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MEMORANDUM FOR Commander, Letterman Army Health Clinic, Presidio of San 
Francisco, CA 94129-6700 

SUBJECT: Human Radiation Research 

1. At the direction of the Secretary of Defense and The Surgeon General of 
the Army (Enclosure l), all pertinent Army medical units will report on 
research involving radiation exposure of human subjects between 1944 and 1974. 
Responsibility for regul,ating reports of clinical investigation fo r  U.S. Army 
Health Services Command (HSC) rests with the Clinical Investigation Regulatory 
Office (CIRO) of the U . S .  Army Medical Department Center & School (AMEDD C&S). 

2. All officers of the federal government are required to take immediate 
steps to ensure that any documents or records related to human research 
involving ionizing radiation are retained and not destroyed. This includes 
all letters, memoranda, reports, logs, handwritten notes, written procedures, 
and all other writings and other media, such as photographs, maps, and 
electronic media. Advise all persons responsible for routine document 
disposal to preserve these records. 

3. The records sought are, by definition, at least 20 years old. To secure 
the confidence of the American people that the Department of Defense has 
undertaken all reasonable efforts to locate records that still exist, a 
standardized and thorough effort is required at each pertinent Army medical 
facility. To document this thorough inquiry, plan to accomplish each of the 
points of the attached procedure (Enclosure 2). 

4. The first step is the designation of a responsible project officer. The 
project officer will assemble an inventory of existing research records, plus 
statements from records custodians to indicate the thoroughness of the search 
for records. Until specific instructions are given for the transfer of 
records, individual documents will not be removed from their present file 
series. No records will be destroyed or administratively retired. 

5. Common and routine clinical practices (both established diagnostic and 
therapeutic interventions) involving ionizing radiation are excluded from the 
present inquiry. But all projects involving the systematic collection of data 
(i.e., clinical investigations) will be reported and their records secured, 
since they implicitly question established procedures. Our intent is for you 
to compile a complete list of titles of all research involving radiation and 
submit a considerably more limited collection of detailed information 
regarding exceptional studies (Enclosure 3). 

6. Based on earlier informal responses on this subject, we expect that most 
of the records you will discover will represent appropriate, ethical medical 
research. Some of this research will likely have supported the subsequent 
determination by the Food & Drug Administration that certain 
radiopharmaceuticals are safe and effective for diagnosis or therapy. 
Nonetheless, you will disclose all research and clinical investigations from 
this era involving ionizing radiation. 
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7. A Human Radiation Interagency Working Group is coordinating the efforts of 
all federal departments. Similarly, a DOD working group is also being formed. 
COL David E. Suttle, MD, GS, is coordinating Army efforts. We will pass on 
additional or revised requirements from these groups to you as they are 
issued. 

8. Additional information and assistance with preparation of documents may be 
obtained by contacting MAJ John D. Grabenstein, Regulatory Affairs Pharmacist, 
at DSN 471-2511 or commercial 210-221-2511. 

Enclosures 

SHANNON M. HARRISON 
COLI MC 
Consultant to The Surgeon General 
for Clinical Investigation 

Chief, Clinical Investigation 
Regulatory Office 
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Instructions for Army Medical Centers: 

MINIMUM PROCEDURES FOR IDENTIFYING HUMAN EXPERIMENTS INVOLVING EXPOSURE TO 
IONIZING RADIATION, 1944 TO 1974 

1. The medical treatment facility (MTF) will appoint a responsible project 
officer to assemble an inventory of existing research records and statements 
from records custodians. This officer will hold the rank of Captain or GS-11 
or higher and be aided by personnel from the Department of Clinical 
Investigation at the regional Army Medical Center. The project officer will 
furnish his or her name, title, unit, and voice and facsimile telephone 
numbers to the Clinical Investigation Regulatory Office at the AMEDD Center & 
School (DSN 471-2511) promptly after appointment. 

2 .  The project officer will: 

a. Task the MTF historian, public-affairs officer, adjutant, or similar 
officer to review all available annual historical reports for the period 1944 
to 1974 for discussion of research involving human exposure to ionizing 
radiation. Photocopies of pages of such discussions, citing the year and page 
number, will be included in the summary report. The historian, adjutant, or 
other officer will type and sign a memorandum describing their findings, which 
will be included in the summary report. 

b. Task the senior nuclear-medicine physician, radiologist, nuclear 
pharmacist, radiation oncologist, and other appropriate officers assigned to 
the MTF with reviewing all available administrative and centralized clinical 
records (excluding individual medical records) for the period 1944 to 1974 for 
discussion of research involving human exposure to ionizing radiation. The 
nuclear-medicine physician, senior radiologist, senior nuclear pharmacist, 
radiation oncologist, and other officers will each type and sign memoranda 
describing their findings, which will be included in the summary report. 

