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COMMlREE ON 
GOVERNMENTAL AFFAIRS 

WASM1NC;TON. OC 20S10-8250 

February 29,  1996 

The Honorable William J. P e r r y  
Secretary 
U.S .  Department of Defense 
Washington, D.C. 20301 

RCCI .960319.001 

Dear Secretary Perry: 

Affairs will. convene a hearing to examine the Administration'e 
progress in implementing the recommendations of the President's 
Advisory Comdttce on Ruman Radiation Experiments (A-1 . The 
hearing will begin at 9:30 a.m. in 342 Dirksen Senate Office - 
Building. 

Your designee, concerning the Dcpartmcat's response to the 
recommendations made by the Advisory C o d t t c e .  
your eestirnony include a general overview of the Department's 
response to the findings and recomendationd of the Advisory 
Coamtittee'e final report.  
and results of the review conducted pursuant to the President's 
October 3 '  1995 Executive Order. F i n a l l y ,  the National Research 
Council recently issued a report entitled, nThe Artic Aeromedical 
Laboratory Thyroid Function Study: A Radiological Risk and 
Ethical Analyeis." T h e  Department's teatimony should address the 
findings and recommendations in that report. 

On March 12, 1996, the Senate Committee on Governmental 

. 

The Committee would appreciate your testimony, or that'of . 

I suggest that 

Also, please eummarize the findings 

Committee rules require that 100 copies of your written 
testimony be submitted 48 hours prior to the etart of the 
hearing, or in this case by close-of-business on Friday, March 8 ,  
1996. Testimony should be delivered to 340 Dirksen Senate Office 
Building. My staff contacts is ~ o h n  Roots, who may be reached at 
( 2 0 2 )  224-3004.  I look forward to the Department's testimony' 
before the Committee. 

. 

With beat wiehes, 

chairman 
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TESTIMONY FOR GORDON K. SOPER 
BEFORE THE SENATE COMMITTEE ON 

GOVERNMENT AFFAIRS 
MARCH 12,1996 

Good morning, Mr. Chairman and members of the committee. I am Gordon K. Soper, 

the Principal Deputy in the Office of the Assistant to the Secretary of Defense for Nuclear and 

Chemical and Biological Defense Programs. I am here to support your request of February 29th 

to conduct oversight hearings on the progress in implementing the recommendations of the 

President's Advisory Committee on Human Radiation Experimentation (ACHRE). My 

testimony will focus on three areas; first, on the DoD's response to the findings and 

recommendations of the ACHRE's Final Report; second, on the results of the review conducted 

pursuant to the President's October 3, 1995 Executive Order Number 12975 that established the 

National Bioethics Advisory Commission (NBAC); and third, on the findings and 

recommendations of the recently released Institute of Medicine (IOM) report, entitled "The 

Arctic Aeromedical Laboratory Thyroid Function Study: A Radiological Risk and Ethical 

Analysis". 

Before I address the specific requests in your letter of February 29, I would like to 

provide you with some background information concerning DoD's efforts in support of the 

ACHRE. From February 1994 through September 1995, the Department played a key role in 

providing documents to the A C H E  as part of a government-wide effort to find the facts about 

the government's involvement in sponsoring or conducting human subject radiation experiments 

during the Cold War era. To focus the Department's efforts, we established the Radiation 

Experiments Command Center, initially led by a flag officer and now led by a Senior Executive 



Service civilian, that serves as the central repository for all documents retrieved as a result of our 

records search. The command center is also responsible for responding to the public inquiries 

related to human subject participation in radiation experiments and plays a pivotal role in DoD 

openness initiatives. 

"d 

Now, I will briefly overview what we found during our research in repositories 

throughout the United States. Through a labor intensive box by box effort, hundreds of DoD 

researchers retrieved and provided to the ACHRE, via the Radiation Experiments Command 

Center, more than 10,000 documents totalling approximately 250,000 pages. Within this total 

we located and declassified more than 1,200 documents. We also responded to more than 7,000 

public and 250 congressional inquiries. The DoD documents greatly assisted the ACHRE in 

developing its findings and recommendations. 

Next, per your request, I will give you a general overview concerning the Department's 

response to the recommendations made by the ACHRE. The ACHRE's recommendations fall 

into three major areas: biomedical experiments and population exposures (1 944-1 974); current 

human subject protection; and secrecy and openness. In each of these areas the Department, in 

coordination with other members of the Interagency Working Group, is taking action to ensure 

an appropriate response. The Department is committed to ensuring vigorous follow-up in 

refining current human subject protection policies and procedures. 

Regarding biomedical experiments, DoD will continue to review the issue of informed 

consent, and in coordination with responsible agencies and institutions, ensure that effective 

informed consent procedures are in place through training and better oversight. In addressing 

informed consent procedures, the ACHRE was particularly concerned about military members 
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who participated in atmospheric nuclear tests in the past who may have received coercive 

command influence concerning their participation in biomedical tests/experiments. To fix this, 

the DoD regulations will be revised to ensure that officers and senior non-commissioned officers 

in the chain of command are not present during the research recruitment briefing of personnel 

under their command, and that an ombudsman be present at the group recruitment meetings. 

Concerning secrecy and openness and the ACHRE's recommendation about no waiver of 

informed consent for classified research, the DoD concurs with their position and believes that 

the same standards for informed consent that apply to unclassified research must also apply to 

classified research. DoD is committed to enforcing the same standards for both types of 

research. In this regard, the Department cannot at present conduct classified research using 

human subjects without obtaining voluntary and fully informed consent, since 10 USC 980 

prohibits expenditure of DoD funds for human subjects research unless informed consent is 

obtained from all subjects. The Department is also prepared to support action by the President or 

the federal agency heads to direct that there be no waivers of informed consent for human 

subjects of federally conducted or supported classified research. 

The Department is reluctant to support the creation of a new oversight body for the sole 

purpose of reviewing Classified research studies involving human subjects. In the contemporary 

era, classified research studies involving human subjects are exceedingly rare events. The 

Department believes that the current Institutional Review Board system, which already requires 

the inclusion of at least one member not affiliated with the institution, can be strengthened to 

provide special protections for human subjects of classified research and adequately safeguard 

the public's trust. 
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Further, in the spirit of openness, the DoD has been aggressive, with the Radiation 

Experiments Command Center as the focal point, in continuing to respond promptly to public 

and Freedom of Information Act (FOIA) inquiries. Additionally, the DoD is currently digitizing 

more than 250,000 pages of human radiation experiment documents to be made available on the 

Internet. These will be made available in the following formats: 

- Human Badiationkperiments (HREX); DoD is contributing to H E X ,  a World Wide 

Web resource for documents and information on human radiation experiments. Copies of 

documents (approximately 10,000 records) that the DoD has collected are currently being 

processed for this system. According to current plans, DoD's information should be 

publicly accessible late 1996. 

Department of Energy coordination andlnformation center (CIC); The DoD is 

preparing a complete duplicate of its paper collection (approximately 200 cubic feet) for 

transfer to the CIC in Las Vegas, Nevada. These materials will be accompanied by the 

electronic catalog describing the documents so users can search for and request copies of 

specific items. User accessibility is anticipated in late 1996. 

OPENNET: OpenNet is an Internet source for recently declassified government 

documents (approximately 10,000 records). The DoD has declassified over 1,200 

documents identified in the search for human radiation experiments and these are planned 

for transfer to OpenNet. The World Wide Web address for this system is 

http://www.doe.gov/html/otsi/opennet/opennet 1 .html. The DoD's collection is scheduled 

to be available in 1997. 

The more than 250,000 pages of research documents will also be transferred to the National 
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Archives and Records Administration. 

As concerns DoD's response to the President's Executive Order of October 3, 1995 that 

established the NBAC, the DoD has 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." As a result of 

this review, the following changes to the current policy are being considered: 

Adopt procedures to ensure that investigators are familiar with the Nuremberg Code, the 

Belmont Report, the Common Rule and other related requirements; 

e Incorporate research ethics into graduate medical education curricula at Military 

Department teaching hospitals; 

e Issue specific guidance for Institutional Review Boards 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: in the executive level training for 

commanders and senior civilians who may be involved in human subjects research and 

for individual investigators, Institutional Review Board members, research 

administrators, and support personnel. 

In accordance with the guidance in the 3 October 1995 Executive Order, the DoD 

forwarded the results of its review and proposed policy changes to the NBAC on 

February 1, 1996. DoD will continue to work these issues with the NBAC in the future. 

With regard to the finding of the IOM concerning its review of the Arctic Aeromedical 

Laboratory (AAL) Thyroid Functions Study, DoD agrees with the IOM conclusions that the 
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AAL Thyroid h c t i o n  study caused "no physical harm to the subjects". The DoD also agrees 

with the IOM conclusion although no harm was done to the Alaskan Natives or U.S. Servicemen, 

questionable ethical practices did occur based upon today's understanding and application of the 

ethical principles of autonomy, justice and beneficence. 

In response to the recommendations, the Air Force is taking several actions. First, the 

IOM requested that the Air Force endeavor to find any additional records regarding operations 

and research at the AAL. The Air Force is already working with the Radiation Experiments 

Command Center to conduct follow-on searches of records repositories which may have this 

information. The Air Force has already directed personnel at Brooks Air Force Base to search 

repositories which may contain information on both radiological or non-radiological research and 

operations at the AAL. As this new information is found it will be forwarded to authorities in the 

North Slope Borough, Alaska. Second, the Radiation Experiments Command Center and the Air 

Force have been in contact with the North Slope Borough representatives and will invite them to 

participate in further searches which may reveal the names of the Point Hope subjects who were 

not identified in the original report. Third, the Air Force is evaluating a mechanism for medical 

follow-up on the two Native Alaskan participants who were minors at the time of the study. 

Finally, the Air Force has been in contact with all parties involved to assure that all information 

available is provided to your constituents and their representatives in the North Slope Borough. 

In closing, I would like to re-emphasize that the Department of Defense is committed to 

ensuring the protection of human subjects in any experiments. Such protection will remain a high 

priority in the Department. I will be happy to answer any questions you have in this matter. 
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FINDINGS 

Findings for the Period 1944-1974 

Biomedical Experiments 

Finding 1 

The Advisory Committee finds that from 1944 through 1974 the 
government sponsored (by providing funding, equipment, or  radioisotopes) 
several thousand human radiation experiments. In the great majority of 
cases, the experiments were conducted to advance biomedical science; some 
experiments were conducted to advance national interests in defense or space 
exploration; and some experiments served both biomedical and defense or  
space exploration purposes. 

These experiments were conducted by researchers affiliated with 
government agencies, universities, hospitals, and other research institutions. Only 
fragmentary information survives about most experiments. 

Finding 2 

The Advisory Committee finds that the majority of human radiation 
experiments in our database involved radioactive tracers administered in 
amounts that are likely to be similar to those used in research today. Most of 
these tracer studies involved adult subjects and are unlikely to have caused 
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Part IV 

physical harm. However, in some nontherapeutic tracer studies involving 
children, radioisotope exposures were associated with increases in the 
potential lifetime risk for developing cancer that would be considered 
unacceptable today. The Advisory Committee also identified several studies 
in which patients died soon after receiving external radiation or radioisotope 
doses in the therapeutic range that were associated with acute radiation 
effects. 

Review of available information indicates that the majority of the 
approximately 4,000 human radiation experiments in the Advisory Committee 
database involved the use of radioisotopes as tracers in research designed to 
measure physiological processes in either normal or diseased states. These 
experiments were not typically aimed at measuring the biological effects of 
radiation itself. However, information on the majority of experiments in our 
database was fragmentary and thus did not allow for detailed estimates of 
dosimetry or examination of issues of experimental design and subject selection. 

To supplement the information in our database and provide context to our 
analysis, we independently reviewed archival documents from AEC-mandated 
institutional local isotope committees. These local use committees were part of a 
larger AEC program that facilitated the distribution of radioisotopes for use in 
government-sponsored human subjects research in the 1947- 1974 period and 
involved the review of experimental risk on an individual basis to ensure that 
human uses of isotopes were within accepted risk standards of the day. We thus 
used these materials as an indicator of isotope use and regulatory practices at that 
time. 

While we recognize the limitations of the data available to us, our 
evaluation suggests that most tracer studies conducted during the period 1944- 
1974 likely involved low doses that did not cause any acute or long-term effects. 
The Advisory Committee cannot rule out, however, the possibility that some 
people were or will be harmed as a consequence of their involvement in these 
experiments. 

The Committee did identify some nontherapeutic tracer experiments 
involving the administration of iodine 13 1 to children, which may have raised the 
subsequent risk of developing thyroid cancer to levels that would be considered 
unacceptable today. Based on the average risk estimate for each experiment, 
approximatedly 500 individuals were exposed to greater than minimal risk. (The 
Committee used a threshold of greater than or equal to one excess case of cancer 
per 1,000 subjects for categorizing experiments as greater than minimal risk.) 
Combining the average risk estimates for each experiment, this translates into an 
expected excess of 1.3 incident cases of thyroid cancer for the entire group. 
Fortunately, unlike many other cancers, thyroid cancer is curable in more than 90 
percent of cases; therefore, it is unlikely that, even if cancers developed, these 
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exposures caused any premature deaths. Furthermore, although there is strong 
scientific evidence that radiation doses delivered over a short period of time from 
external sources can result in increases in cancer incidence at specific sites, 
comparable data suggest that the carcinogenic effects of isotope exposures are 
less than those of external irradiation. The difference in carcinogenic effect is 
thought to be due to the relatively low dose rate of the isotope exposure, which 
allows for effective repair of radiation damage. 

One additional isotope study involving the administration of radioiron to 
pregnant women has been linked to a possible increase in cancers in children who 
were exposed in utero. However, the small number of observed cancers as well 
as considerable uncertainties in the amount of radioisotope administered have 
made the determination of causality difficult. Finally, the Committee found some 
experiments where radioisotope exposures were associated with either acute or 
chronic physiologic changes of uncertain clinical significance, pathologic 
evidence of kidney damage secondary to chemical and radiation toxicity in some 
patients injected with uranium, and radiographic evidence of minimal bone 
changes in some long-term survivors of plutonium injections. 

most part performed on patient-subjects where there was, at least arguably, a 
prospect that the subjects might benefit medically from the exposure. However, 
the TBI and experimental gallium treatments, in which patients suffered 
symptoms of acute radiation sickness and died soon after treatment, raise the 
question of whether their deaths were hastened by the radiation treatments. 
Resolution of this issue requires review of individual medical histories, which the 
Advisory Committee could not undertake. 

Studies that involved radiation doses in the therapeutic range were for the 

Finding 3 

The Advisory Committee finds that human radiation experimentation 
during the period 1944 through 1974 contributed significantly to advances in 
medicine and thus to the health of the public. 

Human radiation research was essential to the development of new 
therapies such as the use of radioactive iodine to treat thyroid cancer; the use of 
phosphorus to treat blood diseases such as polycythemia vera; and the use of 
radioactive strontium as a palliative in prostate and other cancers metastasized to 
the bone. Diagnostic uses of radionuclides developed during this period include 
scanning techniques to identify tumors and radiolabeling techniques that help 
evaluate a variety of cardiac diseases. The quality of images produced by 
external sources of radiation also improved dramatically between 1944 and 1974, 
making possible, for example, techniques such as balloon angioplasty to open 
occluded arteries. 
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Part IV .il 
Finding 4 

The Advisory Committee finds that some government agencies 
required the consent of some research subjects well before 1944. These 
requirements generally did not stipulate what was meant by consent, 
however, nor did they generally indicate whether investigators were 
obligated to disclose specific information to potential subjects. The 
government did not have comprehensive policies requiring the consent of all 
subjects of research, including both healthy subjects and patient-subjects, 
until 1974. 

4a. Research Involving Healthy Subjects: In the 1920s, the Army 
promulgated a regulation concerning the use of "volunteers" for medical research. 
In 1932, the secretary of the Navy required that subjects of a proposed experiment 
be "informed volunteers." In 1942 the requirement that healthy subjects be 
informed volunteers was also articulated by the Committee on Medical Research, 
which oversaw war-related research for the Executive Office of the President, In 
1953, the principle of consent articulated in the Nuremberg Code was adopted by 
the Department of Defense in a Top Secret memorandum fiom Secretary of 
Defense Charles Wilson regarding human research related to atomic, biological, 
and chemical warfare (this document is known as the Wilson memorandum); in 
1954, this application of the Nuremberg Code was expanded by the Arrny Office 
of the Surgeon General as an unclassified policy for all research with "human 
volunteers." A policy of requiring researchers to obtain consent was adopted by 
the Clinical Center, the research hospital of the National Institutes of Health, in 
1953; by the Atomic Energy Commission in 1956; and by the Air Force in 1958. 
In the 1960s, all branches of the Department of Defense promulgated regulations 
requiring the consent of healthy subjects, and the Isotopes Distribution Division 
of the AEC included in its guide for researchers a requirement of consent from all 
subjects. In 1966, the surgeon general of the Public Health Service issued a 
policy requiring the consent of all subjects of research conducted or funded by 
PHS; also in the late 1960s, the Veterans Administration codified in its operating 
manual a requirement of consent from all research subjects. In 1972, the National 
Aeronautics and Space Administration adopted similar consent requirements, 
although exceptions were made for certain subject populations, such as 
astronauts. In 1974, the Public Health Service policy was promulgated as a 
regulation for all contracts and grants of the Department of Health, Education, 
and Welfare. The CIA did not formally adopt consent requirements until 1976, 
when an executive order mandated that it follow the 1974 regulations of DHEW 
concerning research involving human subjects. 

general manager stated the AEC's understanding that AEC contract researchers 
4b. Research Involving Patient-Subjects: In an April 1947 letter, the AEC 
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would inform patient-subjects of the risks associated with a research intervention 
and that patient-subjects express a willingness to receive the intervention. In a 
second letter, written in November 1947, the general manager specifically 
stipulated that the AEC require researchers to obtain "informed consent in 
writing" from patient-subjects where "substances known to be or suspected of 
being poisonous or harmful" were given to human beings. In 1948, the AEC 
permitted the administration of "larger doses [of radioisotopes] for investigative 
purposes," but only with the patient-subject's consent. In 1953, the NIH Clinical 
Center required consent from all patient-subjects and specified that written 
consent was to be obtained from patient-subjects involved in high- or uncertain- 
risk experiments. In the early 1960s, several government agencies adopted 
consent provisions for investigational drugs; these requirements applied to some 
radioisotope experiments with patients. In 1965, the AEC required that consent 
be obtained from all subjects, including patient-subjects, who were administered 
radioisotopes for experimental purposes, except when it appeared "not feasible" 
or not in the patient's "best interest." By 1967, the VA required the consent of all 
patient-subjects. As noted in Finding 4a above, in 1965 the AEC required that 
consent be obtained from all subjects administered radioisotopes for experimental 
or nonroutine uses. In 1966 the surgeon general of the Public Health Service 
issued a policy requiring the consent of all subjects of research conducted or 
funded by PHS, including patient-subjects. Exceptions to this requirement were 
permitted for only certain kinds of social science research posing minimal risk. A 
1972 NASA policy applied to all subjects of research, presumably including 
patient-subjects. By 1973, all the branches of the military had promulgated 
regulations requiring the consent of patient-subjects. In 1974, the PHS policy was 
promulgated as a regulation for all contracts and grants of DHEW. 

Finding 5 

The Advisory Committee finds that government agencies did not 
generally take effective measures to implement their requirements and 
policies on consent to human radiation research. 

Evidence of the implementation of the AEC's consent requirements stated 
in April and November I947 letters from the general manager is slim. A 
document suggests that the April 1947 requirement for a signed statement from 
two physicians testifying to consent was satisfied in at least one case. However, 
the Advisory Committee did not find evidence that this or other requirements 
stated in the 1947 letters were embodied as a provision of AEC contracts 
involving human subject research or otherwise routinely communicated to 
contract researchers. Further, there was no reference to the requirements stated in 
these letters or to the letters themselves in the written material disseminated to 
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researchers by the AEC's program for distributing radioisotopes for "human uses." 
Moreover, requests for guidance concerning human use policies from 
investigators at AEC-operated research facilities suggest that the 1947 
requirements were not routinely disseminated. Subsequent requirements that 
healthy subjects be informed volunteers and that consent be obtained from 
seriously ill patients receiving higher doses of radioisotopes were more widely 
communicated; we have not been able to determine the extent to which they were 
actually implemented. 

detailing requirements for research with human subjects was rewritten as an 
unclassified June 1953 directive from the secretary of the Army. It is difficult to 
determine why these requirements were applied to some activities and not to 
others. For example, elements of some of these requirements appear to have been 
implemented in some experiments conducted in conjunction with atomic bomb 
tests and not in others. In 1954, these requirements were adopted by the Army 
surgeon general as applicable to all research involving "human volunteers." This 
1954 statement was transmitted to contractors as a "nonmandatory guide." 
However, there is some evidence that the Army sought to include this statement 
as a condition in at least some contracts. 

requiring that information be provided to and consent obtained from all subjects is 
difficult to find; in most cases involving patient-subjects, documentation would 
not have been required in writing. By contrast, the use of healthy subjects in the 
Clinical Center required written consent and the "normal volunteer program" 
appears to have involved greater supervision to ensure that consent was obtained 
fiom these subjects. 

Secretary of Defense Wilson's February 1953 Top Secret memorandum 

Evidence of implementation of the NIH Clinical Center's 1953 policy 

Finding 6 

The Advisory Committee finds that from at least 1946 some 
government agencies had in place procedural mechanisms for reviewing the 
acceptability of risks to human subjects from exposure to radioisotopes. By 
1974, the government had policies requiring review of the acceptability of 
risks to human subjects in other forms of research, including research 
involving exposure to external radiation. 

Beginning in 1946 the Manhattan Project, and fiom 1947 onward the 
AEC, required some investigators seeking to conduct experiments using 
radioisotopes supplied by the government to have the risks to subjects reviewed 
by a committee at the iristitution where the work was to be conducted and in some 
cases by the AEC's Subkommittee on Human Applications as well. The AEC 
required that local committees be composed of at least three physicians or 
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researchers with relevant expertise regarding radiation safety and medical 
applications. By 1949, it was clear that this policy applied to all investigators 
using radioisotopes supplied by the AEC. 

In 1953 prior group review for risk was also begun at the NIH Clinical 
Center for proposed human research that involved unusual hazard. No such 
requirement applied to research funded by NIH but conducted at universities and 
other nongovernmental research facilities until 1966, when the PHS required that 
all institutions establish a local peer review committee to evaluate the adequacy of 
the protection provided to human subjects in each proposal. This requirement 
was promulgated as an institutional policy by the DHEW in 197 1. 

In 1953, by adopting the Nuremberg Code, the secretary of defense and 
the Department of the Army endorsed several principles intended to minimize risk 
in research with human subjects, at least in regard to the atomic, biological, and 
chemical warfare experiments that were subject to this policy. In the DOD, both 
the purpose of proposed research and the level of risk were subjected to prior 
review through the military chain of command. This was previously required by 
the Navy at least fiom 1943, and the Air Force fiom 1952, However, the extent to 
which these requirements covered particular research activities (such as healthy 
subjects vs. patients; radioisotopes vs. external radiation) and particular 
institutions (such as contractors vs. in-house research) differs and is difficult to 
reconstruct. Also difficult to reconstruct is the extent to which the risk protection 
principles of the Nuremberg Code were implemented. In the mid- 1960s, 
concurrent with the adoption of regulations related to investigational drug testing, 
the DOD and each military service adopted provisions requiring the establishment 
of a "review board" or committee to oversee proposed research projects involving 
new drugs. In some cases, such as with the Air Force beginning in 1965, this 
committee also served to evaluate all other proposals involving human subjects. 
During this period, the VA also established a review board mechanism for 
research involving new drugs and investigational procedures. 

Finding 7 

The Advisory Committee finds that the government program of 
distributing radioisotopes for use in human subject research included 
procedures for the review of risk. These were widely implemented by 
researchers and institutions that used isotopes obtained from the AEC for 
human experimentation. However, there is no evidence that a parallel 
mechanism for reviewing the risks of research involving external radiation 
was in place. 

From its 1947 birth, the AEC, as part of its policy to promote the peaceful 
use of radioisotopes, required private institutions that wished to obtain 
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radioisotopes for "human uses" (including human experimentation as well as 
patient treatment) to establish local review committees. These committees 
reviewed proposed human uses under guidelines provided by the AEC's own 
Subcommittee on Human Applications of the Advisory Committee on Isotope 
Distribution Policy. This AEC subcommittee reviewed these applications, 
providing a second level of oversight of risk. By 1949, the AEC's own labs were 
required to establish local committees and to have human use applications, 
reviewed by the same AEC Subcommittee on Human Applications. The control 
of risk, and the assurance of safety to all those involved (including doctors and 
other health care workers), was a primary purpose of the reviews. The Advisory 
Committee lacked sufficient evidence to determine whether the system was 
implemented in all of the many institutions that used government-supplied 
radioisotopes for human subjects research or whether the system was always 
adhered to in any particular institution. 

In addition to providing for the review of research proposals, the AEC 
dramatically increased the number of qualified personnel by offering training 
courses in the safe handling and use of radioisotopes. As individual procedures 
became routine, the degree of review was lessened; as specific institutions 
became more experienced, more reviewing authority was delegated to them. 

using radioisotopes, not to enforce any policies regarding consent of subjects. 
(See chapter 6.) 

The primary finction of the system was to reduce the physical hazards of 

Finding 8 

The Committee finds that for the period 1944 to 1974 there is no 
evidence that any government statement or policy on research involving 
human subjects contained a provision permitting a waiver of consent 
requirements for national security reasons. 

Neither the AEC nor the DOD included national security exceptions in 
their written rules on human subjects research. For example, the 1953 Wilson 
memorandum adopting the Nuremberg Code was expressly applicable to human 
experimentation related to atomic, biological, and chemical warfare and did not 
provide for any "national security" exception. 

The Committee notes that much documentation related to the CIA'S 
program of secret experimentation, including MKULTRA, has long since been 
destroyed, and, therefore, we cannot state with certainty what policy(ies) underlay 
human experiments in these programs or whether such policies included national 
security exceptions. 
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Finding 9 

9a. The Advisory Committee finds that government agencies had no 
requirements or policies to ensure equity in the selection of subjects for 
research conducted or funded by the federal government during the period 
1944 through 1974. 

The only reference during this period to issues of equity in the selection of 
subjects in agency documents reviewed by the Advisory Committee is in an 
influential DHEW guide to recipients of federal research funds published in 197 1, 
popularly known as the Yellow Book. The Yellow Book notes a "particular 
concern" about research involving "groups with limited civil freedom." 

9b. Because of the limited data available on the universe of 
experiments identified by the Committee, the Committee was unable to 
determine whether during the period 1944 through 1974 people who were 
socially disadvantaged were more likely than more socially advantaged 
people to be used as subjects in human radiation experiments generally or  in 
those experiments that offered no prospect of medical benefit or  posed 
greater risks. The Advisory Committee finds, however, that some of the 
biomedical experiments reviewed by the Committee that were ethically 
troubling were conducted on institutionalized children, seriously ill and 
sometimes comatose patients, African-Americans, and prisoners. 

The Committee bas troubled by the selection of subjects in many of the 
experiments we reviewed. These subjects often were drawn from relatively 
powerless, easily exploited groups, and many of them were hospitalized patients. 
As noted in Finding 9a, there were during this period no federal rules or policies 
directed at fairness in the selection of research subjects, and no norms or practices 
within the biomedical research community specifically addressing considerations 
of fairness. This silence on questions of justice in the conduct of human research 
was characteristic not only of radiation research but also of the entire research 
enterprise. While we note here cases that provoked concern, we were unable to 
determine the extent to which there were systemic injustices in the selection of 
research subjects in human radiation research because in most cases we were 
unable to determine any of the characteristics of the subjects involved in the 
experiments we catalogued. 

Finding 10 

The Advisory Committee finds that even as early as 1944 it was 
conventional for physicians and other biomedical scientists to obtain consent 
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from healthy subjects of research. By contrast, during the 1944-1974 period 
but especially through the early 1960s, physicians engaged in clinical 
research generally did not obtain consent from patient-subjects for whom the 
research was intended to offer a prospect of medical benefit. Even where 
there was no such prospect, it was common for physicians to conduct 
research on patients without their consent. It also was common, however, for 
physicians to be concerned about risk in conducting research on patient- 
subjects and, in the absence of a prospect of offsetting medical benefit, to 
restrict research uses of patients to what were considered low- o r  minimal- 
risk interventions. 

Perhaps the best-known example of the use of informed volunteers in 
research conducted at the turn of the century is the yellow fever research by 
military scientist Walter Reed. In the Advisory Committee's Ethics Oral History 
Project, several of Reed's military successors who were active in the 1940s and 
1950s gave similar examples of voluntary consent from healthy subjects in the 
context of work on typhus and malaria. In 1946, the American Medical 
Association (AMA) articulated the principle that human subjects must give 
"voluntary consent." In 1947, the prosecution's expert witness at the Nuremberg 
Medical Trial, Dr. Andrew Ivy, who had helped shape the AMA principle in 
conjunction with his role at Nuremberg, asserted that this was a standard by 
which physicians were guided in the use of human beings in medical experiments 
and that this standard was in "common practice" prior to its articulation by the 
AMA in 1946. Precisely what Ivy meant by this claim is unclear. Although there 
are doubtless instances in which this standard of voluntary consent was not 
followed, it does seem to have been widely recognized and adhered to among 
investigators whose research involved healthy subjects. 

. By contrast, various sources confirm that it was not conventional to obtain 
consent from patient-subjects. These sources include documents from the period 
in which the conduct of clinical research was discussed as well as the 
Committee's Ethics Oral History Project, in which physicians active in research in 
the 1940s and 1950s agreed that consent played little or no role in research with 
patient-subjects, even where there was no expectation that the patient would 
benefit medically from the research. At the same time, however, there was also 
agreement that, where patients were used as subjects in nontherapeutic research, 
the research usually posed little or no risk to the patients. 

Finding 11 

l l a .  The Advisory Committee finds that the government and 
government officials are morally responsible in cases in which they did not 
take effective measures to implement the government's policies and 
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requirements, and the medical profession and biomedical scientists are 
morally responsible for instances in which they failed to adhere to the 
professional norms and practices of the time. 

The Advisory Committee was concerned that our conclusions about 
actions taken in the past be rendered fairly. Clearly, if government agencies had 
rules or requirements for the use of human subjects at the time, and if these 
requirements were sound from our point of view and consistent with basic moral 
principles, then agencies and agency officials had just as much moral 
responsibility to implement those requirements as those in analogous positions 
would have today, or in any day, with respect to current sound government 
requirements.' We have found that some government agencies did in fact have 
such requirements (see Findings 4 and 6). 

had recognized norms apd practices for the conduct of research with human 
subjects, and if these norms and practices were sound, then physician- 
investigators and other scientists operating in the past had just as much 
responsibility to adhere to those norms and practices as those in analogous 
positions would have today with respect to current nonns and practices that are 
morally sound. The Committee found evidence that the medical profession had 
such norms with respect to obtaining consent from healthy subjects, although 
physicians engaged in clinical research did not generally seek consent from 
patient-subjects. The Committee also found evidence of professional noms 
concerning acceptability of risk to subjects (see Finding 10). 

Similarly, if the medicat profession and the research community generally 

11 b. The Advisory Committee finds that by today's standards we 
consider it wrong that our government did not take effective measures to 
adequately protect the rights and interests of all human subjects of research. 
We also find that by today's standards we consider it wrong that medical and 
other professions engaged in human research did not have norms and 
practices of consent for all subjects of research. 

There is today a well-established consensus about the basic principles that 
should,govern the use of human subjects of research. There is also wide 
agreement that the government has an obligation to protect the rights and interests 
of all human research subjects and that the medical and other professions engaged 
in research are obligated to have norms and practices of consent for all human 
subjects of research. The failure to have such conditions in place would today be 
considered wrong. 

1 IC. The Advisory Committee finds that government officials and 
investigators are blameworthy for not having had policies and practices in 
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place to protect the rights and interests of human subjects who were used in 
research from which the subjects could not possibly derive medical benefits 
(nontherapeutic research in the strict sense). By contrast, to the extent that 
there was reason to believe that research might provide a direct medical 
benefit to subjects, government ofncials and biomedical professionals are 
less blameworthy for not having had such protections and practices. 

significant risk, government officials and investigators are more 
blameworthy for not having had such protections and practices in place. By 
contrast, to the extent that research was thought to pose little or no risk, 
government officials and biomedical professionals are less blameworthy for 
not having had such protections and practices. 

.We also find that, to the extent that research was thought to pose 

Today we consider policies and practices to protect the rights and interests 
of human subjects to be as important in research that offers participants a 
prospect of medical benefit as in research that does not. Government regulations 
and the rules of professional and research ethics apply equally to both kinds of 
research. In the 1940s, 1950s, and 1960s, however, patients and society generally 
accorded doctors more authority to make decisions for their patients than they do 
today. It was both commonplace and considered appropriate for a physician to 
determine what treatments a patient should receive without necessarily consulting 
the patient, provided that the decision was based on the physician's judgment 
about what would be in the patient's best interest. This authority generally 
extended to decisions about whether a patient's interest would be served by being 
a subject in medical research. Judgments about the blameworthiness of officials 
and physician-investigators for not having had policies and practices to protect 
the rights of human subjects in research that offered a prospect of medical benefit, 
such as requirements of consent, are mitigated by this historical context. 

' However, even at the time, government officials and biomedical 
professionals should have recognized that when research offers no prospect of 
medical benefit, whether subjects are healthy or sick, research should not proceed 
without the person's consent. It should have been recognized that despite the 
significant decision-making authority ceded to the physician within the doctor- 
patient relationship, this authority did not extend to procedures conducted solely 
to advance science without a prospect of offsetting benefit to the person. This 
finding is supported by the moral principle, deeply embedded in the American 
experience, that individuals may not be used as mere means toward the ends of 
others. We also note that at its 1947 beginning, officials of and biomedical 
advisers to the AEC were clearly aware of the issues raised when patients, as well 
as healthy people, were used as subjects in nontherapeutic research without their 
consent. 
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The Advisory Committee has also determined that government officials 
and scientific investigators at the time recognized that research could put subjects 
at risk of harm, that they had an obligation to determine that the risks imposed 
were reasonable, and that research that posed greater or more uncertain risks was 
more problematic than research whose risks were lower. Sometimes government 
officials and investigators took steps to protect subjects from unnecessary or 
unacceptable risks. These steps included in some cases a requirement of group 
review of research proposals and the obtaining of consent of the subjects, 
particularly where risks were considered worrisome, But these steps were not 
consistently or uniformly taken. 

Population Exposures 

Finding 12 

The Advisory Committee finds that some service personnel were used 
in human experiments in connection with tests of atomic bombs. The 
Committee finds that such personnel were typically exposed to no greater 
risks than the far greater number of service personnel engaged in similar 
activities for training or  other purposes. The Committee further finds that 
there is little evidence that the 1953 secretary of defense Nuremberg Code 
memorandum was transmitted to those involved with human experiments 

requirements contained in the memorandum were implemented in the case 
of a few experiments, apparently independently of the memorandum. The 
Committee also finds that the government did not create or  maintain 
adequate records for both experimental and nonexperimental participants. 

