



*2865 PAGE: 24/28 <■18:55 MAY 08, 1998 TEL NO: 000-000-0000

23
II

that tl 
belief

I-

*1

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at
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EPA's recommendation for NEPA document review is that each Federal agency 
should be responsible for overseeing its own handling of classified material. 
EPA should continue to review at a lead agency’s request classified documents 
associated with the NEPA process. To that end, staff assigned to work with the 
DOD and DOE should have the relevant security clearances. It should continue 
to be the lead agency's responsibility, however, to trigger such a review. EPA 
does not have the authority to compel, or the access to discover, the existence of 
classified documents. Should it be deemed advisable, EPA could modify its 
tracking systems to include the existence of classified documents associated with 
a particular EIS or, if necessary, totally classified documents that are not 
officially filed with EPA or made public..

existing tracking system. It should be noted, however, t^hat EPA only knows 
about classified sections if the lead agency notifies it that they exist. With 
regard to reports to Congress, EPA has no reason to believe at this time that 
there is either a significant workload for review or significant adverse 
environmental effects likely to occur.

t
I1

i

I 

I

Recommendation 17: Ensuring historical records are organized and accessible 
by 1) hastening movement of records to Archives; 2) making indexes and 
finding aids readily available; 3) improving public access to records in the 
custody of agencies; 4) maintaining records of document destruction; and 5) 
reviewing policies governing access to records of grantees and contractors.

Summary Response^ (revised) For 1, 2, 3, and 5, the IfAWG staff agrees with 
moving aggressively down the path to openness exemplified by this project and 
will work to make government records more accessible including using new 
technology to enhance access. For 4, the IAWG staff would propose making 
the records themselves of classified human subject research permanent and the 
records of destruction of all human subject research permanent.

f
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The Department of Energy:

In response to Advisoiy Committee recommendations, DOE is

The Department of Defense:

.-1

Negotiating the transfer of over 3,000 cubic feet of records to the 
National Archives; and

Actively making finding aids to records still in agency custody 
more readily available to the public, and has prepared records 
access guidance. To date, finding aids from Headquarters records 
and a number of filed sites have been placed in public reading 
rooms across the DOE complex.

The Department continues to update its World Wide Web site on the 
Internet with additional documents of interest and recently added three 
new experiments to its experiment list.

Current Agency Activities: IAWG members have initiatives underway to 
ensure that information retrieved for the human radiation experiments project is 
readily available to the public, and to respond to specific Advisory Committee 
recommendations on openness.

■
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The Department has produced three publications which include 
background information, record series description^, topical essays, a list of 
over 400 experiments, and oral histories. Most o^ t^is information, along 

with over 250,000 scanned historical documents, is located on the 
Internet, with paper copies of all documents at the Coordination and 
information Center (CIC) in Nevada.

J

1 I I
The Departmerit is preparing a guide similar to the bOE Roadmap that 
will desenbe DOD documents found during the l^man radiation records

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes on|y. It was prepared by staff at
various agencies and has not been fully approved by these agencies. All responses are preliminary.
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The National Aeronautics and Space Administration:

• ft'

\' V'F

I
I

search, and will identify and list human ionizing radiation experiments 
conducted or sponsored by the DOD. It will also include information on 
DOD events that were not human radiation experiments but were 
specifically included by the DOD in its search efforts, such as 
atmospheric releases. Scheduled availability is summer 1996.

II

The agency is also working to make radiation research documents 
available on the Internet. The agency is creating a NASA Radiation 
Review Homepage which summarizes the agency's search and findings.

NASA will maintain a permanent collection of human radiation 
experiment records and database at Johnson Space Center and a process 
for submission of an response to requests for information has been 
developed.

The documents will be available on the Internet and hard copies will be 
deposited at the CIC. DOD has also declassified may documents 
identified in the search for human radiation experiments and is also 
planning to transfer them to OpenNet, an Internet source for recently 
declassified documents.

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at
various agencies and has not been hilly approved by these agencies. AH responses are preliminary.
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DOD is expediting its response to Freedom of Information Act requests 
concerning human radiation experiment subjects, t '

26/28 A

AI
I

TEL NO: 000-000-0000

I I

I

DOD has taken the lead in an interagency effort to create a home page, 
on the model of DOE's, with access to documents located by all agencies 
as part of this project.

i I I
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Health and Human Services and Veterans Affairs:

I

The agency is reviewing for declassification a few documents relevant to 
the MKULTRA program that had not been previously declassified and 
released. An independent review of the CIA’s record system has been 
undertaken by the National Archives and will be completed in 
approximately six months.

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only- It was prepared by staff at
various agencies and has not been fully approved by these agencies. AH responses are preliminary.

These agencies are preparing documents for availability on the Internet 
sometime in the spring or summer of 1996. Paper copies have been 
transferred to the National Archives.

/I

I

The CIA is transferring approximately 1,000 pages of declassified 
documents and a CIA Inspector General report on human subject research 
procedures to the National Archives. The documents will also be 
available on the Internet.

I
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Recommendation 18 : a) Review of CIA recordkeeping by CIA Inspector 
General or other groups with special attention to facilitating public access and b) 
Priority given to declassification of CIA historical records Such as MKULTRA. 

S’ ••L U I.

Summary Response: The National Archives has begun a1 scheduled review of 
CIA’s records management program, including records access issues and the 
CIA has agreed to give top priority to declassification of human subjects 
research records.

I 
I

The Central Intelligence Agency:

I
I
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The following is a proposed agenda for the teleconference.

1.

2. Update/Discussion on issues of notification and compensation

3. Update by Phil Caplan on White House initiatives in relation to HRE.

4.

5. Discussion of next steps to be taken by IAWG staff.

I

f ■

Discussion of phone call to be held next week with GAO and 
congressional staff.

Individual agency updates and discussion/comments on the redrafted 
White Paper.

Attached is a revised version of the draft whitepaper, incorporating the 
material recently provided by the agencies. This is a draft of a draft! 
Please let me have any suggestions for revisions, additions, or changes that 
you may have.

Draft Federal response to ACHRE Rees. 5/8/96. This document is strictly for discussion purposes only. It was prepared by staff at
various agencies and has not been hilly approved by these agencies. All responses are preliminary.
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The teleconference i? Thursday at 10:00 and the number is 202 287 1007. 
The GAO will NOT'be participating in this teleconfei-erice. After some 
discussion it was agreed that it would be preferable to have a teleconference 
for only the IAWG staff before we include the GAO, since we have not 
talked with one another for a number of weeks. In addition, several 
congressional staffers - Chris Kline from Senator John Glenn's Office and 
John Root from Senator Ted Steven's Office - have also asked to be 
included on this call with the GAO. We will try to set up this call for 
sometime next week. I

1
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Fax Cover Sheet

Please Deliver to:

Phil Caplan

From:

AZIM, LORI

Message:

This fax was sent using Castelie's FaxPress network fax server.

Fax #:
Phone:

■<>

Pages: 16

White paper on IAWG Staff Draft Response to. 
ACHRE Recommendations. Please^give 
substantial comments to Elly Melamed at 
(T)202/586-6857 or/fF)202/586-22^8<^If you 
want to send your (comments yia' e-mail, my 
address is: lori.atim^hq/doe.gov
***DUE DATE IS TUES, FEB. 20 AT NOON* *** 
Thanks 1 Questions, call me at 202/586-5319.

Fax #: 94562215
Company: WH
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BACKGROUND

FINAL REPORT OF THE ADVISORY COMMITTEE

w, H . /« -

INTERAGENCY WORKING GROUP STAFF
PRELIMINARY DRAFT RESPONSE TO THE 

RECOMMENDATIONS OF THE
ADVISORY COMMITTEE ON HUMAN RADIATION EXPERIMENTS

Finally, the committee reviewed 125 current or recent Federally-funded studies (not 
limited to radiation research) and interviewed patients at leading hospitals in order 
to gauge the adequacy of procedures for obtaining informed consent from subjects 
and evaluating research risks and to sample attitudes toward human subject 
research.

The Advisory Committee on Human Radiation Experiments (ACHRE), chaired by 
bioethicist Dr. Ruth Faden of Johns Hopkins University, was established by 
President Clinton in January, 1994. Acting in cooperation with Federal agencies, 
which were directed by the President to search for records related to human 
radiation research and provide them to the Advisory Committee, the committee was 
charged to provide expert advice to the Cabinet-level Interagency Working Group 
(IAWG) on scientific and ethical issues related to biomedical experiments involving 
ionizing radiation and to a list of intentional environmental releases of radiation. 
The committee was to focus on the period 1944-1974 (when government-wide 
regulations on human subjects research were adopted) but was permitted to go 
beyond.

‘ <

The committee's report begins by identifying the ethical standards that applied to 
the government and to tfye medical and research professions in the post-war period. 
Several "case studies" are then reviewed in detail, including the injections of 
plutonium into 18 hospital patients during World War II, research with prisoners, 
and research funded by the militaiy on patients who had previously been exposed 
to total body irradiation in clinical settings. Intentional environment releases of 
radioactivity aw also reviewed. S'

X
The committee also considered issues related to some radiation exposures 
associated with government activities that are not experiments; that is, persons were 
not exposed for the purpose of research. These include/atomic veterans, uranium 
miners, and residents of the Marshall Islands exposed to fallout from U.S. weapons 
testing.
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BIOMEDICAL EXPERIMENTS AND POPULATION EXPOSURES

1.

2. cal benefit

3.

ent

where appi

2Prelim. Draft IAWG Staff Response to ACHRE Rees., 2-16 96

The Advisory Committee's recommendations fall into three major areas: biomedical 
experiments and population exposures (1944-1974); current human subject 
protection; and secrecy and openness.

reasonabl 
governing 
criteria;

Recommendation 1: Apology and compensation for three specific experiments 
where secrecy was involved and thus, individuals were denied the opportunity to 
pursue alleged grievances. These experiments involved Department of Energy 
(DOE) predecessor agencies and contractors only.

controversial at the time 
ictice and physical injury

Recommendation 2: Apology and compensation where harm can be established, 
and where there was no prospect of direct medical benefit to the subject of the 
experiment. Several experiments and categories of experiments &re proposed as 
candidates by the Committee.

Sunimary Response: As recommended by the Advisory Committee, in 
coordination with the Departrhent of Justice (DOJ), and to the extent permitted by 
law, subjects (or their surviving immediate family membersjwill be offered / 

e financial compensation for tyiman radiation experiments in which a 
;nt agency was/involved in actions falling within me Advisory Committee 

A streainlined administrative
or other applicable law, will
of relevant claims. Maximm
including use pf alternative dispute resolution, su

iate. The amount of compensation will be based on the extent of

rocess, based on Fedepl Tort CFaims Act procedures 
5 used to offer compensation as^part of a settleftr 

effort will be made/to avoid lengthy litigation, 
as mediation or arbitration.

Experimentyin which interventions consider! 
were presented as conventional or standard t 
resulted. / / /

Experiments in which excessive secrecy deprived individuals of the 
opportunity to pursue potential grievances; /

/ / / / I
/ / / / /
/ / /II

Experiments in which there was no prospect of direct mi 
to/the subject and physical injury resdlted; or /
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rs-ptctttnea e \ waj\i ucoginz.cs mat mis recomi
generated a great deal of controversy among stakeholders and
stakeholder input.

3Prelim. Draft IAWG Staff Response to ACHRE Rees, 216 96

physical injury to the subject, the nature of the experiment, and the degree of 
government involvement. As needed, agencies will seek expert advice on scientific 
and medical issues. If compensation cannot be offered under existing law in any 
case under the stated criteria, the Administration will work with Congress to seek 
legislative relief in appropriate case.