c. Announce at staff meetings of the administrative, clinical, and other 
appropriate staffs of the MTF that an effort is underway to collect 
information about research involving human exposure to ionizing radiation. 
Request that personnel aware of such research inform the project officer of 
that information. Describe the steps taken in the summary report. 

d. Take all other prudent steps needed to identify, secure, and inventory 
documentation of pertinent radiation research projects. Describe these steps 
in the summary report. 

e. Based on all the preceding tasks, compile a typed list for the summary 
report of the titles of all research projects involving exposure of humans to 
ionizing radiation. 

(1) On this list, precede the titles of those projects involving 
radiopharmaceuticals licensed by the FDA at the time of study or 
investigational radiopharmaceuticals subsequently licensed as safe and 
effective with the symbol (SE). Seek the expert guidance of the senior 
nuclear-medicine physician, senior radiologist, and senior nuclear pharmacist 
at the MTF in applying the SE designation. 

(2) Precede the titles of those projects involving oncology groups 
(e.g., CALGB, GOG, POG, SWOG) with the symbol (OG). Follow the titles with 
the acronym of the oncology group and the oncology group protocol number 
(e.g., SWOG 123). 
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(3) Precede the titles of those projects involving external-source 
radiation therapy (e.g., for cancer or thyroid disease) used at a presumably 
safe and effective dose with the symbol (RT). Seek the expert guidance of the 
senior radiologist, radiation oncologist, or other specialist at the MTF in 
applying the RT designation. This senior specialist will type and sign a 
memorandum describing the appropriateness of the presumptive findings of well- 
established safety and efficacy. 

f. For each research project that is not marked with one or more of the 
symbols cited above, provide on a separate sheet of paper as much of the 
information listed at Enclosure 3 as possible. Provide photocopies in the 
summary report of any one-page summaries discovered for studies not marked 
with a symbol. 

3. Each Army Medical Center (MEDCEN) in CONUS has received this tasking, as 
well as certain other Army/Community Hospitals (MEDDACs) and Army Health 
Clinics. Project officers will report on all findings physically discovered 
at their MTF, whether it pertains to their own or some other federal MTF or 
research activity. Project officers at MEDCENS will promptly alert CIRO of 
findings at subordinate MTFs, prior to submitting their summary report. 

4 .  The project officer will submit, through the chief of clinical 
investigation or other senior officer of the MTF, a summary report 
transmitting the items specified above and other pertinent information. 

a. The report will specify all efforts take that yielded no records. 

b. Mail the summary report to Chief, Clinical Investigation Regulatory 
Office, ATTN: HSMC-GCI, 1608 Stanley Road, AMEDD Center & School, Fort Sam 
Houston, TX 78234-6125. Reports will be post-marked by 1 March 1994. 
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DETAILED INFORMATION NEEDED FOR CERTAIN STUDIES INVOLVING HUMAN EXPOSURE TO 
IONIZING RADIATION, 1944 TO 1974 

1. For each experiment or project, provide: 

a. Program or project title 

b. Period and location of study. When was the first subject entered 
into the study? When was the last subject entered? When was the study 
concluded? 

c. Persons who performed the study. Indicate principal and associate 
investigators, their academic titles and organizational affiliations (e.g., 
service, department). 

d. DOD sponsoring organization (i-e., who funded the study?) (e.g., US 
Army Medical Research & Development Command, OTSG, other) 

e. Number of subjects entered into the study 

f. Purpose and description of the study. Specify, as known, the dose 
of radiation delivered (e.g., Roentgens, REMs, rads, Curies, Becquerels, 
Grays ) 

g. Effects of the study on participants. List as much information as 
is known regarding intended and unintended effects of the study. 

h. Was there any medical or research follow-up after the study 
concluded? 

i. (1) Was the study approved by any semblance of a scientific review 
board, a peer-review panel, an ethics committee, an institutional review 
board, or a human use committee? (2) Was informed consent obtained from the 
subjects? If yes, was verbal or written consent obtained? 

2 .  Describe the types and nature of existing records (e.g., letters, 
memoranda, reports, logs, handwritten notes, written procedures, or any other 
writings or other media, such as photographs, maps, or electronic media) 
(itemize each type). 

3 .  Extent of records: 

a. Approximate number of pages of each type 

b. Total volume required for a l l  types (number of cubic meters) 

c. Approximate number of classified records 
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