1% conducted in conjunction with atomic testing. However, some of the 

More than 200,000 service personnel participated in nuclear weapons tests 
fiom 3946 to the early 1960s. The vast majority of those who,participated were 
engaged in management of the tests, training maneuvers, or data-gathering 
activities. In the range of 2,000 to 3,000 of these participants were research 
subjects. In many cases these research subjects engaged in activities, and were 
subjected to risks, essentially identical to those engaged in by many more people 
who were not research subjects. The purpose of this human subject research was 
not to measure the biological effects of radiation. Rather, for example, 
researchers sought to measure the psychological and physiological effects of 
participation in bomb tests, the levels of radiation to which individuals who flew 
in and around atomic clouds were exposed, and the effects of intense light from 
the bomb blast on the eyes. 

memorandum on human experimentation in connection with atomic, biological, 
The Advisory Committee found little evidence that the 1953 Wilson 
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and chemical warfare (or an Army implementing document) was transmitted to 
those involved in bomb-test-related experimentation. In interviews with 
Committee staff, some of those involved in the experimentation stated that they 
were unaware of the memorandum. However, there is evidence that in some of 
the experiments consent was provided for, but this was likely independent of the 
1953 policy. 

levels that were likely to produce acute effects. However, bomb-test participants 
were exposed to lower levels of radiation, which might conceivably have effects 
on some participants over the longer term. The evidence shows that those who 
managed the tests were aware of the potential, however small, that injury might 
result years later fiom such exposures. In recent years, as the government and 
veterans have sought to reconstruct the extent of exposure and resulting injury, it 
has become apparent that the government did not uniformly create records that 
would permit all individuals to efficiently and confidently know the extent of 
their exposure, did not create records that would permit reconstruction of the 
identity and location of all those who participated at the tests, did not adequately 
undertake to link medical and exposure records, and did not adequately maintain 
those records that were initially created. 

The military took successful precautions against exposure to radiation 

Finding 13 

The Advisory Committee finds that during the 1944-1974 period the 
government intentionally released radiation into the environment for 
research purposes on several hundred occasions. In only a very few of these 
cases was radiation released for the purpose of studying its effect on humans. 

The Advisory Committee's charter identified thirteen releases: one related 
to the testing of intelligence equipment (the "Green Run"), eight radiological 
warfare tests, and four releases of radioactive lanthanum ("RaLa") to test the 
mechanism of the atomic bomb. The Advisory Committee received information 
on more than sixty radiological warfare releases that took place in the period 
1949- 1952 and on the nearly 250 RaLa releases that took place in the period 
1944-1961. We identified further intentional releases of a kind that were not 
described in the charter. These included the release of radiation to study its 
environmental pathways and the release of radiation in connection with outdoor 
safety tests and tests related to the development of nuclear reactors, as well as to 
the development of nuclear-powered rockets and airplanes. 

Most releases took place in and around the sites that constitute the nation's 
nuclear weapons complex, notably Oak Ridge, Tennessee; Hanford, Washington; 
Los Alamos, New Mexico; the Nevada nuclear weapons test site; and the Idaho 
National Engineering Laboratory. Releases related to radiological warfare tests 
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took place primarily at the Dugway Proving Ground in Utah. Radioactive material 
was also released into the environment for research purposes at other locations; 
for example, fallout from the Nevada Test Site was inserted into the tundra of 
Alaska. 

Finding 14 

The Advisory Committee finds that for both the Green Run (at 
Hanford) and the RaLa tests (at Los Alamos), where dose reconstructions 
have been undertaken, it is unlikely that members of the public were 
directly harmed solely as a consequence of these tests. 

It is impossible to distinguish any harm due to these releases from other 
sources of exposure, particularly at Hanford, where the amount of radioactivity 
intentionally released by the Green Run was 1 percent of the amounts released by 
routine operations of the Hanford facility in the 1945- 1947 period. The risks of 
thyroid disease from all past operations of the Hanford plant are currently under 
study; however, the Advisory Committee estimates that the contribution of the 
Green Run to any such risks amounts to substantially less than one case. No dose 
reconstruction has been undertaken for the radiological warfare field tests at the 
Dugway Proving Grounds. Most of the intentional releases the Advisory 
Committee has studied, including all those identified in our charter, involved 
radioactive materials with short-enough half-lives that they quickly decayed and 
therefore pose no risk to health from continuing exposure. 

Finding 15 

The Advisory Committee finds that during the period from 1944 to 
I about 1970 there was no system of environmental laws and regulations 

governing the conduct of intentional releases analogous to that currently in 
place. However, those responsible for intentional releases during this period 
recognized the possible health risks from environmental releases and that 
risks had to be considered in making policy decisions about such releases. 

In the case of the Green Run, guidelines existed for routine (or normal 
operating) environmental releases of radioactive iodine but were exceeded; in the 
case of radiological warfare tests, a safety panel was created. These and other 
releases specified in the Advisory Committee's charter were conducted in secret 
because of a combination of concerns about national security and public reaction. 
The Atomic Energy Act of 1954 began the formal public system of safety 
regulation of environmental releases of radiation. It was not until the National 
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Environmental Policy Act of 1969 that publi f federal actions likely to 
have a significant impact on the environment was institutionalized. 

reviev 

Finding 16 

The Committee finds that, as a consequence of exposure to radon and 
its daughter products in underground uranium mines, at least several 
hundred miners died of lung cancer and surviving miners remain at elevated 
risk. As a consequence of a U.S. hydrogen bomb test conducted in 1954, 
several hundred residents of the Marshall Islands and the crew of a Japanese 
fishing boat developed acute radiation effects. Some of the Marshall 
Islanders subsequently developed benign thyroid disorders and thyroid 
cancer as a result of the radiation exposure. Surviving Marshallese also may 
remain at  elevated risk of thyroid abnormalities. 

The miners, who were the subject of government study as they mined 
uranium for use in weapons manufacturing, were subject to radon exposures well 
in excess of levels known to be hazardous. The government failed to act to 
require the reduction of the hazard by ventilating the mines, and it failed to 
adequately warn the miners of the hazard to which they were being exposed, even 
though such actions would likely have posed no threat to the national security. 

Some Marshallese exposed during the 1954 bomb test received radiation 
doses substantially in excess of those considered safe, both at the time and today. 
One Marshallese exposed as a baby died of leukemia in 1972, which may have 
been as a consequence of exposure during the test. In 1954, twenty-eight U.S. 
servicemen manning a weather station on Rongerik Atoll also received doses of 
radiation substantially in excess of those considered safe at the time and today. 
The Advisory Committee does not know whether any of the servicemen suffered 
long-term harm as a result of their exposure. Twenty-three Japanese fishermen 
were irradiated as a result of the fallout from the 1954 bomb test. The exposed 
Marshallese population received additional doses of radiation from later bomb 
tests and residual radiation in the food chain, which continues to this day. The 
U.S. government--initially the Navy and then the AEC and its successor agencies-- 
has provided care to the Marshallese ever since for radiation-related illnesses 
while conducting research on this population to determine radiation effects. For 
many years the distinction between research and clinical care was not adequately 
explained to the Marshallese. 

Finding 17 

The Committee finds that since the end of the Manhattan Project in 
1946 human radiation experiments (even where expressly conducted for 
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military purposes) have typically not been classified as secret by the 
government. Nonetheless, important discussions of human experimentation 
took place in secret, and information was kept secret out of concern for 
embarrassment to the government, potential legal liability, and concern that 
public misunderstanding would jeopardize government programs. In some 
cases, deception was employed. In the case of the plutonium injection 
experiments, government oMcials and government-sponsored researchers 
continued to keep information secret from the subjects of several human 
radiation experiments and their families, including the fact that they had 
been used as subjects of such research. Some information about the 
plutonium injections, including documentation showing that data on these 
and related human experiments were kept secret out of concern for 
embarrassment and legal liability, was declassified and made public only 
during the life of the Advisory Committee. 

. Human experimentation conducted during the Manhattan Project was 
carried out in secret. Since 1947 (when the Atomic Energy Commission began 
operations and the military services were unified under a secretary of defense) 
human radiation experiments have rarely been protected as classified secrets. 
However: 

be kept secret only where required by national security. At the same time, AEC 
officials and advisers secretly determined that reports on human radiation 
experiments should not be declassified where they contained information that was 
potentially embarrassing or a cause of legal liability. Upon requests for 
declassification, research reports involving human radiation experiments and 
other human radiation exposures were reviewed for their effects on public 
relations, labor relations, and potential legal claims. 

subject research policy; some of these discussions were conducted in secret 
meetings, and the statements of requirements that were articulated, while not 
secret, evidently were little disseminated. Similarly, 1949- 1950 AEC/DOD 
discussions of the terms on which human radiation experiments could be 
conducted were either secret or the substance of the discussions was given limited 
public distribution. In 1952, Department of Defense biomedical advisory groups 
also engaged in secret or restricted discussions of policy, which led to the 1953 
issuance of the Wilson memorandum, which was itself issued in Top Secret. 

Government officials and experts did not squarely and publicly address 
the existence and scope of government-supported human radiation 
experimentation. For example, in the late 1940s and early 1950s the AEC denied 
to the press and citizens that it engaged in human experimentation, even though 

In 1947 AEC biomedical advisers publicly urged that biomedical research 

, In 1947 AEC officials and advisers conducted discussions about human 
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the AEC's highly visible radioisotope distribution program had been created to 
provide the means for, among other things, human experimentation. 

Project Sunshine, a worldwide program of data gathering, including 
human data gathering to measure the effects of fallout, was kept secret from its 
1953 inception until 1956, and AEC officials and researchers employed deception 
in the solicitation of bones of deceased babies from intermediaries with access to 
human remains. It appears that concern for public relations played a key role in 
keeping the human data gathering, and the very existence of Project Sunshine, 
secret. 

Finding 18 

All the intentional releases identified in the Advisory Committee's 
charter, as well as the several hundred other releases that were essentially of 
the same types, were conducted in secret and remained secret for many years 
thereafter. All involved some stated national security purpose, which may 
have justified some degree of secrecy. Despite continued requests from the 
public that stretch back well over a decade, however, some information 
about intentional releases was declassified and made publicly available only 
during the life of the Advisory Committee. 

The Committee's review indicates that internal proposals that the public be 
informed about the existence of the radiological warfare program were rebuffed 
on grounds that public misunderstanding might jeopardize the program. 

Citizens learned of the 1949 Green Run in 1986, and then only following 
close review of documents requested from the government by members of the 
public. Portions of a key surviving report on the Green Run were not declassified 
until 1994. Similarly, although 250 intentional releases near the land of the 
Pueblo Indians in New Mexico took place between 1944 and 196 1, the Pueblo do 
not appear to have been informed of the full scope of the program until 1994. 
Documentation on these midcentury tests is only now being declassified. 

Finding 19 

The Advisory Committee finds that the government did not routinely 
undertake to create records needed to ensure that secret programs could be 
understood and accounted for in later years and that it did not adequately 
maintain such records where they were created. The Committee further 
finds that many important record collections (including records that were 
not initially classified) have been maintained in a manner that renders them 
practically inaccessible to those who need them, thereby limiting the utility of 

794 



Chauter 17  

the records to the government itself, as well as the public's rights under the 
Freedom of Information Act. 

Where citizens are exposed to potential hazards for collective benefit, the 
government bears a burden of collecting data needed to measure risk, of 
maintaining records, and of providing the information to affected citizens and the 
public on a timely basis. The need to provide for ultimate public accounting, as 
was recognized by early AEC leadership, is particularly great where risk taking 
occurs in agencies that do much of their work in secret. The government did not 
routinely or adequately create and maintain such records for relevant human 
radiation experiments, intentional releases, and service personnel exposed in 
conjunction with atomic bomb tests. 

or destroyed over the years. These include the classified records of the Atomic 
Energy Commission's Intelligence Division; secret records that were kept in 
anticipation of potential liability claims from service personnel exposed to 
radiation;2 records relating to the secret program of experimentation conducted by 
the CIA (MKULTRA); nonclassified records of VA hospitals regarding the 
thousands of experiments that, the VA told the Advisory Committee, were 
conducted there; and nonclassified files of the AEC's Isotope Distribution 
Program relating to the many licenses for "human use" it granted in the period 
1947 to 1955. The Committee notes that laws governing government records 
provide for routine destruction of older records; however, we also found that 
some records documenting the destruction of records had been lost or destroyed. 

Committee about the credibility of the government's efforts to respond to requests 
for documents. The Advisory Committee's experience indicates that 
shortcomings in government response to Freedom of Information Act requests, 
which may be interpreted by citizens as deliberate nondisclosure, may often occur 
because the agencies themselves lack adequate road maps to the records that still 
exist and lack records needed to determine whether collections of importance to 
the public have been lost or destroyed. In the absence of the efforts put forth by 
the Human Radiation Interagency Working Group, thousands of documents that 
have now been made public would not have been located. 

Where records were initially created, important collections have been lost 

Public witnesses and others repeatedly expressed doubt to the Advisory 
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Findings for the Contemporary Period 

Biomedical Experiments 

Finding 20 

The Advisory Committee finds that human research involving 
radioisotopes is currently subjected to more safeguards and levels of review 
than most other areas of research involving human subjects. The Advisory 
Committee further finds that there are no apparent differences between the 
treatment of human subjects of radiation research and human subjects of 
other biomedical research. 

Today, research involving either external radiation or radioactive drugs 
usually undergoes an additional layer of review for safety and risk. Most medical 
institutions have a radiation safety committee (RSC) responsible for evaluating 
the risk of radiation research and other medical activities and limitation of 
radiation exposure of both employees and subjects. Research and medical 
institutions that perform basic research invohing human subjects and radioactive 
drugs must also have studies reviewed and approved by a radioactive drug 
research committee (RDRC), a local institutional committee approved by the 
Food and Drug Administration, to ensure that safeguards in the use of such drugs 
are met. These steps are in addition to the review of risks and benefits undertaken 
for all research, whether radiation or nonradiation, by local institutional review 
boards. 

practices in human subject research, we found no meaningfid differences between 
radiation research and human research in other fields. 

In the Advisory Committee's two empirical projects examining current 

Finding 21 

The Advisory Committee finds that today research involving human 
subjects sponsored by'the government may be classified and conducted in 
secret, but it must comply with the provisions of the Common Rule. 

It is permissible today to perform classified research on human subjects, 
although it is our understanding that classified research occurs relatively rarely. 
Like unclassified research, such research is covered by the protections enunciated 
in the Common Rule. There may be significant problems in the application of the 
Common Rule to classified research, however. One problem concerns the 
possible need for security clearances if institutional review boards are to 
appropriately protect the interests of human subjects. Written guidance on this 
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question differs among the agencies. Of particular concern is whether only those 
members of the IRB who are employees of the agency will possess security 
clearances and thus be able to participate in reviewing classified projects. 

than minimal risk, as with any such research, the Common Rule allows IREh to 
waive any or all elements of informed consent if, among other things, it is not 
practicable for the research to be carried out without such a waiver.' The 
Committee believes, however, that research conducted in secret should never be 
permitted on human subjects without the subjects' informed consent. The question 
of what must be disclosed to potential subjects in order for them to make an 
informed decision about participating in classified research, including whether an 
adequate disclosure can be made to people who do not have security clearances, is 
an important issue not addressed in the Common Rule. 

Another issue of concern is that for classified research involving no more 

Finding 22 

The Advisory Committee finds that, in comparison with the practices 
and policies of the 1940s and 1950s, there have been significant advances in 
the protection of the rights and interests of human subjects of biomedical 
research. However, we also find that there is evidence of serious deficiencies 
in some parts of the current system for the protection of the rights and 
interests of human subjects. 

Based on the Advisory Committee's review, it appears that about 40 to 50 
percent of human subjects research poses no more than minimal risk of harm to 
subjects. In our review of research documents that bear on human subjects issues, 
we found no problems or only minor problems in most of the minimal-risk studies 
we examined. In our review of documents we also found examples of 
complicated, higher-risk studies in which human subjects issues were carefully 
and adequately addressed and that included excellent consent forms. In our 
interview project, there was little evidence that patient-subjects felt coerced or 
pressured by investigators to participate in research. We interviewed patients 
who had declined offers to become research subjects, reinforcing the impression 
that there are often contexts in which potential research subjects have a genuine 
choice. 

'Common Rule, -.I 16(d). Under the Common Rule, four requirements must 
be met for an IRB to waive the rule's informed consent requirements: "( 1 )  the research 
involves no more than minimal risk; (2) the waiver or alteration will not adversely affect 
the rights and welfare of the subjects; (3) the research could not practicably be carried 
out without the waiver or alteration; and (4) whenever appropriate, the subjects will be 
provided with additional pertinent information after participation." 
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At the same time, however, we also found in our review of documents 
examples in which human subjects issues were carelessly and inadequately 
addressed. These disparities suggest that there is substantial variation in the 
performance of institutional review boards. 

We found serious deficiencies in our review of research proposal 
documents in several areas central to the ethics of research involving human 
subjects. Specifically, these documents often failed to provide sunicient 
information with which judgments could be made about the likely voluntariness 
of participation and about the characteristics of and justification for the subjects 
selected for study. It also was often difficult to assess, again because of 
insufficient information, whether the likely merits of the research warranted the 
imposition of risk or inconvenience on human subjects. We also found serious 
deficiencies in many of the consent forms we reviewed, including the consent 
forms of some minimal-risk studies. 

that exposes subjects to greater than minimal risk. We found evidence of 
confusion over the distinction between research and therapy in interviews with 
patients, in the research documents reviewed, and in public testimony. This 
confusion appears to be borne out of a combination of trust in physicians and an 
inadequate understanding of the differences among innovative practice, 
therapeutic research, and accepted modes of therapy. The Advisory Committee's 
empirical studies suggest that there is reason to wony that patient-subjects who 
have serious illnesses may have unrealistic expectations both about the possibility 
that they will personally benefit by being a research subject and about the 
discomforts and hardships that sometimes accompany research. 

involving adult subjects of questionable capacity. In the documents made 
available to the Advisory Committee, there was little discussion of the 
implications of diminished capacity for the process of consent and authorization 
to participate in research, even in studies that appeared to offer no prospect of 
medical benefit to subjects. In addition, the Advisory Committee is concerned 
about the failure of federal regulations to address the conduct of research 
involving institutionalized children. 

Most of the Advisory Committee's concerns focus, however, on research 

The Advisory Committee is also concerned about research we reviewed 

Population Exposures 

Finding 23 

The Advisory Committee finds that events that raise the same 
concerns as the intentional releases in the Advisory Committee's charter 
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could still take place in secret under current environmental laws and 
regulations. 

Today the law provides that environmental reviews may be conducted in 
part or even in whole in secret, thereby eliminating provision for public notice 
and comment. In classified programs, the government must still comply with 
environmental standards, and the Environmental Protection Agency must oversee 
and review environmental compliance. However, the EPA has not maintained 
records of environmental releases where the reviews were conducted in whole or 
in part in secret. Environmental laws and regulations that limit quality or quantity 
of a release also contain provisions allowing exemptions for national security. In 
principle, the President or the secretary of energy (in the case of the Atomic 
Energy Act) could invoke these exemptions to permit releases that would 
otherwise exceed risk standards. 
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ENDNOTES 

I .  The qualification of agency officials' responsibility to implement "sound" 
requirements refers to the moral quality of the requirements. There may be other reasons 
for a society to hold its government officials responsible for implementing duly 
authorized rules, such as prudential needs for orderliness and predictability. But we 
would not hold an official morally blameworthy for failing to implement a requirement 
that is morally unsound. In that case his or her role-related responsibilities are 
superseded by basic ethical principles. 

remains to be determined. 
2. As discussed in chapter 10, the precise nature of all the records that were kept 
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RECOMMENDATIONS 

Recommendations for Remedies Pertaining to Experiments and 
Exposures During the Period 1944-1974' 

Biomedical Experiments 

Recommendation 1 

The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that the government deliver a personal, 
individualized apology and provide financial compensation to the subjects 
(or their next of kin) of human radiation experiments in which efforts were 
made by the government to keep information secret from these individuals 
or their families, or from the public, for the purpose of avoiding 
embarrassment or potential legal liability, or both, and where this secrecy 
had the effect of denying individuals the opportunity to pursue potential 
grievances. 

The Advisory Committee has found three cases to which the above 
applies. These are the surviving family members of: 

*In preparing these recommendations, the Advisory Committee addressed only 
the question of whether the federal government owes remedies to subjects or their 
surviving immediate family members. The remedies identified below are not intended to 
preclude any remedies that subjects or their family members may otherwise be entitled to 
from nonfederal institutions or from individuals. 
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1. 
2. 

3. 

The eighteen subjects of the plutonium injection experiments; 
The subject of a zirconium injection experiment, known only as 
Cal-Z; and 
Several subjects of total-body irradiation experiments conducted 
during World War 11.' 

Deliberate attempts by public officials in trusted and often sensitive 
government positions to conceal the fact of participation from subjects or their 
families, particularly in the absence of sufficient national security justification 
and for the declared purpose of avoiding potential liability and public 
embarrassment, are assaults upon the foundations of individual privacy and self- 
determination. Such actions violate an individual's right to information about 
him- or herself and must be taken with the utmost seriousness. 

In the cases listed above, this secrecy served to prevent people who may 
have been wronged from seeking redress within their lifetimes. Secrecy 
regarding the participation of particular subjects was maintained until as late as 
1974. Documents showing that the government kept information secret about 
particular 1940s experiments on grounds of potential liability and embarrassment 
remained secret until retrieved by the committee in 1994. Even though at the time 
justice might not have required financial compensation for the failure to disclose 
information in the absence of direct physical harm, the fact that the government's 
actions limited the opportunity of these subjects to seek justice is undeniable. 
Because of the offensiveness of the government's actions, justice today warrants a 
remedy of financial compensation. 

Moreover, efforts to cover up governmental wrongdoing are assaults upon 
the polity itself, and not just upon the directly affected individual, because such 
efforts undermine the ability of a civil society to ensure that the government and 
its agents act within the rule of law. Such a situation warrants the extension of 
compensation to the next generation. 

Implementation: 
Congress may need to consider legislation to provide compensation for the 

immediate families of the subjects in the plutonium injection erperiments whose 
identities are known. The identities of the subject known as Cal-Z, as well as the 
subjects in the wartime total-body irradiation experiments, are not now known. 
Should their identities come to light, they or their families also should be 
compensated. In addition, should additional cases be identified that satisfy the 
criteria outlined above, fbrther legislation should be enacted or other steps taken 
to provide those individuals or their family members with similar compensation. 
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Recommendation 2 

The Advisory Committee recommends to the Human Radiation 
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 interventions 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.* 

The Advisory Committee has identified several experiments that are 
candidates for remedies to former subjects under this recommendation; these are 
described below in the section on implementation. 

collective national interest, it must take steps to ensure that the rights and interests 
of the individual are adequately protected. The Advisory Committee presumes, 
however, based on our understanding of the historical context, that such steps 
were not uniformly undertaken. As a consequence, it is possible that a citizen 
who was harmed as a result of participation in nontherapeutic research did not 
adequately consent to this use of his or her person. That the government did not 
have a system in place to ensure that individuals were not wronged by their use as 
research subjects in nontherapeutic research without their adequate consent, when 
that use resulted in harm, warrants a personal, individualized apology and 
financial compensation to subjects or to their surviving immediate family 
members. 

substantial compensation to victims (or their families) of the CIA'S MKULTRA 
experiments who were killed or suffered other serious harm, Congress and the 

When the government puts an individual at risk in order to serve some 

Analogous cases exist to support this recommendation. In awarding 

* The Advisory Committee was convened in response to concerns about human 
radiation experiments that offered no prospect of medical benefit to human subjects. In 
our historical analysis, the experiments we investigated either offered no prospect of 
medical benefit or they involved interventions alleged to be controversial at the time (see 
Overview to Part 11). As a consequence, the Advisory Committee focused its 
consideration of remedies for subjects of human radiation experiments only on those 
experiments that fit these descriptions. The Committee makes no recommendations 
about whether, or under what conditions, remedies are appropriate for subjects of human 
radiation experiments that were considered at the time to offer a plausible prospect of 
medical benefit to subjects. 
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courts recognized that individuals used for government purpose without direct 
benefit to the experimental subject and without their consent deserved substantial 
awards.2 

Nothing in this recommendation should be taken as having implications 
for how fbture policies governing compensation for research injuries should be 
constructed. 

Implementation: 
Of the experiments that the Advisory Committee studied in detail, we 

have identified several that are candidates for remedies under this 
recommendation. These are as follows: the total-body irradiation (TBI) 
experiments (should it be determined that TBI was considered at the time to be a 
controversial treatment for patients with "radioresistant" tumors, and it was not 
presented as such to potential subjects, and should a determination of harm 
attributable to the experiments be made); the testicular irradiation experiments 
using prisoners as subjects (should a determination of harm attributable to the 
experiments be made); the uranium injection experiments at Rochester and 
Boston (should a determination of harm attributable to the experiments be made); 
and some of the iodine 13 1 experiments involving children (should a 
determination of harm attributable to the experiments be made). Because of the 
scope of the Advisory Committee's charge and our limited tenure, we were not in 
a position to undertake the individualized and detailed fact-finding required to 
resolve the uncertainties in each of these cases, including the evaluation of 
medical and research records of all the patients or subjects involved. 

the iodine 13 1 experiment in Alaska and the Vanderbilt radioiron nutrition 
experiments, are currently in legal proceedings in which claims of harm have 
been made. 

committee determines that subjects were harmed as a consequence of 
nontherapeutic research, or as a consequence of research in which controversial 
treatments were presented to patients as conventional or standard therapy, it is the 
Advisory Committee's view that the government should take steps to ensure that 
the remedies of apology and financial compensation are awarded. 

Committee has heard from many public witnesses regarding the standards of 
proof and presumptions involved in the administration of existing radiation 
compensation statutes, which cover atomic bomb testing and uranium mining. In 
those cases the nature of the exposure for all applicants is relatively uniform and 
well defined, and the exposures have been the subject of a relatively large amount 
of study; by contrast, in the case of human radiation experiments, each 
experiment may present a different set of circumstances. In some cases, as in the 

In addition, two experiments that the Committee did not study in detail, 

If an appropriate forum such as the courts or a properly constituted review 

The question of causation is key to any such determination. The Advisory 
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administration of iodine 13 1, there is considerable knowledge of the relation 
between exposure and subsequent injury. In many other situations, less is known. 

A decision should be made about how strict a causal association ought to 
be required, with a more strict standard making financial compensation available 
to fewer individuals. Whether the standard for presuming "causation" should be 
strict or loose is a policy decision that depends on values, not science. The 
standardslvalues problem speaks both to what should be done about whether the 
illness should be treated as experiment-related for purposes of compensation if (1) 
it is impossible to determine the likely range of association between the exposure 
and the illness (because the facts about dose or method of exposure are not 
available); and (2) the likely range of association is broad or the probability of 
association between the exposure and the illness is low. 

medical costs appropriate for reimbursement could be created for specific 
diagnoses, rather than compensating for actual costs incurred. This approach 
would relieve the burden on the subject or immediate family members to prove 
actual costs, streamline the process for determining level of compensation, and 
allow for compensation for costs not yet incurred. 

To determine reasonable medical expenses, a schedule of projected 

Recommendation 3 

The Advisory Committee recommends to the Human Radiation 
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.* 

The Committee believes that people who were used as research subjects 
without their consent were wronged even if they were not harmed. Although it is 
surely worse, from an ethical standpoint, to have been both harmed and wronged 
than to have been used as an unwitting subject of experiments and suffered no 
harm, it is still a moral wrong to use people as a mere means without their 
consent. Although what we know about the practices of the time suggests it is 
likely that many people who were subjects in nontherapeutic research were used 
without their consent or with what today we would consider inadequate consent, 
in most of these cases we have almost no information about whether or how 

*For a discussion of the Committee's deliberations about this recommendation, 
see "Overview to Part TV." 
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consent was obtained. Moreover, in most of these cases, the identities of the 
subjects are not currently known; even if considerable resources were expended, 
it is likely that most of their identities would remain unknown. 

The Committee is not persuaded that, even where the facts are clear and 
the identities of subjects known, financial compensation is necessarily a fitting 
remedy when people have been used as subjects without their knowledge or 
consent but suffered no material harm as a consequence; the remedy that emerged 
as most fitting was an apology from the government. 

The Committee struggled with the issue of whether to recommend that the 
government extend such an apology. Our deliberations were complicated by what 
we all agreed was a murky historical record. In the case of some experiments, 
there was evidence of some disclosure or some attempt to obtain consent, and the 
issue emerged as to how poor these attempts must be for an apology still to be in 
order. In the great majority of cases, there was simply too little documentary 
evidence to draw any conclusions about disclosure or consent. In most cases, as 
noted above, the identities of subjects are unknown and are unlikely to be 
uncovered even with a substantial expenditure of resources. 

What kind of evidence is necessary to determine that an apology is 
warranted? In the preceding recommendation, the remedy is linked to evidence of 
harm to particular individuals. While requiring evidence of harm specific to 
individuals, we did not require such specific evidence of lack of consent. Rather, 
in that recommendation, we presumed that the government did not uniformly 
undertake steps to ensure that the rights and interests of individual subjects were 
adequately protected, and thus that it is possible that people who were harmed as 
a result of participation in research did not adequately consent to this use of their 
person. In this recommendation, by contrast, a remedy is linked to a showing that 
people were wronged, not harmed. Thus the Committee believes that an apology 
should be offered only where there is evidence specific to an experiment or 
subject that no consent, or inadequate consent, was obtained, or the subject's 
selection constituted an injustice, or both. 

opportunity to review in depth, there is suficient evidence that wrongs were 
committed against the children who participated in the experiments at the Fernald 
School. This case is discussed in detail in chapter 7.* 

experiments, the Committee wishes to emphasize that there are likely many other 

The Committee believes that, among those experiments we have had the 

In recommending an apology to individuals who were subjects of these 

! 

* Several other experiments studied by the Committee are candidates for 
remedies under Recommendation 2. Where it is determined that subjects in these 
experiments were not harmed, they may be due an apology under this recommendation if 
it is determined that they were wronged. 
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instances in which an apology is warranted but for which experiment-specific 
factual support is not currently a~ailable.~ 

Recommendation 4 

In the research that we reviewed for this recommendation, the 
Advisory Committee has found no subjects of biomedical experiments for 
whom there is a need to provide 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 Human Radiation 
Interagency Working Group that subsequent decisions for notification be 
based on evaluation of both the level of risk from radiation exposure and the 
potential medical benefit from medical follow-up in exposed individuals. 

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 
than the general population and thus does not recommend notification or  
medical follow-up for descendants of subjects of human radiation 
experiments. 

In formulating this recommendation, the Advisory Committee considered 
those subjects for whom there is a significant risk of developing a radiation- 
related disease that has not yet occurred, or has occurred but may still be 
undetected or untreated, and in whom there might be an opportunity to prevent or 
minimize potential health risks through detection and treatment. In considering 
notification, we focused only on biomedical experiments, as stated in our charter. 

The Advisory Committee based its present recommendation on the 
specific guidelines stated below and recommends that future decisions for 
medical notification and follow-up of subjects of government-sponsored human 
radiation experiments not examined by the Committee, or that have not yet come 
to light, be based on these same guidelines, as follows: 

1. The subject was placed at increased lifetime risk for development 
of a fatal radiation-induced malignancy. The level of increased 
risk was set by the Advisory Committee at 1/1,000 remaining 
lifetime risk and an excess relative risk of greater than 10 percent 
(organ specific). This level of risk was arbitrarily chosen by the 
Advisory Committee. When compared with the normal risk of 
dying of cancer (220 out of 1,000), this level of risk is small. The 
Advisory Committee chose this small remaining lifetime risk as a 
reasonable initial criterion to decide if an analysis of the utility of 
screening and intervention (criterion 2 below) was needed. 
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2. There is a recognized medical benefit from early detection and 
treatment of the cancer, which outweighs whatever medical risks 
are associated with detection and treatment interventions. In 
addition, the government should consider the public health and 
financial costs as well as the potential benefits before making a 
decision to offer such a notification and screening program. 

Eligible subjects for whom medical follow-up to protect health is 
recommended should be notified of their participation in a human radiation 
experiment, and voluntary screening programs offered to them. Such a program 
should include adequate disclosure of both the nature of the potential benefits as 
well as the potential risks of medical follow-up, which might include some of the 
following aspects: 

medical harm, discomfort, inconvenience, or anxiety from the screening 

the possibility of incorrect test results, either false positive or false 

the possibility of stigmatization by friends, family, employers, or 

the costs'to themselves of the screening program (if any) and subsequent 

test itself or subsequent follow-up exams; 

negative; 

lifehealth insurance carriers; 

medical tests and treatments. 

Thus the Advisory Committee's recommendations for notification and 

. . *  
. .  

0 

medical follow-up of individuals who were subjects of a human radiation 
experiment depend equally on risk estimates and the medical utility of early 
detection and treatment for changing the course of disease or the quality or length 
of life in such an exposed individual, as shown in the accompanying table. 

describing approximately 4,000 government-sponsored human radiation 
experiments. Because of the limited data available on most of these, and the 
Advisory Committee's limited resources, it has not been feasible for the Advisory 
Committee to systematically apply the two criteria described above to the 
majority of experiments identified within its database. The Advisory Committee 
therefore selected for review types of experiments that seemed most likely to 
include subjects who might still be alive and meet the risk criteria chosen by the 
Committee and who might medically benefit from notification and medical 

The Advisory Committee database includes articles and other documents 

follow-up. 

' I  
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Yes 
Medical Benefit from 

Treatment 
Early Detection and 

No 

DETERMINATION OF THE NEED FOR NOTIFICATION 
AND MEDICAL FOLLOW-UP 

Risk Analysis 
(For Development of Fatal Cancer) 

Remaining Lifetime Risk 
- r 1/1.000 AND RRr 10% 

RECOMMEND NO NOTIFICATION 
NOTIFICATION AND 

Remaining Lifetime Risk 
< 1/1,000 OR RR< 10% 

MEDICAL FOLLOW-UP 

NO NOTlFlCATlON NO NOTlFlCATlON - 

Specifically, the Advisory Committee has reviewed twenty one studies 
involving three types of experiments: 

1. 
2. 
3. 

Children who received iodine 13 1 ; 
Prisoners subjected to testicular irradiation; and 
Children and military personnel exposed to nasopharyngeal radium 
treatments. 