Summary Response: At the ceremony in which Dr. Faden presented him the 
report. President Clinton formally apologized on behalf of the government to the 
victims of human radiation experiments.

Summary Response: The IAWG agrees with the Advisory Committee's concern 
about treating exposed populations fairly. Studies are underway that look at 
communities near the Hanford nuclear facility and at other sites including Femald, 
Savannah River, Rocky Flats, and Oak Ridge. If information is forthcoming 
showing increased cancer resulting from the operation of DOE facilities, the

Recommendation 4: No need for subject notification and medical follow-up with 
criteria for subsequent notification if new experiments come to light.

Recommendation 3: Apology (without compensation) for experiments in which 
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 jg proposed as a candidate with the indication that there may be many 
others.

Summary Response: The IAWG staff agrees with the Advisory Committee that 
no further response is warranted at this time and that the criteria set forth by the 
Committee is appropriate for evaluating future cases. ^Altheugli m>spGcific-aet+on 
isq>lanncd oE q^ypmcd,-fhc IAWG\recognizes that this recommendation has 
generated a great deal of controversy among stakeholders and is soliciting

Recommendation 5: Working with Congress to amend the Radiation Exposure 
Compensation Act of 1990 to include other exposed populationsZHanford^r*?^ 
specif icaUy,jn€Qlioned.
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Recommendation 6: Updating tlie epidemiologic tables that govern relief for 
veterans and improving the administration of the current laws governing 
compensation.

Summary Response: The Department of Veterans Affairs (VA) is establishing a 
Task Force led by the Undersecretary for Benefits to evaluate the likelihood of 
injury due to exposure to ionizing radiation. Representatives will be included from 
the Department of Defense (DOD) and the Department of Health and Human 
Services (HHS). The Task Force will also evaluate the efficacy of the current law 
and regulations relating to compensation of veterans whose illnesses or deaths may 
be attributable to their radiation exposures while in military service. The report is 
expected to be completed in the late spring of 1996. Specifically, the report will 
recommend the most feasible way to accomplish updating the epidemiologic tables; 
describe the administration of laws governing compensation of Atomic Veterans; 
and recommend legislative and administrative changes that address the concerns 
identified by the Advisory Committee.

Recommendation 7: 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.

Summary Response: A committee of government scientists and attorneys with 
appropriate experience and expertise has been established to review the provisions 
in RECA that relate to compensation for uranium miners. The committee will also 
review DOJ's implementing regulations under RECA to ensure that they are not 
unduly restrictive, and review existing data to determine whether further study of 
uranium millers and open-pit miners is warranted. The committee consists of four 
scientists from the National Institute of Occupational Safety and Health (NIOSH) 
and the National Cancer Institute (NCI), and three attorneys from DO J. The 
committee has held several meetings and anticipates submitting a final report in 
late April 1996.

government shoulcLconsider whether existing laws should be amended to cover 
those affected.
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CURRENT HUMAN SUBJECT PROTECTION
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Overview: Responses to these recommendations involve a wide range of 
approaches, some of which are activities internal to the agencies and others which 
call upon external resources for implementation

Among the responses are activities that are being implemented immediately while 
others will require preliminary groundwork prior to fiill implementation. A third 
group of responses involve referring certain recommendations to the National 
Bioethics Advisory Commission (NBAC), an independent body established by the 
President through Executive Order 12975. (Presidential appointments to NBAC are 

Summary Response: Extensive analyses to date of radiation exposures in the 
Marshal Islands have indicated that the exposures to inhabitants of Ailuk and other 
norther Marshall Island atolls were a factor of 30-90 times less than at Rongelap 
and about 10-25 percent of those at Utrik based upon external dose measurements 
and on estimates of thyroid d6es. The connection between radiation exposure and 
thyroid disease is the subject of several ongoing studies sponsored by DOE and 
managed by the Centers for Disease Control (CDC). If new data is developed to 
indicate that residents of atolls other than Utrik and Rongelap are at increased 
health risk, DOE will consider including them in an appropriate medical 
surveillance program.

The Joint Commission for Healthcare Organizations (JCAHO) is doing an 
independent review of the DOE Marshall Island Medical Program which has been 
administered by the Brookhaven National Laboratory. JCAHO will review medical 
records of selected Marshallese exposed patients to determine if medical care has 
been provided in a manner consistent with the best medical practice at the time of 
care, with appropriate followup and medical treatment. The review is currently 
underway.

Recommendation 8: Continuing the current medical monitoring and treatment 
program for citizens of the Marshall Islands as long as any member of/me exposed 
population remains alive. In addition, consideration should be giveiyto adding the 
populations of other exposed atolls to the south and east; to involve 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 cunent 
monitoring and treatment program.
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Individual Recommendations and Summary Responses:
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In general, agency activities in response to these recommendations fall into the 
following categories:

Pooling resources across agencies to conduct pilot projects to improve 
die efficiency and effectiveness of IRB review and to evaluate die 
government's system for the protection of human subjects;

Considering the proposal of legislation to remedy some of the gaps in 
the current system for protecting human subjects.

Remanding specific ACHRE recommendations to NBAC which will 
provide expert advice on issues of bioediics;

Sending official notifications to institutions conducting Federally 
funded research (a) reminding them of their ongoing responsibilities 
with respect to Institutional Review Board (IRB) review and (b) 
informing them of tiieir new responsibilities regarding additional 
requirements to be incorporated into die informed consent procedures 
and forms;

Recommendation 9: Efforts to ensure centrality of ethics in the conduct of human 
subjects research.

Implementing training programs within Federal agencies to educate 
senior level officials on regulations and policies governing human 
subjects research, e.g. specific activities proposed by DOD.

Developing educational programs in concert with external groups such 
as medical schools, universities, scientific societies, and others to 
strengthen activities in human subjects protection, to provide a forum 
for addressing ongoing as well as emerging issues in human subjects 
research, and to familiarize professionals engaged in no-Federally 
fimded research with the ethical considerations in conducting research 
involving human subjects;



1

potential subjects that distinguishes research from treatment; realistically explaipV" 
benefits, and clearly describeS/the potential for discomfort and pain; better >

Summary Response: The IAWG staff has agreed that agencies will instruct IRBs 
to be responsive to these recommendations and the IAWG staff will work with
NBAC and the National Science and Technology Council in carrying out seme- y
aspects-ef-ttris recommendation^

: The IAWG staff believes that NF
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Summary Response: _
implement this recommendation.

Recommendation 12: Improving the rights and interests of military personal with 
respect to human subject research by reviewing policies and procedures, educating 
officers and investigators, maximizing voluntariness, and maintaining a registry of 
volunteers.

Recommendation 10: Changes IRBs in five critical areas: better focus on studies 
that pose more than minimal risk; better mechanisms for providing information to

Summary Response: DOD has agreed to a number of specific steps including 
revising directives or Military Department regulations to meet these proposals and 
incorporating appropriate training into courses for commanders and senior 
leadership as well as those involved in human subjects research.

Recommendation 11: A mechanism for the continuing interpretation of ethical 
rules in a public forum.

believes that NBAC is the ideal body to

and clearly describe)/the potential for discomfort and pain; 
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.

---------------'

Summary Response: tThe IAWG staff has identified listed activities cartied 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 the National 
Aeronautics and Space Administration (NASA)Y Most importantly, NBAC can take 
the lead on this issue. 
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The Department of Energy:
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Summary Response: The IAWG staff agrees that now is the appropriate time to 
resolve this issue and proposes that it be handled by NBAC.

Developed a newly revised handbook on protecting human subjects which is 
in pre-publication review. The handbook specifically addresses issues raised 
by the Advisory Committee on informed consent and classified research.

Recommendation 14: Resolving the longstanding issue of whether and how all 
persons injured in the future from Federally funded research should be 
compensated.

Has begun a program of regular site visits, for education and review, to its 
facilities performing human subjects research. Each site will be visited 
approximately once every three years.

Requested all DOE laboratories to provide a sample of current informed 
consent documents. These will be reviewed by a team charged with 
improving and monitoring the quality of these documents.

Recommendation 13: Improving the current Federal system for protecting the 
rights and interests of human subjects in the areas of oversight, sanctions, and 
scope.

Current Agency Activities: As part of the Executive Order, all agencies that are 
involved in current human subject research (not only those agencies represented on 
the IAWG) are required to revise this research in the light of the Advisory 
Committee recommendations and report to NBAC. Agencies are currently 
completing this review. The following are specific activities that have been 
undertaken by IAWG agencies in relation to, or as a result of, this review.

Summary Response: In addition to proposing additional activities that could be 
taken in each of these areas, the IAWG staff also proposes that these issues be 
collectively referred to NBAC.
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The Department of Defense:

Proposed changes to current policies that would:

The National Aeronautics and Space Administration:
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Adopt investigator assurances of familiarity with the Nuremberg code, 
the Belmont Report, the Common Rule and related requirements;

Ensure that officers and senior NCOs in the chain of command not be 
present during research recruitment briefings of personnel under their 
command, and that and ombudsman be present at group recruitment 
briefings.

Require education in human subjects regulations: in the executive 
level of training for commanders and senior civilians who may be 
involved in human subjects research and for individual investigators, 
IRB members, research administrators, and support personnel; and

Issued a brochure to educate the DOE community on human subjects 
protection, updated its human subjects research database, held its annual 
human subjects workshop and created a World Wide Web Home Page on 
human subject programs.

Requested all laboratories to provide plans that detail local activities to 
improve the human subjects research review system.

Include specific language in the revised directive that would emphasize 
the expedited review process for certain categories of minimal risk 
research that arc detailed in the Common Rule (32 CFR 219);

Incorporate research ethics into graduate medical education curricula at 
Military Department teaching hospitals;

Reviewed in detail DOD’s existing policies and procedures for the protection 
of human subjects of research and has undertaken extensive revision of DOD 
Directive 3216.2, "Protection of Human Subjects in DOD Supported 
Research."
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The Central Intelligence Agency:

Revised the Agency's Contracting Manual to guarantee that HSRP approval
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15.: 26 FEB
i

Conducted internal reviews at Headquarters, Johnson Space Center, and 
Ames Research Center to ensure that elements of the Common Rule and 
recommendations of the ACHRE were incorporated into agency and Center 
instructions.

Revised agency regulations to indicate that all research carried out or 
sponsored by the Agency that utilizes human subjects shall be brought to the 
HSRP for approval. The Chairman must certify as exempt or approve a 
research proposal before it can proceed, and final approval rests with the 
Agency Director.

Established a Bioethics Task Force composed of outside experts and headed 
by Dr. Baruch Brody, Director of the Center for Ethics, Baylor College of 
Medicine, to review all NASA human use policies and provide 
recommendations.

Initiated ethics forums on the Common Rule and protection of human 
subjects for its domestic biomedical research community.

Obtained the services of a prominent ethicist from the academic community 
to become a pennanent voting member of the Agency's Human Subject 
Research Panel (HSRP).

Because much of its future space research will be conducted with its 
partners on the International Space Station, has conducted the first in a series 
of forums to inform NASA's international biomedical community on issues 
related to the ethics of human subjects research. It was agreed to establish 
an International Space Station Multinational Review Board to review human 
subject protection, safety, and ethical issues.

Disseminated an Agency Bulletin to all employees specifying the rationale 
and function of the panel and necessity of referring human subject research 
to it for approval.
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The Department of Health and Human Services:

Other Agencies:

SECRECY AND OPENNESS

11Prelim. Draft IAWG Staff Response to ACHRE Rees., 2 16 96

is obtained prior to approval of any contract involving human subject 
research.

The Department of Education anticipates reporting to NBAC on ongoing 
training activities, and efforts to disseminate information through guidance 
documents and establish networks within that Department.

The Environmental Protection Agency (EPA) is planning to issue an internal 
order implementing tlie Common Rule.

