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ADDENDUM TO RECOMMEND.4TION 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 Radiarion Interagency 

Working Group that an agency notifj 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 isprimarily 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 
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developed symptoms i d  sought treatment. However. some subjects may still be at risk and thus 
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arguably might benefit from medical foTIow-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 

nasopharpgeal 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 
1 

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-l/l,OOO future or 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 

developing cancer (220 out of 1 ,OOO), h s  level of risk is small. The Advisory C-ommittee chose 
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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.I6 

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 
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research. b%en 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. 

Wlere an activity is conducted by government employees (for example, 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 government-funded activity 

should not depend on whether that activity is conducted directly by the government or by a 

u government-funded private institution. At the same time, nonfederal institutions are not 

c 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. 

Rules are needed that accommodate both the citizen’s - right to know about the conduct of 
- 

the government 3nd 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 Office of 
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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. 

Recommendation 18 

18a: The Advisory Committee recommends to the Human Radiation Interagency 

Working Group that the CIA'S record-keeping system be reviewed 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 o r  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 1910s through the early 1970s, including Bluebird, 

.4rtichoke, MKSEARCH, ,MI(DELTA, Naomi, Chance, Often, and Chickwit, become a top 

priority for declassification reyiew 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 
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address long-standing public inrerest and concerns regarding secret human experiments 

conducted or sponsored by the CIA. 

The framework of the records collections of all the Human Radiation 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 

- 
- 

infomation 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 
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to alter privac)? restrictions that currently limit access to records related to biomedical research (such as 

personal medical records). 

19. 21 October 1994 Addendum to the BNL Task Force-Final Repon from John Hogan, Acting 

Assistant U.S. Attorney, Northern District of Georgia and Counselor to the Attorney General to the 

Attorney General, 2-3, (ACHRE No. COW-060595-A). 

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

An  Assessment of the Eflectiveness of I69 Interventions (Baltimore: Williams & Wilkins, 1989), 

xxix-xxxii; and P. S. Frame, "A Critical Review of Adult Health Maintenance," Journal of Family 

Practice22(1986): 341,417,511. 

21. National Research Council, Board on Radiation Effects Research, Committee on the 

Biolo_eical 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. 

22. See footnote on testicular risk analysis in chapter 9. 

23. U.S. Preventive Services Task Force, Guide to Clinical Preventive Services, 77. 

24. See foomote on children's risk analysis in chapter 7. 

2 5 .  U.S. Preventive Services Task Force, Guide to Clinical Preventive Services. 

26. See "The Basics of Radiation Science" section of the Introduction. 
- 
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Similarly, veq. few of the post-World I1 records of the Chemical Corps and its successors are located at 

the National Archives but are mostly found at the Washington National Records Center or the 

successors. 

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

15. "Destruction of the U.S. Atomic Energy Commission Division of Intelligence Files," report 

by the Ofice of Human Radiation Experiments, 26 August 1994. 

16. As noted in chapter 10: an investigation by the VA concluded that the "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 10, the precise nature of all records at issue cannot be conclusively determined. 
I 

17. Government contractor records have been found to be beyond the reach of 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 (1  0 C.F.R. 5 1004.3(e), 

59 Fed. Reg 6j883  ( I  2 December 1994), 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 

Company, Decision and Order of the Department of Energy, Case No. VFA-O018,28 February 1995. 

18. In making this recommendation, the Advisory Committee emphasizes that we do not intend 
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Analysis of 11 GnderFound Miner Studies (Washington, D.C.: National Institutes of Health Publication 

No. 94-3644, January 1994). 

6 .  The Belmont Report: Ethical Principles and Guidelines for the Protection of 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 10 and 1 1. 

8 .  California Health and Safeery Code, vol. 40B, sec. 24 176 ( I  995). 

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 
I 

I 

(Washington, D.C.: National Academy Press, 1994), 169 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). 

11. 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 Ofice of the Surgeon General are also located 

primarily either at the Washington National Records Center or with the Office of the Surgeon General. 
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ENDNOTES 

1. 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. 

2. These awards included $750,000 in 1976 by Congress to the Olson family, $703,000 in 1987 

by court order to the Blauer family, and $750,000 in 1988 by court order to nine Canadians for nonfatal 

brainwashing experiments. Set chapter 3 .  

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

facts. 

_I 

- 
3 .  I'eterans who participated in weapons tests are also ellrible 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 Veteran's 

Exposure Amendments of 1992. 

5. National Cancer Institute, National Institutes of Health, Radon and Lung Cancer Risk: A Joint 
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undergo vzsectomy to prevent transmission of any mutations that might have occurred, 

experiments involving external irradiation are likel)? 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 .4dvisory Committee 

heard extensive public testimony about a range of other conditions that those testifying thought 

might be related to radiation exposures. However, the Advisory Committee believes that a 

program of active notification must be grounded on currently - accepted scientific evidence 
- 

concerning :he conditions that are likely to be caused by radiation. 
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risk are the brain, and head and neck tissues, for which there is neither an accepted nor 

recommended screening procedure." Thus, while the subjects in these experiments meet the 

Advisory Committee's arbitrary 1 /1 .OOO 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 arbirrary 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 from 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.'6 Moreover. in most medical experiments involving 

external sources of radiation. efforts are made to shield the gonads (ovaries/testes) as much as 

possible. b'ith the exception of the testicular irradiation experiments, where subjects agreed to 

- 
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whereas the normal prevalence in an unexposed population is about 20 to 50 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 

0.4/1,000" of developing a fatal cancer, which does not attain OUT stated criterion. Furthermore, 

the USPS Task Force has concluded that "there is insufficient evidence of clinical benefit or 

h a m  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."u 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. 

For the children who received nasophqngeal radium treatments. the Advisory 

Committee has estimated that the lifetime risk of tumors to the - central nervous system (brain), 

head, and neck regions is approximately 4.55/1,000 and the excess relative risk is about 62 
- 

percent, both with considerable uncertainties.24 Although these experiments were conducted in 

the 1930s 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 
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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 from 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 .21 

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 M O O .  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, 

- 
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2. The condition must have an asymptomatic period duing 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 superior 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 - from radiation exposure. In each 

case, the conditions enumerated above must be satisfied before specific medical follow-up would 

be recommended. 

Details of the Advisory Committee's risk calculations can be found in chapters 7 and 9. 

To summarize, the Advisory Committee found no experiments involving iodine 13 1 

898 
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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. 

Once a population has been determined to have an increased remaining 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:" 
- 

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

length of life. 
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