Following this detailed analysis, the Advisory Committee concluded that 
none of the experiments examined satisfied both of the guidelines identified in 
this recommendation. If in the future new methods of screening are developed or 
new information about increased risk is discovered, then these experiments 
should be reevaluated to assess whether they meet the criteria. (For a full 
discussion, see the addendum on medical notification and follow-up at the end of 
this chapter.) 

individually all the experiments in our database, the results of our review of these 
carefully selected studies suggest that the remaining experiments would be 
unlikely to meet the proposed criteria for notification and medical follow-up. 
However, another important group of studies not considered in detail by the 
Advisory Committee were tracer studies in pregnant and nursing women. 

It is possible that experiments that would satisfy the Committee's criteria 
for notification and medical follow-up will be identified. Implementation of a 
notification and medical follow-up program would have to be done carefully if a 
follow-up program is to provide former research subjects with greater health 
benefit than harm. Considerable effort would be needed to educate both subjects 
and physicians about the realistic benefits and the possible harms of medical 

Though it was beyond the scope of the Advisory Committee to evaluate 
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follow-up, as well as the specific screening modalities and follow-up care that 
would be indicated. It is particularly important to distinguish follow-up that is 
intended to benefit medical science fiom follow-up that is intended to medically 
benefit patients. An additional concern is that, for most experiments, no list of 
subjects exists. Performing screening tests in people who are incorrectly 
identified as having an increased risk is unlikely to result in any benefit and may 
result in harm. 

The Advisory Committee also recognizes that individuals who have 
received therapeutic radiation treatments, either in a purely clinical setting or 
research setting, may have been exposed to substantially higher doses of radiation 
and should seek medical follow-up pursuant to the advice of their treating 
physician. 

With regard to the need to notifjr descendants of subjects of human 
radiation experiments of potential genetic effects, it is likely that the risk of 
radiation-induced mutations is small in relation to natural rates. Thus it would be 
impossible to distinguish whether the condition was caused by the parent's 
radiation exposure or by other factors. Based on these considerations, the 
Advisory Committee does not recommend notification and medical follow-up for 
descendants of subjects of radiation experiments. 

In the event that specific genetic effects attributable to radiation exposure 
could be identified in a particular population of descendants at some fbture time, 
the guidelines would be the same as those previously outlined for subject 
populations--there would need to be evidence to indicate that early intervention 
would change the course of a particular disease before notification and follow-up 
would be recommended. 

Population Exposures 

In recent years Congress has enacted a body of laws to provide relief to 
service personnel exposed to radiation in connection with atmospheric nuclear 
tests, citizens who lived downwind fiom the tests, and workers who mined 
uranium to be used by the government in nuclear weapons production. These 
include the Veterans Dioxin and Radiation Exposure Compensation Standards 
Act of 1984, the Radiation-Exposed Veterans Compensation Act of 1988, and the 
Radiation Exposure Compensation Act of 1990. 

which to base continued provision for relief. In the interim since these laws were 
passed, experience with the laws and more current scientific knowledge strongly 
suggest the need for revisiting the laws and their administration and for extending 
their coverage to similarly situated groups--such as those exposed to intentional 
releases--who are not now covered. 

In the Committee's view, these existing laws provide the framework on 
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The following recommendations address the circumstances of groups 
exposed to intentional releases, service personnel who were exposed in 
connection with nuclear weapons tests, and workers who mined uranium for use 
in government programs. We also address the circumstance of the citizens of the 
Republic of the Marshall Islands, for whom a different fiamework of remedies 
has been fashioned. 

Recommendation 5 

The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that it, together with Congress, give serious 
consideration to amending the provisions of 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 populations currently covered by the 
law may have resulted. 

The Advisory Committee did not have the time or resources to undertake 
our own .epidemiologic studies of the cancer burden surrounding the Hanford 
facility in Washington state, where the Green Run took place. The preliminary 
radioiodine dose estimates now available raise the issue of whether the releases 
from Hanford may have caused cancers. The Advisory Committee found that the 
Green Run itself contributed only a very small portion of that cancer burden, so 
small that it would be impossible to attribute any cancers to the Green Run as 
opposed to other sources (including routine Hanford releases). The Advisory 
Committee believes that in addressing the Green Run intentional release, the 
appropriate response is to redress injury without regard to whether 'exposures 
were in the course of routine or research activities. There would be no practical 
way to make this distinction, if it were desired. We also note that the Radiation 
Exposure Compensation Act provides relief for downwinders and uranium miners 
without regard for whether they were subjects of research (and in many cases they 
were not). 

Recommendation 6 

The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that it, together with Congress, give serious 
consideration to reviewing and updating epidemiological tables that are 
relied upon to determine whether relief is appropriate for veterans who 
participated in atomic testing so that all cancers or other diseases for which 
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there is a reasonable probability of causation by radiation exposure during 
active military service are clearly and unequivocally covered by the statutes. 

Congress has provided for compensation for veterans who participated in 
atmospheric atomic tests or the American occupation of Hiroshima or Nagasaki, 
Japan. The provision of compensation depends on evidence that the veteran has 
sustained disability from a disease that may be related to radiation exposure. 

Act of 1984 required the Veterans Administration to write a rule governing 
entitlement to compensation for radiation-related disabilities. The resulting 
regulation contains criteria for adjudicating radiation claims, including 
consideration of a radiation-dose estimate and a determination as to whether it is 
at least as likely as not that the claimed disease resulted from radiation exposure. 
The Radiation-Exposed Veterans Compensation Act of 1988 provides that a 
veteran who was present at a designated event and subsequently develops a 
designated radiogenic disease may be entitled to benefits without having to prove 
causation? 

The Committee recommends that the radioepidemiological tables prepared 
by the National Institutes of Health in 1985, which identify diseases that may be 
causally connected to radiation exposures, be updated. The Committee 
understands that the Department of Veterans Affairs agrees with this 
recommendation. 

The Veterans Dioxin and Radiation Exposure Compensation Standards 

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

While the Committee's inquiry focused on participants at atmospheric 
testing who were subjects of experimentation, the Committee found that the risks 
to which experimental subjects were exposed were typically similar to those to 
which many other test participants were subjected. Those service members who 
were participants in the experiments reviewed by the Advisory Committee would, 
as veterans of atmospheric atomic tests, be eligible for relief under the laws 
enacted in 1984 and 1988, as amended, concerning radiation-exposed veterans. 

The Committee found that the government did not create or maintain 
adequate records regarding the exposures of all participants, the identity and test 
locale of all participants, and the follow-up,.to the extent it took place, of test 
participants. Witnesses before the Advisory Committee, and others who 
communicated with us by mail, telephone, and personal visit, expressed strong 
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concerns about the adequacy and operation of the current laws, including, 
specifically, record-keeping practices. Although the Committee did not have the 
time or resources to pursue these concerns to the degree they merit, we believe 
that the concerns expressed by veterans and their family members deserve 
attention, and we urge the Human Radiation Interagency Working Group in 
conjunction with Congress to address these concerns promptly. The concerns 
reported to us include the following: 

1. The listing of diseases for which relief is automatically provided-- 
the "presumptive" diseases provided for in the 1988 law--is 
incomplete and inadequate. 
The standard of proof for those without a presumptive disease is 
impossible to meet and, given the questionable condition of the 
exposure records retained by the government, inappropriate. 
The statutes are limited and inequitable in their coverage; for 
example, the inclusion of those exposed at atmospheric tests does 
not protect those who were exposed to equal amounts of radiation 
in activities such as cleanup at Enewetak atoll. 
The time and expense needed to prosecute a claim is too great. For 
example, veterans whose claims are initially denied at the VA 
regional offices and are seeking appeal of the initial decision 
receive a form letter stating that it will take at least twenty-four 
months to process their appeal. 
Time and money spent on contractors and consultants in 
administering the program would be better spent on directly aiding 
veterans and their survivors. 

2. 

3. 

4. 

5.  

Recommendation 7 

The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that it, together with Congress, give serious 
consideration to amending the provisions of the Radiation Exposure 
Compensation Act of 1990 relating to uranium miners in order 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 the documentation standards for compensation should be 
liberalized. 

The uranium miners were exposed to extremely high levels of radon 
daughters, which were recognized at the time to be hazardous yet were not 
controlled by the government, despite the availability of feasible means to 
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ventilate the mines. Furthermore, the government studied the miners without 
disclosing the purposes of the examinations or warning them of the hazards to 
which they were exposed. As a result of their continued exposure, hundreds of 
miners developed lung cancer or nonmalignant respiratory diseases that could 
have been prevented, and many of them have died. 

In recognition of this tragedy, Congress included provisions for 
compensating certain uranium miners in the Radiation Exposure Compensation 
Act of 1990 (RECA). However, the criteria for compensation set in this act were 
far more stringent than for the two other groups (atomic veterans and 
downwinders of the Nevada Test Site) for which compensation was provided, 
despite the fact that the risks were far higher for the uranium miners. 

support the view that radon exposure is responsible for a much higher proportion 
of the lung cancer cases among the miners than had been previously thought. In 
particular, the act's current requirement of a minimum of 200 WLM (working 
level months) exposure for nonsmokers or 300 to 500 WLM (depending on age) 
for smokers translates to quite large probabilities of causation, according to a 
recent report by the National Cancer Institute.' That analysis finds little evidence 
to support a distinction between smokers and nonsmokers and suggests that a 
majority of lung cancer deaths among Colorado white miners and New Mexico 
Navajo miners are attributable to radon exposure. Furthermore, it finds that the 
lung cancer risk is strongly modified by a number of factors and uncertainties that 
are not accounted for in the total dose; thus, for many miners, the level of 
exposure that would merit compensation on the basis of the principle of "balance 
of probabilities" might be far lower than the present criteria. In particular, no 
exposure measurements are available for 90 percent of the years in most mines, so 
that any requirement to reconstruct exposure histories is likely to require some 
degree of extrapolation or estimation and be quite uncertain. Furthermore, many 
mines have since gone out of business, so that records needed to establish an 
exposure history are simply unavailable. 

Also since 1990, there has been considerable experience with the 
administration of the act, and apparently much of it has been negative. The 
Advisory Committee took extensive testimony regarding the difficulties faced by 
miners in meeting the documentation requirements, particularly those related to 
the requirement to provide a reconstruction of their radon dose. For these 
practical reasons, and in light of the additional information, we suggest that the 
requirement that a miner demonstrate that he had been exposed to a certain 
minimum cumulative dose be replaced by a simple requirement that he worked 
underground for a certain minimum length of time. Since more than half the lung 
cancer deaths in the cohort who worked at least one month underground appear to 
be attributable to radon, we suggest that minimum length of service be set quite 
low, preferably not more than a year. At most this should then lead to 

Since 1990, additional scientific information has become available to 
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compensation being awarded to twice as many miners as would be entitled to it 
under the balance of probabilities principle, while not denying it to any who are 
entitled to it. 

failing to take action to control the hazard and by failing to warn the miners of the 
hazard, should not be compounded by unreasonable barriers to receiving the 
compensation the miners deserve for the wrongs and harms inflicted upon them as 
they served their country. 

The grave injustice that the government did to the uranium miners, by 

Recommendation 8 

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 Utirik 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 populations of other atolls to the south and east of the blast whose 
inhabitants may have received exposures suffcient to cause excess thyroid 
abnormalities. 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 and the 
Advisory Committee recommends that the Human Radiation Interagency 
Working Group consider establishing an independent panel to review the 
status and adequacy of the current program of medical monitoring and 
medical care provided by the United States to the exposed population of the 
Marshall Islands. 

The 1954 Bravo hydrogen bomb test caused the populations of several 
Marshall Islands atolls to be exposed to hazardous levels of radiation. The United 
States has provided a medical follow-up program that combines research on 
radiation effects with treatment for radiation-related illnesses. It is noteworthy 
that as a result of the ongoing program to study radiation effects, many cases of 
thyroid disease were detected and treated, but not all exposed Marshallese 
received the benefits of the program. The people of Ailuk, for example, who 
according to early reports received about the same exposure as the people of 
Utirik, were never evacuated from their atoll and were not followed up medically, 
even though they received a radiation dose of more than six roentgens. 
Moreover, an epidemiological study reported in the Journal of the American 
Medical Association in 1987 demonstrated that inhabitants of several atolls to the 
east and south of Bikini had elevated levels of thyroid disease and that there was a 
"strong inverse linear relationship" between incidence of thyroid nodules and 
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distance fiom the blast. It should also be noted that the exposed populations 
received additional doses of radiation over the years from later bomb tests and 
residual radiation on the atolls. The medical program is ongoing, but Congress 
has the authority to reduce or eliminate funding. 

Available evidence indicates that many Marshallese-it is impossible to 
identify specific individuals-were not adequately informed about the purposes of 
the medical tests to which they were subjected. There is also evidence in the 
documentary record that the Marshallese often did not understand the relationship 
between the research and medical care components of the medical follow-up 
program. For example, Dr. Robert A. Conard headed the program, and according 
to his report on twenty years of medical treatment and monitoring, "the people did 
not always understand the need for the examinations, or their results." Although 
this situation has improved in recent years, it would nevertheless be appropriate to 
consult with the Marshallese in the design and implementation of further medical 
research so as to minimize any possibility of misunderstanding and to ensure that 
the priorities of the Marshallese are a consideration in the planning of such 
research. ,_. . 

The Advisory Committee supports the continuation of the Department of 
Energy's program of medical monitoring and medical care for the exposed 
inhabitants of the Marshall Islands. Questions have been raised during the course 
of our deliberations as to whether this program is running as well as it should, 
both with respect to the research and monitoring activities conducted by 
Brookhaven National Laboratory (BNL) and with respect to the medical care 
provided. In particular, the issue has emerged whether the medical care ought to 
be expanded to include treatment for conditions that are not radiogenic as a 
further remedy to Marshallese people who were exposed, however inadvertently, 
as a result of weapons tests. The Advisory Committee did not have the resources 
to pursue these issues, but we believe that they deserve serious consideration. 
One mechanism through which this could be accomplished is the establishment of 
an independent panel to review the program with input fiom the Marshallese as to 
the panel's composition. 

Recommendations for the Protection of the 
Rights and Interests of Human Subjects in the Future 

While we were constituted to consider issues related to human radiation 
experiments, in critical (but not all) respects, the government regulations that 
apply to human radiation research do not differ fiom those that govern other kinds 
of research. In comparison with the practices and policies of the 1940s and 
195Os, there have been significant advances in the protection of the rights and 
interests of human subjects. These advances, initiated primarily in the 1970s and 
1980s, culminated in the adoption of the Common Rule throughout the federal 
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government in 1991. Although the Common Rule now affords all human subjects 
of research funded or conducted by the federal government the same basic 
regulatory protections, the work of the Advisory committee suggests that there 
are serious deficiencies in some parts of the current system. These deficiencies 
are of a magnitude warranting immediate attention. 

The Committee was not able to address the extent to which these 
deficiencies are a hnction of inadequacies in the Common Rule, inadequacies in 
the implementation and oversight of the Common Rule, or inadequacies in the 
awareness of and commitment to the ethics of human subject research on the part 
of physician-investigators and other scientists. We urge that in formulating 
responses to the recommendations that follow, the Human Radiation Interagency 
Working Group consider each of these factors and subject them to careful review. 

Recommendation 9 

The Advisory Committee recommends to the Human Radiation 
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. 

A national understanding of the ethical principles underlying research and 
agreement about their importance is essential to the research enterprise and the 
advancement of the health of the nation. The historical record makes clear that the 
rights and interests of research subjects cannot be protected if researchers fail to 
appreciate sufficiently the moral aspects of human subject research and the value 
of institutional oversight. 

It is not clear to the Advisory Committee that scientists whose research 
involves human subjects are any more familiar with the Belmonf Report6 today 
than their colleagues were with the Nuremberg Code forty years ago. The 
historical record and the results of our contemporary projects indicate that the 
distinction between the ethics of research and the ethics of clinical medicine was, 
and is, unclear. It is possible that many of the problems of the past and some of 
the issues identified in the present stem from this failure to distinguish between 
the two. 

The necessary changes are unlikely to occur solely through the 
strengthening of federal rules and regulations or the development of harsher 
penalties. The experience of the Advisory Committee illustrates that rules and 
regulations are no guarantee of ethical conduct. The Advisory Committee has 
also learned, in responses to our query of institutional review board (IRB) chairs, 
that many of them perceive researchers and administrators as having an 
insufficient appreciation for the ethical dimensions of research involving human 
subjects and the importance of the work of IRBs. The federal government must 
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work in concert with the biomedical research community to exert leadership that 
alters the way in which research with human subjects is conceived and conducted 
so that no one in the scientific community should be able to say "I didn't know" or 
"nobody told me" about the substance or importance of research ethics. 

The Advisory Committee recommends that the Human Radiation 
Interagency Working Group institute, in conjunction with the biomedical 
community, a commitment to the centrality of ethics in the conduct of research 
involving human subjects. We urge that careful consideration be given to the 
development of effective strategies for achieving this change in the culture of 
human subjects research, including, specifically, how best to balance policies that 
mandate the teaching of research ethics with policies that encourage and support 
private sector initiatives. It may be usehl to commission a study or convene an 
advisory panel charged with developing and perhaps implementing 
recommendations on how best to approach this challenge for the research 
community. 

of the following: . - I The Committee suggests that such an examination include consideration 

. " . .  . I  . I .  1 . ..* 
b Extending to all federal grant recipient institutions and all students and 

trainees involved or likely to be involved in human subject research the 
current federal requirement that institutions receiving NIH National 
Research Service Award training&ants offer programs in the responsible 
conduct of research. . f .  

Accreditation of Healthcare Organizations (JCAHO). 

federal research grants, both for institutions and individual investigators. 

research involving human subjects and the ethics of clinical medical care, 
into curricula for medical students, house staff, and fellows. 

efforts to elevate the importance of research ethics in science. 

b The role of accrediting bodies such as the Joint Commission on 

Establishing competency in research ethics as a condition of receipt of 

Incorporating of research ethics, and the differences between the ethics of 

Encouraging the nation's leaders in biomedical research to spearhead 

b 

b 

b 

Recommendation 10 

The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that the IRB component of the federal system 
for the protection of human subjects be changed in at least the five critical 
areas described below. 

1. Mechanisms for ensuring that IRBs appropriately allocate their 
time so they can adequately review studies that pose more than minimal risk 
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to ..uman subjects. This may include the creation of alternative mechanisms 
for review and approval of minimal-risk studies. 

The majority of the Advisory Committee's concerns in its Research 
Proposal Review Project centered on research that exposed subjects to greater 
than minimal risk of harm. If human subjects are to be adequately protected, such 
research must be carefklly scrutinized. However, higher risk research is often 
complex, and careful review is time-consuming and difficult. The Advisory 
Committee heard from several chairs of IRBs who underscored the difficulties 
their committees experience in finding the time to adequately review such 
research. Members of IRBs have only so many hours they can devote to review 
of proposals. This problem of inadequate time appears to have worsened in 
recent years. Institutional review boards are required to review research 
proposals prior to their review for funding by the National Institutes of Health. 
As the probability that a proposal will be approved for funding has decreased over 
time, due to increasing competition for limited research monies, the number of 
proposals being submitted to NIH from many institutions has significantly 
increased. This has resulted in a substantial increase in the workload of some 
IRBs, whose members are spending considerable time reviewing proposals that 
are never implemented. Without guidance from the federal government, and 
perhaps regulatory relief, IRBs may not have the flexibility necessary to 
concentrate their efforts where subjects are in greatest need of protection--on the 
proposals that pose the greatest risks to subjects and that are actually 
implemented. 

2. Mechanisms for ensuring that the information provided to potential 
subjects (1) clearly distinguishes research from treatment, (2) realistically 
portrays the likelihood that subjects may benefit medically from their 
participation and the nature of the potential benefit, and (3) clearly explains 
the potential for discomfort and pain that may accompany participation in 
the research. 

The Advisory Committee's empirical studies and public testimony 
suggests that there may be considerable confusion in the minds of many members 
of the public concerning what is "research" or "experimentation," and what is 
simply an application of a new technology or even standard medical care. There 
is reason to wony that participants in research may have unrealistic expectations 
both about the possibility that they will personally benefit from participation and 
about the discomfort, pain, and suffering that sometimes accompany some 
research. This seemed particularly to be the case in Phase I and Phase I1 drug 
trials. It is important that in the informed consent process it is clearly 
communicated to the potential subject, particularly the potential patient-subject, 
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that the primary intent of "research" is to advance medical knowledge and not to 
advance the welfare of particular subjects. Inadequate and potentially misleading 
information about potential benefits and harms, and about the trade-offs between 
enrollment in research and standard or conventional treatment, was one of the 
major problems identified by the Advisory Committee in our Research Proposal 
Review Project. 

3. 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 being conducted or supported. 

A morally complicating factor in several of the human radiation 
experiments the Advisory Committee has studied is the tendency to disclose to 
subjects only the medical purpose of the research (if that) and not those purposes 
of the research that advance interests other than medical science or the 
sponsorship of agencies other than DHEWDHHS. For example, in the case of 
the total-body irradiation experiments, the data gathered from the research had a 
military purpose quite distinct from questions of cancer therapy. The purpose and 
funding source may be relevant to a person's decision to participate in human 
subject research and should be disclosed. 

4. Mechanisms for ensuring that the information provided to potential 
subjects clearly identifies the financial implications of deciding to consent to 
or  refuse participation in research. 

Many of the consent forms that the Committee reviewed as part of the 
Research Proposal Review Project were silent on the subject of financial costs, 
However, knowing whether being in research costs or saves them money may be 
necessary for potential subjects to make an informed decision about whether to 
participate. Potential subjects need to know whether the interventions that are part 
of the research are free or must be paid for and--if there are any financial costs-- 
what they are, the likelihood that third-party payers will pay for these research- 
related medical services, and the extent to which the research institution will 
assist patient-subjects in securing third-party payment or reimbursement. 

5. 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 inconvenience 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  least as good an opportunity of securing this 
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medical benefit as would be available to them without participating in 
research. 

In research involving human subjects, good ethics begins with good 
science. In our Research Proposal Review Project, the Advisory Committee was 
unable to evaluate the scientific merit of a significant number of proposals based 
on the documents provided by institutions. We suspect that this occurred in part 
because there is ambiguity about the role that IRBs should play with respect to 
evaluation of scientific merit and, thus, that documents submitted to IRBs may be 
inadequate in this area. The Advisory Committee also heard dissatisfaction with 
this ambiguity in our interviews and oral histories of researchers and from chairs 
of IRBs. If the science is poor, it is unethical to impose even minimal risk or 
inconvenience on human subjects. Although the fine points of the relative merit 
of research proposals are best left to study sections and other review mechanisms 
specially constituted to make such judgments, IRBs must be situated to assure 
themselves that the science they approve to go forward with human subjects 
satisfies some minimal threshold of scientific merit. In some cases, the IRB may 
be the only opportunity for this kind of scientific review. 

In our Subject Interview Study interviews with patient-subjects, we 
confirmed that patient-subjects often base their decisions to participate in research 
on the belief that physicians, and research institutions generally, would not ask 
them to enter research projects if becoming a research subject was not in their 
medical best interests. For these patients, even the most candid, clearly written 
consent form affords little protection, for both the consent form and the consent 
process are of little interest to them. For patient-subjects whose decisions to 
participate in research are based on trust, and not on an assessment of disclosed 
information, the IRB review is of special importance. It  is the only source of 
protection in the federal system for regulating human research positioned to 
ensure that their participation in research does not compromise their medical 
interests. Such a determination, however, often requires more specialized clinical 
expertise than any one IRB can possess. Federal policy must make it clear that 
IRBs have the responsibility to make this determination, but it must also allow 
mechanisms to be devised at the local level that permit this responsibility to be 
satisfied in an efficient and effective manner. 

Recommendation 11 

The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that a mechanism be established to provide for 
the continuing interpretation and application of 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. 
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Issues in research ethics are no more static than issues in science. 
Advances in biomedical research bring new twists to old questions in ethics and 
sometimes raise new questions altogether. No structure is currently in place for 
interpreting and elaborating the rules of research ethics, a process that is essential 
if research involving human subjects is to have an ethical framework responsive 
to changing times. Also, for this framework to be effective, any changes or 
refinements to it must be debated and adopted in public; otherwise, the framework 
will fail to have the respect and support of the scientific community and the 
American people, so necessary to its success. 

that the Advisory Committee confronted in our work are presented below: 

children, including, but not limited to, exposure to radiation. 

children. 

particular concern is more-than-minimal-risk research that offers adults of 
questionable competence no prospect of offsetting medical benefit. 

research that offers no prospect of medical benefit to participants when the 
research poses no more than minimal risk. An important question that has come 
to the Advisory Committee's attention, both in the literature and in our Research 
Proposal Review Project, is whether research proposing to expose healthy 
children to tracer doses of radiation constitutes minimal risk. The uncertainty 
surrounding this issue calls into question the adequacy of the federal regulations, 
as currently formulated, in providing guidance for this category of research. This 
is a policy question that ought to be discussed and resolved in a public forum at 
the nationaI level, not left to the deliberations of individual IRBs. 

who are institutionalized unless they are also wards of the state. Thus, 
researchers and IRBs have no more guidance from the federal government on the 
ethics of conducting such research than was available at the time of the Fernald 
and Wrentham experiments, decades ago. 

Project another issue of research policy deserving public debate and resolution in 
a public forum. This is the issue of whether and under what conditions adults of 
questionable capacity can be used as subjects in research that puts them at more 
than minimal risk of harm and from which they cannot realize direct medical 
benefit. It is important that the nation decide together whether or under what 
conditions it is ever permissible to use a person toward a valued social end in an 
activity that puts him or her at risk but from which the person cannot possibly 
benefit medically. 

Three examples of outstanding policy issues in need of public resolution 

1. Clarification of the meaning of minimal risk in research with healthy 

2. Regulations to cover the conduct of research with institutionalized 

3. Guidelines for research with adults of questionable competence. Of 

Current regulations permit the involvement of children as subjects in 

Current regulations do not provide any special protections for children 

The Advisory Committee also confronted in its Research Proposal Review 
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Recommendation 12 

The Advisory Committee recommends to the Human Radiation 
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 subject research. 

1. Review of policies and procedures: Policies and procedures 
governing research involving human subjects should be reviewed to ensure 
that they (1) clearly state that participation as research subjects by members 
of the armed services is voluntary and without repercussions for those who 
choose not to participate; and (2) clearly distinguish those activities that are 
research and therefore discretionary on the part of members of the armed 
services from other activities that are obligatory, such as training maneuvers 
and medical interventions intended to protect the troops. 

2. Appreciation of regulations: Education in applicable human 
subjects regulations should be a component of the training of all officers and 
investigators who may be involved in decisions regarding research on human 
subjects. Mechanisms are needed to ensure that officers expected to have 
command responsibilities and all officers engaged in research, development, 
testing, and evaluation have an adequate appreciation of the 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. 

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 unit officers and senior 
noncommissioned officers (NCOs) who are not essential as volunteers in the 
research be excluded from recruitment sessions 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. 

3. Maximizing voluntariness: The service secretaries should consider 

The Advisory Committee recommends consideration of steps 1 through 3 
above in light of our examination of history that makes plain how difficult it often 
is in a military context to distinguish an order from a request for voluntary 
participation and to distinguish research from training. (These tensions are 
similar in many respects to tensions in the clinical context between research and 
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treatment.) Although the military has a long tradition of commitment to the use 
of volunteers in research and has introduced significant advances in the military's 
system of protection for human subjects since the 1940s and 1950s, without 
constant attention to these inherent tensions, the potential for confusion and 
inappropriate practice continues. 

pervasive presence in the lives of its members, poses special problems for 
ensuring the voluntariness of participation in research activities. Thus, although 
the DOD has adopted and implemented the consent requirements of the Common 
Rule, additional procedural safeguards and educational activities for officers may 
be warranted to counteract the generalized deference to authority inherent in 
military culture. Also, because the opportunity to serve the nation as subjects in 
defense-oriented research projects is closely akin to the demands placed on 
members of the military in their routine duties, it is desirable to emphasize the 
distinction between research and course-of-duty risks both in consent procedures 
and in officer training programs. 

requirements in soliciting research volunteers and augmenting already demanding 
training curricula would have administrative costs and, to a limited extent, would 
shift organizational priorities. It is the Advisory Committee's understanding that 
the DOD is preparing to revise its directive implementing the Common Rule and 
that the Advisory Committee's recommendations with respect to steps 1 through 3 
above are a timely contribution to the department's deliberations. 

Military personnel are exposed to both short- and long-term risks in the 
course of training and regular duty activities as well as when they participate in 
biomedical or behaviorhl experiments. The demarcation of those activities that 
are research in contrast with those that constitute routine duty assignments and 
medical care in the military context is not always easy to discern from the 
standpoint of the potential subject-member of the military. Indeed, except in 
medical settings where research studies are regularly performed and military 
testing sites that conduct weapons, materiel, and performance trials routinely, 
officers as well as their troops may be uncertain as to whether the status of 
particular exercises is research or training. Greater clarity in communications to 
potential subjects about the genuinely voluntary nature of participation in 
research projects and procedural safeguards in recruiting volunteers could 
improve their understanding of what they are being asked (rather than required) to 
do. Likewise, educating officers throughout the military services who may be in a 
position to solicit volunteers for research studies as to the distinctive rights of 
research subjects and the particular duties to protect subjects of research from 
both harm and violations of rights would make the Common Rule protections of 
subjects more effective. 

The military setting, with its strict hierarchical authority structure and 

The Advisory Committee recognizes that additional procedural 
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4. Maintenance of a registry: The sec'retaries of the Navy and the Air 
Force should be directed to adopt the policy of the Army, as detailed in Army 
Regulation 70-25, to maintain a registry of all volunteers in human studies 
and experiments conducted under research and development programs. 
Such registries make it easier to confirm participation in research by 
subjects and facilitates their long-term follow-up. 

In analyzing the record of atomic bomb testing, the Advisory Committee 
has found that military personnel were exposed to radiation and nonradiation risks 
as participants in experiments that were conducted in conjunction with the tests, 
and as participants in other activities connected to the testing. While these 
activities were not intended to measure biological effects of ionizing radiation, the 
exposure to radiation risk was incurred without adequate provision for the 
maintenance of records to document exposures or in order to allow for monitoring 
and follow-up of those who were exposed. Army regulations now provide for a 
registry of participants in experiments conducted under the authority of the 
Army's research and development program. This tool for long-term monitoring 
and follow-up in the case of exposures to risks unknown at the time of 
participation should be employed by the other services as well. 

Recommendation 13 

The Advisory Committee recommends that the Human Radiation 
Interagency Working Group take steps to improve three elements of the 
current federal system for the protection of the rights and interests of human 
subjects-oversight, sanctions, and scope. 

1. Oversight mechanisms to examine outcomes and performance. In 
most federal agencies, current mechanisms of oversight of research involving 
human subjects are limited to audits for cause and a review of paperwork 
requirements. These strategies do not provide a sufficient basis for ensuring that 
the current system is working properly. The adequate protection of human 
subjects requires that the system be subjected to regular, periodic evaluations that 
are based on an examination of outcomes and performance and that include the 
perspective and experiences of subjects of research as well as the research 
community. The Committee recommends that the Human Radiation Interagency 
Working Group consider new methods of oversight that focus on outcomes and 
performance of the system of protection of human subjects. The Committee's 
Subject Interview Study and Research Proposal Review Project, for example, 
yielded important and heretofore unavailable information about the current status 
of human subjects protections that could never be obtained from either an 
oversight policy that audits only ''for cause'' or a review that determines only 
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whether paperwork requirements have been satisfied. 
We realize that resources available for oversight are limited and that there 

may be real constraints on what, practically, can be achieved. At the very least, 
we urge that in the setting of priorities for limited oversight dollars, a premium be 
placed on methods that permit an examination of what the system is actually 
producing with respect to the outcome of human subjects protections, in contrast 
to methods that focus on process. 

2. Appropriateness of sanctions for violations of human subjects 
protections. The Committee recommends that the Human Radiation Interagency 
Working Group review and evaluate the options available to the government 
when it is determined that there has been a violation of the Common Rule in the 
conduct of federally sponsored research involving human subjects. The object of 
this review is to determine whether the current structure of sanctions that can be 
imposed on investigators and grantee institutions is appropriate to the seriousness 
with which the nation takes violations of the rights and interests of human 
subjects. This structure includes mechanisms for detecting violations (including 
issues of oversight discussed above), severity of sanctions, and dissemination of 
policies on sanctions to investigators and institutions. We are particularly 
concerned that, even in the absence of research-related injury, there be clear and 
severe penalties for investigators who use human subjects without their consent. 
Although at least one state authorizes civil and criminal penalties for failure to 
obtain a subject's consent,x in most jurisdictions civil litigation is unlikely to 
result in penalties to investigators for failing to obtain consent from subjects if the 
subjects have not been physically injured. The Committee is aware that the 
Common Rule provides for sanctions of violations of its provisions, including the 
withdrawal of multiple project assurances and, with that action, research funding. 
It is not clear, however, that this system of sanctions functions well; nor is it clear 
that it adequately addresses the public's concerns that those who abuse the trust of 
research subjects be dealt with accordingly. 

3. Extension of human subjects protections to nonfederally funded 
research. While some nonfederally funded research is performed voluntarily in 
accordance with the Common Rule, there is a need to assess the level of research 
performed outside its requirements and to consider action to ensure that all 
subjects are afforded the protections it offers. The Committee was charged with 
reviewing only federally funded research, and we limited our inquiries 
accordingly. However, we are aware that important areas of research are 
conducted largely independently of federal funding-for example, some research 
on reproductive technologies. We recommend that the Human Radiation 
Interagency Working Group take steps to ensure that all human subjects are 
adequately protected. 
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Recommendation 14 

The Advisory Committee recommends that the Human Radiation 
Interagency Working Group 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. 

A system of compensation for research injuries has been contemplated 
since at least the late 1940s, when the Army debated, but ultimately rejected, 
suggestions to establish a “uniform” program for compensating prisoner 
volunteers who were injured during experiments involving malaria and hepatitis. 
Beginning in the 1970s, a number of government-sponsored ethics panels 
endorsed the provision of compensation for research injuries, culminating with 
the President’s Commission for the Study of Ethical Problems in Medicine and 
Biomedical and Behavioral Research (President’s Commission) in 1982. Since 
then, experts and commentators have continued to support this position.’ 

subjects, the Advisory Committee was unable to reference a federal policy or 
guide for a fair system of compensation of research subjects, as no policy exists 
even today. So that years from now others do not have to revisit and struggle 
with this issue, the federal government must take steps now to address the issue of 
compensation for injured research subjects. These steps should include 
consideration of the approach recommended by the President’s Commission in its 
report, Compensating for Research Injuries: The Ethical and Legal Implications 
of Programs to Redress Injured Subjects. l o  

compensation as follows: 

In our deliberations concerning retrospective remedies for injured research 

The President’s Commission summarized the basic argument for 

Medical and scientific experimentation, even if 
carefully and cautiously conducted, carries certain 
inherent dangers. Experimentation has its victims, 
people who would not have suffered injury and 
disability were it not for society’s desire for the 
fruits of research. Society does not have the 
privilege of asking whether this price should be 
paid; it is being paid. In the absence of a program 
of compensation of subjects, those who are injured 
bear both the physical burdens and the associated 
financial costs. The question of justice is why it 
should be these persons, rather than others, who are 
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to be expected to absorb the financial, as well as the 
unavoidable human costs of the societal research 
enterprise which benefits everyone.” 