The Consumer Product Safety Commission is updating and changing its 
internal documents and policies

VA has planned 1RB site visits to review procedures and their Office of 
Research and Development is reviewing its policy manual to identify any 
needed revisions.

Designated the Office for Protection from Research Risks, National Institutes 
of Health, to coordinate the preparation of the NBAC report with information 
drawn from the Public Health Service agencies and other operating divisions.

Ensured that the Food and Drug Administration will respond to NBAC, not 
only as part of the Department, but also in its capacity as a regulator of 
research done by private industry.

Recommendation 15: a) No waiver of informed consent for classified research 
and informing the potential subjects of the identity of the sponsoring agency and 
that classified research is involved and b) For classified research, establishing an 

Began activities to improve the procedures for protecting human subjects; for 
example, CDC is developing an on-line education system in research 
integrity and ethics that will be mandatory for investigators.
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Recommendation 16: a) Review by an independent panel of any planned 
environmental release where any aspect involves secrecy and b) Environmental 
oversight of classified programs (now done by EPA) should include keeping review 
records permanently and reporting to Congress.

It is the understanding of the IAWG staff that the Advisory Committee is not 
asking for an expansion of EPA's authority under current laws. The IAWG staff 
proposes that permanent files on classified environmental impact statements and 

Summary Response: The IAWG staff proposes that the President and/or Agency 
Head direct all departments and agencies that, effective immediately, there will be 
no waivers of informed consent for Federally funded classified research. Also, in 
all Federally funded classified research, two additional elements of infonnation will 
henceforth be provided when consent is sought from potential human subjects:
1) the identity of the sponsoring Federal agency and 2) a statement that the project 
involves classified information.

Summary Response: EPA, in conjunction with Federal agencies conducting 
classified programs, has an initiative underway to improve environmental oversight 
and establish more rigorous regulatory procedures for classified facilities. Creating 
a new regulatory entity would add to the bureaucratic complexities of ensuring 
environmental safety but the views of EPA will be sought on whether additional 
steps are necessary to ensure robust environmental oversight of classified facilities 
and programs.

independent panel, whose records are permanent, to review scientific merit, 
risk/benefit, consent, and whether subjects need a security clearance.

NBAC should then evaluate whether the Federal rules governing human subjects 
protection should be revised to codify these directives.

The IAWG staff is reluctant to C'tf'a new oversight body for 15(b) but proposes 

to use the current IRB system which already must include at least one member not 
affiliated with the institution. The IRBs could be directed to ensure that 
participation of non-govemment persons in reviewing the classified research by 
establishing a dedicated panel or ensuring that all IRB members have the necessary 
clearances.
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environmental review of classified activities be maintained by EPA.

The Department of Energy:

In response to Advisory Committee recommendations, DOE is

13Prelim. Draft IAWG Staff Response to ACHRE Rees.. 2 16 96
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Making finding aids to records still in agency custody more 
readily available to the public, and has prepared records access 
guidance.

Current Agency Activities: IAWG members have initiatives underway to ensure 
that information retrieved for the human radiation experiments project is readily 
available to the public, and to respond to specific ACHRE recommendations on 
openness.

The Department has produced three publications which include background 
information, record series descriptions, topical essays, a list of over 400 
experiments, and oral histories. Most of this information, along with over 
250,000 scanned historical documents, is located on the Internet, with paper 
copies of all documents at tire Coordination and Information Center (CIC) in 
Nevada.

Summary Response: For 1, 2, 3, and 5, the IAWG staff agrees with moving 
aggressively down the path to openness exemplified by this project and will work 
to make government records more accessible including using new technology to 
enhance access. For 4, the IAWG staff would propose making the records 
themselves of classified human subject research permanent and the records of 
destruction of all human subject research permanent.

Recommendation 17: Ensuring historical records are organized and accessible by
1) hastening movement of records to Archives; 2) making indexes and finding aids 
readily available, 3) improving public access to records in the custody of agencies; 
4) maintaining records of document destruction; and 5) reviewing policies 
governing access to records of grantees and contractors.

Transferring over 3,000 cubic feet of records to the National 
Archives; and
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The Department of Defense:

The National Aeronautics and Space Administration:

The Central Intelligence Agency:

Health and Human Services and the Department of Veterans Affairs:
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Recommendation 18 : a) Review of CIA recordkeeping by CIA Inspector General 
or other groups with special attention to facilitating public access and b) Priority 

NASA is planning to maintain a permanent collection of human radiation 
experiment records and database at Johnson Space Center.

These agencies are preparing documents for availability on the Internet 
sometime in the spring or summer of 1996. All of the paper copies have 
been transferred to the National Archives.

The CIA is transferring approximately 1,000 pages of declassified documents 
and a CIA Inspector General report on human subject research procedures to 
the National Archives. The documents will also be available on the Internet.

The agency is reviewing for declassification a few documents relevant to the 
MKULTRA program that had not been previously declassified and released. 
An independent review of the CIA's record system has been undertaken by 
the National Archives and will be completed in approximately six months.

DOD is expediting its response to Freedom of Information Act requests 
concerning human radiation experiment subjects.

The Department is preparing a guide similar to the DOE Roadmap that will 
describe DOD documents found during the human radiation records search. 
These documents will be available on the Internet and hard copies will be 
deposited at the CIC.

The agency is also working to make radiation research documents available 
on the Internet. The agency is creating a NASA Radiation Review 
Homepage which summarizes the agency's search and findings.
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given to declassification of CIA historical records such as MKUltra.
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Summary Response: The National Archives has begun a scheduled review of 
CIA's records management program, including records access issues and the CIA 
has agreed to give top priority to declassification of human subjects research 
records.
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standards that applied to the government and to the medical and research profession:is m

government activity that are not experiments; that is, persons were not exposed for the

(

Biomedical Experiments and Population Exposures, 1944-1974

Overall buinuMry of Government Responses to Advisory Committee August 31,1995

PROPOSED GOV ERNMENT RESPONSES TO RECOMMENDATIONS 
OF THE ADVISORY COMMITTEE ON HUMAN RADIATION EXPERIMENTS

prisoners, and research funded by the military on patients who had previously been 
exposed to total body irradiation clinical settings. Intentional environmental releases of 

radioactivity are also reviewed.

The committee also considered issues related to some radiation exposures associated with 
government activity that are not expenments; that is, persons were not exposed for the 
purpose of research. These include atomic veterans, uranium miners, and residents of the 

Marshall Islands exposed to fallout from U.S. weapons testing

Finally, the committee reviewed 125 current or recent Federally-funded studies (not 
limited to radiation research) and interviewed patients at leading hospitals in order to 
gauge the adequacy of procedures for obtaining informed consent from subjects and 
evaluating research risks and to sample attitudes toward human subject research.

Advisory Committee Recommendations

The Committee's recommendations fall into the following three major areas:

08/31,95 THU 17:48 FAX 65053

I

Background

The Advisory Committee on Human Radiation Experiments, chaired by bioethicist Dr. 
Ruth Faden of Johns Hopkins University, was established by President Clinton in 
January, 1994. Acting in cooperation with federal agencies, which were directed by the 
President to search for records related to human radiation research and provide them to 
the Advisory Committee, the committee was charged to provide expert advice to the 
Cabinet-level Interagency Working Group on scientific and ethical issues related to 
biomedical experiments involving ionizing radiation and to a list of intentional 
environmental releases of radiation. The committee was to focus on the period 1944- 
1974 (when government-wide regulations on humjm subjects research were adopted) but 

was permitted to go beyond.

Final Report of the Advisory Committee

The committee's report, currently in near-final form, begins by identifying the ethical 
- • * ---- is in

the post-war period. SeveraPcase studies" are then reviewed in detail, including the 
injections of plutonium into 18 hospital patients during World War II, research with 
prisoners, and research funded by the military on patients who had previously been 
exposed to total body irradiation clinical settings. Intentional environmental releases of
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entire group for discussion. The options covered the entire range of potential government

2Overall Summarj of Government Responses to Advisory Committee August 31,1995

• Secrecy and Openness

Government Response to Recommendations

A group of representatives from all agencies represented in the Interagency Working 
Group, mcluding the Departments of Energy, Defense, Health and Human Services,

Budget and the White House Office of Science and Technology Policy, has been meeting 
over the past month to consider government-wide options to address the

08/31/05 THU 17:50 FAX 65053

Veterans Affairs, and Justice, the National Aeronautics and Space Administration, and 
the Central Intelligence Agency, with participation by the Office of Management and^

recommendations of the Advisory Committee. This group divided into three 
subcommittees paralleling the three major areas of the Advisory Committee's 
recommendations. Each subcommittee developed options, which were presented to the 
entire group for discussion. The options covered the entire range of potential government 
responses, from those that agencies can take individually and in cooperation, to those that 

call for Presidential action.

The following three packages - one from each subcommittee - represent the consensus 
view of the group of agency representatives.

• Current Human Subject Protection
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Remedies Subcommittee 

PROPOSED GOVERNMENT RESPONSE TO ADVISORY COMMITTEE 
RECOMMENDATIONS ON REMEDIES FOR BIOMEDICAL 

EXPERIMENTS AND POP ULA T
°

ION EXPOSURES FROM 1944 - 1974 

SUMMARY 

Tlie responses described in the following pages address the findings and 
recommendations of the Advisory Committee on Human Radiation Experime(1:tS 
dealing with experiments and population exposures in the period J 944-1974, 
recommendations one (1) through.seven (7). These recommendations are still 
undergoing revision by the committee and the proposed responses must therefore be 
considered as subject to change. 

W11ile the committee has not identified cases where subjects were physically 
banned, it has identified a small number of cases occurring during WW Il ( less than 
25 in total) where the government deliberately kept the true nature of the 
experiments from the subjects. In those cases, the committee recommends 
compensatiol) to surviving family members.· 

The committee also considered issues related to some radiation exposures 
associated with govenment activity that were not experiments; that is, persons were 
not exposed for the purpose of research. These include atomic veterans, uranium 
miners and res1dents of the Marshall Islands exposed to the fallout from a 1954 
nuclear weapons test. The committee's major recommendation for these groups is 
that existing laws governing compensation should be reexamined to assure fairness 
an4 equity. 

The proposed responses described in more detail below would endorse the basic 
thrust of the committee's recommendations. including: 

• An apology and a commitment to work with Congress to secure
compensat�on commensurate with the violation of dignity in the case of the
plutonium injection subjects and others identified by the committee who were
treated similarly;

• Review of the standards governing compensation of uranium miners and the
administration oflaws governing _compensation of atomic veterans;

• Review of whether new data call for expanding the scope of medical

fl!oos 
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programs for Marshall Islanders.

*

i



08'31/96 THC 17:62 FA.� 65063 DOE 

Remedies Subcommittee 

PROPOSED GOVER.NJ\l.ENT RESPONSES TO ADVISOR\' COMMITTEE 
RECOMME1"DA TIONS ON REMEDIES FOR BIO�EDICAL EXPERIMENTS AND 

POPULATION EXPOSURES FROM 1944 - 1974 

RECOMMENDATION 1 

The Advisory Committee recommends to the Interagency Working Group 
that the gov�rnment deliver a personal1 individualized apology and 
provide financial compensation to the 5ubjects of human radiation 
experiments in which efT011s were made by the government to keep 
information secret from these individuals and from the public for the 
purpose of avoiding embarrassment and/or po�ential legal liability, 
and where this secrecy had the effect of denying in_dividuab the 
opportunity to punue alleged grievances. 

RECOMMENDED GOVERNMENT RESPONSE 

Work wnh Congress to pass legislation to apologize and compensate the 
affected families for any dignitary harm that may have been suffered 
by the subjects of the experiments, either because the subjects' 
consent was not adequately obtained, or the government improperly 
denied the subjects and their families an opportunity to pursue legal 
redress. 