The Advisory Committee urges not only consideration of a compensation 
policy for physical injuries attributable to research but also that consideration be 
given to appropriate remedies for subjects who have suffered dignitary harms, 
even in the absence of physical injury. Subjects so wronged have little recourse in 
the current system; litigation in the absence of physical injury is unlikely to 
provide relief to people who have been used as subjects without their adequate 
consent. I f  it is determined that financial compensation is not generally an 
appropriate remedy in the absence of physical injury, consideration should be 
given to other remedies that would be fitting. 

Recommendations for Balancing National Security Interests and 
the Rights of the Public 

Recommendation 15 

15a: The Advisory Committee recommends to the Human Radiation 
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. In all cases, potential 
subjects should be informed of the identity of the sponsoring federal agency 
and that the project involves classified information. 

15b: The Advisory Committee recommends to the Human Radiation 
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, all with the necessary 
security clearances. This panel should be charged with determining (1) that 
the proposed experiment has scientific merit; (2) that risks to subjects are 
acceptable and that the balance of risk and potential benefit is appropriate; 
(3) that the disclosure to prospective subjects is sufficiently informational 
and that the consent solicited from subjects is sufficiently voluntary; and (4) 
whether potential subjects must have security clearances in order to be 
sufficiently informed to make a valid consent decision, and if so, how this can 
be achieved without compromising the privacy and voluntariness of potential 
subjects. Complete documentation of the panel’s deliberations and of the 
informed consent documents and process should be maintained permanently. 
These records should be made public as soon as the national security concern 
justifying secrecy no longer applies. 
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Although the Advisory Committee believes that the interests of both 
science and potential subjects are best served when research involving human 
Subjects is conducted in the open, a public policy prohibiting the conduct of 
human subject research in secret is unwise. Important national security goals may 
suffer if human subjects research projects making unique and irreplaceable 
contributions were foreclosed. More citizens may suffer harms for lack of such 
information than would be harmed if adequately safeguarded human subjects 
research was conducted in secret. 

It also is possible that a prohibition on classified human subjects research 
would be circumvented through redefinition of activities or disregarded outright. 
If this were to occur, the participants in such activities could end up less well 
protected than if they were bona fide research subjects. 

The Advisory Committee believes, however, that the classification of 
human subject research ought properly to be a rare event and that the subjects of 
such research, as well as the interests of the public in openness in science and in 
government, deserve special protections. The Advisory Committee does not 
believe that continuing with the current federal policy governing the protection of 
human subjects, which does not provide any special safeguards or procedures for 
classified research, is adequate. 

' In the current political context, classified human subjects research occurs 
relatively rarely. Existing policy may prove an inadequate safeguard of 
individua) rights and welfare, however, if in the future national security crises 
occur that generate a perceived need for classified research. The history of 
human experimentation conducted in the interests of strengthening and protecting 
national security that the Advisory Committee has examined demonstrates how 
the rights and interests of citizens can be violated in secret research. The 
convergence of elements of secrecy, urgent national purposes, and the essential 
vulnerability of research subjects, owing to differentials in information and power 
between those conducting research and those serving as subjects, could again lead 
to abuses of individual rights and, upon subsequent revelation, the erosion of 
public distrust in government. 

The Advisory Committee is particularly concerned about two aspects of 
current policy--exceptions to informed consent requirements and the absence of 
any special review and approval process for human research that is to be 
classified. The current requirement for the informed consent of research 
participants is not absolute, leaving open the possibility that subjects may serve as 
mere tools of the state in the interests of national security if consent is waived. A 
strengthened requirement for the informed consent of research subjects in 
classified research should safeguard against the merely instrumental use of 
individual people to serve national purposes. 

Institutional review boards of government agencies are not sufficiently 
independent of the interests of the organizations of which they are a part to set 
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aside considerations of organizational mission when considering research 
construed as having the greatest national priority. Thus, determination by an 
agency IRB that a waiver of informed consent is warranted, or that sufficient 
information about a study remains in a censored protocol description for a 
potential subject's review, inadequately protects subjects' interests and rights and 
does not adequately safeguard the public's trust. By contrast, an independent 
panel should be less subject to unintended bias than that of an IRB of a federal 
agency whose mission is to protect and promote national security, 

of an independent review panel and an absolute informed consent requirement 
create opportunities for information leaks or security breaches and delays in the 
progress of urgent research, these disadvantages are surmountable and are more 
than balanced by the increased vigilance afforded the rights and interests of 
citizens and the safeguarding of the public's trust in government. 

Although the Advisory Committee acknowledges that both the formation 

Recommendation 16 

The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that improvements be made in the protections 
of the public's rights and interests with respect to intentional releases. 

16a. The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that an independent review panel review 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. 

In conducting its review, the independent panel should ensure that (1) 
secrecy is limited to that required for reasons of national security; (2) records will 
be kept on the nature and purpose of the release, the rationale for not informing 
the public (including workers and service personnel, as well as affected citizens), 
and alternative means of gathering data that were considered; (3) actions to 
mitigate risk were considered and will be taken; and (4) actions will be taken to 
measure the actual effect of the release on the environment and human health and 
safety, to the extent that measurements are deemed needed and feasible. The 
panel should also review the conditions on which any information kept secret 
should be made public, with a view toward ensuring the release of information as 
soon as practicable, consistent with any legitimate national security restrictions. 
The panel should report to Congress periodically on the number and nature of 
releases it has reviewed. 
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The Advisory Committee does not conclude that intentional releases can 
never be conducted in secret. It does conclude that, to the extent that the 
government proposes to conduct an intentional release that involves elements of 
secrecy, there must be independent review to ensure that the action is needed, that 
risk is minimized, and that records will be kept to make sure a proper accounting 
is made to the public at the earliest date consistent with legitimate national 
security concerns. 

' The Advisory Committee found that the government has sponsored 
numerous intentional environmental releases of radiation for research purposes. 
In many cases these releases were conducted in secret, without warning to the 
surrounding populations. While the risks posed by these releases appear to have 
been relatively small, in many cases little data remain on the precise measure of 
these risks or on actions taken to minimize risk and to ensure that unknowing 
citizens did not inadvertently expose themselves to greater risks than necessary. 
In addition, the Committee found that the risks and concerns posed by intentional 
releases for research purposes--in terms of both the magnitude of radiation 
exposure and the consequences of secret keeping--sometimes did not differ 
qualitatively from those posed by "routine" operational releases of radiation. Most 
notably, the radiation risk posed by the Green Run, a relatively large intentional 
release, was a fraction of that posed by radiation released in the normal course of 
operation of Hanford in the mid- 1940s. 

This recommendation is intended to apply to all secret releases of 
substances into the environment, not merely to substances determined to be 
hazardous. The Committee believes that the operative concern is secrecy; even if 
the substance released is entirely harmless, the backdrop of secrecy is sufficient to 
create a climate of distrust. The Committee did not have the expertise, however, 
to determine whether so broad a sweep was feasible. At minimum, the 
Committee recommends that any secret release of a substance that would 
necessitate an environmental impact statement be required to have a review by an 
independent panel. 

impact statements, which are subject to review, in instances in which the federal 
government proposes actions with a substantial effect on the environment. 
However, the rules also provide that part--or even all--of such reviews may be 
conducted in secret. In fact, reviews that are secret in whole or pan do take place. 

The Environmental Protection Agency has the authority and responsibility 
to oversee all environmental impact reviews, including those conducted in secret. 
However, the Advisory Committee's inquiries indicate that EPA's role in the 
review of secret impact statements has been limited. Moreover, the decades of 
secret keeping regarding intentional releases have created a basis for distrust, 
particularly among those living in potentially affected communities. Even today, 
there is little practical means by which the public can know the full extent 

Today, federal environmental laws and rules provide for environmental 
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(whether or not great) of environmental decision making and action that is being 
kept secret, The location of responsibility for review of these activities in a single 
panel that is itself accountable and that is independent of agencies that conduct 
releases should be a means to restoring lost trust. 

1- 

16b. The Advisory Committee recommends to the Human Radiation 
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. 

The requirements of environmental law apply to activities of the federal 
government, regardless of whether those activities are classified. However, 
classification complicates the process of regulatory oversight by the EPA or any 
other regulatory agency and limits the ability to report to the public and for the 
public to express its own concerns. Furthermore, secrecy has been used to shield 
activities that raise public health concerns. 

For these reasons, the responsibility for environmental oversight is 
magnified for secret programs. There is no fundamental barrier to effective 
oversight--at least some regulators can be given the necessary clearances. 
However, ensuring timely and effective oversight requires cooperation between 
the regulated agency and the regulatory agency to establish the necessary 
oversight procedures. These mechanisms are not filly in place. For example, the 
EPA office with the statutory responsibility to review environmental impact 
statements maintains no records of classified environmental impact statements 
and has not historically had individuals cleared to review the most highly 
classified defense programs. The EPA office responsible for overseeing federal 
compliance with environmental regulations has just begun to establish 
mechanisms for overseeing secret programs. 

Recommendations on Openness 

Recommendation 17 

The Advisory Committee recommends that the Human Radiation 
Interagency Working Group take steps to ensure the continued application 
of the lessons learned from the Human Radiation Interagency Working 
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Group's efforts to organize and make accessible to the public, and the 
government itself, the nation's historical records. 

The Committee's experience confirms that with presidential directive and 
the strong and continued support of a multiagency records search team, 
substantial amounts of the nation's documentary heritage can be located and 
retrieved. Through the research process, important lessons were learned about 
ways in which to improve the accessibility and usefulness of this documentary 
record to both the public and the government. 

be diminishing. However, the nation's records are a precious asset that the 
government created, and holds in trust, for its citizens. This asset, and the 
commitment made to the public through the enactment of the Freedom of 
Information Act, is of limited value if the government itself cannot access its 
records as citizens righthlly expect it should. The Committee's experience 
confirms that there is an intense public interest in using the3e records, a public 
willingness to volunteer time and intelligence needed to help organize and 
research them, and great opportunity to make them available in ways that will 
permit citizens to do so. 

Working Group effect the following five steps to increase both government and 
citizen access to information about the past. The implementation of these steps 
might best be accomplished by the designation of an individual or entity with 
responsibility and appropriate authority for their effectuation. '* 

We are aware that government resources are stretched thin and may well 

The Committee recommends that the Human Radiation Interagency 

1. 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. 

Federal law basically requires that permanent records be transferred to the 
National Archives when ( I )  they are more than thirty years old; or (2) earlier if 
the originating agency no longer needs to use the records for the purpose for 
which they were created or in its regular current business, or if agency needs will 
be satisfied by use of the records at the National Archives. 

permanently valuable but are not at the National Archives. For example, the 
Committee found that a great number of AEC headquarters records of substantial 
interest to the Committee and the public are still held by DOE either at its 
headquarters or at the Washington National Records Center (these include the 
only collection of general manager files, the post- 1958 Executive Secretariat files, 
virtually all the Division of Military Application files, and most of the files of the 
Division of Biology and Medicine). In the case of the Department of Defense, the 

Nonetheless, many portions of older collections have been appraised as 
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records of the Ofice of the Secretary of Defense largely remain at the 
Washington National Records Center or with the Office of the Secretary of 
Defense.'' 

The public's ability to access records held by agencies is limited because 
(1) most agencies do not know in detail what records they still hold, and even if 
folder listings exist, they are not publicly available for the most part; (2) there has 
generally been little declassification review of these records; (3) there is no 
requirement that agencies permit access to even completely unclassified or 
declassified collections; and (4) most agencies have very limited facilities to 
accommodate researchers. The public's ability to gain access to documents in 
federal records centers is also limited because (1) the task of examining the basic 
inventory forms (SF-135~)'~ to determine what is in a record group is time- 
consuming, and in many cases, the SF-135s do not adequately describe the 
records; (2) there has generally been very little declassification review of these 
records; and (3) permission must be obtained fiom the appropriate agencies to 
review even completely unclassified or declassified collections; this permission 
process can be time-consuming and agencies can impose restrictions, such as 
permitting review but not copying. 

Locating records at the National Archives has the following advantages: 
(1) there is gene-rally at least some type of finding aid and, in some cases, folder 
listings prepared by the National Archives or the agencies when the records were 
sent; (2) archivists are available to assist researchers; (3) there is complete access 
to unclassified and declassified collections (unless Privacy Act or similar 
restrictions apply); and (4) many classified records at the National Archives 
(among the exceptions are Restricted Data records and records dealing with 
intelligence) are properly the subject of an informal and usually very quick in- 
house declassification review process called Special Declassification Review. 
Under Special Declassification Review, records are often reviewed within 
months, versus the years it takes under the Freedom of Information Act or 
Mandatory Declassification Review. 

2. 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 also be made 
available. 

Finding aids or indices to federal government records holdings are an 
invaluable tool, without which it would be practically impossible to locate 
documents of interest from among the hundreds of thousands of boxes of records 
maintained by the government. 

indices that have been inaccessible to the public, either because they simply have 
Many collections of records still held by agencies have finding aids or 
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never been made available or because they are classified. Finding aids should be 
made available to the public in a headquarters office, regional offices (including 
all field site reading rooms), and ultimately, on the Internet. (This 
recommendation does not call for the creation of indices where they do not 
currently exist.) 

for many of the AEC headquarters record collections that are still at DOE or at 
the Washington National Records Center.- These include, among others, the only 
known collection of general manager's files from 1947 through 1974, all of the 
Division of Military Applications files from 1947 through 1974, all of the 
Executive Secretariat files from 1959 through 1974, and most of the Division of 
Biology and Medicine files from 1947 through 1974. Without the folder listings 
it would have been difficult for the Advisory Committee to locate particular 
collections of interest and, even if located, to determine the documents to be 
reviewed. The folder listings, however, have not been generally available to the 
public. 

Similarly, the DOE'S Oak Ridge Operations Office vault contains more 
than 7,000 cubic feet of classified records, The Committee found that the 
Records Holding Task Group (RHTG) collection in this vault (about 300 cubic 
feet) contained many documents of interest to the Committee, which were 
typically readily declassifiable. This collection has an index; however, the index 
is classified. 

In the case of the National Archives, finding aids are generally available. 
However, there are fifteen National Archives facilities around the country. 
Currently, the only means of determining exactly what records are at a particular 
branch is to contact that branch directly, This is a time-consuming process, and 
there are understandable; limits on the number of pages of finding aids archivists 
can copy and send to any person (a single finding aid can total hundreds of 
pages). It would be much simpler and easier for the public to be able to review 
the finding aids from all fifteen branches at any one of them. 

For example, folder listings (which provide the titles of records files) exist 

3. The Human Radiation Interagency Working Group should ensure 
the development of policies to improve public access to records held by 
agencies or deposited in federal records centers. 

In the case of a vast amount of records, particularly those not yet 
transferred to the National Archives, the available descriptions are often too broad 
or incomplete to provide meaningful clues to the contents of boxes. Thus, a 
Freedom of Information Act request that seeks all information on a given topic 
may well receive a response that ignores information located in boxes or files that 
are not clearly labeled or indexed. Under these circumstances, searches may be 
more fruitfully conducted by citizens with an interest in, and understanding of, the 
subject of the search. However, because so many of the nation's records 
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collections are off-limits to the public, even citizens who are willing to help are 
often precluded fiom lending a hand. 

Many collections of interest to citizens contain no classified documents 
and can be made directly accessible to them. However, the Committee reviewed 
collections, particularly those containing decades-old records, where the entire 
collection was classified because it housed a small number of classified 
documents. For example, Record Group 326 at the College Park National 
Archives has approximately 1 60 feet of Metallurgical Laboratory/Argonne 
National Laboratory documentation that should be of significant historical 
interest. The collection itself is classified and currently inaccessible to citizens. 
The Committee's examination of large portions of the collection found very few 
classified documents, and when found, these documents were immediately 
declassified. 

("Classified National Security Information"), provides broadly for the automatic 
declassification (with specific exceptions) of all records that are more than 
twenty-five years old. In implementing the order, agencies should target 
collections that can be relatively quickly reviewed and made available to the 
public in their entirety. 

Executive Order 12958, issued by President Clinton on April 17, 1995 

4. Agencies should maintain complete records, available to the public, 
of document destruction. 

Government records management rules provide for the destruction at 
varying dates in the future of all records that are appraised as temporary (that is, 
nonpermanent). They also provide that records be kept where certain collections, 
including classified records, are destroyed. But the Committee found that records 
of destruction are themselves routinely destroyed. 

the files of the AEC's Intelligence Division had been substantially destroyed 
during the 1970s and as late as 1989. (These files may have contained.data on 
intentional releases, experimentation performed by the AEC for other agencies, 
and on the rules and practices of secret keeping regarding human data gathering). 
The DOE'S inquiry found individuals who stated that they destroyed substantial 
records and that records of destruction were made. However, in accordance with 
DOE rules, the "certificates of destruction" were themselves later destroyed." As 
another example, documents provided by the Department of Veterans Affairs and 
the Department of Defense indicate that, in 1947, the government contemplated 
the keeping of secret records in anticipation of potential liability claims from 
service personnel exposed to radiation and that some such records were kept. 
However, despite substantial search efforts by the DOD and the VA, the specific 
identity of the records referred to has not yet been determined.'6 

For example, upon Committee inquiry, DOE investigation revealed that 

836 



Chauter I8 

I. 

I 

The Committee presumes that the vast majority of these records were 
destroyed in the routine course of business. Nonetheless, where records recording 
the destruction of important collections of records are themselves destroyed, the 
public cannot know whether important records have been destroyed (or merely 
are lost) and cannot be easily assured that destruction was in the routine course of 
business. 

5. The Human Radiation Interagency Working Group should review 
and develop policies concerning public access to records generated or held by 
private contractors and institutions receiving federal funding. 

Since World War 11, the government has relied on contractors and grantees 
to perform an increasing number of governmental activities, including 
government-sponsored biomedical research. When the Advisory Committee 
undertook to locate information on particular government-sponsored radiation 
experiments, it was often told by federal agencies that, if such information was 
created, it would have been maintained only by nonfederal entities or 
investigators and not the government itself. 

researchers working in the facilities of the National Institutes of Health's Clinical 
Center), citizens have a right to seek access to information relating to that activity 
under the Freedom of Information Act. A similar right of access often does not 
apply, however, where a similar or even identical activity is conducted, also on 
federal funds, at nonfederal facilities. " 

From the citizen's vantage point, the right to know about a govemment- 
hnded activity should not depend on whether that activity is conducted directly 
by the government or by a government-funded private institution. At the same 
time, nonfederal institutions are not governmental agencies, and there may be 
good reasons they should not be burdened with identical obligations to retain 
records and to provide information to the public. 

the conduct of the government and the relevant differences between nonfederal 
and federal institutions with respect to duties to create and maintain publicly 
accessible records.'* To ensure consistent and informed governmentwide 
treatment of the question, the Human Radiation Interagency Working Group may 
wish to call on the Office of Management and Budget (OMB) and the Ofice of 
Federal Procurement Policy (OFPP) to review the current right of members of the 
public to gain access to the records of government grantees and contractors. 

Where an activity is conducted by government employees (for example, 

Rules are needed that accommodate both the citizen's right to know about 

Recommendation 18 

18a: The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that the CIA'S record-keeping system be 
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revieweb to ensure that records maintained by that agency are accessible 
upon legitimate request from the public or governmental sources. This 
review could be performed by the CIA inspector general or an oversight 
panel. 

18b: The Advisory Committee recommends that all records of the 
CIA 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, including Bluebird, Artichoke, MKSEARCH, MKDELTA, 
Naomi, Chance, Often, and Chickwit, 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. 

These recommendations are intended to ensure that the public and the 
government have practical access to historical records of the CIA (where access is 
otherwise appropriate) and to address long-standing public interest and concerns 
regarding secret human experiments conducted or sponsored by the CIA. 

Interagency Working Group agencies, save the CIA, is visible to the public. This 
is the case even in agencies, such as the Defense Nuclear Agency, where 
historical research records are largely classified. 

While documents showing CIA participation in midcentury DOD- 
sponsored discussions of human experimentation were obtained from DOD, DOE, 
and the public National Archives, the CIA was not able to locate such documents 
in its own files and states that the CIA's role in these discussions was sufficiently 
minor that such records would not have been kept. The Advisory Committee also 
notes the recent report to the attorney general of the BNL Task Force, which was 
investigating a bank-related scandal: "While we benefited from extensive 
cooperation and assistance from the CIA'S Office of General Counsel, the CIA's 
ability to retrieve information is limited. Records are 'compartmentalized' to 
prevent unauthorized disclosure; only some of those records are retrievable 
through computer databases; no database encompasses all records; and not all 
information is recorded. In the course of our work, we learned of 'sensitive' 
components of information not normally retrievable and of specialized offices 
that previously were unknown to the CIA personnel assisting  US."'^ 

In addition, while the Advisory Committee has found no evidence to show 
that the CIA conducted or sponsored human radiation experiments, numerous 
documents, some of which remain partially classified, make reference to possible 
CIA interest in this area. Although Advisory Committee staff has reviewed all of 
the available classified information concerning human radiation experiments and 
requested that it be declassified, the public does not as yet have the benefit of 
such access. 

to be a strong public interest in the CIA'S "mind control" programs. The Advisory 

The framework of the records collections of all the Human Radiation 

Twenty years after they were first revealed to the public, there continues 
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Committee received numerous queries about MKULTRA and the other related 
programs from scholars, journalists, and citizens who have been unable to review 
the complete record. Although these CIA projects were the subject of significant 
governmental inquiry in the mid to late 1970s-by the Senate and House 
committees and by the presidentially appointed Rockefeller Commission--and a 
substantial portion of the records have been declassified and released to the 
public, a number of documents remain classified, and many of the documents that 
have been released contain numerous redactions. This has made it extremely 
difficult to understand the full context of the activities or to clarify discrepancies 
or uncertainties in the record. 

A number of the declassified documents make reference to radiation 
experiments. However, because of the redactions, it is impossible for the public 
to determine from these documents whether there is additional, secret information 
about radiation activities. (Advisory Committee staff have reviewed the full text 
of these documents.) For example, the 1963 CIA inspector general report on the 
inspection of MKULTRA, which was declassified in redacted form in 1975, 
stated that "radiation" was one of the avenues explored under MKULTR4. But 
because so much of that document was redacted, the public reader might 
reasonably suspect that there is more information about radiation in the report. At 
the request of the Advisory Committee, the CIA re-released this document, and a 
handful of others, with minimal redactions. 

However, few other such documents have been re-reviewed for 
deciassification in almost twenty years. Since most of the classified CIA 
documents concerning MKULTRA and related programs that Advisory 
Committee staff reviewed were declassified upon request, the Advisory 
Committee believes that if the rest of these records were reviewed for historical 
declassification, most, if not all, of the records could be declassified without 
harming the national security. 

the public, it will be impossible to put to rest distrust with the conduct of 
government. The rapid, public release of the remaining documents about 
MKULTRA and other secret programs would be a fitting close to an unhappy 
chapter in the nation's history. 

, So long as documents about secret human experiments are withheld from 
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ADDENDUM TO RECOMMENDATION 4: MEDICAL 
NOTIFICATION AND FOLLOW-UP 

The Advisory Committee's charter requires that we consider the issue of 
notice to experimental subjects of potential health risk and the need for medical 
follow-up: 

If required to protect the health of individuals who 
were subjects of a human radiation experiment, or 
their descendants, the Advisory Committee may 
recommend to the Human Radiation Interagency 
Working Group that an agency noti@ particular 
subjects of an experiment, or their descendants, of 
any potential health risk or the need for medical 
follow-up [Sec. 4.c.I. 

The basic intent of this provision is not directed at subjects who have 
already died, or at subjects who have already become ill and been treated. It is 
primarily aimed at asymptomatic subjects who remain at significant risk for the 
development of radiation-induced cancers. Because at least two and as many as 
five decades have passed since the experiments took place, most of those who 
may eventually develop cancer as a result of the experiment will already have 
developed symptoms and sought treatment. However, some subjects may still be 
at risk and thus arguably might benefit fiom medical follow-up. 

The initial consideration in deciding whether to implement a program of 
active notification and medical follow-up is the identification of populations of 
subjects who have been put at significant risk for the development of radiogenic 
cancers. The magnitude and focus of these risk estimates are driven by the 
specific organs placed at highest risk from the particular radiation exposure (for 
example, thyroid being the organ at greatest risk in the iodine 13 1 experiments, 
testes in the Oregon and Washington prisoner experiments, and the brain for the 
nasopharyngeal radium experiments). Risk estimates are calculated for each 
target organ according to a number of assumptions that may include adjustments 
for variables such as age at exposure, sex, or type of radiation (isotope vs. 
external beam) and are generally expressed in terms of excess cancer 
incidence/mortality for a given population over a specified period at a specified 
dose. 

The Advisory Committee adopted an excess site-specific cancer mortality 
(death) greater than 1 case in 1,000 (lifetime) as a criterion for determining that a 
subject had been placed at increased risk. However, because of the substantial 
passage of time since the initial exposure, the criteria for consideration of active 
notification were set at 1/1,000 fiture or remaining lifetime risk and an excess 
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relative risk of greater than 10 percent (organ specific). This level of risk was 
arbitrarily chosen by the Advisory Committee. When compared with the normal 
risk of developing cancer (220 out of 1,000), this level of risk is small. The 
Advisory Committee chose this small remaining lifetime risk as a reasonable 
initial criterion to decide if a more in-depth analysis of the effectiveness of 
screening and intervention was needed. 

lifetime risk for radiogenic cancer mortality, a second criterion must be satisfied 
before a government-funded medical follow-up program is recommended, namely 
whether the exposed individuals would likely benefit from a program of early 
detection or early treatment of the malignancy. Effective screening procedures 
for the detection of an early-stage cancer exist only for a limited number of cancer 
sites. Moreover, the lack of specificity of all diagnostic screening tests results in 
a significant number of “false positives” (a positive test result in an individual 
who in truth is not affected), resulting in unnecessary and potentially hazardous 
medical procedures that may cause health problems in and of themselves. On the 
other hand, most diagnostic tests are also imperfectly sensitive, meaning that 
some individuals who actually have the disease will be falsely reassured that they 
are cancer free and may thereby delay seeking attention when it becomes 
symptomatic. To this end the Advisory Committee has adopted the following 
criteria for assessing the value of screening, preventive, or therapeutic measures 
for exposed subjects of biomedical experiments:” 

Once a population has been determined to have an increased remaining 

1. The condition must have a significant effect on 
the quality or length of life. 

2. The condition must have an asymptomatic 
period during which it can be detected by available 
screening methods. 

3. These screening methods must have high 
sensitivity and specificity. 

4. Treatment in the asymptomatic phase must yield 
a therapeutic result supetior to that obtained by 
delaying treatment until symptoms appear. 

5 .  The medical benefits of screening and early 
treatment must outweigh any detrimental medical 
effects or risks. 

These criteria were applied to each exposed population at significant risk 
for development of a malignancy and evaluated according to the organ(s) at risk 
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Part IV 

from radiation exposure. In each case, the conditions enumerated above must be 
satisfied before specific medical follow-up would be recommended. 

chapters 7 and 9. To summarize, the Advisory Committee found no experiments 
involving iodine 131 administration to children that met our 1/1,000 criterion for 
remaining lifetime risk of dying of cancer; even in the most highly exposed 
individuals, risks were estimated to be 1/2,000 (remaining lifetime risk). In 
addition, the U.S. Preventive Services (USPS) Task Force concluded that "routine 
screening for thyroid disorders is otherwise not warranted in asymptomatic adults 
or children." Although it has been suggested that people placed at risk for 
development of thyroid carcinoma following high-dose external irradiation to the 
upper body may benefit fiom regular physical examination of the thyroid, there 
are no data to support a similar risk or benefit for those who have been exposed to 
diagnostic or therapeutic doses of iodine 13 1 .2' 

The Advisory Committee recognizes that in addition to the very small risk 
of a fatal thyroid cancer, individuals exposed as children to iodine 13 1 also have a 
larger risk of a nonfatal thyroid cancer or benign tumor, a lifetime risk that in 
many of the experiments we considered exceeded 1/1,000 and in a few 
individuals exceeded 1/100. We recognize that such conditions may require 
medical treatment and may be associated with considerable anxiety and 
discomfort. After considerable discussion, however, the Committee concluded 
that notification was not warranted for the purpose of detecting such conditions 
early, on several grounds. First, the prognosis for such conditions under standard 
clinical care is excellent, and there is no evidence that early detection improves 
the outcome. Second, even among the subgroup of about 200 children exposed to 
this level of risk, the number of excess cancers expected is less than one, whereas 
the normal prevalence in an unexposed population is about 20 to 30 percent. 
Third, many thyroid cancers that are detectable by screening may have no clinical 
significance. Finally, the most effective means of screening for thyroid cancer 
remains palpation, which has low sensitivity and low specificity. 

For the prisoners subjected to testicular irradiation, the Advisory 
Committee estimates that even the most heavily exposed individual (600 rad to 
the testicles) would have a risk of only 0.4/1 ,00022 of developing a fatal cancer, 
which does not attain our stated criterion. Furthermore, the USPS Task Force has 
concluded that "there is insufficient evidence of clinical benefit or harm to 
recommend for or against routine screening of asymptomatic men [other than 
those with a history of cryptorchidism, orchiopexy, or testicular atrophy] for 
testicular cancer."23 These considerations lead the Advisory Committee to 
recommend against any program of active notification of these subjects. 
However, subjects who voluntarily request medical check-up or counseling 
should have such provided in a standard clinical setting. 

Advisory Committee has estimated that the lifetime risk of tumors to the central 

Details of the Advisory Committee's risk calculations can be found in 

For the children who received nasopharyngeal radium treatments, the 
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nervous system (brain), head, and neck regions is approximately 4.35/1,000 and 
the excess relative risk is about 62 percent, both with considerable uncertain tie^.^^ 
Although these experiments were conducted in the 1940s and much of the risk has 
probably already been expressed, it is still possible that the future risk is greater 
than or equal to our arbitrary 1/1,000 risk criterion. However, at greatest risk are 
the brain, and head and neck tissues, for which there is neither an accepted nor 
recommended screening pr~cedure.~' Thus, while the subjects in these 
experiments meet the Advisory Committee's arbitrary 1/1,000 criterion for 
consideration for notification and medical follow-up (criterion 1 in 
Recommendation 4, above), the utility of such a program has not been 
demonstrated, so criterion 2 of Recommendation 4 is not satisfied. Adult military 
personnel who participated in trials of this procedure received significantly lower 
radiation exposures, did not attain our arbitrary 1/1,000 criterion for risk, and 
would similarly fail to meet the criteria in guideline 2. Therefore, the Advisory 
Committee does not recommend notification and medical follow-up of children or 
adults in this group of experiments. 

The Advisory Committee's charter also requires that we consider the need 
for notification of descendants of experimental subjects for purposes of health 
protection. The rationale for considering notification in this instance derived 
from the assumption that the offspring of former subjects might be at risk for 
disease or disability as a consequence of inherited mutations resulting from their 
parent's previous radiation exposure. The weight of evidence suggests that the 
risk of heritable genetic effects fiom the radiation exposures in the experiments 
we reviewed is very small, although it is possible that some offspring of exposed 
individuals might carry mutations that were caused by radiation.2a Moreover, in 
most medical experiments involving external sources of radiation, efforts are 
made to shield the gonads (ovariedtestes) as much as possible. With the 
exception of the testicular irradiation experiments, where subjects agreed to 
undergo vasectomy to prevent transmission of any mutations that might have 
occurred, experiments involving external irradiation are likely to have produced 
relatively small gonadal doses, as would those experiments involving tracers. 
Even therapeutic studies involving internal radionuclides would generally involve 
only modest gonadal doses. Thus, in the vast majority of experiments, it is likely 
that the risk of radiation-induced mutations is small in relation to natural rates. 

In addition to cancer and genetic effects, there are only a small number of 
well-established effects of radiation, including severe mental retardation among 
those exposed in utero (particularly between eight and fifteen weeks of gestation), 
sterility, cataracts, and hypothyroidism. Unlike cancer and genetic effects, 
however, these other endpoints appear to be "deterministic" effects that appear 
only after high doses that are unlikely to have been received by subjects in the 
experiments under consideration for notification. The Advisory Committee heard 
extensive public testimony about a range of other conditions that those testifying 
thought might be related to radiation exposures. However, the Advisory 

843 



Part IV 

Committee believes that a program of active notification must be grounded on 
currently accepted scientific evidence concerning the conditions that are likely to 
be caused by radiation. 

I 
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ENDNOTES 

I .  AEC documents reveal that in order for one researcher to publish a report on 
his TBI research, he had to respond to the AEC's concerns about potential public relations 
and legal liability consequences and did so by deleting information that might permit 
identification of patients. See chapter 8. 

$703,000 in 1987 by court order to the Blauer family, and $750,000 in I988 by court 
order to nine Canadians for nonfatal brainwashing experiments. See chapter 3. 

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

4. Veterans who participated in weapons tests are also eligible for relief under 
the Radiation Exposure Compensation Act of 1990, which, however, requires claimants 
to elect the monetary remedy to the exclusion of other benefits to which a veteran may be 
eligible. We also note the Veterans Exposure Amendments of 1992. 

5 .  National Cancer Institute, National Institutes of Health, Radon and Lung 
Cancer,Risk: A Joint Analysis oj'll  Underground Miner Studies (Washington, D.C.: 
National Institutes of Health Publication No. 94-3644, January 1994). 

Human Subjects of Research, Report of the National Commission for the Protection of 
Human Subjects of Biomedical and Behavioral Research (Washington, D.C.: GPO, 
1979). 

7. The convening of a national panel could assist as well with the 
implementation of Recommendations I O  and 1 1. 

8. Calijornia Health and Safey Code, vol. 40B, sec. 24 176 ( 1995). 
9. For example, in 1994, the Institute of Medicine's Committee on the Ethical 

and Legal Issues Relating to the Inclusion of Women in Clinical Studies recommended 
that the National Institutes of Health review the area of compensation for research injury. 
See Women and Health Research (Washington, D.C.: National Academy Press, 1994), 
I69 and appendix D to that volume titled "Compensation for Research Injuries." 

10. President's Commission for the Study of Ethical Problems in Medicine and 
Biomedical and Behavioral Research, Compensating for Research Injuries: The Ethical 
and Legal Implications of Programs to Redress Injured Subjects, Vol. I ,  Report 
(Washington, D.C.: GPO, June 1982). 

2. These awards included $750,000 in 1976 by Congress to the Olson family, 

3. For example, based on facts available to the Committee, those Alaskans who 

6. The Belniont Report: Ethical Principles and Guidelines for the Protection of 

1 1 .  Ibid., 50. 
12. While lessons such as those identified above have been learned, by the same 

token, it seems unlikely that they will be fully taken advantage of unless some individual 
or entity is designated with responsibility to ensure that this takes place. 