Compensation would be commensurate with amounts P.aid to other groups 
that Congress has previously compensated for similar harms. (Japanese 
internees were paid $20,000 in 1988). 

Claimants would be required to release claims of dignitary harm 
·against the government, its contractors and their employees in
exchange for the compensation However, the propo�ed legislation
would explicitly preserve any existing or future claim of physical
harm resulting from the experiments. L The government could also
defer claims of p�ysical harm in accordance with any decision rnade
respecting recommendation 2.]

RECOMMENDATION 2 

The Advisory Committee recornmend9 to the Interagency Working Group 
that for subjects of human radiation experiments that did not involve 
a prospect of direct medical benefit to the subjects, or in which 

�007 
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intervention considered to be controversial at the time were presented 
as conventio.nal or standard practice, and physical inj11ry attributable 
to the experiment resulted� the government should deliver a personal, 

individualized apology and provide financial compensation to cover 
relevant mediul expenses and associated harms (pain, suffering, loss 
of income, disability) to the subjects or their survivin1 immediate

family members. 

[T�e agencies are waiting for the Advis�ry Committee's revised/clarified recommendation, 
further discussion is required. ) 

RECOMMENDATION 3 

As of the time this report was prepared, the Advis0I')'' Committee bad 
withdrawn these recommendations for revision. The Compensation 
Subcommittee wiU not provide response options until the nature of 
these recommendations i� more cutain. 

�008 
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RECOMMENDATION 4 

The Advisory Committee recommends to the Interagency Working Group 
that it wom with Congress to amend the Radiation Exposure 
Compensation Act of 1990 to encompass other populations 
environmentally exposed to radiation "from government opentions in 
support of the nuclear weapons program, should infonnation become 
available that shows that areas not covered by the legislation were 
sufficiently exposed that a cancer burden comparable to that found in 
geographic areas currently covered by the Jaw may have resulttd. 

RECOMMENDED GOVERNMENT RESPONSE 

The government agrees with the Committee's concern about treating 
expo�ed populations fairly. Studies are underway that look at
communities near the Hanford nuclear facility and at other sites 
including Fernald, Savannah River, Rocky Flats and Oak Ridge If 
information is forthcoming showing·increased cancer resulting from the 
operation of DOE facilities. the govemmem will consider whether 
existing law should be amended to cover those affected. 

14)000 
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RECOMME1'DATION 5(1) 

The Advisory Committee recommends to the lnteragency Working Group 
that it work with Congress to ensure that the epidemiological tables 
that are relied upon to determine whether relief is•appropriate for 
veterans who participated in atomic testin& are reviewed and updated 
so that all cancen or other diseases for which there is a reasonable 
probability of causation by r_adiation exposure are clearly and 
unequivocally covered by the statutes. 

Recommendation 5(2) 

The Advisory Committee further recommends to the Interagency Working 
Group that it review whether existin1 laws governing compensation of 
atomic veterans are now adminiJtered in ways that produce the bHt 
balance in Hllocation of resources between financial compensation to 
eligible atomic veterans and administrative costs, including costs of 
dose reconstruction. 

RECOMMENDED GOVERNMENT RESPONSE 

The Secretary of Veterans Administration will appoint a Working Group 
th.at will include representatives from the Department of Veteran 
Affairs, the Department of Health and Human Services and the 
Department of Defense to provide a written report to the lnteragency 
Working Group by January 31, 1995. The report will

Recommend that most feasible way to accomplish updating the 
epidemiological tables to develop a budget ·request for the President's 
FY 1997 budget; 
- Describe the administ�tion of laws governing compensation of
Atomic Veterans; and
- Recommend legislative and administrative changes that address the
concerns identified by the Advisory Committee.

RECOMMENDATION 6 

The Advisory Committee recommends to the Interagency Working Group 
that it work with Congress to amend the provisions of the Radiation 
Exposure Compensation Act of 1990 relating to uranium minen to 
provide compensation to all miners who develop lung cancer after some 
minimal duration of employment underground (such as one year), without 
requiring a specific level of exposure. The act ·should also be 

�010 
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reviewed to determine �ltether compen ation should be es.tended to 

include uranium millers, and documen tion standards or all claimants 

should be liberalized.

RECOMMENDED GOVERNMENT RESPONSE 

Agree with the Advisory Committee that

i

tc provisions of the Radiation 
Exposure Compensation Act (RECA) 'rel ing �o uranium miners should be
reviewed ta ensure that they are fair, �m arable to compensation 
standards for other ra�iation-exposed po lations and consistent with 
current scientific data. The Administratio

; 
will establish a committee 

of governmental and non-governmental e perts to revicw·thcse issues as
well as the Depanment of Justice's imple enting regulations un_der 
.RECA. The committee will be asked to 9°mplete i!s revi�w within 6 
months. Based on the committee1s findinJS, the Administration will

work with Congress to enact appropriate!statutory changes and amend the 
existing regulations under RECA. 

I 
[hold uranium millers discussion to see if ecommendation remains in 
report] 
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RECOMMENDA TIOS 7 

The Advisory Committee supports the
f 

epartment of Energy's program of 
Medical monitoring and treatment for he exposed inhabitants of the 
Marshall Islands atolls of Rongelap an Utirk, and recommends that 
this program be continued as long as any member of the exposed 
population remains alive. Furtbennor� the Advisory Committee 
recommends-that the program be revi

�

wed to determine ifit is 
appropriate to add to the pro1ram the population of Aituk, and the
population of other atolls whose inhab tanu may have been received 
e1posure comparabl� to or greater tho t_hose of Ailuk. The Advisory 
Committee also recommends that consideration be given to the 
involvement of the Marshall I.slanders �n the design of any further 
medical research to be conducted upo them. 

Extensive analyses of radiation exposure in the Marshall Islands have 
indicated that the exposures to inhabitan s of Ailuk and other atolls 
were substantially less than exposures o Rongelap and Utirk. 
However, the Department of Energy wil undenake a review of available 
infonnation, including any new data tha has been developed, to 
detennine whether a reconsideration of adiation exposures on Ailuk 
and other atolls is warranted. 
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Sum�ary of Responses o ACHRE Recommendations 8· 13 

The responses that have ?.een 
.
develo�ed 1 the followin� p�ges to address Recommendations 

8 through· 13 of the Advisory Comrrurtee n Human Rad1at1on Experiments (ACHRE) cover a 
broad range of approaches, some of whic involve activities internal to the agencies and 
others which call upon external resources �or implementation. 

. 
Among the responses are �cnvities that cl be implemented immediately while others will 
require some preliminary groundwork prij� to full implementation A third group of 
responses involve referring certain recomrpendations to _the National Bioethics Advisory 
Commission, an independent body to be tablished by the President "to consider current and 
prospective issues peninent to the conduc of research on human biology and behavior and to 
identify broad, overarching principles to ovem the ethical conduct of such research". 

Generally, the responses to the recommen ations C!)ver the following categories of activities: 

0 

C 

0 

C 

C 

Remand specific ACHRE icommendations to the proposed National Bioethics
Advisory Commission {Nl3!AC) which will provide expen advice on issues of 
bioethics. 

t 
Develop educational progr in concert with external groups such as medical 
schools, universities, scien fie societies, and others to strengthen activities in
human. subjects protection, to provide a forum for addressmg ongoing as well 
as emerging issues in hum s subjects research. and to familiarize professionals
engaged in nonfederally ded research with the ethical considerations in 
conductmg research invol ng human subjects. 

Implement training progr3rs wi¢in federal agencies to educate senior level
officials on regulations an� policies governing human subjects research, e.g. the 
activities proposed by the epartment of Defense. 

(a) reminding them of the· ongoing responsibilities with respect to IRB review
and (b) informing them o their new responsibilities regarding additional
requirements to be iricorp ,rated into the informed consent procedures and
forms. ' 

Pool resources across age cies to conduct pilot projects to improve the 
· efficiency and effectivene s of IRB review and to evaluate the Government's
system for the protection of human subjects.

Consider proposing legisl tion to remedy some ·of the gaps in the current
system for protecting hujan subjects.
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Au1ust 25, 199� 

· 
Rec

l

mmendation 8 

The Advisory Committee recommends o the lnteraeency Workin2 Group that efforts be 
undertaken on a national scale to ensu e the centrality of ethin in the conduct of 
scientists whose research involves hum 'n subjects. 

The Government has in recent years mou ted several activities that· address this subject. For 
e)(ample: 

• 

• 

• 

• 

• 

• 

• 

• 

DHHS: The National lnsti �es of Health (NIH) requires all institutions 
receiving National Researc Service Award institutional trailJing grants to 
provide pre- and postdoct al trainees on these grants· with. instruction in the
responsible conduct of res arch. 'flus curriculum includes, among other things, 
policies on the appropriat use of human subjects and animals in research. 

DHHS: ·The NIH complet
1
d development of a Core Curriculum i_n Clinical 

Research to train yowig c�nical investigators in its Clinical Center. This 
course, which is mandatory, includes several modules on protection of human
subjects and a specific m9'1ule on bioethics. 

NASA: Established an e
t

mal Bioethics Task Force to review NASA 
· procedures for all expcri cntation involving human subjects and to recommend

appropriate policy change . Report to be issued in fall 199S. 

DOE: Holds educational I gulatory and bioethics update meetings for the entire
DOE system (to which ot er federal agencies are also invited).

DOD: Convenes an annu Tri-Service Clinical Investigations Postgraduate 
Shon Course, generally a ended by 200-300 physicians, scientists, nurses, 
pharmacists and other re�l

'earch support personnel, that emphasizes
contemporary human sub

l 
ects protection issues. 

DOE: Has computerized d established worldwide web access to the 
Department's human sub ects newsletter, resource manual and database. 

DOD: Requires investig ors· familiarity with the Belmont Report, the 
Common Rule, DOD Di ectives and all applicable regulations and instructions 
through the assurance pr cess with each facililty. 

VA: Has established a ecial office to conduct random she visits to VA 
medical centers to revie local implementation of national VA policy for the 
protection of human sub ects. 
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Response 

{a) A maJOT effon will be launched to "upgrade'' or expand these activities. These will 
consist of-

• DHHS: The Nil{ Clinical Center Clinical Bioethics Program will be expanded
and additional resources 11 be provided. including an SES position, FTEs and
space. Following implcme tation and assassment in the NIH Clinical Center,
the Core Curriculum in Cl ical Research may be offered to trainees in
extramural institutions an or further disseminated by publication of the

syllabus or making it available on the I emet. 

• 

• 

• 

DOE: Will be requiring

�

cationallethics updates from all DOE institutions 
that are involved with h an subjects research. Will be establishing an 
educational plan for all s beginning in FY 1996. 

DOD: Will adopt the inve�tigator assurances of familianty with the Belmont 
Repon, the Common Rul� and related requirements as a standard for all 
activities involving hum� subjects research. Will incorporate re.search ethics 
into graduate meclical eduf ation curricula at Military Department teaching
hospitals. 

NASA- Works with inteniation3.l partners to enhance the ethical traming and 
understanding of all investigators involved in space-related human research and 
to ensure an transnationa1 1 sensitivity to ethical issues in human subjects 
research. 

(b) Invite associations of·medical sc ools and universities as well as scientific societies to
join with the Government in lau

� 
ching a broad initiative to heighten the consciousnes� 

of the research community with espect to ethics of human subjects research. These 
might include the expansion of xisting university-based research ethics programs and 
conve�un� workshops in conjunrion with the a.11nual meetings of these different
organ1zanons. 

I 

(c) OPRR can convene, in conjunction with its counterparts in the other federal agencies.
2-3 regional workshops of IRB chairpersons to aliow for the exchange of

I 

ideas/approaches. to !.'timulate tlie discussions of common problems and to addre�s
emerging issues in the arena of human subjects protection.

I 

I 
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(d) The President can announce that hb will be signing an Executive Order establishing 
the National Bioethics Advisory �mmission (NBAC) and introduce the chairperson of 

the CoJJ1mi;5sion. 
I 

Rec mmendation 9 

The Advisory Committee recommends to the lnteragency Workin& Group that the IRB 
component of the federal system for tir, protection of human subj!cts be changed in at 
least the five critical areas described brlow.

1. Mechanisms for ensurin& that r:Bs appropriately aJJocate their time so as to
enable itdequate review of studts that pose more than minimal risk to human 
subjects. This may include the 1creation of alternative mechanisms for review and
approval of mi�imal risk studi s: 

2. 

3. 

Q.esponse 

(s) Agencies will remind ins tutions ·and their IRBs that the current regulations
provide for an expedited eview process for certain categories of minimal -risk
research and for minor c anges in ongoing research and emphasize their
continued and enhance� e of this mechanism.

(b J Consider extending a pil program to reduce -the administrative burdens on 
award applicants (known at NIH as t�e "Just-ln-Time" experiment) to include a 
feature that would permi IRBs to delay their review of proposed research until 
preliminary determinatio s of the proposals' competitiveness have been made 
by the agency. 

(c) Ask the Human Subjects Research Subcommittee of the Health. Safety and
Food Research Committje of the National Science and Technology Council to 
consider the implicationj of implementing this subrecommendation. 

Mechanisms for ensurin1 thatl the information provided to potential subjects (a) 
clearly distineuishes research [rom treatment, (b) realistically portrays the 
likelihood that subjects may enefit medically from their panicipation and the 
�arure of the potential benefi , and (c) clearly explains the potential for 
discomfort and pain that ma accompany participation in the research. 

Mechanisms for ensurini tba the information provided to potential subjects 
clearly identifies the federal ency or qencies sponsoring or supportin1 the 
research project in whole or m part and all purposes for which the research is 
bein& conducted or suppone 

3 
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4. Mechanisms for ensurina that t�e information prov�ded �o potential subjects
dearly identifies the fioaucial im

/

1 plications of detidinE to consent to or refuse
participation in research.

Response 

(a) Implement the above thret subrecommendations by
. 
instructing IRBs and 

investigators to address th se issues in protocols and consent procedures/forms. 

(b) Announce that on Octobe 2-3, 1995, the Department of Energy, in conjunction
with the Subcommittee o Human Subjects Research, Committee on Health,
Safety, Food Research & 1Development, National Science and Technology
Council, will convene staff from aU federal agencies conducting or supporting
human subjects research. 1 Federal officials will be briefed on ACHRE findings
and recommendations an� caucus for 2 days on at this conference. (The
Subcommittee on Hum� Subjects Research meets bimonthly to coordinate
implementation of the Feideral Policy for Protection of Human Sµbjects and
will Ibe assessing actions to be taken by federal officials subsequent to the October
2-3 conference.)

5. Recoenition that if 11\Bs an t adequately protect the interests of human
subjects, they must have the �sponsibility to determine that the science is of a
quality to warrant the imposition of risk or ioconveience on human subjects and,
in ·the case of research that p

l
rports to offer a prospect of medical benefit to

subjects, to determine that p rticipatin2 in the research affords patient-subjects at
least as 100d an opportunity f securinc this medical benefit as would be.
available �o them without pajtidpatin& In research.

Response · i
Issue an official reminder to l s that they .already have the responsibility 'to revi�w
the science in research propos s to determine the appropriateness of the use of human
subjects in such research, and o stress that patients participating in therapeutic
research should have access to the same level of medical care that would have been
avaiiable to them were they n1t participating in research. IRBs have the authority to
call upon external resources fir expertise in �eas not represented by their members

.

Jec�mmendation 10 

4 
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The Advisory C!)nimittee recommends o the Interazeocy Workin1 Group that a 
mechanism be established to provide fii th

.
e continuin1 interpretation and application of

ethics rules and principles for the cond ct of human subject research in an open and 
public forum. This mechanism is oot rovided for in the Common R\,lle. 

I 
I 

Re11ponse 
.· / 

The National Bioethics Advisory Com'miksion would be the ideal body to. implement this 
recommendation. Inasmuch as the NBA{ is intended "to consider current and prospective
issues pertinent to the conduct of researc on human biology and behavior and to identify 
broad, overarching pri_nciples to govem e ethical conduct of such research", this 
recommendation fits very appropriately 'th the ?iBAC's charter. Under provisions of the 
Federal Advisory Comm*ee Act, all Nl}AC meetings would be open and provide for public 
access. (See Recommendation 8, Optio d.) 

I 
I 

Re�ommendation 11 

The Advisory Committee recomm�ndi to the intera1ency Workin& Group that at least 
the followtn1 rour steps be taken to i'rprove esistin& protections. of the riehts and
interests of military personnel with respect to human subjects research. 

1. Review of policies and proced res: Polides and, procedures governint
i 

research
iovolvin& human iubjects sho Id be reviewed to ensure that they (1) clearly state
that participation as research ubjects by members of the armed services is
voluntary and without reperc ssions for those who choose not to participate; and
(2) clearly distinguish those a ·vittes that as-e research and therefore
discretionary on fhe para of e member of the armed services from other
activities that are oblicatory, �ch as traininc maneuvers and medical
interventions intend�d to prot ct th� troops.

1. 

Response 

DOD Directives and Military epartment regul�tions require the voluntary and fully 
informed consent of any perso participating ns a subject m research projects 
sponsored or conducted by the epartment. as required by. 32 CFR 219 (The Common 
Rule).· 

Appreciation of reeulations: l�ducation in applicable human subjects reiulations 
should be a routine compone t of the traini�& of officers and of investicators. 
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Mechanisms are needed to ensu? that all officers and investi1ators have an 
adequate appreciation of all rec�lations (indudln& DOD reeulations and 
directives and Service recufatiou�) that bear on the conduct of 1-esearch involvine
human subjects, includin& an appreciation of tbe co.ndiCioos under which such 
regulations apply, the role of o�cen in interpretinz such reculations, and how 
such reaulations are to be impJe

r
ented. 

I 
Response J 

�OD W1l1 inco�orate education ih human subjects regulations into executive level
training for commanders and senibr leadership. DOD will also incorporate metho<:fs

b . I providing detailed training for in estigators, institutional review board members, 
research administrators and research support personnel. 

I 

3. Maximizine voluntariness: Th1 Service Secretaries should consider tbe situations·
under which it would be appro_rriate to make obliaatory two practices for
maximizin& voluntariness that �ave been employed on an ad hoc buis in some
military reuarcb, First, that o� unit officers nor noncommissioned officer
(NCOs) be present at any subj�ct recruitment session in which members of units
are informed of the opportunity and asked to partilcipate in research by
investi&ators; and second, that

f
l ombudsman not connected in any way with the

proposed research be present all such recruitment- sessions to monitor that the 
_ voluntariness of participation i adequately stresstd aad that the information 

provided about th� research is adequrte and accurate.

Response 

(a) 

(b) 

DOD is revising its Direitive or Military Department regulations such that 
officers and senior nonctjmmissioned officers in the chain of command will not 
be present dwing resear

t

recruitment briefings. This requirement shall apply 
to research and develop ent studies where briefings are given to potential 
subjects. 

DOD is also revising its Directive or Military Department reguJations to require ' 
that an ombudsman be wesent at group recruitment briefipgs to monitor that 
the voluntary nature of �articipation is stressed and that adequate information is 
provided about the prop I sed research.

4. Maintenance of a J'e&istry: T�e Secretaries of the Navy and the Air Force should
be directed to adopt the poli of the Army, as detailed in Army Reculation 70-

I 
I 

6 
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25, to main1ain a recistry of all volunteers in human studies and experiments 
conducted under Research and Development proerams. Such reaistries serve to 
facili1ate confirmation of partici�arion in research by subjects and tbeir long"term 
follow-up. ! 

R"sponse 

DOD is revising its Directive on 1\\unan subjects research to include a provision that
each of the Military Depanments fStablish and maintain a registry of volunteers in 
biomedical studies conducted und�r research and development programs. 

Rec,nmendatioo 12
I 

The Advisory Commi1tee recommends ithat the Interaeency Workin& Group take steps 
to improve three elements of the current federal system for the protectio� of the ri&hts 
and interests of human subjects -� oveJsisht, s11nction1 and scope� 

Response 
I 

The following three subrecommendations should be collectively referred to the National
Bioethics Advisory Commission. However, additional strategies are also outlined below.

I 
1. Oveni&bt mechanisms to examine outcomes and performance.

I 
Response 

(a) Develop an interagency a}ants progr� to stimulate the research community to
propose a variety of approaches to evaluating the performance and outcomes of
the Government's system/for protecting the rights/interest of human subjects, 
e.g., the recent program l.flnouncement of the National Institute of Mental
Health seeking proposals !for studying the informed consent process in research
subjects with mental disorders.

. 

� 
(b) Strengthen the federal agency offices with responsibility for oversight of human

subjects protection.· ! · .
(c) Initiate a program for evaluating the co� effectiveness of different approaches

for ensuring quality conttol of institutional systems for protection of human
I SU���- . ' 
I 

I 

(d) Implement the NIH study to evaluate the implementation of the federally
mandated Human Subjeots Protection.Program, specifically the e>ctent to which
the Program provides adequate protection for the rights and well-being of
human subjects. /

7 
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2. Appropriateness of sanctions fo.J violations of human subjects protection.

3. 

Response I 

(a) 

(b) 

Provide the same sanction� for violation of human subjects regulations as exist 
for violation of animal we\f are regulations. 

In the case of DOD, failurl to comply with its Directives and Military 
I Department 

regulations can result m aqministrative and judicial pumshment under the 
Vniform Code of Military iJustice. 

l 

Extension of human subjects pJotection to nonfederally funded research. 

Response 

(a) 

(b) 

Enact legislation that wo�d extend requirements for protection of human
subjects to research not funded or conducted by the Federal Government (such 
as most research· involvin& assisted reproductive technologies). 

Work �th the American �edical Association, state medical societies and st�te 
licensing boards to launcij an educational program to ·ramiliariz.e physicians and 

others engaged 'in nonfcdf rally funded research with the ethical considerations 
in conducting human sub�e.cts research. 

Recommendation 13 
I 

The Advisory Committee recommend.5 that the feder� aovernment review the area of 
compensation for research injuries o� future subjects of federally funded research, 
particularly reimbursement for medical costs incurred as a result of injuries attributable 
to a subject's participation la such .:Jsearch, and create a mechanism for the satisfactory 
resolution of this lon1•standina soda� issue 

I 
Response 

I 

This issue has been studied off and on �ver the last 20 years but, because of its complexity, 
has never reached resolution. With thd establishment of the proposed National Bioethics 
Advisory I 
Commission and the release of the AE report calling for compensation of subjects
involved in Cold War era radiation ex eriments, the time may be right for a definitive 
examination of the issue and develop ent of recommendations/guidelines for compensation of 

8 
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injured human subjects.
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Background

r inal Report of the Advisory Committee

Advisory Committee Recommendations

The Committee's recommendations fall into the following three major areas:

Biomedical Experiments and Population Exposures, 1944-1974

Overall Summary of Government Responses to Advisory Committee September 8,1995

The committee also considered issues related to some radiation exposures associated with 
government activity that are not experiments; that is, persons were not exposed for the 
purpose of research. These include atomic veterans, uranium miners, and residents of the 
Marshall Islands exposed to fallout from U.S. weapons testing.