13. The post-World War I1 records of the Army Office of the Surgeon General 
are also located primarily either at the Washington National Records Center or with the 
Office of the Surgeon General. Similarly, very few of the post-World I1 records of the 
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Chemical Corps and its successors are located at the National Archives but are mostly 
found at the Washington National Records Center or the successors. 

shipping records to a federal records center, A folder listing is supposed to accompany 
all shipments of records, with the exception of the relatively rare classified SF- 135, the 
forms are available for examination by the public. 

Intelligence Files," report by the Office of Human Radiation Experiments, 26 August 
1994. 

"confidential Atomic Medicine Division" evidently contemplated was not activated; 
nonetheless, remaining documents indicate that certain records were kept in anticipation 
of potential liability claims. As noted further in chapter I O ,  the precise nature of all 
records at issue cannot be conclusively determined. 

the Freedom of Information Act because contractors are not "agencies" who maintain 
"agency records," a condition required by the act. However, regulations that govern 
contractors may bring records that contractors maintain under the act. For example, a 
recent Department of Energy regulation ( 10 C.F.R. 5 I004.3[e], 59 Fed. Reg. 63883 [ 12 
December 19941). provides that even if a contractor-held document fails to qualify as an 
"agency record" it may be subject to the act if the contract provides that the document in 
question is the property of DOE. For a discussion of the application of this rule, see 
Cowles Publishing Conipany, Decision and Order of the Department of Energy, Case No. 
VFA-00 18,28 February 1995. 

we do not intend to alter privacy restrictions that currently limit access to records related 
to biomedical research (such as personal medical records). 

19. 2 1 October 1994 Addendum to the BNL Task Force-Final Report from John 
Hogan, Acting Assistant U.S. Attorney, Northern District of Georgia and Counselor to 
the Attorney General to the Attorney General (ACHRE No. CORP-060595-A), 2-3. 

Preventive Services: An Assessnzent of the Effectiveness of 169 Interventions (Baltimore: 
Williams & Wilkins, 1989), xxix-xxxii; and P. S. Frame, "A Critical Review of Adult 
Health Maintenance," Journal of Family Practice 22 ( 1  986): 341,417,5 1 1. 

2 1. National Research Council, Board on Radiation Effects Research, 
Committee on the Biological Effects of Ionizing Radiations, Health Eflects of Exposure 
to Low Levels of Ionizing Radiation: BEIR V (Washington, D.C.: National Academy 
Press, 1990), 5 ,  287-294. 

14. Standard Form 135 (SF-135) is the transmittal form agencies use when 

15. "Destruction of the U.S. Atomic Energy Commission Division of 

16. As noted in chapter 10, an investigation by the VA concluded that the 

, I  7. Government contractor records have been found to be beyond the reach of 

18. In making this recommendation, the Advisory Committee emphasizes that 

20. Adapted from U.S. Preventive Services Task Force, Guide to Clinical 

22. See footnote on testicular risk analysis in chapter 9. 
23. U.S. Preventive Services Task Force, Guide to Clinical Preventive Services, 

24. See footnote on children's risk analysis in chapter 7. 
25. U.S. Preventive Services Task Force, Guide to Clinical Preventive Services. 
26. See "The Basics of Radiation Science" section of the Introduction. 

77. 
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COPY 
PROTECTION OF RE6EARCH SUBJECTS AND 

CREATION OF NATIONAL BfOETHIC3 ADVI90RY COMMISSION 

By the authority veated in me ae President by the 
Conetitution and the lawe of the United Staces of America, 
it i s  hereby ordered as follows: 

Sectian 1. &!view m. (af Each 
executive branch d e p a r t r n m t h a t  conduct8, eupporte, 
or regulates research involving human subjecta ehall promptly 
review the protectione of the rights and welfare of human 
reeearch eubjecta that are afforded by the department's o r  
agency'e existing pollclee and procedurse. In conducting 
this review, department8 and agenclee ehall take account o f .  
the recommendations contained In the report of the Advisory 
Committee on Human R8diation Experimente. 

(b) Within 120 days of the date of this order, each 
department and agency that conducts, supporto, or regulate8 
reeearch involving human eubjecto shall report the reeulte'of 
the review required by paragraph (a) of this Election to the 
National 8ioethics A ~ v ~ E o ~  C o d s e i o n ,  created pursuant to thfa 
order. The report: ahall include an identification of mea8ures 
that the department or agency plane or propo~ee t o  implement to 
enhance human eubject protectione. 
of thfe order, the National Bioethice Advioory Conrmie~ion shall 
pureue, as ita f i r a t  priority, protection of the rights and 
welfare o f  human research subjectsl. 

(cl For purpoese of this order, the tonne nreaearchn and 
"human subject" ehall have the meaning set  forth in the 1991 
Federal Policy f o r  the Protection of Human Subjecto. 

set' forth in section 5 

Sas;. 2.  Bm-. Each executive branch department 
and agency that conductB, aupp~rtm, or regulatee remearch 
involving human subjects ohall ,  to the extent practicable 
and appropriate, develop profeesional and public educational 
program Eo enhance activities related to human eubjectn 
protection, provide forums for addressing ongoing and emerging 
iaeueo human eubjccto re~earch, and famfliarfze profeeafonals 
engaged in nonfcderally-funded remarch with the ethical 
considerations aeeociated with conducting research Involving 
human aubjecte. where appropriate, such profeeeional and 
educational programs should be organized and conduatqd with 
the participation of medical nchools, universities, ecientific 
societies, voluntary health organizatlona, or other interested 
partise. 

Q a r m A A .  (a) There is h e r a a  
BiOethiC8 Advisory Commis,oion (WBAC"). NBAC shall be compoeed 
of not more than 15 membero to be appofnted by the President. 
NBAC ehall be eubject to the Federal Advisory Committee Act, ao 
amended (5  U.S.C. ~ p p . ) .  

&m* 2. of 

(b) The President ehall dcnignata a Chairperson from among 
the member8 of NBAC. 

more 
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4.. . (a) NBAC ehall provide advice and 
make recommend%!%% the National Science and Technology 
Council and to other appropriate government entities regarding 
the following matters: 

other governmental programs, policies, aeeignmente, mieeions, 
guidelines, and regulations as they relate to bioethical ieeuee 
arileing from reeearch on human biology and behavior1 and 

of that reeearch. - 

(1) the appropriatenees o f  departmental, agency, or , 

(21 applications, including the clinical applications, 

(b) NBAC shall identify broad principles to govern the 
ethical conduct of reeearch, citing specific projecte only as 
illustratione for such principles. 

approval of specific projecte. 
(c) NBAC shall not be reeponeible for the review and 

(d) 
and recomendatione from the National Science and Technology 
Council, NBAC ale0 may accept euggeetione o f  issues for 
consideration from both the Congrese and the public. 
also may identify other bioethical issues for the purpoee of 
providing advice and recommendation8, subject to the approval 
of the National Science and Technology Council. 

direct ite attention to conolderation of: protection of the 
rights and welfare of human reeearch eubfects; and ieeuee in the 
management and ube of genetic information, including but not 
limited to, human gene patenting. 

In addition to romponding to requeete for advice 

NBAC 

W. 5. Prforitfea. (a) Aa a first priority, NBAC ehall 

(b) NBAC shall coneider four criteria in eetabliohing the 
other priorities for it8 activitiee: 

(1) the public health or public policy urgency of the 
bioethical ieeue; 

( 2 )  the relation of the bioethical ieeua to the goals 
for Federal inveetmtnt in science and t8ChnOlOgy; 

. ( 3 )  the abeence of another entity able to deliberate 
appropriately on'the bioethical ~ O S U C ~  and 

the extent o f  intereat in the issue within the 
Federal Government. 

-e 

( 4 )  

Q9Ls;. 6.  w. (a) The hende of executive 
departments and agencies ehall, to the extent permitted by 
law, provide NBAC with such information as it may require 
for purpoeas of carrying out its functions. 

(b) NBAC may conduct inquiries, hold hearings, and 
establish eubcommitteea, aa nactaaary. The Asoiotant' to the 
Preefdent for Science and Technology and the Secretary of Health 
and Human Bcrvicse shall be notified upon eetabliehmant o f  each 
eubcommittee, and ehall be provided information on the name, 
memberehfp (including chair), function, estimaCed duration, 
and setimated frequency of  meetings of the eubcommittee. 

NBAC io authorized to conduct analyeee and develop 
reporte or other materiale. 
preaent on NBAC, the Secretary of Health and Human.6ervfceo may 
contract for the service8 of nongovernmental consultants who 
may conduct analyaeo, prepare reporte and background papers, 
or prepare other materiale for coneideration by NBAC, as 
appropriate. 

(c) 
In order to augment: the expertise J 

, 
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(d) Members of NBAC shall be compensated in. accordance 
w i t h  Federal law. 
expenses, including per diem in lieu of ~~ubsfstence, to the 
extent permitted by law for persons serving intermittently in 
the  government service (5 u.6.C. 5 7 0 1 - 5 7 0 7 ) .  

Members of NBAC may be allowed travel 

(e) To the extent permitted by law, and subject to the 
availability of approprlationa, the Department of Health and 
Human Services shall provide NBAC with auch fund8 as may be 

. necessary for t h e  performance of it8 functions. The Secretary 
of Health and Human Services shal l  provide’managament and 
support services to WAC.  

a!2G- z* General P r ~ v u s m R  , (a) Notwithotandfng the 
provisions of any other  Executive Order, the functions of the 
President under the Federal Advisory Committee Act: that are 
applicable to NBAC, except that of reporting annually to the 
Congress, shall be performed by the Secretary of Health and 
Human Services, in accordance with the guidelines and procedures 
establiahed by the Administrator of General Services. 

order unlees extended prior to that date. 

management of the executive branch and it: ie not intended t o  
create any right,. benefit, trust, or.responsibility, substantive 
or procedural, enforceable a t  law or equity by a party against 
the United States, its agencies, fte officers, or any pereon. 

(b) 

( c )  Thi8 order is intended only to improve the internal 

NBAC shall terminate two years from the date of thia 

* WILLIAM J, CLINTON 

THE WHITE XOUGE, 
October 3, 1995. 

# # # .  
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INFORKATION PAPER 

DEPARTMENT OF DEFENSE REVIEW OF POLICIES CONCERNING THE 
PROTECTION OF HUMAN SUBJECTS 

INTRODUCTION 

The Department of Defense has reviewed its policies 
concerning the protection of human subjects, in accordance with 
the Executive Order of October 3, 1995 entitled **Protection of 
Human Research Subjects and Creation of National Bioethics 
Advisory Commissiontt. 
recent report of the Advisory Committee on Human Radiation 
Experiments (ACHRE), and have proposed changes to our current 
policies to specifically address recommendations appearing in 
that report. The principal mechanism to be used to effect 
changes in policy is through promulgation of a revised and 
updated DoD Directive 3216.2, "Protection of Human Subjects in 
DoD Supported Research" 

BACKGROUND 

We have been particularly sensitive to the 

0 1974 (May): DHEW publishes regulations (45 C.F.R. 46) for the 
Protection of human subjects in research. 
that grantee institutions establish institutional review boards 
(IRBS) to approve human subjects research proposals prior to DHEW 
funding review. 

Regulations require 

0 1974 (July): The National Research Act is signed into law, 
creating the National Commission for the Protection of Human 
Subjects of Biomedical and Behavioral Research. 

0 1982: President's Science Advisor, Office of Science and 
Technology Policy, appoints an Interagency Committee to develop a 
common federal policy for protection of human research subjects. 

_. 

o 1983: DoD issues Directive 3216.2, "Protection of Human 
Subjects in DoD Supported Research.It 

0 1986: Interagency Committee publishes a proposed common 
federal policy for the protection of human research subjects. 

0 1991: Final common federal policy, known as "the Common 
Rule," is published, codified in the regulations of fifteen 
federal agencies and adopted by CIA under executive order. 
COmlUOn Rule for DoD is codified at 32 C.F.R. 219. 

0 1993: DoD issues Policy Memorandum adopting basic protection 
concepts for research involving protected classes of human 
subjects such as pregnant women, fetuses, incarcerated persons 
and children. 



o 1994 (January): The President establishes ACHRE by executive 
order to review human radiation experiments conducted or 

o 1994 (June): ACHRE begins an intensive review of the 
Government's contemporary policies and practices regarding human 
subjects research. 

- sponsored by the federal government from 1944 to 1974. 

o 1994 (October): ACHRE formally issues its Final Report. The 
President orders all federal agencies that conduct, sponsor or 
regulate research involving human subjects to review existing 
policies and procedures for protection of human subjects. 

KEY FINDINGS OF ACHRE ON CONTEMPORARY HUMAN SUBJECTS RESEARCB 

o 
radiation research and human subjects of other biomedical 
research. 

No apparent differences in the treatment of human subjects of 

o Much (40-50 percent) human subject research poses only minimal 
risk of harm to subjects. No problems, or only minor problems 
exist in most minimal risk studies. 

o Complicated, more than minimal risk studies, are conducted 
where human subjects issues are carefully and adequately 
addressed. 

o Little evidence that patient subjects felt coerced or 
pressured to participate in research. 

o 
for protection of the rights and interests of human subjects." 

Serious deficiencies exist in "aspects of the current system 

Consent forms do not always provide adequate information. 

Consent forms may be misleading about the impact of 

Patients with serious illnesses may have unrealistic 

- 
- 
research participation on people's lives. 

- 
expectations about the benefits of being research 
subjects. 

- Secret human research can still be conducted today, and 
under some conditions informed consent can be waived. 

- 
the voluntariness of participation in research activities.I' 

Military settings may pose Ifspecial problems for ensuring 



- The demarcation between research activities and military 
duty, training, and medical care, is not always easy to 
discern for potential military subject-members. 

RECOMMENDATIONS OF ACIIRE FOR FUTURE PROTECTION OF HUMAN SUBJECTS 

In its final report, the Advisory Committee listed Six 
recommendations specifically directed to the nprotection of the 
rights and interests of human subjects in the future." Three of 
these recommendations contained multiple subparts. 
recommendation regarding classified research bears also on the 
human research policies of the Department. 

addressed through revision of DODD 3216.2 and/or implementing 
instructions of the Military Departments and Agencies. 
are beyond the scope of the Department's Directive and may 
require amendment of the federal "Common Rule" or legislative 
action. Some deal with broad, overarching ethical. considerations 
and will fall under the purview of the National Bioethics 
Advisory Commission. 

An additional 

Some of the Advisory Committee's recommendations can be 

Others 

SPECIFIC RESPONSES OF FEDERAL INTERAGENCY SUBGROUP TO ACHRE 
RECOMMENDATIONS 

An Interagency Subgroup on Enhancements to Human Subjects 
Protection was created by the cabinet-level Human Radiation 
Interagency Working Group. The role of the Subgroup was to 
develop a set of coordinated responses to the Advisory 

interests of human subjects in the future. The responses 
developed by the Subgroup cover a broad range of approaches, some 
that involve activities internal to the agencies and others that 
call upon external sources for implementation. 

I Committeels recommendations for the protection of the rights and 

In general, the responses to the Advisory Committee's 
recommendations cover the following categories of activities: 

o 
educate senior level officials on regulations and 
policies governing human subjects research. 

o 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. 

Implement training programs within federal agencies to 



o Develop educational programs in concert with extramural 
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 research, and to 
familiarize professionals engaged in nonfederally funded 
research with the ethical considerations in conducting 
research involving human subjects. 

o Pool resources across federal 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. 

o Remand specific ACHRE recommendations to the National 
Bioethics Advisory Commission, which will provide 
expert advice on issues of bioethics. 

o 
gaps in the current system for protecting human subjects. 

Consider proposing legislation to remedy some of the 

ACHRE RECOMMENDATIONS WHICH CAN BE ADDRESSED BY REVISION OF DOD 
DIRECTIVE AND/OR IMPLEMENTING INSTRUCTIONS 

o ACHRE Recommendation 9: The Advisory Committee recommends to 
the Interagency Working Group (IWG) that efforts be undertaken on 
a national scale to ensure the centrality of ethics in the 
conduct of scientists whose research involves human subjects. 

- Interagency Response: (a) The Government has, in recent 
years, mounted several activities that address this subject; 
the Subgroup's response lists eight specific examples from 
five federal agencies. A major effort will be launched to 
upgrade or expand these activities. 

- DoD Actions for Incorporation into revised DoDD 3216.2 

- 
Nuremberg Code, the Belmont Report, the Common Rule and 
related requirements as a standard for all activities 
involving human subjects research. 

Adopt investigator assurances of familiarity with the 

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

- NOTE: The Interagency response to Recommendation 9 
contains three subparts. Subpart (a) is addressable 
by revision of DODD 3216.2; subparts (b) and (c) are 
not. 



o ACHRE Recommendation 10: The Advisory Committee recommends to 
the Interagency Working Group that the IRB component of the 
federal system for the protection of human subjects be changed in 
at least the five critical areas described below: 

- Subrecommendation 1: Mechanisms for ensuring that IRBs 
appropriately allocate their time so as to be able to 
adequately review studies that pose more than minimal risk 
to human subjects. 
alternative mechanisms for review and approval of minimal 
risk studies. 

This may include the creation of 

- Interagency response: Federal 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. 

- DoD Actions for Incorporation into revised DoDD 
3216.2 

- Include specific language in the revised 
Directive to call attention to and emphasize the 
expedited review process for certain categories 
of minimal risk research that are detailed in the 
Common Rule (32 C.F.R. 219). 

- Subrecommendation 2: Mechanisms for ensuring that the 
information provided to potential subjects (a) clearly 
distinguishes research from treatment, (b) realistically 
portrays the likelihood that subjects may benefit medically 
from their participation and the nature of the potential 
benefit, and (c) clearly explains the potential for discomfort 
and pain that may accompany participation in the 
research. 

- Subrecommendation 3 :  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 being conducted or supported. 

- Subrecommendation 4:  Mechanisms for ensuring that the 
information provided to potential subjects identifies the 
financial implications of deciding to consent to or refuse 
participation in research. 

. 



- Interagency response: Implement the above three 
subrecommendations by instructing IRBs and investigators 
to address these issues in protocols and consent 
procedures and forms. 

- DoD Actions for Incorporation into revised 
DoDD 3216.2: 

- 
subrecommendations into revised DoDD 3216.2. 

Restate the provisions of these three 

- NOTE: Subrecommendations 2, 3, and 4 can be 
addressed for the Department unilaterally through 
revision of DODD 3216.2. However, substantial 
changes to informed consent procedures and/or consent 
forms will require modification to the federal 
"Common Rule" (and perhaps statutory changes) and 
close coordination with other federal agencies. 

- Subrecommendation 5: 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 
inconvenience 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 least as good an 
opportunity of securing this medical benefit as should be 
available to them without participating in research. 

- Interagency response: Issue an official reminder 
to IRBs that they already have the responsibility to 
review the science in research proposals to determine the 
appropriateness of the use of human subjects in such 
research, and to stress that patients participating in 
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. 
authority to call upon external resources for expertise in 
areas not represented by their members. 

IRBs have the 

- DoD Actions for Incorporation into revised 
DoDD 3216.2: 

Restate the language of the Interagency 
. - 
response in the text of the revised DoDD 3216.2. 

0 ACHRE Recommendation 12: The Advisory Committee recommended 
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. 

- Subrecommendation 1: Review of policies and procedures. 
Policies and procedures governing research involving 
human subjects should be reviewed to ensure that they (1) 
clearly state that participation as research subjects by 
members of the armed services is voluntary and without 
repercussions for those who choose not to participate; 
and (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. 

- Interagency response: DoD Directives and Military 
Department regulations require the voluntary and fully 
informed consent of any person participating as a subject 
in research projects sponsored or conducted by the 
Department, as required by 32 C.F.R. 219 (the 
Common Rule). 

- 
DoDD 3216.2: 

DoD Actions for Incorporation into revised 

- DoD Directive 3216.2 currently cites 
voluntary informed consent requirements at 45 
C.F.R.46. 
Military Departments incorporate the full and 
voluntary informed consent requirements of 32 C.F.R 
219 and 10 U.S.C.980 by reference and restate these 
requirements within their texts. 
Directive 3216.2 will incorporate the full and 
voluntary informed consent provisions of 23 C.F.R. 
219 and 10 U.S.C 980 by reference and restate these 
requirements within its text for added emphasis. 

The implementing regulations of the 

The revised DoD 

- Subrecommendation 2: Appreciation of regulations: 
Education in applicable human subjects regulations should be 
a component of the training of officers and of investigators 
who may be involved in decisions regarding research on human 
subjects. Mechanisms are needed to ensure that officers 
expected to have command responsibilities and all officers 
engaged ineresearch, development, testing and evaluation have 
an adequate appreciation of 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. 

. 

. .  



- Interagency response: DoD will incorporate education in 
human subjects regulations into executive level 
training for commanders and senior leadership. 
will also’incorporate methods for providing detailed 
training for investigators, institutional review 
board members, research administrators and research 
support personnel. 

DoD 

- DoD Actions for Incorporation into revised DoDD 
3216.2: 

- State requirement for education in human 
subjects regulations in the executive level 
training for commanders and senior civilian 
leadership who may be involved in decisions 
regarding research on human subjects. 
Departments will execute this policy through 
their implementing regulations. 

Military 

- State requirement for the provision of detailed 
training in human subjects regulations for 
individual investigators, institutional review 
board members, research administrators and support 
personnel. The Military Departments will execute 
this policy through their implementing regulations. 
This Dolicv shall atmlv onlv to the DeDartment’s 
intramural research activities. 

- Subrecommendation 3 .  Maximizing voluntariness: The 
Service Secretaries should consider the situation under 
which it would be appropriate to make obligatory two 
practices for maximizing voluntariness that have been 
applied on an ad hoc basis in some military research; 
first, that unit officers and senior noncommissioned 
officers (NCOs) who are not essential as volunteers in 
the research be excluded from recruitment sessions 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 a l l  such 
recruitment sessions to monitor that the voluntariness of 
participation is adequately stressed and that the 
informatio? provided about the research is adequate and 
accurate. 

- Interagency response: 

- (a) 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 to research and development studies where 
briefings are given to potential subjects. 

- (b) DoD is also revising its Directive or 
Military Department regulations to require that an 
ombudsman be present at group briefings to monitor that 
the voluntary nature of participation is stressed and 
that adequate information is provided about the 
proposed research. 

- DoD Actions for Incorporation into revised 
DoDD 3216.2: 

- State requirement that officers and senior 
NCOs in the chain of command not be present 
during research recruitment briefings of 
personnel under their command. Requirement 
should be restated in the implementing 
regulations of the Military Departments. 

- State requirement that an ombudsman be 
present at group recruitment briefings. Execute 
this policy through the implementing regulations 
of the Military Departments. 

- Subrecommendation 4: Maintenance of a registry: The 
Secretaries of the Navy and the Air Force should be 
directed to adopt the policy of the Army, as detailed in 
Army Regulation 70-25, to maintain a registry of all 
volunteers in human studies and experiments conducted 
under research and development programs. 
make it easier to confirm participation in research by 
subjects and facilitate their long-term follow-up. 

Such registries 

- Interagency response: DoD is revising its Directive on 
human subjects research to include a provision that each of 
the Military Departments establish and maintain a registry 
of volunteers in biomedical studies conducted under research 
and development programs. 

- Do4 Actions for Incorporation into revised 
DoDD 3216.2: 

- 
establish and maintain a registry of volunteers 
in'biomedical studies conducted under research 
and development programs. 

State requirement that each Military Department 



ACERE RECOMMENDATIONS NOT ADDRESSABLE BY REVISION OF DOD 
DIRECTIVE 3216.2 AND/OR IMPLEMENTING INSTRUCTIONS 

0 ACHRE Recommendation 9: The Advisory Committee recommended to 
the Interagency Working Group (IWG) that efforts be undertaken on 
a national scale to ensure the centrality of ethics in the 
conduct of scientists whose research involves human subjects. 

- Interagency response (b): 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. 
include the expansion of existing university-based research 
ethics programs and convening workshops in conjunction with 
the annual meetings of these different organizations. 

These might 

- Interagency response (c): The Office for Protection from 
Research Risks (OPRR) of the National Institutes of Health 
can convene, in conjunction with its counterparts in the 
other federal agencies, two to three 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. 

0 ACHRE Recommendation 11: The Advisory Committee recommends to 
the Human Radiation Interagency Working Group that a 
mechanism be established to provide for the continuing 
interpretation and application of ethics rules and principles 
f o r  the conduct of human research in an open and public 
forum. 
Rule. 

This mechanism is not provided for in the Common 

- Interagency response: The National Bioethics Advisory 
Commission would be the ideal body to implement this 
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 
identify broad, overarching principles to govern the 
ethical conduct of such research", this recommendation 
fits very appropriately with the NBAC's charter. Under 
provisionseof the Federal Advisory Committee Act, all 
NBAC meetings would be open and provide for public 
access. 

0 ACHRE Recommendation 13: The Advisory Committee recommends 
that the Human Radiation Interagency Working Group take steps to 
improve three elements of the current federal system f o r  the 



protection of the rights and interests of human subjects -- 
oversight, sanctions and scope. 

- Subrecommendation 1: Oversight mechanisms to examine 
outcomes and performance. 

- Interagency response (a): Develop an interagency 
grants program 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/interests 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. 

- Interagency response (b): strengthen the federal 
agency offices with the responsibility for oversight 
of human subjects protection. 

- Interagency response (c): Initiate a program for 
evaluating the cost effectiveness of different 
approaches for ensuring quality control of institutional 
systems for protection of human subjects. 

- Interagency response (d): 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. 

- Subrecommendation 2: Appropriateness of sanctions for 
violations of human subjects protection. 

- Interagency response (a): Provide the same sanctions 
for violation of human subjects regulations as exist 
for violation of animal welfare regulations. 

- Subrecommendation 3: Extension of human subjects 
protections to nonfederally funded research. 

- Interagency response (a): 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). 

- Interagency response (b): 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 ethical considerations 
in conducting human subjects research. 

0 ACHRE Recommendation 14: The Advisory Committee recommends 
that the Human Radiation Interagency Working Group 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. 

- Interagency response: This issue has been studied off and 
On over the last twenty years but, because of its complexity, 
has never reached resolution. With the establishment of the 
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 injured 
human subjects. 

0 ACHRE Recommendation 15: Recommendations for balancing 
national security interests and the rights of the public 

- Subrecommendation 15a: The Advisory Committee recommends 
to the Human Radiation 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 subjected to exemption or 
waiver. 

- NOTE: Current DoD policy requires the voluntary and fully 
informed consent of all human subjects of research and makes 
no distinction between classified and unclassified studies. 
At issue is ACHRE'S desire that the policy specifically 
direct that requirements for voluntary and fully informed 
consent not be subjected to exemption or waiver under any 
circumstances. 

- Subrecommendation 15b: The Advisory Committee recommends 
to the Human Radiation 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 
nongovernment experts and citizen representatives, all with 
the necessary security clearances. 
charged with determining (1) that the proposed experiment has 
scientific merit; (2) that risks to subjects are acceptable 

This panel should be 



and that the balance of risk and potential benefit is 
appropriate; (3) that the disclosure to prospective subjects 
is sufficiently voluntary; and (4) whether potential subjects 
must have security clearances in order to be sufficiently 
informed to make a valid consent decision, and if so, how 
this can be achieved without compromising the privacy and 
voluntariness of potential subjects. 
of the panel's deliberations and of the informed consent 
documents and process should be maintained permanently. 
These records should be made public as soon as the 
national security concern justifying secrecy no longer 
apply - 

Complete documentation 

- NOTE: Creation of an independent panel to review and 
approve classified research involving human subjects 
is beyond the scope of DODD 3216.2. 
currently considering the appropriate approach to ensure the 
protection of human subjects in this area. 

The Department is . 





INTERAGENCY W O R I m G  GROUP STAFF 
PRELIMINARY DRAFT RESPONSE TO THE 

RECOMMENDATIONS OF THE 
ADVISORY COMMITTEE ON HUMAN R4DIATION EXPERIMENTS 

BACKGROUND 

The Advisory Committee on Human Radiatiou Experiments (ACHE),  chaired by 
bioethicist Dr. Ruth Faden of Jolms 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 conunittee was 
charged to provide expert advice to the Cabinet-level Interagency W o r b g  Roup 
(IAWG) on scientific and ethical issues related to biomedical experiments iUvolVing 
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. 

FINAL REPORT OF THE ADVISORY COMMITTEE 

I 
The committee's report begins by identifjling 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 11, research with prisoners, 
and research h d e d  by the military on patients who had previously been exposed 
to total body irradiation in clinical settings. Intentional environment releases of 
radioactivity are also reviewed. 

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. 

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



The Advisory Committee's recommendations fall into three major areas: biomedical 
experiments and population exposures (1 944-1 974); current human subject 
protection; and secrecy and openness. 

BlOMEDICAL EXPERlMENTS AND POPULATlON EXPOSURES 

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. 

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

Summary Response: As recommended by the Advisory Committee, in 
coordination with the Department of Justice (DOJ), and to the extent permitted by 
law, subjects (or their surviving immediate family members) will be offered 
reasonable financial compensation for human radiation experiments in which a 
government agency was involved in actions falling within the Advisory Committee 
criteria: 

1. Expen'ments in which excessive secrecy deprived individuals of the 
opportunity to pursue potential grievances; 

2. Experiments 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 the time 
were presented as conventional or standard practice and physical injwy 
resulted. 

A streamlined administrative process, based on Federal Tort Claims Act procedures 
or other applicable law, will be used to offer compensation as part of a settlement 
of relevant claims. Maximum effort will be made to avoid lengthy litigation, 
including use of alternative dispute resolution, such as mediation or arbitration, 
where appropriate. The amount of compensation will be based on the extent of 
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physical injury to the subject, the nature of the expeiiment, 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 Adrumstration will work with Congress to seek 
legislative relief in appropriate case. 

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 is proposed as a candidate with the indication tliat there may be many 
others. 

Summary Response: At the ceremony in which Dr. Faden presented l k  the 
report, Presideut Clintou formally apologized on behalf of the govenunent to the 
victims of human radiation experiments. 

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

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. Although no specific action 
is planned or proposed, the LAWG recognizes that this recommendation has 
generated a great deal of controversy among stakeholders and is soliciting 
stakeholder input. 

Recommendation 5: Working with Congress to amend the Radiation Exposure 
Compensation Act of 1990 to include other exposed populations. Hanford is 
specifically mentioned. 

Summary Response: The IAWG agrees with the Advisory Committee's concern 
about treating exposed populations fairly. Studies are underway that look at 
commn.ities near the Hanford nuclear facility and at other sites including Femald, 
Savannah fiver, Rocky Flats, and Oak kdge.  If information is forthcoming 
showing increased cancer resulting from the operation of DOE facilities, the 
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government should consider whether existing laws should be amended to cover 
those affected. 

Recommendation 6: Updating the 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 froin 
the Department of Defense @OD) 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 cornpensation 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 tlie late spring of 1996. Specifically, tlie 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. 

I- 

Recommendation 7: Workmg with Congress to possibly amend the Radiation 
Exposure Compensation Act of 1990 (RECA) relating to uranium miners. The 
changes would involve a widening of eligi'bility 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 thee attorneys from DOJ. The 
committee has held several meetings and anticipates submitting a final report in 
late April 1996. 
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Recommendation 8: Continuing the current medical monitoiing 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 
popidations of other exposed atolls to the south and east; to involve the Marshall 
Islanders in the design of any fiirther medical research conducted on them; and that 
an independent panel be established to review the adequacy ofthe cunent 
mouitoring and treatment program. 

Summary Response: Extensive analyses to date of radiation exposures in the 
Marshal Islands have indcated that the exposures to inhabitants of Ailuk and other 
norther Marshall Island atolls were a factor of 30-90 times less thau at Rongelap 
aid about 10-25 percent of those at Utnk based upon external dose measurements 
and on estimates of tllyroid does. The connection bemeen 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 uew data is developed to 
indicate that residents of atolls other than Utrik and Roiigelap are at increased 
health risk, DOE will consider includiug them in an appropriate medical 
surveillance program. 

The Joint Commission for Healthcare Organizations (JCAHO) is doing art 
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 111 a manner consistent with the best medical practice at the time of 
care, with appropriate followup and medical treatment. The review is currently 
underway . 

ClJRRENT HUMAN SUBJECT PROTECTION 

Oveiview: 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 fbll implementation. A third 
group of responses involve refening 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 
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In general, agency activities in response to these recommendations fall into the 
following categories: 

- R e m a n h g  specific ACHRE recommendations to NBAC which will 
provide expert advice on issues of bioethics; 

- Developing educational programs in concert with extenial groups such 
as medical schools, universities, scientific societies, and others to 
strengthen activities in human subjects protection, to provide a f o m  
for addressing ongoing as well as emerging issues in human subjects 
research, and to fimiliarize professionals engaged in no-Federally 
funded research with the ethxal considerations in conducting research 
involviug human subjects; 

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

- Sending official notifications to institutions conducting Federally 
. h d e d  research (a) reminding them of their ongoing responsibilities 

with respect to Institutional Review Board (IIIB) review and (b) 
informing them of their new responsibilities regarding additional 
requirements to be incorporated into the informed consent procedures 
and forms; 

- 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 subjects; 

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

Individual Recommendations and Summary Responses: 

Recommendation 9: Ef30rts to ensure centrality of ethics in the conduct of human 
subjects research. 



Summary Response: The IAWG staff has ideutified listed activities carried out Ul 
recent years to address h s  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 a d  Space Administration (NASA). Most importantly, NBAC can take 
the lead on h s  issue. 

- 

Recommendation 10: Changes lRBs in five critical areas: better focus on studies 
that pose more than rriininlal risk; better meclianisms for providing iuformation to 
potential subjects that distinguishes research fiom treatment; realistically explains 
benefits, and clearly describes the potential for discomfort and pain; better 
mechanisms for providing information to potential subjects on sponsors and 
purposes of the research; better mechanisms for providing information to potential 
subjects on fiuaacial 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 lllstfuct 1-s 
to be responsive to these recornendations a d  h e  IAWG staff will work with 
NBAC and the National Science and Technology Council in carrying out some 
aspects of h i s  recommendation. 

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

Summary Response: The IAWG staff believes that NBAC is the ideal body to 
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. 

Summary Response: DOD has agreed to a number of specific steps i n c l u b g  
revising directives or Milit=lry 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. 
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Recommendation 13: Improving tile current Federal system for protecting the 
rights and interests of human subjects in the areas of oversight, sanctions, and 
scope. 

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. 

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

Summary Response: The IAWG staff agrees that now is the appropriate time to 
resolve this issue and proposes that it be handled by NBAC. 

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. 

The Department of Energy: 

0 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. 

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

0 Requested all DOE laboratories to provide a sample of cwent  informed 
consent documents. 
improving and monitoring the quality of these documents. 