PROPOSED GOVERNMENT RESPONSES TO RECOMMENDATIONS 
OF THE ADVISORY COMMITTEE ON HUMAN RADIATION EXPERIMENTS

Finally, the committee reviewed 125 current or recent Federally-funded studies (not 
limited to radiation research) and interviewed patients at leading hospitals in order to 
gauge the adequacy of procedures for obtaining informed consent from subjects and 
evaluating research risks and to sample attitudes toward human subject research.

The Advisory Committee on Human Radiation Experiments, chaired by bioethicist Dr. 
Ruth Faden of Johns Hopkins University, was established by President Clinton in 
January, 1994. Acting in cooperation with federal agencies, which were directed by the 
President to search for records related to human radiation research and provide them to 
the Advisory Committee, the committee was charged to provide expert advice to the 
Cabinet-level Interagency Working Group on scientific and ethical issues related to 
biomedical experiments involving ionizmg radiation and to a list of intentional 
environmental releases of radiation. The committee was to focus on the period 1944-
1974 (when government-wide regulations on human subjects research were adopted) but 
was permitted to go beyond.

The committee's report, currently in near-final form, begins by identifying the ethical 
standards that applied to the government and to the medical and research professions in 
the post-war period. Several "case studies" are then reviewed in detail, including the 
injections of plutonium into 18 hospital patients during World War II, research with 
prisoners, and research funded by the military on patients who had previously been 
exposed to total body irradiation in clinical settings. Intentional environmental releases 
of radioactivity are also reviewed.



Current Human Subject Protection

Secrecy and Openness

Government Response to Recommendations

2Overall Summary of Government Responses to Advisory Committee August 31,1995

The following three packages - one from each subcommittee - represent the consensus 
view of the group of agency representatives.

A group of representatives from all agencies represented in the Interagency Working 
Group, including the Departments of Energy, Defense, Health and Human Services, 
Veterans Affairs, and Justice, the National Aeronautics and Space Administration, and 
the Central Intelligence Agency, with participation by the Office of Management and 
Budget and the White House Office of Science and Technology Policy, has been meeting 
over the past month to consider government-wide options to address the
recommendations of the Advisory Committee. This group divided into three 
subcommittees paralleling the three major areas of the Advisory Committee’s 
recommendations. Each subcommittee developed options, which were presented to the 
entire group for discussion. The options covered the entire range of potential government 
responses, from those that agencies can take individually and in cooperation, to those that 
call for Presidential action.



Remedies Subcommittee

SUMMARY

While the committee has not identified cases where subjects were physically 
banned, it has identified a small number of cases occurring during WW II (less than
25 in total) where the government deliberately kept the true nature of the 
experiments from the subjects. In those cases, the committee recommends 
compensation to surviving family members.

The proposed responses described in more detail below would endorse the basic 
thrust of the committee's recommendations, including:

PROPOSED GOVERNMENT RESPONSE TO ADVISORY COMMITTEE 
RECOMMENDATIONS ON REMEDIES FOR BIOMEDICAL 

EXPERIMENTS AND POPULATION EXPOSURES FROM 1944 - 1974

The responses described in the following pages address the findings and 
recommendations of the Advisory Committee on Human Radiation Experiments 
dealing with experiments and population exposures in the period 1944-1974, 
recommendations one (1) through seven (7). These recommendations are still 
undergoing revision by the committee and the proposed responses must therefore be 
considered as subject to change.

The committee also considered issues related to some radiation exposures 
associated with govenment activity that were not experiments; that is, persons were 
not exposed for the purpose of research. These include atomic veterans, uranium 
miners and residents of the Marshall Islands exposed to the fallout from a 1954 
nuclear weapons test. The committee's major recommendation for these groups is 
that existing laws governing compensation should be reexamined to assure fairness 
and equity.

An apology and a commitment to work with Congress to secure 
compensation commensurate with the violation of dignity in the case of the 
plutonium injection subjects and others identified by the committee who were 
treated similarly;
Review of the standards governing compensation of uranium miners and the 
administration of laws governing compensation of atomic veterans; 
Review of whether new data call for expanding the scope of medical



programs for Marshall Islanders.



Remedies Subcommittee

RECOMMENDATION 1

RECOMMENDED GOVERNMENT RESPONSE

RECOMMENDATION 2

RECOMMENDED GOVERNMENT RESPONSE

PROPOSED GOVERNMENT RESPONSES TO ADVISORY COMMITTEE
RECOMMENDATIONS ON REMEDIES FOR BIOMEDICAL EXPERIMENTS AND 

POPULATION EXPOSURES FROM 1944-1974 (as of 9/25/95)

The Advisory Committee recommends to the Interagency Working Group that the 
government deliver a personal, individualized apology and provide financial compensation 
to the subjects of human radiation experiments in which efforts were made by the 
government to keep information secret from these individuals and from the public for the 
purpose of avoiding embarrassment and/or potential legal liability, and where this secrecy 
had the effect of denying individuals the opportunity to pursue alleged grievances.

The President directs the Department of Energy to work with Department of Justice and the 
affected Department of Energy contractors to pursue reasonable compensation for, and apology 
to, the families of individuals identified by the Advisory Committee, either through settlement of 
outstanding claims or other forms of dispute resolution, such as the use of a neutral mediator or 
arbitrator.

The Administration agrees with the Advisory Committee that an apology and compensation is 
warranted for human radiation experiments for which there was governmental involvement in 
actions falling within the criteria identified by the Advisory Committee. 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 legislative relief in appropriate cases.

The Advisory Committee recommends to the Interagency Working Group that for subjects 
of human radiation experiments that did not involve a prospect of direct medical benefit to 
the subjects, or in which intervention considered to be controversial at the time were 
presented as conventional or standard practice, and physical injury attributable to the 
experiment resulted, the government should deliver a 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 members.



RECOMMENDATION 3

RECOMMENDED GOVERNMENT RESPONSE 

SECOND RECOMMENDATION 3

RECOMMENDED GOVERNMENT RESPONSE

RECOMMENDATION 4

2

Agree with the Advisory Committee that no further response is warranted at this time and that the 
criteria set forth by the Committee is appropriate for evaluating future cases.

«
The Advisory Committee recommends to the Interagency Working Group that it work 
with Congress to amend the Radiation Exposure Compensation Act of 1990 to encompass 
other populations environmentally exposed to radiation from government operations in 
support of the nuclear weapons program, should information become available that shows 

Additionally, the Advisory Committee has found no evidence to indicate that the subjects 
of human radiation experiments we reviewed would have had greater likelihood of 
incurring heritable (genetic) effects that the general population, and thus does not 
recommend notification or medical follow-up for descendants of subjects of human 
radiation experiments.

[The preliminary Administration response is to thank the Committee for the recommendation, but 
to explain that the recommendation is unworkable given incomplete records, and a lack of criteria 
as to what constitutes an injustice ]

The Advisory Committee has found no subject of biomedical experiments for whom there is 
a need to provide active notification and medical follow-up for the purpose of protecting 
their health. In the event that other experiments of concern come to light in the future, we 
recommend to the Interagency Working Group that subsequent decisions for notification 
be based on evaluation of both the level of risk from radiation exposure and the potential 
benefit form medical follow-up in exposed individuals.

The Advisory Committee recommends to the Interagency Working Group that for subjects 
who were used in experiments for which there was no prospect of medical benefit to them 
and there is evidence specific to the experiment in which the subjects were involved that (1) 
no consent, or inadequate consent, was obtained, or (2) their selection as subjects 
constituted an injustice, or both, the government should offer a personal, individualized 
apology to each subject.



RECOMMENDED GOVERNMENT RESPONSE

RECOMMENDATION 5(1)

RECOMMENDATION 5(2)

RECOMMENDED GOVERNMENT RESPONSE

3

The government agrees with the Committee's concern about treating exposed population fairly. 
Studies are underway that look at communities near the Hanford nuclear facility and at other sites 
including Femald, Savannah River, Rocky Flats and Oak Ridge. If information is forthcoming 
showing increased cancer resulting from the operation of DOE facilities, the government will 
consider whether existing law should be amended to cover those affected.

Recommend that most feasible way to accomplish updating the epidemiological tables to 
develop a budget request for the President’s FY 1997 budget;
Describe the administration of laws governing compensation of Atomic Veterans; and 
Recommend legislative and administrative changes that address the concerns identified by 
the Advisory Committee.

that areas not covered by the legislation were sufficiently exposed that a cancer burden 
comparable to that found in geographic areas currently covered by the law may have 
resulted.

The Secretary of Veterans Administration will appoint a Working Group that will include 
representatives from the Department of Veteran Affairs, the Department of Health and Human 
Services and the Department of Defense to provide a written report to the Interagency Working 
Group by January 31, 1995. The report will

The Advisory Committee recommends to the Interagency Working Group that it work 
with Congress to ensure that the epidemiological tables that are relied upon to determine 
whether relief is appropriate for veterans who participated in atomic testing are reviewed 
and updated so that all cancers or other diseases for which there is a reasonable probability 
of causation by radiation exposure are clearly and unequivocally covered by the statutes.

The Advisory Committee further recommends to the Interagency Working Group that it 
review whether existing laws governing compensation of atomic veterans are now 
administered in ways that produce the best balance in allocation of resources between 
financial compensation to eligible atomic veterans and administrative costs, including costs 
of dose reconstruction.



RECOMMENDATION 6

RECOMMENDED GOVERNMENT RESPONSE

RECOMMENDATION 7

RECOMMENDED GOVERNMENT RESPONSE

4

Agree with the Advisory Committee that the provisions of the Radiation Exposure Compensation 
Act of 1990 (RECA) relating to uranium miners should be reviewed to ensure that they are fair, 
comparable to compensation standards for other radiation-exposed populations and consistent 
with current scientific data. The Administration will establish a committee of experts to review the 
eligibility criteria of REC A in light of these concerns. The committee will also review the 
Department of Justice’s implementing regulations under REC A to ensure that they are not unduly 
restrictive, and review existing data to determine whether further study of uranium millers and 
open-pit miners is warranted. The committee will be asked to complete its review within 6 
months. Based on the committee’s findings, the Administration will work with Congress to enact 
appropriate statutory changes, and amend the existing Department of Justice regulations as 
appropriate.

The Advisory Committee recommends to the Interagency Working Group that it work 
with Congress to amend the provisions of the Radiation Exposure Compensation Act of
1990 relating to uranium miners to provide compensation to all miners who develop lung 
cancer after some minimal duration of employment underground (such as one year), 
without requiring a specific level of exposure. The act should also be reviewed to determine 
whether compensation should be extended to include uranium millers, and documentation 
standards or all claimants should be liberalized.

Extensive analyses to date of radiation exposures in the Marshall Islands have indicated that the 
exposures to inhabitants of Ailuk and other northern Marshall Islands atolls were a factor of 30-90 
times less than at Rongelap and about 10-25 percent of those at Utirik based upon external dose 
measurements and on estimates of thyroid dose. The connection between radiation exposure and 
thyroid disease is the subject of several ongoing studies sponsored by the U.S. Department of Energy 

The Advisory Committee supports the Department of Energy's program of Medical 
monitoring and treatment for the exposed inhabitants of the Marshall Islands atolls of 
Rongelap and Utirk, and recommends that this program be continued as long as any 
member of the exposed population remains alive. Furthermore, the Advisory Committee 
recommends that the program be reviewed to determine if it is appropriate to add to the 
program the population of Ailuk, and the population of other atolls whose inhabitants may 
have been received exposure comparable to or greater than those of Ailuk. The Advisory 
Committee also recommends that consideration be given to the involvement of the Marshall 
Islanders in the design of any further medical research to be conducted upon them.
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The Department will embark in November, 1995, on an independent review of the Brookhaven 
National Laboratory Marshall Islands medical program. This independent review will be conducted by 
the Joint Commission on Accreditation of Healthcare Organizations (JCAHO) and is designed to 
address the adequacy of the current medical monitoring and medical care programs.

and managed by the Centers for Disease Control. If new data is developed to indicate that residents 
of atolls other than Utirik and Rongelap are at increased health risk, the Department will consider 
including them in an appropriate medical surveillance program.



broad range of approaches, some of which involve activities internal to the agencies and

□

□

□

□

□

Consider proposing legislation to remedy some of the gaps in the current
□

system for protecting human subjects.

require some preliminary groundwork prior to full implementation. A third group of 
responses involve rrferring cer^n recommendalionsw the National

pertinent to the conduct of research on human biology and behavior and to

> review
new responsibilities regarding additional 

the informed consent procedures and

ueveiou cuuuauuuui ------------------------ —
schools, universities, scientific societies, and others to strengthen activities in 
human subjects protection, to provide a forum for addressing ongoing as well 
as emerging issues in humans subjects research, and to familiarize professionals 
engaged in nonfederally funded research with the ethical considerations in

Summary of Responses to ACHRE Recommendations 8-13

“ _1 i regulations and policies governing human subjects research, e.g, the 

activities proposed by the Department of Defense.

Send official notifications to institutions conducting federally funded research 
(a) reminding them of their ongoing responsibilities with respect to IRB re’- -

’efficiency and effectiveness of IRB review and to evaluate the Government’s 

system for the protection of human subjects.

and (b) informing them of their n— 
requirements to be incorporated into 

forms.

Pool resources across agencies to conduct pilot projects to improve the

Develop educational programs in concert with external groups such as medical

others which call upon external resources for implementation.

Among the responses are activities that can be implemented immediately while others will

Commission, an independent body to be estabhshed by thePresident to consider cun-ent and 
prospective issues pertinent to the conduct of research on human biology and behavior and to 
identify broad, overarching principles to govern the ethical conduct of such research .

Generally, the responses to the recommendations cover the following categories of activines:

Remand specific ACHRE recommendations to the proposed National Bioethics 
Advisory Commission (NBAC) which will provide expert advice on issues of 

bioethics.

conducting research involving human subjects.

Implement training programs within federal agencies to educate senior level

officials on i
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scientists whose research involves human subjects.

DHHS: The National Institutes of Health (NIH) requires all institutions

‘'

policies on the appropriate use

NASA: Established an

DOE: Holds are also invited).

DOD: Convenes an

contemporary human subjects protection

- ■ 'J educational regulatory and bioethics update meetings for the entire 

DOE system (to which other federal agencies are also invited).

DHHS: The NIH completed development of a Core Curriculum
- . « • . * _ a — —** « Am f * 1 • 1 O I I 1 \

X^'ran^Tndu'derseveral moiu.es on proteetmn of human

’ ' i in Clinical
in its Clinical Center. This

DOE: Has computerized and established worldwide web access .to the 
human subjects newsletter, resource manual and database.

Short’Course, generally attended by 200-300 physicians, scientists, 
pharmacists and other research support personnel, that emphasizes 

 bnrnan qnbiects orotectiou issues.

annual Tn-Service Clinical Investigations Postgraduate 
' ' ‘3, nurses.

The Government has in recent years mounted several activities that address this subject. For 

example:

- — - ethics in the conduct uf

Recommendation 8

recommends to the Interagency Working Group that efforts be

Research to train young clinical investigators

course, 1 — -
subjects and a specific module on bioethics.

external Bioethics Task Force to review NASA
procedures for all expenmentation involving human subjects and to recommend 

appropriate policy changes. Report to be issued in fall 1995.

Department’s

non Reouires investigators’ familiarity with the Belmont Report the 
Common Rule, DOD Directives and all applicable regulations and instructions 

through the assurance process with each facililty.

VA Has established a special office to conduct random site visits. tc> VA 
medical centers to review local implementation of national VA policy 

protection of human subjects.



(a)
consist of:

and additional resources will be provided, including an SES position, FTEs and

■ DOE: Will be requiring educational/ethics updates from all DOE institutions 
■ i i cnhiprtc rpcparch Will be establishing an

that are

transnational sensitivity to ethical issues in human subjects

Invite associations(b)

ight include the expansion of existing

(c)

2

j involved with human subjects research. Will be establishing 
educational plan for all IRBs beginning in FY 1996.

egional workshops of IRB chairpersons to allow for the exchange of 

emerging issues in the arena of human subjects protection.

university-based research ethics programs and

Will adopt the investigator assurances of familiarity with the Belmont 
• ■ • -----as a standard for all

activities involving human subjects research. Will incorporate research ethics 
into graduate medical education curricula at Military Department teaching

hospitals.

NASA- Works with international partners to enhance the ethical training and 
understanding of all investigators involved in space-related human research and

to ensure an
research.

of medical schools and universities as well as scientific societies to

■ DHHS: The NIH Clinical Center Clinical Bioethics Program will be expanded 

space. Following implementation and assessment in the NIH Clinical Center, 
the Core Curriculum in Clinical Research may be offered to trainees in 
extramural institutions and/or further disseminated by publication of the 

syllabus or making it available on the Internet.

Response

A major effort will be launched to “upgrade” or expand these activities. These will

R^portjthe Common Rule Jd related requirements as a standard for all

organizations.

OPRR can convene, in conjunction with its counterparts in the other federal agencies, 
2-3 regional workshops of IRB chairpersons to allow for the exchange o 
ideas/approaches, to stimulate the discussions of common problems and to address



Executive Order establishing—nS—e the^hairperson of
(d)

the Commission.

Recommendation 9

Mechanisms1.

(a)

(b)

have been made

(c)

the2.

3.

being conducted or supported.

3

The Advisory Committee 
component of the federal system

Ask the Human
Food Research Committee

> so as to
than minimal risk to human 

mechanisms for review and

recommends to the Interagency Working Group that the IRB 
-I for the protection of human subjects be changed in at

teasMbe five critical areas described below.

t for ensuring that IRBs appropriately allocate their rtme

enable adequate review of studies that pose more t
subjects. This may include the creation of alternative

approval of minimal risk studies.

Subjects Research Subcommittee of the Health Safety and 
rood wesemeu Cv ittee of the National Science and Technology Council 

consider the implications of implementing this subrecommendation.

Mechanisms for ensuring that the information

and their IRBs that the current regulations 
ies of minimal risk

research and for minor changes in ongoing research and emphasize their

i provided to potential subjects (a)

sxssx"iSs.-a aasss - -

preliminary determmations of the proposals' competitiveness 

by the agency.

Response

XideforrnTpedited^Xiew process for certain categories of minimal nsa 

research and for minor changes in ongoing research and emphasize the 

continued and enhanced use of this mechanism.

Consider extending a pilot program to reduce the administrative burdens on 
Consider extenoing p h "Just-In-Time" expenment) to include a

feature that wou



Mechanisms for ensuring ihai the information provided to potential.subjects
4.

Response

(a)

(b)

Safety

Human Subjects Research meets bimonthly to coordinate

2-3 conference.)

5.

review

4

t

Recommendation 10

adequately protect the interests of human
* - — 2^ a

human subjects and.
 > responsibility to determine that the science is of a

tn warrant the imposition of risk or inconveience on I-----
thP case of research that purports to offer a prospect of medical benefit to 

m the case of researcn rnai pu p affnrrts natient-sub e
subjects, to determine that participating r— -
least as good an opportunity of secunng this medical benefit

Implement the above three subrecommendations by instructing IRBs and 
investigators to address these issues in protocols and consent procedures/forms.

with the Subcommittee on Human Subjects Research, Committee on Health, 
Safety Food Research & Development, National Science and Technology 
Council will convene staff from all federal agencies conducting or supporting 
human subjects research. Federal officials will be briefed on ACHM findings 
and recommendations and caucus for 2 days on at this conference. (The 
Subcommittee on Human Subjects Research meets bimonthly t0 c°ordin^te 
implementation of the Federal Policy for Protection of Human Subjects and

^assessing actions to be taken by federal officials subsequent to the October

dearly identifies the financial implications of deciding to consent to or refuse 

participation in research.

Recognition that if IRBs are to 
subjects, they must have the i

Announce that on October 2-3, 1995, the Department of Energy, in conjunction

Issue an

subiectTm such reTe^ch, md'to stress that patients participating in therapeutic 
research should have access to the same level of medical care that would have been 
avmX » them were they not participating in research. IRBs have the authonty o 

call upon external resources for expertse in areas not represented by then members.

Mbiects, to determine that participating in the research affords patient-subjects at 
leas1! as good an opportunity of securing this medical benefit as would be 

available to them without participating in research.

Response

research should have access to the same level of medical



Committee recommends to the Interagency Working Group that a

Recommendation 11

1.

are
discretionary on the part of the member of the armed

Response

Rule).

2.

5

Appreciation of regulations: Education in applicable human subjects regulations 

should be a routine component of the training of officers and of investigators.

broad overarching principles to govern the ethical conduct of such research”, this 
recommendation fits very appropnately with the NBAC’s charter. Under Ptovtstons of the 
Federal Advisory Crmmittee Act, all NBAC meetings would be open and provide for public

(2) clearly distinguish those activities that are research and therefore 
discretionary on the part of the member of the armed services from other 

activities that are obligatory, such as training maneuvers and medical 

interventions intended to protect the troops.

informed consent of any person participating as a subject in research projects 
sponsored or conducted by the Department, as required by 32 CFR 219 (The Common

The Advisory Committee recommends to the Interagency Working Group that at least 
the following four steps be taken to improve existing protections of the rights and 

interests of military personnel with respect to human subjects research.

Review of policies and procedures: Policies and procedures governing research 
involving human subjects should be reviewed to ensure that they (1) clearly state 

u hv mpmhprs nf the armed services is

#1/

The Advisoi 
mechari'

access. (See Recommendation 8, Option d.)

Response

The National Bioethics Advise ry Commission would be the ideal body to implement this

DOD Directives and Military Department regulations require the voluntary and fully

2 /isory Committee recommends to the Interagency Working Group that a 
meduu ism be established to provide for the continuing interpretation aad application of 
ethics rules and principles for the conduct of human subject research in a;o open and 

public forum. This mechwism is not provided for in the Common Rule.

recommendation. Inasmuch as the NBAC is intended “to consider current and prospective 
issues pertinent to the conduct of research on human biology and behavior and to identity



3.

provided about the research is adequate and accurate.

Response

(a)

subjects.

(b)

4. ado; .be V.nc, of .he Army, as de.ai.ed in Army Regu.a.io„ 70-

6

directives and Service regulations) that bear on 

regulations apply, the role of officers 11

the voluntary nature of participation is stressed and that adequate information

DOD is revising its Directive or Military Department regulations such that 
officers and senior noncommissioned officers in the chain of com^d will^not 
be present during research recruitment briefings. This requirement shall app y 
to research and development studies where briefings are given to potential

nzmg The Service Secretaries s^0uI^®npS^c*ef^atiOnS

"mn?tary” research. First, that no unit officers nor n„

Maximizing voluntariness

in which members of units

investigators’ and second, that an ombudsman not connected in any way with the 
proposed* research ^be°presen. a. all such rec—, sessions .. monitor that .he 

voluntariness of participation is adequately stressed and that the mformafon

Response

DOD will incorporate education in human subjects regulations  • j into executive level
Gaining for commanders and senimTeademtop? TOD will also incorporate methods

forproviding detailed training for investigators, institutional review board members, 

research administrators and research support personnel.