These will be reviewed by a team charged with 
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Requested all laboratories to provide plans tliat detail local activities to 
improve the h m a n  subjects research review system. 

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

The Department of Defense: 

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 H m a n  Subjects in DOD Supported 
Research." 

Proposed changes to current policies that would: 

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

- Incorporate research ethics into graduate medical education cimicula 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: 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 

- 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. 

The National Aeronautics and Space Administration: 
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Established a Bioetlucs Task Force composed of outside experts aud 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. 

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

Because much of its fhture space research will be conducted with its 
partners on the International Space Station, has conducted the f is t  in a series 
of forums to inform NASA's international biomedical community on issues 
related to the ethics of h u a u  subjects research. It was agreed to establish 
an hteniahonal Space Station Multinational Review Board to review human 
subject protection, safety, and ethical issues. 

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

The Central Intelligence Agency: 

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). 

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 Chaixman must certify as exempt or approve a 
research proposal before it can proceed, and final approval rests with the 
Agency Director. 

Disseminated an Agency Bulletin to all employees specifLing the rationale 
and h c t i o n  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 
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is obtained prior to approval of any coiltract llivolving humari subject 
research. 

The Department of Health and Human Services: 

0 Designated the Office for Protection from Research Risks, National Institutes 
of Healtli, to coordinate the preparation of the NBAC report with infomation 
drawn from the Public Health Service agencies a i d  other operating divisions. 

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

0 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. 

0 ther Agencies: 

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

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. 

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

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

SECRECY AND OPENNESS 

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 
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independent panel, whose records are pemmeiit, to review scientific merit, 
riskhenetit. consent, and whether subjects need a security clearance. 

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 information will 
henceforth be provided when cousent is sought from potential human subjects: 
1) the identity of the sponsoring Federal agency and 2) a statement tliat the project 
involves classified mformation. 

NBAC should then evaluate whether the Federal rules governing h m a n  subjects 
protection should be revised to codifjr these duectives. 

The IAWG staff is reluctant to create a new oversight body for 1S@) but proposes 
to use the current IRE3 system which already must include at least one member not 
aftiliated 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 IRJ3 members have the necessary 
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 EPA) should include keeping review 
records perm'anently and reporting to Congress. 

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

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 peimanent files on classified environmental impact statements and 

Relltn. DrnR fAWG Stan Rapunsc to ACERE Rcu, 2-16-96 
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eiiviromeutal review of classified activities be maiutaiued by EPA. 

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: For 1, 2, 3, and 5, the lAWG s t a f f  agrees with moving 
aggessively down the path to opemess 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. 

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 of Energy: 

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 Inteinet, with paper 
copies of all documents at the Coordination and Information Center (CIC) in 
Nevada. 

a In response to Advisory Committee recommendations, DOE is 

- Transferring over 3,000 cubic feet of records to the National 
Arcluves; and 

- Making finding aids to records still in agency custody more 
readily available to the public, and has prepared records access 
guidance. 
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The Department of Defense: 

The Department is preparing a guide similar to the DOE RocrcZmtip 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. 

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

The National Aeronautics and Space Administration: 

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

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

The Central Intelligence Agency: 

e 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 wilI also be available on the Internet. 

0 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. 

Health and Human Services and the Department of Veterans Affairs: 

0 These agencies are preparing documents for availability on the Internet 
s o m e h e  in the spring or summer of 1996. All of the paper copies have 
been transferred to the National Archives. 

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. 

Summary Response: The National Archives has begun a scheduled review of 
CIA'S records management program, including records accessissues and the CIA 
has agreed to give top priority to declassification of human subjects research 
records. 
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Executive Summary 

During the 1950s, the potential for nuclear war between the United States and the Soviet 
Union was a major concern, and Alaska was seen as the likely battleground because of its 
proximity to the Soviet mainland. In the pursuit of military preparedness, many activities 
ensued-troop deployment, facilities development, weapons testing, and medical research-to 
ensure that troops would be ready to operate in the challenging environment. 

In 1956 and 1957, the U.S. Air Force’s former Arctic Aeromedical Laboratory (AAL), 
a research facility charged to investigate ways to prepare fighting forces to deal with the harsh 
climate, conducted a study of the role of the thyroid gland in human acclimatization to cold. 
To measure thyroid function under various conditions, the researchers administered a medical 
tracer, the radioisotope Iodine131 (I131), to 121 people-102 Alaska Native subjects and 19 white 
military personnel-and measured its uptake and excretion. Based on the study results, the AAL 
researchers determined that the thyroid did not play a significant role in human acclimatization 
to extreme cold. 

The AAL thyroid function study came to light again in 1993, when it was discussed at 
a conference on the Cold War legacy in the Arctic. The study proved to be quite controversial, 
and questions were raised about whether it had posed risks to the people involved and whether 
the research had been conducted within the bounds of accepted guidelines for research using 
human participants. At the request of Congress (P.L. 103-160), the National Research Council 
agreed to undertake an analysis and appointed a committee, the Committee on Evaluation of 
1950s Air Force Human Health Testing in Alaska Using Radioactive Iodine131, to conduct this 
study. This report reviews the purpose and methodology of the AAL thyroid function study, 
assesses the medical r i s k s  from using diagnostic level doses of the radioactive tracer, examines 
standards for the use of these tracers then and now, examines the ethics of human subjects 
research from both a 1950s and a 1990s perspective, and presents the Committee’s conclusions 
and recommendations. 
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Conclusions and Recommendations 

After examining the records, analyzing the health risks, and talking with research 
participants as well as researchers, the Committee concludes that in all probability the AAL 
thyroid function study caused no physical harm to the subjects. As calculated in Chapter 2, the 
weighted average risk among the populations that participated in the AAL thyroid function study 
is about 1 in 3,000, a risk six times lower than the background thyroid cancer risk in the United 
States. The greatest risks (albeit small) of thyroid cancer appear in the people who received 
multiple doses. In particular, the Anaktuvuk Pass females and the Arctic Village females 
who received multiple doses have calculated risks of 1 in 800 and 1 in 700, respectively. 
Because thyroid cancer is rare (about 5 cases per 100,OOO population annually), the additional 
radiological risk is extremely low, and radiation-induced thyroid cancers caused by the AAL, 
study would not be expected in either the Alaska Native or white military personnel who 
participated as research subjects. Some health benefits may have been coincidentally provided 
because the researchers identified endemic goiter problems in Arctic Village and Anaktuvuk 
Pass. 

From an ethical perspective, the Committee concludes that the Alaska Natives who 
participated and, to a lesser extent, the military research subjects were wronged. Although the 
AAL thyroid function study was conducted according to generally accepted scientific and 
medical procedures of the times, there was a specific violation of existing ethical standards 
because information on the tracer was not disclosed. Thus the Alaska Native and military 
subjects were not fully informed about the nature and risks of the research. This omission was 
wrong, even though the risk of harm was believed at the time to be nonexistent and has since 
been determined to be extremely low. 

The blurring of medical care and research activities, as well as cultural differences, 
compromised the ability of Alaska Native subjects to recognize not only that they were 
participating in research, but that refusal to participate would not harm their health. The 
language barrier between researchers and study subjects in the Native villages and the use of 
Native interpreters who were not scientifically trained prevented participants from gaining a 
complete understanding of the research and its risks. In addition, some study subjects should 
have been excluded on the basis on the basis of age or other physical conditions. 
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The study’s flaws are not attributable solely to the AAL researchers in the field, but are 
shared by their superiors in the U.S. Air Force and the Department of Defense chain of 
command who approved the research or were aware of it. Indeed, what we today identify as 
inappropriate was common for the times. It should be noted that during the 1950s and later 
many researchers viewed obtaining consent as essential only for obviously risk-bearing research, 
because of the circumstances that produced the Nuremberg Code. However, neither the Code 
by its terms nor the American Medical Association (AMA) or DOD requirements based on it 
contain such a caveat. 

It is important to emphasize that while the Committee believes it is inappropriate to place 
individual blame for the flaws of the AAL study, it is essential for the government to 
acknowledge that wrongs were done. The researchers were conscientious scientists who held 
genuine belief, justified at the time, that their research was both harmless and important. The 
lack of emphasis on autonomy and informed consent, and the lack of cultural sensitivity, were 
standard errors of the time. It is the Committee’s hope that acknowledgment of these wrongs 
will reduce the likelihood of similar wrongs in the future. 

The Committee heard repeated concerns about the history of abuse of the Native people 
by the incoming white culture. In the Alaska Natives’ view, the AAL study was a small but 
characteristic event in the ongoing tradition of using the Native peoples for the benefit of others 
with little regard for their interests. Although the Committee was limited by charge and 
resources from considering this wider context in any depth, its recommendations are not 
unrelated to this underlying concern. As explained in a review of the social and psychological 
stress faced by veterans of above-ground nuclear testing and similar nuclear weapons-connected 
events conducted by the government, there is a relationship between trust and acknowledgment 
of error (Garcia, 1994, p. 654): “[such veterans] . . . must deal with the possibility that their 
lives were undermined without apology, acknowledgment of error, or recognition of their service 
to their country. ” 

The Department of Energy, in a parallel activity investigating the use of human subjects 
in radiation research, acknowledges the importance of dealing with past wrongs directly and 
openly. As stated in a 1995 report (Department of Energy, 1995): 

Over the past several decades, the American people’s trust in our institutions of 
government has greatly eroded. Many complex factors have contributed to this erosion, not least 
among them the secrecy associated with our Cold War nuclear competition with the Soviet Union. 
Without judging the historical necessity of secrecy, and in recognition that even today some 
activities require national security classification, it is a fact that the ability of the Government to 
perform its post-Cold War missions is greatly impeded by pervasive public distrust of its motives 
and competence. The commitment to openness, of which this project is a very visible element, 
is a deliberate effort to rebuild that basic level of trust between the American people and their 
government that is necessary for a democracy to function. 

The Alaska Natives who spoke to the Committee were clearly frustrated by the lack of 
communication and lack of acknowledgment. Until this Committee held its public meeting, 
beliefs about how the government conducted itself had not been given a forum for expression. 
As a result, Alaska Natives are dealing with unresolved burdens in regard to trust and justice. 
However belatedly, the Air Force, U.S. health organizations, or the Congress could redress the 
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wrong of failure to obtain informed consent during the AAL thyroid function study with 
information now. The ongoing provision of meaningful information could provide surviving 
subjects, their families, and their villages with better understanding of the true magnitude of the 
risks and possible consequences of the research. This demonstration of respect for their 
autonomy and concern for their well-being could help restore a sense of control to the Native 
populations over their own health decisions and hopefully increase the level of trust. The 
present inquiry affords the federal government a singular opportunity to give audience to urgent 
and long-held Native concerns. In this spirit, the Committee recommends the foIIowing: 

(1) The government and the Air Force should acknowledge responsibility for wrongs 
done in the course of the AAL thyroid fiznction study in the hopes of ensuring that similar 
problem do not occur in the future, and they should address these wrongs by 
undertaking the following actions: 

(a) The Air Force should endeavor tu contuct all living subjects or their 
immediate families and provide records to them of their AAL research 
participation in the The Air Force should also continue to 
search for records of the AAL that would dent@ the sir U.S. Anny subjects and 
six Point Hope subjects who were not named in the Air Force report of the study, 
and to locate the Air Force and Anny subjects named in the study. 

experiments. 

(b) In the process of contacting subjects and subjects’ families, the Air Force 
should disseminate the Committee’s report and other available information on 
human medical experimentation conducted by the AAL in the period 1948-1967 
to appropriate health care providers, tribal governments, and other key figures 
in the relevant Alaska Native villages. 

This dissemhtion of information could be accomplished in the six affected Native 
villages by having a group of medical and ethical experts provide a briefmg on the Committee’s 
report at a town meeting and answer questions related to the AAL research. A concise, readable 
summary of such information (preferably bilingual) also should be prepared. Even though 
material related to the AAL studies is available in larger Alaska public libraries, the lack of 
knowledge about studies, tests, and research conducted by that government facility has haunted 
participants and their families, some of whom took part in even the most benign of studies. 

(2) U. S. government and Alaska state health organizations, under U. S. government 
auspices, could complement the efforts of the Air Force by conducting related public 
health education programs facilitated by Native experts focused on conveying information 
about patients ’ rights in any therapeutic or research situation and medical information 
about exposure to radiation. Such a process will enable Native experts, clinics, and 
physicians to provide accurate information to their communities and ease fears. 
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(3) I f  Congress considers Legislation' to redress any wrongs or harms done to human 
subjects of government radiation research where informed consent was not obtained, the 
Committee believes Congress should consider including the subjects of the AAL. thyroid 
function study. 

The last question posed to the Committee was whether or not follow-up surveys should 
have been performed to ensure that the participants suffered no long-term ill effects from the 
experiments and whether medical care was needed. Extending that to the present, the 
Committee also considered whether medical follow-up is warranted today based on our current 
understanding of the risks involved. Such medical follow-up would focus on the major negative 
health effects associated with 113' exposure-disorders of the thyroid gland, including thyroid 
cancer and the development of thyroid nodules. (There is no evidence of a link between 113' 
exposure and skin disorders, a concern raised by some study participants at the public hearing.) 

Because the dosages of radioactive iodine used in the AAL study were thought to be 
harmless at the time and there were no guidelines requiring follow-up for diagnostic doses, no 
follow-up would have been indicated. In reexamining the doses of radioisotope ingested by the 
research subjects, the Committee concludes that there is no justification based on risk for 
medical follow-up. The risk, even among research subjects who received multiple doses, is 
substantially lower than the background incidence of thyroid cancer in the United States. 

(4) Although medical follow-up based on the calculated risk values is not warranted, the 
U. S. Air Force should provide medical follow-up to those participants who were under 
age 20 at the time of the AAL study since those participants will be at risk for the longest 
period of time. Such follow-up would provide assurance that these participants suffered 
no long-term physical ill effects. 

Various laws have some bearing on issues in this study. For instance, common law provides 
that governments cannot be sued by their subjects (Feres v. United Sfafes, 340 U.S.C. 135, 139 (1950)). 
The Federal Tort Claims Act (28 U.S.C. ~$2674 et seq. (1988)) authorizes federal liability for 
compensatory damages in limited circumstances, but not when the injury results from the exercise of 
discretionary judgment by government officials-an exception that has barred recovery for uranium 
miners' on-the-job exposure (Beguy v. United States, 768 F.2d 1059 (9th Cir. 1985)) and for radiation 
exposure at nuclear test sites (e.g. Prescott v. United States (D.Nev. July 21, 1994)), and that seems 
clearly to apply in the case of medical and scientific research. Legislation exists to compensate some 
persons exposed to radiation by the government-the Veterans Radiation Exposure Compensation Act (42 
U.S.C. §2210nt), and the Compact of Free Association with the Marshall Islands (48 U.S.C. 81681nt). 

However, none of these existing statutes addresses the subjects of the AAL study or, for that 
matter, of other Cold War-era radiation experiments under investigation by other bodies, notably the 
President's Advisory Committee on Human Radiation Experiments. If such legislation is considered, the 
language must be carefully chosen to ensure that it encompasses all of the human subjects who, in the 
eyes of Congress, deserve compensation for wrong and/or harms. Two related bills were considered in 
the 103rd Congress, but neither passed out of committee. As this report goes to publication, the 
Radiation Experimentation Compensation Act (H .R. 2463) had been reintroduced in the 104th Congress 
and referred to the Judiciary Committee; the Radiation Experimentation Victims Act was being redrafted, 
with plans to reintroduce it. 
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Such follow-up should be at government expense. It might include a review of the 
subjects’ medical history and a physical medical examination with special attention to physical 
complaints, ailments, or physiological changes or disease that could be related to the AAL 
thyroid function study, specifically assessment of the condition of the participants’ thyroids for 
the occurrence of thyroid cancer or nodules. If a thyroid disease, including cancer, were to be 
found, there would be no way of determining whether participation in the AAL study had any 
role in causing it. Nonetheless, if thyroid disease were found the federal government should be 
responsible for all expenses associated with treatment. In the remote possibility that thyroid 
disease is found for those under 20, the Air Force should then reassess the issue and decide if 
more subjects should receive medical follow-up. 

The Committee recognizes that its basic conclusion-that the subjects of the AAL thyroid 
function study were wronged but not harmed-may prove controversial. Some will claim that 
the Committee’s calculations are incorrect and that the risk is higher. Others will believe that 
the Committee failed to go far enough in suggesting ways to right the wrongs. Some will say 
that the Committee failed to understand the climate of the times-the intensity of Cold War 
pressures and national security concerns and the fact that many researchers truly did not believe 
that the Nuremberg Code applied to benign human subjects research. They may claim that the 
Committee was swayed by the clarity that only hindsight brings. 

The Committee believes that these various perspectives arise from concern for the people 
involved, both the researchers and their superiors and the research subjects. It recognizes that 
some subjectivity is inherent in this type of analysis and that honest differences of opinion can 
occur. Still, the Committee is convinced that its position is defensible, sensible, and ethical. 
The risk analysis in this report is based on the best epidemiology and dosimetry available. It 
is, if anything, conservative; risks may actually be smaller than expressed. The Committee’s 
position acknowledges the flaws of the AAL thyroid function study within the context of history, 
while not placing blame on those who conducted the research using what they perceived to be 
harmless methods in pursuit of justifiable goals. 
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TALKING PAPER 

ON 

“HE ARCTIC AEROMEDICAL LABORATORY THYROID FUNCTION STUDY 

(INSTITUTE OF MEDICINE (IOM) REPORT) 

- The Air Force (AF) agrees with the IOM conclusion that “the AAL thyroid function study 
caused no physical harm to the subjects.” 

- The AF also agrees with the IOM conclusion that, although no harm was done to the Alaska 
Natives or US Servicemen, questionable ethical practices did occur based upon today’s 
understanding and application of the ethical principles of autonomy, justice and beneficence 

- The AF does not agree with the IOM conclusion that the experiments were conducted without 
informed consent, according to standards of the time-that the practices that occurred would 
likely have been avoided by the AF with appropriate application of standards of the time 

- The IOM correctly points out that the practices evidenced the difficulty within medical and 
research communities to understand and consistently formulate or apply the principles of the 
Nuremberg Code 

- The AF has strong reservations with IOM’s use of the terns ”wrongs” and “erors of the time,” 
since the evaluation is retrospective, applying current IegaUethical standards to a time prior to 
development of those standards 

- The phrase informed consent did not come into use until 1957 

-- A clear move toward systematic reform of research practice and application of the Code’s 
principles did not occur in the US untiI the 1960s and 1970s 

-- Modern guidelines did not take shape until 1974 with the Department of Health, Education 
and Welfare guidelines codified for conduct of social and behavioral research 

-- Public Law 93-348 (1974) created the National Commission for Protection of Human 
Subjects of Biomedical and Behavioral Research which issued the Belmont Report 

--- The Belmont Report, issued by the Commission in 1979, was the first document to 
clearly define the basic ethical principles of respect for persons (autonomy), beneficence and 
justice 

Lt Col Dan Brown/AFMOA/SG0T/5078/drb/29 January 1996 
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-- The Common Federal Rule of 1991 outlined responsibilities and practical application of the 
principles at all levels of the research community. Despite this codification, the application of 
the principles of justice & beneficence remain a subject of active discussion at the national level 

- The IOM report accurately states that "application and implementation of the Principles of the 
Nuremberg Code were sporadic and inconsistent during this period" 

- Therefore, the Air Force feels there was no consistent STANDARD OF THE TIME in the 
1950s 

-- The AAL researchers were conscientious scientists who held a genuine belief, justified at the 
time, that their research was both hannless and important 

-- The questionable practices that occurred relative to autonomy and cultural sensitivity may 
have reflected lack of a uniform standard, but were a conscientious attempt by the researchers to 
apply the principles as best they knew 

- IOM points out that the Department of Defense, through the Wilson Memo of 1953, was the 
fvst government agency to attempt to adopt the principles of the Nuremberg Code 

- The IOM report appears to link the AAL study to the "standard of the time" by addressing the 
Wilson Memo statmg that "the Air Force Surgeon General became responsible for ensuring that 
(these) consent requirements were met by the physicians under his command, including the AAL 

-- Paragraph 1 of the Wilson Memo (Appendix D, IOM Report) specifically states that the 
policy set forth wiU govern u e  of human volunteers by the Department of Defense in 
experimental research in thefieldr of atomic, biological andlor chemical wcyfarre I_ 

-- The purpose of the FLAL study, despite exposure of human subjects to ionizing radiation, was 
not to conduct research in the feld of atomic, biological andor chemical warfare. Rather, it was 
a physiological study evaluating the role of the thyroid in cold adaptation 

(Note: The physicians and researchers at the AAL were not under USAFISG Command) 

- In summary, the Air Force recognizes and apologizes for any perceived shortcomings in the 
treatment of Alaska Natives and Servicemen who participated in this study. As recommended by 
the IOM, the AF will endeavor to inform subjects or families of their participation; provide this 
study and information on other studies conductcd at the AAL from 1948-1967 to health care 
providers, tribal governments, and other key figures in relevant Alaska Native villages; and will 
continue to attempt identification of other participants in the study. 
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AWSG STATEMENT ON 

THE ARCTIC AEROMEDICAL LABORATORY THYROID FUNCTION STUDY 

(INSTITUTE OF MEDICINE REPORT) 

The Air Force agrees with the Institute of Medicine (IOM) conclusion that “the 
AAL thyroid function study caused no physical harm to the subjects.” The Air Force also 
agrees with the IOM condusion that, although no harm was done to the Alaska natives or 
U.S. servicemen, questionable ethical practices did occur based upon today’s 
understanding and application of the ethical principles of autonomy, justice and 
beneficence. However, the Air Force does not agree with the IOM conclusion that the 
experiments were conducted without informed consent according to the standards ofthe 
time. The Air Force has strong reservations with IOM’s use of the terms, “wrongs,” and 
‘‘errors of the time,” since the evaluation is retrospective, applying current legallethical 
standards to a time before development of those standards. In effect, there was no 
consistent standard of the time in the 1950s. While questionable practices that occurred 
relative to autonomy and cultural sensitivity may have reflected lack of a uniform 
standard, they were a conscientious attempt by the researchers to apply the principles as 
best they knew. 

* The Air Force recognizes and apologizes for any perceived shortcomings in the 
treatment of Alaska Natives and servicemen who participated in this study. As 
recommended by the IOM, the Air Force will: (1) endeavor to inform the subjects (or 
their families) of their participation; (2) provide this study and information on other 
studies conducted at the AAL horn 1948-1967 to health care providers, tribal 
governments, and other key figures in relevant Alaska Native villages; and (3) continue to 
attempt identification of other participants in the study. 
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Nasopharyngeal Irradiation 

Nasopharyngeal irradiation," introduced by S. J. Crowe and J. W. Baylor of the 
Otological Research Laboratory at the Johns Hopkins University, was employed from I924 on as 
a means of shrinking lymphoid tissue at the entrance to the eustachian tubes to treat middle ear 
obstructions, infections, and deafness. For this treatment, intranasal radium applicators (sealed 
ampules containing radium salt) were inserted (at least three insertions per treatment cycle) into 
the nasopharyngeal area for twelve-minute periods? The therapeutic effect of the treatments 
resulted from the penetrating radiation emitted from the radium source (gamma and beta rays), not 

a. Nasopharyngeal irradiation was studied in adults as well as children. In the early 1940s. 732 
submariners were subjects of a controlled experiment designed to test whether nasopharyngeal radium 
treatments could be used to shrink lymphoid tissue surrounding the eustachian tubes. thereby preventing and 
treating aerotitis media in submariners by equalizing external and middle ear pressure. This treatment was 
successful in 90 percent of the cases. H. L. yaines and J. D. Harris, "Aerotitis Media in Submariners." 
Armah ofOro/ogv. Rhinolop. and Laqqyloyr. 55 (1946): 347-371. In a 1945 journal article. it was noted 
that a controlled study was considered by the Army Air Forces. but rejected because of the urgent need to 
treat fliers immediately and keep them flying. However, the publishcd report describes differences betwcen 
various dose groups. implying an uncontrolled experimental comparison waq made. Captain John E. 
Hendricks et al., "The Use of Radium in the Aerotitis Control Program of the Army Air Forces: A Combined 
Report by the Officers Participating." Annal.7 of'Ofotogv, Rhinology and Lan*ngo/ugv 54 ( 1945): 650-724. 
Tens of thousands of servicemen were subsequently given this nasopharyngeal radium treatment. 

specialist with a background in public health. has projectcd 5 I .4 excess brain cancers over a fifty-year 
period in the 7.6 I3 servicemen irradiated in the Navy and Army Air Forces studies noted above. Stewart 
Farber. Consulting Scientist of the Public Health Sciences, to Stephen Klaidman. ACHRE Staff. 8 March 
I995 ("Nasopharyngeal Radium Irradiation-Initial Radiation Experiments Performed by DOD on 7.6 13 
Navy and Army Air Force Military Personnel during 1944-45"). Alan Ducatman. M.D.. of the University of 
West Virginia School of Medicine. who coauthored a letter with Farber to the New Enghnd Journol q/' 
Medicine regarding the radium exposure of military personnel. wrote that he found "no convincing evidence 
of excess cancer in the exposed population." He added, however, "there is also no good evidence for the null 
hypothesis." Alan Ducatman. West Virginia University School of Medicine. to Duncan Thomas, Membcr of 
the Advisory Committee on Human Radiation Experiments, 22 February 1995 ("I'm sorry I could not 
respond . . .") (ACHRE No. WVU-02 1795-A). 

Administration. is currently conducting a study to assess the fcasibility of an epidemiologic study of Navy 
veterans who received radium treatments. Han K. Kang. Environmental Epidemiology Service. Veterans 
Health Administration. "Feasibility of an Epidemiologic Study of a Cohort of Submariners Who Received 
Radium Irradiation Treatmcnt." 23 August 1994. I t  is not clear. however. that sufficient numbers of 
treatmcnt-documented personnel can be identified. as a group representing submariners has apparently becn 
able to identify only six former Navy personnel from of a pool of twenty-seven whose records indicate they 
received radium treatment. (I t  is not clear whether the data being collected by the VFW with the support of 
Senator Jocsph Lieberman of Connecticut will be from a representative sample of respondents. If, in fact, 
these data are from a highly nonrepresentative sample. the study may not be considered scientifically valid.) 
However, the Veterans of Foreign Wars organization apparently is now processing hundreds of surveys filled 
out by veterans who say they underwent nasopharyngeal radium trcatment. Once this task is completed, 
Senator Lieberman plans to present the data to the Department of Veterans Affairs with a recommendation 
that an epidemiologic study be conducted. 

Ltrr?vr,co/ogv 55 ( 1946): 3 I . 

Relying on the risk estimate developed in the Sandler study, Stewart Farber, a radiation-monitoring 

Han K. Kang. with the Environmental Epidemiology Service of the Veterans Health 

b. Samuel J. Crowe. "Irradiation of the Nasopharynx." Arrrials o/'Om/ogi~, Rhinohgr urd 
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from the internal deposition of radium itself. Crowe and his culleagues reported that "under this 
treatment. the lymphoid tissue around the tubal orifices gradually disappeared. marked 
improvement or complete return of the hearing followed, and in many the bluish discoloration of 
the tympanic membrane also disappeared."' This method was used for more than a quarter century 
as a prophylaxis against deafness, for relieving children with recurrent adenoid tissue following 
tonsillectomy and adenoidectomy, and for children with chronic ear infections. Asthmatic 
children with frequent upper respiratory infections were also often considered for this type of 
i radiation. 

An average of I50 patients a month, mostly children, were given the treatment at the 
Johns Hopkins clinic over a period of several years." Many children received the treatment more 
than once as recurrent lymphoid tissue bas  considered an indication for treatment. 

Crowe and his colleagues reported that the results following irradiation of the 
nasopharynx alone were not only as good as, but often better than, those following removal of 
tonsils and adenoids.' In review articles. they noted that approximately 85 percent of treated 
patients responded with decreased numbers of infections and/or improved hearing when treated at 
young ages. They also concluded that "it is effective, safe, painless, inexpensive and has proved 
particularly valuable for prevention of certain ear, sinus and bronchial condition in children."" 
Although early articles by Crowe and colleagues indicate that nasopharyngeal radium treatments 
were accepted as standard procedure for the prevention of childhood deafness, these treatments. 
like most standard interventions in medicine, had not been subjected to formal scientific 
evaluation. A controlled study was conducted from 1948 to 1953 by Crowe and his colleagues to 
determine "the feasibility of irradiation of the nasopharynx as a method for controlling hearing 
impairment in large groups of children associated with lymphoid hyperplasia in the nasopharynx; 
to draw conclusions concerning the per capita cost of such an undertaking as a public health 
measure.''y Crowe et al. wrote in an NIH "Notice of Research" that "the procedure of treatment is 
not new. as an individual measure; this is the first adequately controlled experiment of sufficient 
size for accurate statistical analysis."h 

This work was funded by NIH for the entire period of study. As recorded in an NIH grant 
application, the study involved approximately 7,000 children screened for hearing impairment.' Of 
those screened. approximately 50 percent were selected for further study based on the chosen 
criteria for hearing loss. Half of this study group was irradiated with radium. while the other half 
served as a control group. Crowe and colleagues reportedly concluded from this study (published 
in 1955) that the radium treatments did shrink swelling of lymphoid tissue and improve hearing.' 
This type of therapy was ultimately discontinued because of newly available antibiotics and the , 

c. Ibid.. 30. 
d. Ibid.. 33.; Dale P. Sandler et ai.. "Neoplasms Following Childhood Radium Irradiation of the 

e. Ibid.. 33. 
f. Ibid. 
g. S. J. Crowe et al.. The Johns Hopkins University School of Medicinc and School of Hygiene 

and Public Health, to Federal Security Agcncy. Public Health Service. National Institutes of Health. July 
1948 ("The Efficiency of Nasopharyngeal Irradiation In the Prevention Of Deafness in Children, Notice of 
Rescarch Project. Grant No. B-19") (ACHRE No. HHS No. 092694-A). 

Nasopharynx." Journal ?/'the Nationnl Cancer Institute 68 ( 1982): 3-8. 

h. Ibid. 
i. Ibid. 
j. Ibid. 
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use of transtympanic drainage tubes, as well as awareness of the potential risks of radiation 
treatment. 

neck region, including the paranasal sinuses, salivary glands, thyroid, and parathyroid glands are 
also exposed to significant doses of radiation during the radium treatments, prompting concern that 
these treated individuals might have been placed at increased risk for radiation-induced cancers at 
these sites. Dale P. Sandler et al., in their 1982 study of the effects of nasopharyngeal irradiation 
on excess cancer risk for children treated at the Johns Hopkins clinic, found "a statistically 
significant overall excess of malignant neoplasms of the head and neck among exposed subjects," 
based however on only four cases in comparison with 0.57 expected.' This excess was accounted 
for mainly by three brain tumors that occurred in the irradiation subjects. One other malignant 
tumor, a cancer of the soft palate, was also reported. The Department of Epidemiology at the 
Johns Hopkins University has undertaken a further follow-up study of the Crowe et al. cohort of 
children irradiated there, previously studied by Sandler et ai.' Verduijn et al., in their 1989 study 
of cancer mortality risk for those individuals (mostly children) treated by nasopharyngeal 
irradiation with radium 226 in the Netherlands. reported that "the present study has found no 
excess of cancer mortality at any site associated with radium exposure by the Crowe and Baylor 
therapy. Specifically.. . 
the finding of Sandler et al. of an excess of head and neck cancer was not found in this study 

In addition to the targeted lymphoid tissue, the brain and other tissues in the head and 

group.'" 
Among the Japanese atomic bomb survivors, no excess of brain tumors was found. 

However, several studies have noted an increased risk of both benign and malignant brain tumors 
following therapeutic doses of radiation to the head and neck region during childhood.n From the 
Committee's own limited risk analysis of these experiments, we concluded that the brain and 
surrounding head and neck tissues would be put at highest risk and estimated the lifetime risk at 
approximately 4.35 per 1,000 and an increased relative risk of 62 percent." 

k. For the combination of benign and malignant neoplasms, there werc 23 cases. for a relative risk 
of 2.08 with a 95 percent confidence interval of 1. I2 to 3.9 1. Sandler. "Neoplasms Following Childhood 
Radium Irradiation." 5. 

("Nasopharyngeal Power Analysis"). 1-3. 

ond Lanngoloa 98 ( 1989): 843. 

Radiation," The Lancet. ii ( 1  970): 1000-1 003.; M. Colman. M. Kirsch. and M. Creditor. "Radiation Induced 
Tumors." in Lute Biologicol Ell;?cts ofloniiing Radiation. Vol. I (Vienna: International Atomic Energy 
Agency, 1978). 167-1 80; R. E. Shore, R. E. Albert. and B. S. Pastcmak. "Follow-up Study of Patients 
Treated by X ray Epilation for Tinea Capitis: Resurvey of Post-Treatment Illness and Mortality Experience." 
Archives oj'Environmentol Heolrh 3 I ( 1976): 17-24; and C. E. Land."Carcinogenic Effects of Radiation on 
the Human Digestive Tract and Other Organs." in Radiation Corcinogenesk. eds. A. C. Upton et al. (New 
York: Elsevier. 1986). 347-378. 

following assumptions: ( I )  Source description: 50 mg of radium, active length I .5 cm. filtered by 0.3 mm of 
Moncl metal. (2) Average treatment: 60 mg/hrs; based on three 12-minute treatments (radium applicators 
inserted through both nostrils)= ( I2x3x50x2)/60 mins per hour= 60 mg-hrs. (3) Dose rate at points in a 
central orthogonal plane surrounding the source: for distances up to 5 centimcters dose estimated using 
published data (Quimby Tables. Otto Glasser et al.. Physical Foimdations of'Radiologv. 3d ed. [Ncw York: 
Paul Hoeber, Inc.. 19611) for lincar radium sources with dose increased by 50% to allow for the reduced 

I. Jessica Yeh and Genevieve Matanowski. fax to Anna Mastroianni (ACHRE). 7 July 1995 

m. Verduijn et al., "Mortality after Nasopharyngeal Irradiation." Annals Of'Otolog?: Rhinology. 

n. S .  Jablon and H. Kato. "Childhood Cancer in Relation to Prenatal Exposure to Atomic-Bomb 

. 

0. The radiation dose estimate to the head and neck region was calculated according to the 
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The Hopkins nasopharyngeal study raises different ethical issues than those posed by the 
other experiments reviewed in this chapter. all of which offered no prospect of medical benefit to 
the children who served as subjects. By contrast. the nasopharyngeal irradiation experiment was 
designed to determine whether children at risk for hearing loss would be better off receiving 
radiation treatments or not receiving such treatments. A central issue here was whether it was 
permissible to withhold this intervention from "at risk" children. The application of radium was at 
this point a common. but scientifically unproven, treatment for children at risk of hearing loss; the 
risks of the treatment were not well characterized, If it was really unknown which was better for 
children--receiving radium or no intervention--then the medical interests of the children were best 
served by being subjects in the research because. as a consequence, they would have a 50 percent 
chance of receiving the better approach. The nasopharyngeal experiment thus belongs to a class of 
research the Committee did not investinate--theraueutic research with children. 

- -  
I 

filtration provided by the applicator wall and converting roentgen to rad by a multiplication factor of 0.93. 
For distances greater than 5 centimeters, the dose rate is reduced in accordance with the inverse squan law. 
with a proportionality constant of 690 rad-cm2. There was no dose correction for attenuation of the gamma 
rays by tissue absorbtion. which has been calculated to be about 2Ydcm (yielding a dose reduction of about 
20% at 10 cm). 

The local gamma dose to the head and neck region was assumed to be distributed according to an 
inverse square law d(r) * 6901s rad. The Committee approximated the exposed region of the body by a 
sphere with radius 10 centimeters. This was felt to be a conservative assumption, because although the dose 
does not go to zero at the base of the neck, a IO-centimeter sphere would also extend outside the skull. 
Averaging this dose distribution over the exposed sphere, the average dose to the head was found to be 20.7 
rad. The exposed volume is about 4189 cm', or 29 percent of the total body, so the average whole body dose 
is about 6.0 rad. Multiplying this by the BEIR V risk coefficient for children exposed at age five. 1.4/1,000 
person-rad. produces a lifetime risk of about 8.4/1,000. This calculation assumes that the brain and other 
head tissues have average radiosensitivity. BEIR V also gives absolute-risk coefficients for brain cancer 
ranging from I to 9 per million person-year-rad. with 3 being a reasonable average. Applying this figure to 
an average head dose of 20.7 rad. the Committee estimates a lifetime risk of about 4.35/1,000. The 
corresponding relative risk coefficients average about 3 percent per rad, so this dose would correspond to an 
excess relative risk of 62 percent. 
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instances in which an apology is warranted but for which experiment-specific 
factual support is not currently available.-' 

Recommendation 4 

Chaaer 18 

In the research that we reviewed for this recommendation, the 
Advisory Committee has found no subjects of biomedical experiments for 
whom there is a need to provide 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 Human Radiation 
Interagency Working Group that subsequent decisions for notification be 
based on evaluation of both the level of risk from radiation exposure and the 
potential medical benefit from medical follow-up in exposed individuals. 

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 
than the general population and thus does not recommend notification or 
medical follow-up for descendants of subjects of human radiation 
experiments. 

In formulating this recommendation, the Advisory Committee considered 
those subjects for whom there is a significant risk of developing a radiation- 
related disease that has not yet occurred, or has occurred but may still be 
undetected or untreated, and in whom there might be an opportunity to prevent or 
minimize potential health risks through detection and treatment. In considering 
notification, we focused only on biomedical experiments, as stated in our charter. 

The Advisory Committee based its present recommendation on the 
specific guidelines stated below and recommends that fbture decisions for 
medical notification and follow-up of subjects of government-sponsored human 
radiation experiments not examined by the Committee, or that have not yet come 
to light, be based on these same guidelines, as follows: 

1. The subject was placed at increased lifetime risk for development 
of a fatal radiation-induced malignancy.' The level of increased 
risk was set by the Advisory Committee at 1/1,000 remaining 
lifetime risk and an excess relative risk of greater than 10 percent 
(organ specific). This level of risk was arbitrarily chosen by the 
Advisory Committee. When compared with the normal risk of 
dying of cancer (220 out of 1 ,OOO), this level of risk is small. The 
Advisory Committee chose this small remaining lifetime risk as a 
reasonable initial criterion to decide if an analysis of the utility of 
screening and intervention (criterion 2 below) was needed. 
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2. There is a recognized medical benefit from early detection and 
treatment of the cancer, which outweighs whatever medical risks 
are associated with detection and treatment interventions. In 
addition, the government should consider the public health and 
financial costs as well as the potential benefits before making a 
decision to offer such a notification and screening program. 

Eligible subjects for whom medical follow-up to protect health is 
recommended should be notified of their participation in a human radiation 
experiment, and voluntary screening programs offered to them. Such a program 
should include adequate disclosure of both the nature of the potential benefits as 
well as the potential risks of medical follow-up, which might include some of the 
following aspects: 

e medical harm, discomfort, inconvenience, or anxiety from the screening 
test itself or subsequent follow-up exams; 

negative; 

lifehealth insurance carriers; 

medical tests and treatments. 

e the possibility of incorrect test results, either false positive or false 

e the possibility of stigmatization by fiends, family, employers, or 

the costs'to themselves of the screening program (if any) and subsequent e 

Thus the Advisory Committee's recommendations for notification and 
medical follow-up of individuals who were subjects of a human radiation 
experiment depend equally on risk estimates and the medical utility of early 
detection and treatment for changing the course of disease or the quality or length 
of life in such an exposed individual, as shown in the accompanying table. 

describing approximately 4,000 government-sponsored human radiation 
experiments. Because of the limited data available on most of these, and the 
Advisory Committee's limited resources, it has not been feasible for the Advisory 
Comit tee  to systematically apply the two criteria described above to the 
majority of experiments identified within its database. The Advisory Committee 
therefore selected for review types of experiments that seemed most likely to 
include subjects who might still be alive and meet the risk criteria chosen by the 
Committee and who might medically benefit fiom notification and medical 

The Advisory Committee database includes articles and other documents 

follow-up. 
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Remaining Lifetime Risk 
~l/I,OOO AND RRz 10% 

Yes RECOMMEND 
Medical Benefit from NOTIFICATION AND 

Treatment 
Early Detection and MEDICAL FOLLOW-UP 

No NO NOTIFICATION 

DETERMINATION OF THE NEED FOR NOTIFICATION 
AND MEDICAL FOLLOW-UP 

Remaining Lifetime Risk 
< 1/1.000 OR RR< 10% 

NO NOTIFICATION 

NO NOTIFICATION 

Specifically, the Advisory Committee has reviewed twenty one studies 
involving three types of experiments: 

1. Children who received iodine 13 1 ; , 

2. 
3. 

Prisoners subjected _, - to " * testicular irradiation; and 
Children and military personnel exposed to nasopharyngeal radium 
treatments,, 

- . . ---- 
Following this--detailed analysis,.the-,Advisory -.-&, -. Committee i - concluded 2 .- that 

none of the experiments examined satisfied _ _ . - . a .  both . of the guidelines identified in I t  

this recommendation. If in the future new methods of screening are developed or 
new information about increased risk is discovered, then these experiments 
should be reevaluated to assess whether they meet the criteria. (For a full 
discussion, see the addendum on medical notification and follow-up at the end of 
this chapter.) 

individually all the experiments in our database, the results of our review of these 
carefully selected studies suggest that the remaining experiments would be 
unlikely to meet the proposed criteria for notification and medical follow-up. 
However, another important group of studies not considered in detail by the 
Advisory Committee were tracer studies in pregnant and nursing women. 

It is possible that experiments that would satisfy the Committee's criteria 
for notification and medical follow-up will be identified. Implementation of a 
notification and medical follow-up program would have to be done carefblly if a 
follow-up program is to provide former research subjects with greater health 
benefit than harm. Considerable effort would be needed to educate both subjects 
and physicians about the realistic benefits and the possible harms of medical 

Though it was beyond the scope ofthe Advisory Committee to evaluate 
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Purr IV t- follow-up, as well as the specific screening modalities and follow-up care that 
would be indicated. It is particularly important to distinguish follow-up that is 
intended to benefit medical science from follow-up that is intended to medically 
benefit patients. An additional concern is that, for most experiments, no list of 
subjects exists. Performing screening tests in people who are incorrectly 
identified as having an increased risk is unlikely to result in any benefit and may 
result in harm. 

The Advisory Committee also recognizes that individuals who have 
received therapeutic radiation treatments, either in a purely clinical setting or 
research setting, may have been exposed to substantially higher doses of radiation 
and should seek medical follow-up pursu& to the advice of their treating 
physician. 

With regard to the need to notify descendants of subjects of human 
radiation experiments of potential genetic effects, it is likely that the risk of 
radiation-induced mutations is small in relation to natural rates. Thus it would be 
impossible to distinguish whether the condition was caused by the parent's 
radiation exposure or by other factors. Based on these considerations, the 
Advisory Committee does not recommend notification and medical follow-up for 
descendants of subjects of radiation expe;iments. 

In the event ha t  specific genetic effects attributable to radiation exposure 
could be identified in a particular population of descendants at some fhture time, 
the guidelines would be the same as those previously outlined for subject 
populations--there would need to be evidence to indicate that early intervention 
would change the course of a particular disease before notification and follow-up 
would be recommended. v 

. ._- 

Population Exposures 

In recent years Congress has enacted a body of laws to provide relief to 
service personnel exposed to radiation in connection with atmospheric nuclear 
tests, citizens who lived downwind from the tests, and workers who mined 
uranium to be used by the government in nuclear weapons production. These 
include the Veterans Dioxin and Radiation Exposure Compensation Standards 
Act of 1984, the Radiation-Exposed Veterans Compensation Act of 1988, and the 
Radiation Exposure Compensation Act of 1990. 

which to base continued provision for relief. In the interim since these laws were 
passed, experience with the laws and more current scientific knowledge strongly 
suggest the need for revisiting the laws and their administration and for extending 
their coverage to similarly situated groups--such as those exposed to intentional 
releases--who are not now covered. 

In the Committee's view, these existing laws provide the framework on 
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The following recommendations address the circumstances of groups 
exposed to intentional releases, service personnel who were exposed in 
connection with nuclear weapons tests, and workers who mined uranium for use 
in government programs. We also address the circumstance of the citizens of the 
Republic of the Marshall Islands, for whom a different framework of remedies 
has been fashioned. ,.";\ gccx Recommendation 5 

The Advisory Committee recommends to th uman Radiation 
Interagency Working Group that it, together with Congress, give serious 
consideration to amending the provisions of 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 populations currently covered by the 
law may have resulted. 

, 

The Advisory Committee did not have the time or resources to undertake 
our own epidemiologic studies of the cancer burden surrounding the Hanford 
facility in Washington state, where the Green Run took place. The preliminary 
radioiodine dose estimates now available raise the issue of whether the releases 
from Hanford may have caused cancers. The Advisory Committee found.that the 
Green Run itself contributed only a very'small portion otthat cancer burden, so I 

small that it would be impossible to attribute any cancers to the Green Run as 
opposed to other sources (including routine Hanford releases). The Advisory 
Committee believes that in addressing the Green Run intentional release, the 
appropriate response is to redress injury without regard to whether exposures 
were in the course of routine or research activities. There would be no practical 
way to make this distinction, if it were desired. We also note that the Radiation 
Exposure Compensation Act provides relief for downwinders and uranium miners 
without regard for whether they were subjects of research (and in many cases they 
were not). 

Recommendation (Wb-J 
The Advisory Committee recommends to th- ration 

Interagency Working Group that it, together with Congress, give serious 
consideration to reviewing and updating epidemiological tables that are 
relied upon to determine whether relief is appropriate for veterans who 
participated in atomic testing so that all cancers or other diseases for which 
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ADDENDUM TO RECOMMENDATION 4: MEDICAL 
NOTIFICATION AND FOLLOW-UP 

The Advisory Committee's charter requires that we consider the issue of 
notice to experimental subjects of potential health risk and the need for medical 
follow-up: 

If required to protect the health pf individuals who 
were subjects of a human radiation experiment, or 
their descendants, the Advisory Committee may 
recommend to the Human Radiation Interagency 
Working Group that an agency notify particular 
subjects of an experiment, or their descendants, of 
any potential health risk or the need for medical 
follow-up [Sec. 4.c.I. 

The basic intent of this provision is not directed at subjects who have 
already died, or at subjects who have already become ill and been treated. It is 
Primarily aimed at asymptomatic subjects who remain at significant risk for the 
development of radiation-induced cancers. Because at least two and as many as 
five decades have passed since the experiments took place, most of those who 
may eventually develop cancer as a result of the experiment will already have 
developed symptoms and sought treatment. However, some subjects may still be 
at risk and thus arguably might benefit from medical follow-up. 

The initial consideration in deciding whether to implement a program of 
active notification and medical follow-up is the identification of populations of 
subjects who have been put at significant risk for the development of radiogenic 
cancers. The magnitude and focus of these risk estimates are driven by the 
specific organs placed at highest risk from the particular radiation exposure (for 
example, thyroid being the organ at greatest risk in the iodine 13 1 experiments, 
testes in the Oregon and Washington prisoner experiments, and the brain for the 
nasopharyngeal radium experiments). Risk estimates are calculated for each 
target organ according to a number of assumptions that may include adjustments 
for variables such as age at exposure, sex, or type of radiation (isotope VS. 

external beam) and are generally expressed in terms of excess cancer 
incidence/mortality for a given population over a specified period at a specified 
dose. 

The Advisory Committee adopted 'an excess site-specific cancer mortality 
(death) greater than 1 case in 1,000 (lifetime) as a criterion for determining that a 
subject had been placed at increased risk, However, because of the substantial 
passage of time since the initial exposure, the criteria for consideration of active 
notification were set at 1/1,000 future or remaining lifetime risk and an excess 
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relative risk of greater than 10 percent (organ specific). This level of risk was 
arbitrarily chosen by the Advisory Committee. When compared with the normal 
risk of developing cancer (220 out of 1 ,OOO), this level of risk is small. The 
Advisory Committee chose this small remaining lifetime risk as a reasonable 
initial criterion to decide if a more in-depth analysis of the effectiveness of 
screening and intervention was needed. 

lifetime risk for radiogenic cancer mortality, a second criterion must be satisfied 
before a government-fbnded medical follow-up program is recommended, namely 
whether the exposed individuals would likely benefit from a program of early 
detection or early treatment of the malignancy. Effective screening procedures 
for the detection of an early-stage cancer exist only for a limited number of cancer 
sites. Moreover, the lack of specificity of all diagnostic screening tests results in 
a significant number of "false positives" (a positive test result in an individual 
who in truth is not affected), resulting in unnecessary and potentially hazardous 
medical procedures that may cause health problems in and of themselves. On the 
other hand, most diagnostic tests are also imperfectly sensitive, meaning that 
some individuals who actually have the disease will be falsely reassured that they 
are cancer free and may thereby delay seeking attention when it becomes 
symptomatic. To this end the Advisory Committee has adopted the following 
criteria for assessing the value of screening, preventive, or therapeutic measures 
for exposed subjects of biomedical experiments:20 

Once a population has been determined to have an increased remaining 

1. The condition must have a significant effect on 
the quality or length of life. 

2. The condition must have an asymptomatic 
period during which it can be detected by available 
screening methods. 

3. These screening methods must have high 
sensitivity and specificity. 

4. Treatment in the asymptomatic phase must yield 
a therapeutic result supeiior to that obtained by 
delaying treatment until symptoms appear. 

5.  The medical benefits of screening and early 
treatment must outweigh any detrimental medical 
effects or risks. 

These criteria were applied to each exposed population at significant risk 
for development of a malignancy and evaluated according to the organ(s) at risk 
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fiom radiation exposure. In each case, the conditions enumerated above must be 
satisfied before specific medical follow-up would be recommended. 

chapters 7 and 9. To summarize, the Advisory Committee found no experiments 
involving iodine 13 1 administration to children that met our 1/1,000 criterion for 
remaining lifetime risk of dying of cancer; even in the most highly exposed 
individuals, risks were estimated to be 1/2,000 (remaining lifetime risk). In 
addition, the U.S. Preventive Services (USPS) Task Force concluded that "routine 
screening for thyroid disorders is otherwise not warranted in asymptomatic adults 
or children." Although it has been suggested that people placed at risk for 
development of thyroid carcinoma following high-dose external irradiation to the 
upper body may benefit fiom regular physical examination of the thyroid, there 
are no data to support a similar risk or benefit for those who have been exposed to 
diagnostic or therapeutic doses of iodine 13 1 .2' 

The Advisory Committee recognizes that in addition to the very small risk 
of a fatal thyroid cancer, individuals exposed as children to iodine 13 1 also have a 
larger risk of a nonfatal thyroid cancer or benign tumor, a lifetime risk that in 
many of the experiments we considered exceeded 1/1,000 and in a few 
individuals exceeded 1/100. We recognize that such conditions may require 
medical treatment and may be associated with considerable anxiety and 
discomfort. After considerable discussion, however, the Committee concluded 
that notification was not warranted for the purpose of detecting such conditions 
early, on several grounds. First, the prognosis for such conditions under standard 
clinical care is excellent, and there is no evidence that early detection improves 
the outcome. Second, even among the subgroup of about 200 children exposed to 
this level of risk, the number of excess cancers expected is less than one, whereas 
the normal prevalence in an unexposed population is about 20 to 30 percent. 
Third, many thyroid cancers that are detectable by screening may have no clinical 
significance. Finally, the most effective means of screening for thyroid cancer 
remains palpation, which has low sensitivity and low specificity. 

For the prisoners subjected to testicular irradiation, the Advisory 
Committee estimates that even the most heavily exposed individual (600 rad to 
the testicles) would have a risk of only 0.4/1 ,000t2 of developing a fatal cancer, 
which does not attain our stated criterion. Furthermore, the USPS Task Force has 
concluded that "there is insufficient evidence of clinical benefit or harm to 
recommend for or against routine screening of asymptomatic men [other than 
those with a history of cryptorchidism, orchiopexy, or testicular atrophy] for 
testicular cancer."23 These considerations lead the Advisory Committee to 
recommend against any program of active notification of these subjects. 
However, subjects who voluntarily request medical check-up or counseling 
should have such provided in a standard clinical setting. 

Advisory Committee has estimated that the lifetime risk of tumors to the central 

Details of the Advisory Committee's risk calculations can be found in 

For the children who received nasopharyngeal radium treatments, the 
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nervous system (brain), head, and neck regions is approximately 4.35/1,000 and 
the excess relative risk is about 62 percent, both with considerable uncertain tie^.^^ 
Although these experiments were conducted in the 1940s and much of the risk has 
probably already been expressed, it is still possible that the future risk is greater 
than or equal to our arbitrary 1/1,000 risk criterion, However, at greatest risk are 
the brain, and head and neck tissues, for which there is neither an accepted nor 
recommended screening procedure.2s Thus, while the subjects in these 
experiments meet the Advisory Committee's arbitrary 1/1,000 criterion for 
consideration for notification and medical follow-up (criterion 1 in 
Recommendation 4, above), the utility of such a program has not been 
demonstrated, so criterion 2 of Recommendation 4 is not satisfied. Adult military 
personnel who participated in trials of this procedure received significantly lower 
radiation exposures, did not attain our arbitrary 1/1,000 criterion for risk, and 
would similarly fail to meet the criteria in guideline 2. Therefore, the Advisory 
Committee does not recommend notification and medical follow-up of children or 
adults in this group of experiments. 

The Advisory Committee's charter also requires that we consider the need 
for notification of descendants of experimental subjects for purposes of health 
protection. The rationale for considering notification in this instance derived 
from the assumption that the offspring of former subjects might be at risk for 
disease or disability as a consequence of inherited mutations resulting fiom their 
parent's previous radiation exposure. The weight of evidence suggests that the 
risk of heritable genetic effects fiom the radiation exposures in the experiments 
we reviewed is very small, although it is possible that some offspring of exposed 
individuak might carry mutations that were caused by radiation.26 Moreover, in 
most medical experiments involving external sources of radiation, efforts are 
made to shield the gonads (ovariedtestes) as much as possible. With the 
exception of the testicular irradiation experiments, where subjects agreed to 
undergo vasectomy to prevent transmission of any mutations that might have 
occurred, experiments involving external irradiation are likely to have produced 
relatively small gonadal doses, as would those experiments involving tracers. 
Even therapeutic studies involving internal radionuclides would generally involve 
only modest gonadal doses. Thus, in the vast majority of experiments, it is likely 
that the risk of radiation-induced mutations is small in relation to natural rates. 

In addition to cancer and genetic effects, there are only a small number of 
well-established effects of radiation, including severe mental retardation among 
those exposed in utero (particularly between eight and fifteen weeks of gestation), 
sterility, cataracts, and hypothyroidism. Unlike cancer and genetic effects, 
however, these other endpoints appear to be "deterministic" effects that appear 
only after high doses that are unlikely to have been received by subjects in the 
experiments under consideration for notification. The Advisory Committee heard 
extensive public testimony about a range of other conditions that those testifying 
thought might be related to radiation exposures. However, the Advisory 
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Part IV 

Committee believes that a program of active notification must be grounded on 
curredly accepted scientific evidence concerning the conditions that are likely to 
be caused by radiation. 

.. I 
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NASOPHARYNGEAL RADIUM THERAPY 

Radium. a radioactive metallic element discovered in 1898, was first used as a medical 
therapy in 1904. Beginning early in its medical utilization, the element demonstrated 
effectiveness in shrinking inflamed tissues. As such, radium was used internally and externally 
for the treatment of gastrointestinal, genitourinary and brain cancers; lymphomas and leukemias; 
non-malignant tumors; goiter: thymus problems; thyroid disorders; acne; scalp ringworm; and 
birthmarks. 

During the 1920s, physicians at Johns Hopkins University developed a new technique 
using radium which enab!ed them to successfully treat children for hearing impairment caused by 
chronic inflammation of the middle ear (otitis media). Called nasopharyngeal (nose and 
pharynx) therapy, this procedure involved routing a radium tipped applicator (often a long rod) 
through the nasal passage, positioning it adjacent to the eustachian tube and leaving it in place 
for several minutes before removal. Treatments were routinely repeated over a period of months 
as determined by tissue response to the therapy. Both civilian and military facilities used this 
procedure from the late 1920s until the 1960s. 

Military medical personnel performed nasopharyngeal therapy on Navy submariners and 
Army Air Force aviators in the early 1940s as a treatment for inflammation of the middle ear due 
to pressure changes (aerotitis media) and upper respiratory infections. This therapy was 
particularly valuable during World War I1 and played a significant role in keeping air crews and 
Navy divers available for duty. Between 1940 and the 1960s nasopharyngeal therapy was also 
promoted in civilian and military facilities as treatment for sinusitis, tonsillitis, selected cases of 
recurrent colds, bronchial asthma and bronchitis secondary to upper respiratory infection. Of the 
hundreds of thousands of civilians treated, most were children with recurrent ear infections. 
Physicians in the U.S. and overseas were convinced through empirical evidence that the adverse 
reactions associated with the procedure were few and that it was safe. 

As reports of thyroid cancer following X-rays to and of the head and neck began 
appearing in the medical literature of the 1950s and 1960s, health concerns for nasopharyngeal 
therapy also emerged. The therapy was discontinued during the 1960s due to the availability of 
alternative treatments (Le. tympanic tubes and antibiotics), and concern for increased health risks 
associated with radiation exposures. 

Recent interest in the history of nasopharyngeal therapy prompted both an examination of 
its past use within the military and a hearing of the Senate Subcommittee on Clean Air and 
Nuclear Regulation conducted by Senator Joseph I. Liberman of Connecticut. Testimony at the 
August 1994 hearing indicated that military use of nasopharyngeal therapy was well within the 
accepted medical practices of the day. Panel members testified that independent studies 
investigating long term health risks associated with this treatment were inconclusive. As a result 
of the hearing, the Department of Veterans Affairs has considered conducting an epidemiological 
study to determine if having received this treatment truly places veterans at greater risk for head 
and neck cancers. 



During the Subcommittee hearing, the Centers of Disease Control and Prevention and the 
Navy Surgeon General recommended two proactive measures to past recipients of 
nasopharyngeal therapy: 1) during an annual physical exam, recipients should inform their 
doctors that they received radium therapy in the past; and 2) recipients should request an 
examination of their thyroid and nasopharyngeal passage. 

To date no definitive link between an increased risk of head and neck cancer and 
nasopharyngeal therapy has been confirmed. 
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Nasopharyngeal Irradiation Highlights 

0 Irradiation of lymphoid tissue in the nasopharynx using radon, radium, and x-rays was 
widely practiced by otolaryngologists in the U.S. and Europe (U.K., France, Denmark at 
least). The procedure was developed in the 1920s, refined during the 1930s, and 
extensively used well into the 1960s. 

e The U.S. armed forces employed this technique from 1942 into the 1950s to prevent 
barotrauma to the middle ear during pressure excursions. Dr. Haines, in New London, 
continued its use on submariners when referred from the submarine school. 

e Estimates of the number of civilians treated in this fashion are in the several hundred 
thousand range - mostly children. Several follow-up studies on civilian use have been 
published. None of these studies have shown short or long term adverse effects from 
irradiation with the radium probe that was used by the physicians in the armed forces. 

The specific technique of irradiating the nasopharynx with radium or radon delivered 
much less radiation to surrounding tissues than the alternative techniques of external 
focused x-irradiation. X-irradiation was widely used in the civilian medical sector. 
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Recent Interest Regarding Nasopharyngeal Irradiation 

0 1991 - Based on an inquiry from the editor of the New England Journal of Medicine, the 
Navy Bureau of Medicine and Surgery conducted a review of this treatment on 
submariners. No patient lists or other records were found at that time. 

March 1994 - Congressman Joseph Kennedy requested all available information 
regarding nasopharyngeal irradiation treatments, dosages and history for submariners. 

April 1994 - Congressman John Chafee requested a search for patient logs from the New 
London Submarine School. The Surgeon General of Navy found no medical records or 
logs related to treatment. 

0 6 May 1994 - The Surgeon General of the Air Force conducted an investigation into the 
location of records pertaining to nasopharyngeal irradiation treatment at Drew Air Field 
in Tampa, Florida. No patient records or logs were found. 

29 August 1994 - A hearing on Nasopharyngeal Irradiation for the Subcommittee on 
Clean Air and Nuclear Regulation of the Senate Committee on Environmental and Pubic 
Works was held and presided over by Senator Joseph Lieberman. The hearing concluded 
with DVA agreeing to investigate the possibility of an epidemiological study for 
submariners and the Centers for Disease Control (CDC) agreeing to organize a workshop. 

0 September 1994 - Senator Joseph Lieberman requested that Secretary of Defense Perry 
provide assurance that DoD will cooperate with Department of Veterans Affairs' (DVA) 
medical record search to identify submariners who received nasopharyngeal irradiation 
treatment. 

27-28 September 1995 - CDC sponsored the Public Health Response to Nasopharyngeal 
Radium Irradiation Worhhop. DVA stated that it was not feasible to conduct an 
epidemiological study on the submariner population. In addition scientists, 
epidemiologists, and doctors stated during the proceedings that for an adult population 
there was no evidence of significant increased health risks from nasopharyngeal 
irradiation treatment. 

0 October 1995 - A C H E  Final Report indicates that children and adults receiving 
nasopharyngeal irradiation treatment do not require notification and medical follow-up. 
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New Haven Register 
Sunday, March 3,1996 

-Navy tests 
of radium' i 
stir"critic 

. .  .. .... I. 
By Melltsa B. Roblnson 
Asroclatsd Press 
__ ~~ 

WASHINGTON - A public 
health scientist has urged by sen- 
ators to pressure the Navy into 
admitting the w of nasg radium 
on submarine crewmen trained in 
New London, Conn., in the 19409 
and '50s. . . ). 

Nasal radium w;u given to mili- 
my pilots and d i v a  in an expui- 
mental medical procedure to de&r- 
mine. whetkr it could prevent 
broken ear drums. resulting from 
drastic changes in pressure .... . 

"I wnnt them.to be accountable, 
'and I want them to. be -honest," 
said Stewart Farber of Pawtucket, 
RI.. an expen in radiation risk as- 
sessment He has, organit& a proj- 
ecr to identify and help f o q w  ra- 
dium atients. . 

F A r .  .who. 1a.t week. attended 
a cwo-day worksho . that brought 
radiation victims anz,advFat+!o- 
gethet with Clinton.'administrarron 
officials,. has . bqn:;cri,tid, of the 
federal government's ,rqpo$.e. to 
date od the,radium issue. 
.,. F e r  argues: that:.Navy,.offi- 
cials havo misrepresented the is- 
sue, in public forums and private 
meetings, by sayin8 the. use.of ra- 
dihm on military..divus w+ stan- 
dard clinical pr?cuce. : ': . 

That claim, Farber said; contra- 
dicts a Feb. 23, 1994, memo:from 
the NavaI Submarine Medical.Re- 
search Laboratory i n '  Groton. 
Conn.,, that-refen to.'n+opharyn- 
geal radium trearmenp :of subma- 
riners durin and after World War 
II as pan o /? a "research qroject." 

The Advisory Cornmince on 
Human Radiatton ,Experiments 
afso' ieferrid tii'W.ir'~tdGits '-8s 
experiments in-ip.@nl"ripo$ last 
ycar. The panel bittcrly disappint- 
ed health advocates by concluding 
that it would be essentially useless 
to notify patients of the potential 

.. ' 

dan ersof the radium treatments. 1s far as 'getting the Navy to 
srate the treatment was expcrimen- 
tat, F v b v  wrote to Sen. John Cha- 
fee, R-R.T., "Tbe combined pres- 
sure of Sen. (Joseph) Lieberman 
@-Conn.) and ourself to fore 

matter can.help to,.nght. a ,*nous 

Farbtr'met'l&deck with ;des 
to: Ch,afW a d  *gjebcpan .to dis- 

The Navy di4 nor r e m 6  a're- 
por t e r ' s  telephdrie: ca l l  ' fo r  
:comment, ._ , . .c . 
: Durlng @e timq.of&'pTn- 

. ed, Navy. expe+,menu,:. civ ians 
dm *were .bc!ng' givln radium to 
:cure hearin lqs, &Ids,* adenoid 

cent yean, fonner padents have 
blamed the radiulh for h d t h  prob- 
lems, including rumors, endocrine 
and auto+nmune disordas, mis- 
camages and brittle' teeth. 

The rad\urn,;enc+cd in capsules 
'and inserted iinto the nostrils at the 
end of long sticks, was intended to 
shrlnk tissu& near the Eustachian 

oped at Johns Hopkins Hospital in 
-Baldmore .to treat. children for 
hearing 1osg.. .. .- 

The U.S. Centcb'for Disease 
.Control and. Prevention estimated 
that between 500,OOO and 2.5 mil- 
lion civilians meived.nasaI radi- 
um ukitments duridg the 1940s 
'and '50s and into '*e: '608. 

Farber hopes a Navy admission 
.of the, p r H u r e ' s  experimental 
.nature. would force .the. Pentagon 
rand other 'federal: agencies to take 

. the issue .mote, yriqvly.  possibly 

. by imgrovihg ouu+ch, to former 
'patients thr6ugli' h e  U.S. Depart- 
ment of. Veterans. Affairs. 

Also, the , Pentagon, Vfi ' . jhd 
:other a incieS have representlaves 
.oQ a hoton. administration team. 
.kn.o.%.*q .*le, .t,'inter-agency work- 
ing group," that is draftin a re- 
s p o n ~ , ~ o  the entire,issue, of % . urpan 
mdiadon 'eexpin'mentation: a*, , - . - 

honut review. p r the-facu..of this 

w_fong.**:'.7. * .. ', I ..- 

CUSS' the Nqvy"S.:r~ld .-.* * ---r 

.troublej M (B ' o t h q ' h i .  In re- 

'tubc~. .The ..treatmat was. devel- 

. .  
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COPY 
SUBJECT: DoD Initiative--Human Radiation Research Review 

ISSUE 

DoDs efforts to research, document and disclose its involvement in human radiation research from 1944 to 
the present. 

BACKGROUND 

DoD actively engaged in an extensive effort to discover the facts about DoD-sponsored human radiation 
experiments over the last 50 years. 

With Secretary Perry's support, the Department is committed to a thorough and complete search of all 
available records and timely release of pertinent information. 

INITIATIVES 

0 January 7, 1994, Secretary Aspin appoints Dr. Harold Smith as DoD's focal point and calls 
for moratorium on the destruction of applicable records. 

0 Soon thereafter the DoD Steering Committee was activated to oversee activities and provide 
structure and guidance for the Department's actions. 

0 Detailed guidance was provided on identifying, locating, and retrieving experiment records 
and reporting results of searches. 

0 Over 20 major DoD components and agencies rendered initial and final reports. Each report 
contained two parts: 

Part I described the search process and identified organizations that may have 
conducted or sponsored experiments, names of experiments, and the location of 
associated records. 
Part I1 provided a description of the experiments identified in Part I. 

0 Based on the present requirement to err on the side of inclusion, the DoD has identified 
about 2,600 possible DoD-sponsored human radiation experiments. 

It appears that most of these experiments were therapeutic, diagnostic, or tracer 
studies where radioactive materials or radiation procedures were used to assist the 
experimentation but the effects of the irradiation were not a central part of the 
research. 
However, the DoD chose not to make a judgment regarding the purpose or intent 
of the possible experiment. Any record that contains three key ingredients, viz., 
ionizing radiation, humans, and experiments or that relates to intentional 
environmental releases of radiation is included in the. database of possible 
experiments and submitted to the Advisory Committee on Human Radiation 
Experiments ( A C H E )  for review and study. 
The organizational distribution of the experiments is as follows: 

A m y  832 
Navy 828 
Air Force 918 
Agencies 12 



0 In early 1994, the DoD placed a hold on approximately four million cubic feet of records 
at Federal Record Centers throughout the nation to ensure no relevant documents were 
destroyed. In addition, many relevant document collections were identified at DoD 
facilities. For example, 

1700 linear feet of records were reviewed at proving grounds in Maryland and Utah. 

of Defense records alone have been reviewed for records related to human radiation 
experiments. 

the period from the late 1940s to the late 1960s, were reviewed. 

- At the National Records Center, more than 2,000 boxes of Office of the Secretary 

More than 1,000 boxes of Office of the Army Surgeon General’s records, covering - 

0 Based upon the information from the Services and Agencies, many of the experiments 
identified have one or more of the following characteristics: 

In some, DoD involvement/sponsorship was ‘kecondary” to the prime motivation 
for the experiment (e.g., DoD involvement was limited to the documentation of the 
response of the patient to medical treatment). 
Many exposures were related to medical treatment (e.g., Navy submariners were 
treated for ear problems with radium capsules through the nose; the procedure was 
used extensively by the civilian community). 

prisons, mental institutions and orphanages. 
Much of the documentation is available in the open literature. 

- Many studies took place at universities or hospitals as opposed to, for example, 

0 Some of the experiments that were closely examined by the ACHRE and the public include: 

University of Cincinnati research experiments conducted from 1960 to 197 1, where 
DoD funds were used for laboratory studies, and psychological and psychiatric 
tests of cancer patients who received whole and partial body irradiation for the 
treatment of their disease. 
Research experiments conducted in the 1950s involving Native Alaskans and using 
radioisotopic tracer iodine 131 to determine thyroid activity in men exposed to 
cold. 

in 1959, studied dose and radioactive contamination of service personnel 
(volunteers) who crawled through sand mixed with traces of radioactivity 
Biomedical experiments possibly conducted in conjunction with atmospheric 
releases of radiation, such as Hanford, Washington (“the Green Run“); Los Alamos, 
New Mexico; Oak Ridge, Tennessee; and Dugway Proving Grounds, Utah, 

- Operation Stoneman 11, sponsored by the Navy Radiological Defense Laboratory 

0 The Advisory Committee requests for records focused on the development of DoD policy 
on the use of humans in experiments and biomedical experiments conducted in conjunction 
with atomic weapons tests that are under the purview of the Nuclear Test Personnel Review 
(NTPR) Program. 