Mechanisms are needed to ensure that ail officers and investigators have an 
nthniiatp annreciation of all regulations (including DOD regulations and 
directives and Service regulations) that bear on the conduct of research *nv0^,n8 

human subjects, including an appreciation of the conditions under which su 
regulations apply, the role of officers in interpreting such regulations, and how 

such regulations are to be implemented.

ombudsman be present at group recruitment briefings to 
- • .•  • 

provided about the proposed research.

Maintenance of a registry: The Secretaries of the Navy



4

I

Response

The following three subrecommendations should be collectively referred to Nation"! 
Bioethics Advisory Commission. However, additional strateg.es are also outl.ned below.

1.

Response

to stimulate the research community to
(a)

Strengthen the federal agency offices with responstbility for oversight of human
(b)

subjects protection.

(c)

subjects.

(d)

human subjects.

7

Advisory Committee recommends that

IV 1IUU1UTV V——    •

and interests of human subjects - oversight, sanctions and scope.

Implement the NTH study to evaluate the implementation of the federally 
mandated Human Subjects Protection Program specificaHy the jhich
the Program provides adequate protection for the rights and well-being of

Develop an interagency grants program to stimulate me reseo^ 
propose a variety of approaches to evaluating the performance and outcomes ot 
rhe Government’s system for protecting the ^ts/inter^ of h^anj^ects,

e g , the recent program i----------
Health seeking proposals for studying the informed consent process

25, to maintain a registry of all volunteers i„--------------
conducted under Research and Development programs.

each of die Smy Departments establish and maintain a registry of volunteers in 

biomedical studies conducted under research and development programs.

Recommendation 12

in human studies and experiments
2-------• Such registries serve to

facilitate confirmation of participation in researci. by subjects and their long-term 

follow-up.

“veVh^TlXs ofZ current federai system for the protection of the rights

me. -________ ran n AM C? onri GCATIP.

Oversight mechanisms to examine outcomes and performance.

Response

DOD is revising its Directive on human subjects research to include a provision that

subjects with mental disorders.



Appropriateness of sanctions for violations of human subjects protection.
2.

(a)

(b)

Extension of human subjects protection to nonfederaily funded research.
3.

(a)

(b)

Recommendation 13

8

Response

Provide the same sanctions for violation of human subjects regulations as exist 
for violation of animal welfare regulations.

In the case of DOD, failure to comply with its Directives and Military

Department
regulations can result in administrative and judicial punishment under the 

Uniform Code of Military Justice.

has never reached resolution. With the establishment of the proposed National Bioethics

ComSon and the release of the ACHRE report calling for compensation of subjects

involved in Cold War era radiation experiments, the time may be right for a definitive 
examination of the issue and development of recommendations/guidelines for compensation of

Response

Enact legislation that would extend requirements for protection of human 
subjects to research not funded or conducted by the Federal Government (such 
as most research involving assisted reproductive technologies).

Work with the American Medical Association, state medical societies and state 
licensing boards to launch an educational program to familiarize physicians and 

others engaged in nonfederaily funded research with the ethical considerations 

in conducting human subjects research.

Response

This issue has been studied off and on over the last 20 years but, because of its complexity.

The Advisory Committee recommends that the federal government review the area of 

compensation for research injuries of future subjects of federally funded research, 
particularly reimbursement for medical costs incurred as a result of injuries attributable 
to a subject’s participation in such research, and create a mechanism for the satisfactory 

resolution of this long-standing social issue



injured human subjects.
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Secrecy and Openness Subcommittee

SUMMARY

PROPOSED GOVERNMENT RESPONSE TO ADVISORY COMMITTEE 
RECOMMENDATIONS ON SECRECY AND OPENNESS

The responses described in the following pages address the findings and 
recommendations of the Advisory Committee on Human Radiation Experiments in 
the area of secrecy and openness, recommendations 14 through 17. These fall into 
two general categories. First, additional safeguards are recommended for classified 
human subjects research and environmental oversight of classified programs. These 
recommendations are not limited to radiation - related research or programs. 
Second, the committee calls for continued progress in making government records 
publicly accessible .

Presidential directive that no waivers of full informed consent will be 
permitted in classified research and that the government sponsoring agency 
will be disclosed to potential subjects in all classified research; 
Request that EPA review whether additional steps are necessary to ensure 
robust environmental oversight of classified programs;
Direct the Interagency Working Group, working with the National Archives 
and Records Administration, to develop an aggressive plan to increase public 
accessibility of government's records, including the use of new technological 
advances and to review policies governing access to records of contractors; 
Redesignate records related to human subjects research to prevent destruction 
in the future;
High-priority review by the National Archives of CIA record-keeping system, 
addressing means to improve public access;
Direct CIA to give top priority' in declassification review to human subjects 
research records.

The proposed government actions, summarized below, range from those that can be 
announced immediately and would apply across the government to those which will 
require additional development and consultation:



Secrecy and Openness Subcommittee

RECOMMENDED GOVERNMENT RESPONSE:

RECOMMENDED GOVERNMENT RESPONSE:

Institutional Review Boards ("IRB") are already required to include at least

The National Bioethics Advisory Committee is requested to evaluate 
whether the federal rules governing human subjects protection should be 
revised to codify the President's directive.

PROPOSED GOVERNMENT RESPONSE TO ADVISORY COMMITTEE 
RECOMMENDATIONS ON SECRECY AND OPENNESS

RECOMMENDATION 14b: The Advisory Committee recommends to the 
Interagency Working Group the adoption of a federal policy requiring that 
classified research involving human subjects be permitted only after the 
review and approval of an independent panel of appropriate nongovernmental 
experts and citizen representatives with security clearances, charged with 
determining:!) that the proposed experiment has scientific merit; 2) that risks 
to subjects are acceptable and risk/benefit balance is appropriate; 3 that 
prospective subjects have been fully informed and participation is voluntary. 
Records should be kept permanently.

RECOMMENDATION 14a: The Advisory Committee recommends to the 
Interagency Working Group the adoption of a Federal policy requiring the 
informed consent of all human subjects of classified research, and that this 
requirement not be subject to exemption or waiver. Jn all cases, potential 
subjects should be informed of the identity of the sponsoring Federal agency 
and that the project involves classified information.

The President directs all departments and agencies that, effective 
immediately, there will be no federal funding of classified research where 
an Institutional Review Board has waived informed consent or where a 
determination has been made that the research is exempt from IRB review. 
President also directs that in all Federally funded classified research, two 
additional elements of information will henceforth be provided when 
consent is sought from potential human subjects: (i) the identity of the 
sponsoring Federal agency, and (ii) a statement that the project involves 
classified information.



RECOMMENDED GOVERNMENT RESPONSE:

RECOMMENDED GOVERNMENT RESPONSE:

2

(The Interagency Working Group sought clarification from the Committee on 
the intent of this recommendation. According to the executive director, the 
Committee is not asking here for expansion of EPA's substantive authority 
under NEPA and other existing environmental laws.)

RECOMMENDATION 15a: The Advisory Committee recommends that an 
independent review panel be assigned the task of reviewing any planned or 
intended environmental releases of substances in cases where the release is 
proposed to take place in secret, or in circumstances where any aspect of the 
environmental review process required by law is conducted in secret.

one member not affiliated with the institution. The President directs all 
agencies to ensure the participation of non-govemment persons in review of 
classified research, either by establishing a dedicated panel for classified 
research or by ensuring that IRB members all have the necessary security 
clearances.

The President indicates that EPA, in conjunction with Federal agencies 
conducting classified programs, has an initiative underway to improve 
environmental oversight and establish more rigorous regulatory procedures 
for classified facilities. Creating a new regulatory entity would add to the 
bureaucratic complexities of ensuring environmental safety but the 
President will seek EPA's views on whether additional steps are necessary 
to ensure robust environmental oversight of classified facilities and 
programs.

RECOMMENDATION 15b: The Advisory Committee recommends to the 
Interagency Working Group that an appropriate government agency, 
currently the Environmental Protection Agency, maintain a program directed 
at the oversight of classified programs, with suitably cleared personnel. This 
program should maintain critical records, such as environmental impact 
statements and environmental permits permanently. The agencies subject to 
regulation should ensure the timely consideration of environmental impacts 
and oversight and the timely provision of all necessary clearances. EPA 
should provide regular unclassified reports to Congress describing the extent 
of its activities as well as any significant problems.



(1)

(2)

(3)

RECOMMENDED GOVERNMENT RESPONSE:

3

The most important historical collections should be entrusted to the 
National Archives. The agencies and the National Archives should 
review the extent to which this is now being done and develop policies to 
hasten the transfer of agency records to the National Archives.

Agencies should make readily available all existing inventories, indices, 
folder listings and other finding aids to record collections now under 
agency control. Classified finding aids should undergo declassification 
review and declassified versions of these finding aids should be also be 
made available.

RECOMMENDATION 16(4): The Advisory Committee recommends that 
agencies maintain complete records, available to the public, of document 
destruction.

The Interagency Working Group should ensure the development of 
policies to improve public access to records held by agencies or 
deposited in Federal Record Centers.

The President directs that permanent files on classified environmental 
impact statements and environmental review of classified activities shall be 
maintained by EPA.

The President commends the agencies for the progress made through this 
project in delivering information to people. He commits the administration 
to continuing aggressively down the path to openness exemplified by this 
and other initiatives. He directs the Interagency Working Group, working 
with the National Archives and Records Administration, to advise him on 
measures to make the government's records more readily accessible to 
citizens, which should include consideration of the potential uses of new 
technology to enhance access. The Interagency Working Group should be 
asked to report back by a date certain within a few months.

RECOMMENDATIONS 16(1), 16(2), 16(3): The Advisory Committee 
recommends that the Interagency Working Group take steps to ensure the 
continued application of the lessons learned from the efforts to organize and 
make accessible to the public, and the government itself, the nations's 
historical records.



RECOMMENDED GOVERNMENT RESPONSE:

RECOMMENDED GOVERNMENT RESPONSE

RECOMMENDED GOVERNMENT RESPONSE:

4

RECOMMENDATION 16(5): The Advisory Committee recommends that the 
Interagency Working Group review and develop policies concerning public 
access to records generated or held by private contractors and institutions 
receiving Federal funding.

The President directs the Interagency Working Group to develop guidelines 
for performing the policy review called for by this recommendation. The 
President also directs the Departments of Justice and State to review 
existing laws and regulations related to the implementation of this 
recommendation.

The President also directs that all records of classified projects involving 
human subject testing are to be labeled "permanent retention" in all 
agencies. This indicates that they are of historical value, must be reviewed 
for declassification 25 years after their creation and should go to the 
National Archives at 30 years.

The President directs the National Archives and Records Administration to 
give priority to its review of CIA's records system that is scheduled for 
October 1995. NARA is specifically directed to address means to improve 
public access to the agency's records.

RECOMMENDATION 17a: The Advisory Committee recommends that the 
CIA’s recordkeeping system be reviewed to ensure that records are accessible 
upon legitimate request from the public or governmental sources.

The President should, via Executive Order, institute new policy regarding 
human subjects research records of destruction. Such Order should 
mandate that all records of destruction regarding classified research be 
maintained permanently by National records Centers. Disposition 
instruction of current records should be updated to reflect new policy with 
specific emphasis on enforcement of records maintenance standards at all 
levels.



RECOMMENDED GOVERNMENT RESPONSE:

5

The President directs CIA, as part of its compliance with the Executive 
Order 12958, to give top priority to declassification review of records 
related to human subject research.

RECOMMENDATION 17b: The Advisory Committee recommends that all 
CIA records bearing on programs of secret human research, such as 
MKULTRA and the related CIA human behavior projects from the late 1940s 
through the early 1970s, become a top priority for declassification review, with 
the expectation that most, if not ail, of these documents can be declassified and 
made available to the public.