0 Detailed experiment information were reported, in a standard format, to the DoD’s central 
repository for human radiation research information--the Radiation Experiments Command 
Center (RECC). The RECC was initially headed by a Flag Officer and is now headed by 
an SES civilian. 

0 Operational since February 1994, the RECC’s mission is to consolidate, categorize, and 
analyze DoDs information. The RECC, which has 20 contractor employees, is DoD’s point 
of contact for radiation experiment matters. 

0 To date, the approximate cost of DoD-wide research has been $7.36 million. 



0 Department representatives appeared before five congressional committees investigating 
human radiation experimentation. 

0 The RECC is conducting a major research effort concerning policy perspective from 1944 
to present. 

0 DoD is a vigorous participant in the Human Radiation Interagency Working Group (DoD, 
DOE, HHS, NASA, CIA, VA, DOJ and OMB). 

0 Approximately 10,000 HRE-related records, consisting of an estimated 200,000 pages, have 
been collected in a central repository with copies forwarded to the A C H E .  

0 The expeditious declassification of relevant material remains a high priority within the 
Department. Over 1,200 documents have been declassified. 

0 To date, researchers have logged more than 149,000 personnel hours investigating this 
subject. 

0 The RECC has been in contact with more than 7,000 inquirers. 

SUMMARY 

DoDs actions show its deep commitment to this issue. It will remain a high priority for Secretary 
Perry and the Department. 

POINT OF CONTACT 

Colonel Claud Bailey, Jr., USA, Deputy Director, DoD RECC, (703) 556-7300 or (703) 442-5675 
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Human Radiation Experiments Statistics Sheet COPY 
To date approximately 2,600 possible human radiation experiments have been identified. 

Army 832 
Navy 828 
Air Force 918 
Agencies 12 

The DoD has expended an estimated $7.36 million on the human radiation experiments 
review. 

An estimated 149,000 person hours were spent on the human radiation experiments 
review. 

DoD has declassified approximately 1,200 documents as a result of the human radiation 
experiments review. 

The DoD placed approximately 4 million cubic feet of records on hold at Federal Records 
Centers throughout the nation to ensure records potentially related to human radiation 
experiments were not destroyed. 

Approximately 10,000 records consisting of an estimated 200,000 pages of records have 
been forwarded to the Advisory Committee. These records are also being imaged. 

Many records were identified and reviewed at DoD facilities. For example, 

- 700 linear feet of records were identified and reviewed at Dugway 
Proving Ground, Utah. 

- More than 2,000 boxes of OSD records alone [including ARPA, 
ATSD(AE), D,DR&E, ASD (P&R)] were reviewed for records related 
to human radiation experiments at the Washington National Record 
Center. 

- Over 1,000 boxes of Office of the Army Surgeon General's records 
covering the period from the late 1940s to the late 1960s were 
reviewed. 

- In excess of 1,500 linear feet of records were examined at the US 
Army Chemical and Biological Defense Command in Aberdeen, MD. 

a The DoD has been in contact with over 7,000 inquirers. 



Human Radiation Emeriments Statistics Sheet [Cont.) 

0 The DoD has received 5,384 electronic Helpline transfers from DOE as of 29 September 
1995. 

0 More than 2,100 inquiries have been referred to other agencies (within and outside DoD). 

0 More than 4,300 questionnaires have been sent out to inquirers and more than 2,200 have 
been returned. 



v. 





_ -  
RCC I. 9603 19.0 14 

Senstc Carnmtttee on Governmental Affairs 
Hearlng on Implementation of ACHRE’s Recomrnendrrtions 

0 

research lsubjcctc In 1)OD-sponsorcd experiments? Da you feel that current 
rcguletions arc‘ suf’llcient to ensurc that the mistakes of the past won’t be rcpcaled? 

What is your rricssrnent of the current !’kamework fur prahctlng huinarr 

The Department of Dcfcnse (DOD) recently completed a thorough rcview of i t s  
policies conccrning the protection of the rights and intcrcsts of Iiumuii research sub.jects, 
as dii.ected by thc Prcsideiit in  Hxwulivc Ordcr 12975 of Octobcr 3, 1995. 111 the conduct 
of this rcview, the Dcpartineiit was parliculnrly scnsitive to the findings and 
rccomniendutions of rlic Advisory Commit~c or1 I-furnan Radiation Experiments 
(ACHRE). 

The Depilrtmeni bclicvcs that its current policics and pructices fc)r ptoiccling the 
right6 and intcrcsts of human rmcarch sabjccts arc strong, dynaiilic atid effective, wid arc 
iiidicutive of ihc crucial improvements in fcdcral policy and practice madc ovcr the past 
qua~tcr century. The Dcpat-tmnt docs ugree with thc Advisory Committee that gaps still 
remain in ccitaiti aspects ofthc currctit federal system for protcclion of tlie rights unb 
interests of human rcscwch subjects. 

In its final iep~rt ,  the Advisoly Committee listed a nunibcr of rcconitiictidations 
specifically dirccted to the pivtcction of thc rights and ititcrests of human subjccts in fhc 
futurc. Tlic Department will implement scvcral of these rtcommendation~ thmugh 
revifiion of its policy directives and the implenicnling regulations arid instructions of the 
Militivy Dcpwtmcnts and DOL) Agencies. Others arc bcyond the scope of DOD 
regulations and niay require uincndment of the federal “Cornmiion Rulc” or legislative 
action. Soinc dcal with broud, overurching ethical considerations and will fall nnder the 
purview of the ncwly-crcatcd National Bioethics Advisory Commission. 

The Depurtment believes that thc currcnt fcdcrd system for protecting the rights 
and interests of liuiiian research subjects, strengthened by implcincnting spccific 
rccommondutions of the Advicory Commnittcc, will cnsuie thot pus1 mistakes will not bc 
repeated. 

* 
of thc ACHRE report insofar as DOD=spnnmred research is concerned? 

What spcificlrlly Is the Department doing to implement Rccummcndntian 10 

Recoirrriiciidation 10 of the Advisory Committee's Finn1 Rcporr suggests five 
churiges io the Insiitutionnl Rcvicw Board (IRR) component of thc fcdcral systctii for tlie 
protection of human subjccts: (1) bctter focus on studies that pose more than minimal 
risk; (2) better mechanisms for providing information to potential subjccts that 
distinguishes rcscarch from treutment, realisiically portrays benefits, arid cleurly describes 



poierrtial pain and discomfort; (3) bctlcr itiforination lo pottntiul subject& on sponsors and 
purposes of the rtsciuch; (4) better mechanisms for providing inforrnution to porcntial 
subjwtR on tinaticial implications; and ( 5 )  rccogtiition that tlic lRBs must dclcriiune if the 
qusitty. of sciencc justifies the risk. 

As rccoinnxnded by the federal Human Radiution IntCfagCl?Cy Working Group 
(IAWO), the Dcputmenl will instruct its JRBs to bc responsive to lhcsc ~.ecomrnendutionr 
nnd will pwvide ovcrsight and rcvicw to ensure compliance. The Deparlmcnt will work 
cluscly with the JA WG staff, the Nalional Bioethics Advisory Commission and thc 
National Science ilnd Tcchnology Council in carrying out tlicsc rccommendulions. 
Specifically, the Ihpmrncnt will issue writtcn guidance to its IRBs crnphasizing the 
expedited rcview process in tbc fecicral "Common Rule" (Title 32 Codc of Federul 
Rcgululionrr, Part 219) for rescarch involving no mote than i l n i m d  risk, in ordcr that 
IRBs muy devotc inorc of lheir tiinc to critical review of studies that pose rnorc than 
sniniind risk. Wtiltcri guidance will also instruct. IRBs of their duty to determine that thc 
sciencc in I study is of a quality to wurranl the itnpsition of risk or inconvcriiencc 011 
human subjects. 

Through rcvision of the Dcpartmcni's directive governing protection of human 
subjccts in rescirch, Dcpai-tment policy will rcquirc that, in uddition to thc clcmcnts of 
informd consent mandntcd by the faderill "Common Rulc", infomniutjan providcd fo 
patcntial subjects shslll c ~ w l y  distinguish research from trcatrncnt, milistically portray tlic 
likelihood that subjects niuy bcncfit mcdicelly from their pariicipalion in itsearch and the 
nature of thc potentid bcncfit, and clearly cxplaiii the potential for pain and discoinfoit 
thut may itwornpatry participation in the research. Thc Department's revised dimtivc will 
icquire ulscj that infortnation providcd to potential subjects clcarly idciitify the DOD 
component conducting or sponsoring thc rcscnick pivjtct in whole or in part, and all 
purposes for which the research is being conducted or supported. 

* 
127 

What Is Doll dulng b evaluate and implement ACHKE recurnrnundrrtlan 

Rccornmcridation 12 of the Advisory Commitkc's Find Report ieconiiiietids four 
steps to jmprovc ptolcction of !lie rights and jiitercsls of mililnry pcrsonncl with respect tu 
human subjects mearch: (1) rcvicw of policies and proccdures; (2) ducaiing senior 
Icadcrs and invcstigutors; (3) maximizing voluntarincss; atid (4) maintaining t~ wgistiy of  
vuluntmrs, 

As rccommcndcd by the Advisory Cornmiltee and dircctcd by the Piesident. in 
Exccurivc Ordcr 12975, the Depurtnienf bun reviewed in detail its cxisting policics and 
proccdurcs for protccting the rights and interests of all humiln subjwis of m~carch, 
including our uniformcci Scivicc inen and women. The Department's current policy 
dimctive ~ n d  the implementing instructiuns of' the Military Dcpanmcnrs rcquirc thc 
vduntnry nnd fully iiiforiiicd cotisciit of any person, military or civilian, participating ils a 



subject in rclscnrch projects coiiducled or sponsored by the DOD, in accordance with thc 
fed& "Common Rule" and Title 10 United States Code, Section 980. Deparlmcntal 
policy clcwly dialinguishes uclivitics that we JiRcrctionary on thc part of Swvicc pcrsonnel 
from oibcr activities that are obligatory, such LIS individual or group fraitiirrg extrci.c;cs and 
medical interventions intcnded to protect Scrvice pcrtjonncl. 

The Advisory Committec: tccoin~ncrided thc Department efitablish mcchunisms 10 
ensure that officers having conunund responsibilities and all officers engagcd in research, 
developmctit, testing and cvnluation have an adcquate uppreciation of rules and 
rcprlttticm that bear on the conduct of itseutch involving human wbjccts. Accordingly, 
the Dcpartment is rcvising its policy to rcquirc that the Military Depurtmcnts provide 
education in humnn subjects regulations, policies und practices in executive-lcvcl training 
for coinmundenc and scnior civilinn lclldcrship who may bc iiivolvcd in dccisionfi regarding 
reficarch involving human subjects. Thc Dcpartmcnt's reviscd policy will reyuirc also that 
the Militiuy Departments pinvide detnilcd training in human subjccts regulutions, policies 
and practices for individual invcstigiiturs, institutiond review hoard tnemlws, research 
administrators and support pcrsonncl under their cognizance. 

To implcincnt tlw Advisory Conunittce's iwommendations to muxiinize 
voluntaritrcss, the hparmiciit is revising its policy directive to require ilia1 officcrs and 
senior noncomrilissioned officers (NCOs) in the chain of co~nmnandiiot 1% present during 
rcwarch recrujtment brictings involving their units. Officers and NCOs so cxcludcd will 
hc afforded the opportunity to participate as i.cseluch subjccts in a separute recruitinen( 
session, Thc Dcpuitment's rcviscd policy will q u i r e  also that at all such unit recruitment 
sessions, an ombudsman, not wnncctcd in any way with the proposcd rcscarch, be piwent 
to monitor that tlic volunttlriiiess of participation is adequately strcssd and that the 
informntion provided about the mcarch is adcquate and uccurute. 

The Depnmncnt will also direct that the Military Dcpartiiients establish und 
maintain a registry of voluntccrs that participute in hiomedical studics conducted under 
rcscarch, development, testing and evaluation progrtlms. 

* 
c ludlcd research? 

Does DOD have a pnsltion on the ACHRE recummcndrrtion 15 regarding 

Rccommcndtltion IS of the Advisory Conunittcc's Fiiial Report~r.ecommcnded h e  
IAWG adopt a fcdcrd policy requiring the informed conscnt of all huinaii subjects of 
clussified research and tliat the requirement not be subject to cxcrnption or waiver. The 
Advisoly Committee also rccommcndcd cstablishment of tlll independent review pnncl for 
classified rcsc,mh composed of nongovernment experis and citizcn representatives, all 
with upproprinte security clcnranccs. 

Current DO]) policy rcquircs tlic voluntary and fully informed conscnl of all 
hutiraii subjccts of research, in uccordance with rcquimncnts of the federal ''Coi~~inon 



Rulc" and 10 USC 980, and makes no distinction betwccn clwified and unclossified 
studies. The Advisory Conunittee is, howcvcr, paiticularly conccmcd with n provision in 
the ftderal "Conmm Rule" that grants an agcncy hesd the aulhority to wuive any 
rcquirernetit of thc "Conunon Rule" for atiy kind of human subject research as lorig 8s 
ndvnncc notice is givcn to the Ikpunment of Ncdth and Human Services' Officc for 
l'roicction from Research Risks (OPRR) and rlic action i s  announccd in the Fcderul 
Register. Thc Advisory Comdttcc believes this mute to informal cotmiit exemption 
would pose tension bct.ween the duty to fully disclose and the tieed to keep infortnation 
sccrct. 

Ttic Dcpartruent cannot at prcscnt conduct classified research without obtaining 
the voluntnry md fully informed consent of ptenlial huinan subjects, ginw 10 USC! 980 
prohibits cxpenditurc of DO13 funds for huintln subjec&s r~carcli unless informed consent 
i& obtained froin nll sub.jccts. However, thc Dcpwtrncnt is prcparcd to support action by 
the Prcsidcnt or the federa1 agcncy heuds 10 direct that there be no waivcrs of informed 
consent for hoinnn subjects of federally conducted or supportcd classified research. 

The Depwtincnt is reluctant 10 support the crcutivn of a ncw oversight body for 
tlic sole purpose of revicwitig propusd clnsfiificd mearch studies involving human 
subjects. In the contemporay en, cltlssifed studies involving human subjccls arc 
cxcccdingly rare events. Thc Department believes that the curitat IRR system, which 
olready rcquires the inclusion of at least one member not aMliatcd with the institution, can 
bc strengthened Lo providc specid protections for hiirnan subjects of classificd rcsearch 
nnd adtquutely safeguard thc public's trust, 
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Q: 

A: 

Q: 

A: 

Q* 

A. 

The Advisory Committee on Human Radiation Experiments (ACHRE) has 
recommended to the President that the Government apologize to those experiment 
subjects that participated in human radiation experiments (HREs) without giving 
informed consent. Several Federal Agencies have already stated that it would be 
very difficult to locate the majority of these subjects. Why is it so difficult to locate 
these individuals given the vast resources at the command of the Government? 

Many of the experiments that the ACHRE has found to involve questionable informed 
consent took place as long as forty years ago. Information that would identify 
participants in these experiments has been destroyed long ago in accordance with 
standard record destruction procedures. In other cases, the limited information that is 
available does not provide identifying information such as names, social security 
numbers, military identification numbers, dates and places of birth or other such data. 

A major source of information, and one which we are counting on to assist us in the 
difficult task of identifying experiment participants, are public inquiries. With the help of 
letters, questionnaires, and other documentation submitted by the public, the Government 
will conduct in-depth research to determine participation in experimental research. The 
Government is committed to make every effort to contact participants in questionable 
experiments. 

What will the Government do to ensure that the present high-profile effort to allow 
the public access to information related to HRE will continue after the ACHRE has 
been disbanded? 

In December 1993 the President immediately enacted steps to determine the degree of 
Governmental involvement in HREs. This commitment to determining the facts has been 
carried out by the agencies. Senior government officials, such as Secretaries OLeary, 
Perry and Brown, are dedicated to a complete accounting of the Government's role in this 
issue. Each agency will continue to conduct research related to the many thousands of 
inquiries from the public that have been received. This research is an on-going effort. 

Did the DoD establish any expedited processes for document declassification' 
c 

_I- 

Guidance for declassification procedures is provided by DoD Directive 5200.1 -R Chapter 
111. DoD's purpose was to be consistent with the guidance issued by the Secretary of the 
Cabinet on 19 January 1994, which directed agencies to "institute procedures consistent 
with existing statutes and regulations, for making records on human radiation 
experiments . . . available to the public." However, we also understood the urgency and 
priority of our task, therefore in his 3 1 January 1994 Memorandum, Dr. Smith explicitly 
stated that every effort must be made to expedite the declassification process. 
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Q: 

A: 

Q: 

A: 

Q: 

A: 

In early 1995, Dr. Smith provided a memorandum to accompany all requests for 
mandatory declassification review of documents identified as pertinent to the HRE 
review. This memorandum explained the urgency of declassifLing records as completely 
as national security concerns allow, and as expeditiously as possible. Approximately 
1,200 records have been declassified as a direct result of the HRE review. These records 
have been provided to the ACHRE. 

To date the Government has declassified thousands of documents related to the 
HRE review. Will declassification of pertinent documents remain a high-priority 
for the Government? 

Documents that are located as a result of additional research related to public inquiries 
will be reviewed for declassification with the same significance as those documents 
reviewed since January 1994. The Government, from the President on down, is 
committed to operating in a more open and accountable manner. For example, recently 
Executive Order 12958 was issued that requires that within 5 years from the date of the 
order, all national security information contained in records that are more than 25 years 
old and that have been determined to have permanent historical value shall be 
automatically declassified whether or not the records have been reviewed. This effort is 
in line with the administration effort to maximize openness in government. 

Several times over the past year and a half the Government has revealed that 
documents related to important aspects of the HRE review had been destroyed. 
Why were these documents destroyed and what is going to be done to ensure that 
this problem will not be encountered in the future? 

In January 1994 the agencies placed an immediate stop to the destruction of records that 
could possibly be related to HREs. Since then, no pertinent records have been destroyed. 
However, until that time, normal destruction routine was followed. The Government 
created hundreds of millions (or tens of millions) of records during the Cold War. 
Because of this massive volume of records it is necessary to destroy records each year to 
allow the storage of more current information. 

While it would be impossible to retain all these documents, specific procedures are 
currently in place to guide records managers and archivists in determining what records 
are of historical value. Unfortunately, it is difficult to determine what future needs will 
be. The ACHRE has made several recommendations related to records management 

What types of experiments has the DoD identified during its HRE review? 

The DoD has identified approximately 2,600 possible HREs that were either conducted or 
sponsored by the DoD. In order to comply with the guidance to err on the side of 
inclusion when reviewing experiments, most of the experiments identified appear to be 
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diagnostic or therapeutic research. 

Q. 

A. 

Q. 

A. 

Q. 

A. 

Q: 

A: 

Is the DoD now conducting any experiments involving human subjects that are 
classified? 

No classified human radiation experiments are currently being conducted by the DoD. 

What Federal statutes cover DoD research using human subjects, and what 
sanctions or penalties can be applied for violation of these statutes? 

The major provisions of federal law and regulations applicable to DoD research using 
human subjects are: (a) 10 USC Section 980, which generally provides that DoD h d s  
may not be used for research involving a human being as an experimental subject without 
the informed consent of the subject (or in certain cases the legal representative of the 
subject); (b) 32 CFR Part 219, DoD's implementation of the Federal Policy for the 
Protection of Human Subjects (the 'kommon rule"), adopted pursuant to 42 USC Section 
300V- 1 (b), which established agency responsibilities regarding recommendations of the 
President's Commission for the Study of Ethical Problems in Medicine and Biomedical 
and Research; and (c) 2 1 CFR Part 50, the Food and Drug Administration's regulation on 
protection of human subjects in clinical investigations subject to the Federal Food, Drug 
and Cosmetic Act. Possible sanctions for failure to comply with these requirements 
depend on the context. For contractors and grantees, noncompliance could result in a 
termination of the contract or grant. For DoD personnel, a range of disciplinary measures 
could be taken under both civil service or military personnel systems. 

When soliciting volunteers, are any other inducements offered, such as 
commendations, promotions, or other benefits not available to non-volunteers? 

No inducements are offered to active duty military personnel or civilians that are not 
available to non-volunteers, with two exceptions. Active duty soldiers may be 
compensated a nominal amount for blood contributed for scientific analysis, but not for 
transfusion. Other private citizens may enter into an independent contractual relationship 
and participate for compensation. However, the amount of compensation is determined 
by the burden of time required of the subject for participation. In all cases, the proposed 
dollaf-values are evaluated by the research review committees, so that the amount is 
justly compensatory, but not coercive. The issue of the coercion of subjects is taken 
extremely seriously. DoD views the protection of the human subject as a major 
responsibility. 

' 

How many HRE inquiries has the DoD received to date and how many additional 
HRE-related inquiries can the DoD expect? 

To date the DoD has received and responded to over 7,000 inquiries on HRE. The future 
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A: 

Q: 

A: 

Q: 

A: 

0: 

A: 

Q. 

A. 

influx of inquiries is contingent upon the media and Congressional interest. Currently, 
the RECC is receiving approximately 5 new inquiries per week. 

How many Congressional actions have been received? 

As of 15 September 1995,233 Congressional actions have been received. The frequency 
of Congressional inquiries has increased recently. 

How many Freedom of Information Act (FOIA) requests have been received? 

As of 15 September 1995, 19 FOIA requests have been received. However, as with the 
Congressional inquiries, the frequency of such requests is increasing. Recent FOIA 
requests are asking for the availability of RECC information on the Internet or other 
public access vehicles. 

What are the concerns on answering FOIA requests vis a vis the Privacy Act? 

Extreme care is being taken to ensure that information protected by the Privacy Act is 
redacted from any information being released by the RECC. Concurrently, the RECC is 
taking reasonable steps to ensure that any Privacy Act protected information that is being 
released is being sent to the individual about whom it concerns. In the case of this 
individual being deceased, communication with documented family members is 
occurring. General release of any such information to the public at large is not currently 
permitted. 

What type of records has DoD located related to HREs? 

During the first half of 1994, the DoD focused on searching for records related to HREs 
that had been identified. Since June of 1994, the DoD focused on locating records on the 
development of DoD policy on the use of humans in experimental research and the 
historic organizational structure of DoD's research and development efforts during the 
Cold War. 

This search has resulted in the identification, and when necessary declassification, of 
agendas, meeting minutes and transcripts, reports, policy papers, correspondence, 
memoranda, letters, research reports, bibliographies and contracts. This information has 
been provided to the ACHRE. 

Where were the records located that DoD reviewed? 

A Memorandum of January 3 1 ,  1994, from the ATSD(AE), Dr. Smith, directed DoD 
agencies and departments to identify organizations that might have conducted or 
sponsored human radiation experiments from 1944 to the present. This directive includes 
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predecessor organizations. 

Records were located at a variety of repositories, some controlled by DoD and some by 
other Agencies. These repositories include archives, libraries, record centers, 
laboratories, contractor organizations, government agencies, university facilities, medical 
centers, and military installations. Some of the locations identified include the Federal 
Records Center, Suitland, Maryland; Federal Personnel Records Center, St. Louis, 
Missouri; Naval Medical Research Institute, Bethesda, Maryland; Naval Hospital, San 
Diego, California; Dugway Proving Ground, Utah; the Army Training and Doctrine 
Command, Fort Monroe, Virginia; and Armstrong Laboratory, Brooks Air Force Base, 
Texas and Wright-Patterson Air Force Base, Ohio. Another illustration of the search’s 
scope is that one reporting agency identified 33 sites where records were reviewed. 

Q. What did the DoD do to ensure uniformity of standards in how records pertaining 
to radiation experiments were collected and reviewed to determine what will be 
publicly disclosed? 

A. In line with the 19 January 1994 White House Memorandum, the Human Radiation 
Interagency Working Group and other Federal departments and agencies coordinated to 
develop common procedures for record retrieval and inventory. 

Within the Department, to supplement existing policies on declassification, the Freedom 
of Information Act, and records management, several procedural and organizational 
initiatives were implemented. Early in January 1994, directions were issued to stop the 
routine destruction of documents related to human radiation experiments, and guidance 
was issued on types of documents to retain. Subsequently, a 3 1 January 1994 
Department Memorandum from ATSD(AE) provided detailed guidance on locating, 
identifying, reviewing, and declassifying records pertaining to human radiation 
experiments. 

The memorandum also contained a standard format for organizations to report the results 
of their review. The results were reported in two parts. In Part I, the agency was required 
to report each organization under its control that may have conducted experiments; the 
location(;s) where records might be stored; a description of the efforts undertaken to 
confir6 that records exist at the location(s) identified; and if records were found. Part I1 
required a description of each experiment identified as a result of activities described in 
Part I. Each experiment was to be described as follows: identification of experiment or 
possible experiment; where and when it took place; name of primary researcher(s); DoD 
organizations, grantees, or contractors involved in the experiment; number of human 
subjects (including available information on subjects); summary of experiment; records 
location; estimated nature and quantity of records; and whether the records were 
classified, and, if so, what actions had been or would be taken to review the classification. 
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These external and internal initiatives in conjunction with current Department policies are 
in place to provide mechanisms to ensure uniformity of collection standards and for 
reviewing information released to the public. 
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RCCl.960319.015 Nasopharyngeal Irradiation Questions and Answers 

What effort has DoD made to locate medical records and logs pertaining to 
nasopharyngeal irradiation treatments? 

The Navy conducted a search for records in 1991 and 1994. No patient logs were found. 
A memorandum was located which listed 16 submariners who my have received the 
treatment at the New London Submarine School. A follow on search for medical records 
for the 16 submariners yielded 12 medical records. A review of these 12 medical records 
found only one record with a sick call entry noting the treatment. No primary records of 
the treatment were located. No other logs or medical records were found in either search 
both at New London and the private records of Dr. Haines. 

The Air Force conducted a record search in 1994 for records related to Drew Air Field in 
Tampa, Florida. No patient logs or medical records were found. The only records found 
to date regarding the Air Force's use of nasopharyngeal irradiation pertain to the 1944 
Aerotitis Media Control Program. These documents discuss locations at which the 
treatment was administered but not lists of individual patients. 

Why are the "experiments" conducted by the DoD considered standard medical 
procedure and not human radiation experiments? 

Nasopharyngeal irradiation use by the Department of Defense is considered standard 
medical practice because it had been used in the civilian medical community since the 
1920s. 

Why were the treatments discontinued if they were standard medical practice and 
had no adverse health effects? 

Nasopharyngeal irradiation was discontinued because of the advent of therapeutic 
alternatives (tympanotomy tubes and antibiotics) and because concerns were being raised 
in the medical community about all forms of radiation exposure. 

What are the long term health effects of nasopharyngeal irradiation? What proof 
does DoD have of that? 

"The possibility of radiation induced cancers in the nasopharyngeal population appears 
to be extremely small and should not be a major concern for the ex-submariners. In 
addition, information does not appear available to conduct a reliable study of the 
submariner population. Lastly, while a better understanding of the risk factors is of 
academic interest, practical corrective actions are limited." (CPT David George, Officer 
in Charge of the Naval Dosimetry Center, 22 December 1994) 

Information about associated health risks comes from the Naval Dosimetry Center and is 
based on current literature, and a review of current medical knowledge about brain 
tumors and dosimetry. While no conclusive epidemiological study has been conducted 
experts from the civilian medical community, DVA, CDC and the DoD have testified in 
the past that based on the radium rod placement, the duration of the treatments, and the 
strength of the isotope, there is no increased health risk. Based on reports from the 
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Epidemiology Sub-panel of the CDC Public Health Workshop, an epidemiologic study of 
the military population may not be feasible and studies based on veterans' self reports 
should be discouraged. Additionally, the A C H E  Final Report concluded that recipients 
of the treatment did not meet their risk criterion for significant effect on quality or length 
of life, or the need for notification and medical follow-up. 

Q) How many servicemen received nasopharyngeal irradiation treatment? 

A) It is not possible to know with certainty how many servicemen received nasopharyngeal 
irradiation treatment. No records exist which contain list of patients. The only available 
information that can be obtained is the information in published literature. The following 
is a count of nasopharyngeal irradiation recipients. 

Aerotitis Control Program: 

Naval Submarine Training Base at New London, CT submariner study: 

Naval pilots study: 

14,045 crewmen received nasopharyngeal irradiation 

732 submariners received nasopharyngeal irradiation 

60 aircrewmen were studied 

TOTAL: 14837 - servicemen received radium treatments as shown in published 
literature. 

Q) How is the DoD responding to veterans' concerns about nasopharyngeal irradiation? 

A) Although the recommendations fiom the CDC Public Health Workshop of September 
1995 indicated that the CDC and DVA should take the lead in coordinating response for 
civilian and military populations, respectively, the DoD is assisting with those efforts. 
For example: 

* DoD researches all inquiries submitted to the RECC and provides an 
informational response. The response address both the history of nasopharyngeal 
treatment, and current CDC recommendations about potential concerns. 

* If during DoD research of an inquiry, a veteran's service file reflects treatment 
with nasopharyngeal irradiation, DoD maintains a copy of the record for further 
coordination with the DVA. 

Additionally, recommendations from the CDC Public Health Workshop included: 

Screening of asymptomatic patients, whether they were treated with nasopharyngeal 
irradiation as children or adults, is not recommended; 

e Screening itself may disclose incidental findings which could lead to inappropriate 
treatment and morbidity. 

e Patients with symptoms should receive usual care including evaluation and treatment. 
There is no evidence that nasopharyngeal irradiation changes the approach a physician 
should take to these symptomatic patients 



DVA should be authorized to provide veterans who received nasopharyngeal irradiation 
treatment access to the Ionizing Radiation Registry; 

DVA should look into the possibility of priority care for veterans who received 
nasopharyngeal irradiation treatment; 

DVA should develop an educational program for VA physicians as to the issues involved 
in nasopharyngeal irradiation treatment. 

a CDC should work with DVA in expanding the DVA educational program to other 
physicians in areas most heavily impacted by this treatment. Goals for physician 
education. 

CDC should form partnerships with local and state health departments where these 
treatments were used, to coordinate the public health response. 
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D&A RegardinP NRC/IOM Thvroid Function Studv 

v 1. Q. 
evaluation of the AF's Alaskan Thyroid Study and what are your feelings about that 
report. 

Dr. Soper, are you aware of the Institute of Medicines findings in their re- 

A. 
analysis of this study from both a scientific and ethical perspective. 

Yes, I am aware of the IOM report. I feel the IOM did an excellent and thorough 

2. Q. 
the subject? 

Sir, specifically, do you agree with the IOM that there was no physical harm to 

A. I have been familiar with the Alaskan Thyroid Study for more than 2 years, when 
the radiation experiment search was first initiated. I know this was a physiological tracer 
study, common at the time and even common today, whose purpose was to evaluate the 
potential role that the thyroid gland in adaption to the cold. Within that context I agree 
with the IOM report that there is probably no significant long term physical risk to the 
subjects. 

3. Q. 
likely would not be approved, even from a scientific perspective, by an IRB today? 

I'm sure then that you also are aware that the IOM stated that this experiment most 

A. Yes, 1 am aware of that and agree that the experiment probably would not be 
approved by an IRB today. This experiment was initiated mort than 40 years ago. We 
have better isotopes for this type of tracer study today as well as more sophisticated, 
accurate and sensitive radiological methods to assess thyroid function which are superior 
and potentially pose less risk than a radiological tracer essay. 

4. Q. Dr. Soper, I thought you just stated that you agreed with the IOM that there was 
no physical harm to the subjects. Now you say there are methods today which pose less 
risk than tracer assays. Isn't that contradictory? 

A. 
biomedical experiments. What must be weighed is the potential benefit of the research 
versus the risk to the subject. Our understanding of the demands to assess the relative 
probability and magnitude of risks against benefits has improved dramatically since the 
1950's. However, I don't think I'd be sitting before you today, nor would the President 
have created the National Bioethics Advisory Council if we had a complete 
understanding of the application of these ethical principles to all research even today. 

What I am saying is, there are potential risks, some unknown at the time, in many 

5. Q. 
would agree that the AF committed ethical wrongs to the Native Alaskans and to a lesser 
extent the American Servicemen who participated in this study? 

Now that we are on the subject of "ethical principles" Dr. Soper, I guess you 



A. 
used in this study. However, again we are looking back 40 years; as I've already stated 
our understanding of the ethical principles which demand voluntary participation and 
understanding, which demand equitable distribution of the research burden and protection 
of vulnerable populations and which demand an assessment of the risk versus benefit are 
far better understood today, but are still being analyzed and require education of 
researchers and consistent, rigid application. 

Yes, I would agree, and the AF agrees, that questionable ethical procedures were 

6. Q. Therefore, Dr. Soper, I guess you admit these people were ethically wronged? 

A. 
IOM report contends that the researchers did not conform to the ethical standards of the 
time. Furthermore, I believe they argue this based on the position that the principles in the 
Nurenburg Code of the late 40's in effect outlined what were believed to be ''standards of 
the time." However, as you know, the IOM report states that these wrongs were 
"standards of the time." There was inconsistent, non-uniform application of the 
principles of the Nurenburg Code; there was incomplete understanding as to whom and 
what types of biomedical research these principles applied. In summary I am not a 
bioethicist and therefore would not presume to judge whether this research was in (or not 
in) conformance with "standards of the time." I'm sure this issue could be argued 
vigorously from both perspectives even among bioethicists. However, I do believe these 
researchers believed they were conducting a relatively safe medical tracer study which 
could benefit understanding of cold adaptation and applied ethical principles as they 
understood them at the time. 

I believe that I used the term "questionable ethical practices." I realize that the 

7. Q. 
IOM? 

Dr. Soper, what is DOD and the AF doing regarding the recommendations of the 

A. First, the IOM requested that the AF endeavor to find any additional records 
regarding operations and research at the Arctic Aeromedical Laboratory. The AF is 
already working with my Radiation Experiments Command Center to conduct follow on 
searches of records center and repositories which may have this information. The AF has 
already directed personnel at Brooks AFB to search repositories which may contain 
information on both radiological or non-radiological research and operations at the AAL. 
As this new information is found it will be forwarded to authorities in the North Slope 
Burrough. Additionally, the RECC and the AF have been in contact with North Slope 
Burrough representatives and will invite them to participate in further searches as they 
desire. Secondly, the RECC and the AF will make every effort to identifjr records which 
might reveal the names of the Point Hope subjects who were not identified in the original 
report. Third, the AF is evaluating a mechanism for medical follow-up on the two Native 
Alaska participants who were minors at the time of the study. Finally, the AF has been in 
contact with all parties involved to assure that all information available is provided to 
your constituents and their representatives in the North Slope Burrough. 


