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Dear Biri

Please amend paragraph 9.A.2 of license 19-08330-03 for the cobslit

facility at the Armed Forces Radiobjology Research Imstitute to
allow similiar usage by the National Institute of Health (19-00]
This paragraph would then read:

96-10) -

"To ba used in frradiator facility as permitted by License
19-02891-05 and 19-00298-10, subject to all safety and operatic
procedures yequired by these licenses.”
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Sinceraly yours,
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typist/mix
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An Agreement Between the
Armed Forces Radiobiology Research Institute
and the
National Institutes of Health, Betheszda

- ¥, The Clinical Center, NIH, Bethesda, has occasional need to provide

total body irradiation as a therapeutic modality for certain patients,

in accordance with protocols, reviewed and approved by the Deputy Director
for Science, NIH. The Haticonal Institutes of Healih does not operate a
cobalt-80 facility capable of delivering totsl body irradistion in a
reascnable period of time. The Armed Forces Radiobiology Research
Institute {AFRRI) does operate a large cobalt-80 facility which is capable
of delivering total budy irvadiation within a short time period. The
purpose of this Agreement is {o delineate an arrangement whereby patients
from the NIH's Clinical Center can receive whole body radiation treat-
ment at the AFRRI.

JI. It is understood and agreed that the sole participation of and
responsibility of the AFRRI in connection with the total body irradiation
is to make available the AFRRI cobalt-60 facility and to provide the
technicel support specified in this agreement. Medical and all other
aspects of the irradiation are the responsibility of the NIH, Bethesda.
1t is further understood that the use of the AFRRI cobalt-60 facility

by the NIH, Bethesda, is limited to therapeutic¢ treatment ¢f patients.

111, Requirement for Technical Support: The NIH reguires the following
support and personnel to accompiish the total body irradiation:

{1} Access to the cobalt-60 facility at the AFRRI on an
irregular basis, depending upon the clinical needs of the Hospital.

{2) Dosimetry of the radiation field of the cobalt-60
facility in its dual, apposed sources mode.

{3) Personnel to operate and monitor the cobalt-60 facility
while patients are being exposed.

1V, The AFRRI will provide the support detailed in paragraph 11, withe
reimbursement of expenses incurred {providing there is no interference
the primary mission and functions of the AFRRI}, and in accordance wit®
the stipulations below {paragraphs ¥ - X,

V. Protocols: The protocols, pursuant to which the cobalt-60 facilif
at the AFRRI will be made available under the terms of this agreement
are those aporoved by the Clinical Director, NCI, and/or Deputy Dirac
for Science, NIH. .
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VI. Patient Selection: The only patients to be irradiated will be
those selected by the National Cancer Institute, NIH, Bethesda, in
accordance with the protocols described above.

VII. Informed Consent: Before irradiation is administered, informed
consent of the patient or his parent{s) (if the patient is a minor)

must be obtained. The consent form will specify the nature of the
radiation procedure and the more comnon and serious risks of this
procedure, as well as the probable outcome. Copies of the signed consent
form will be retained by the NIH, Bethesda, and the Director, AFRRI.

VI1l. Responsibility:

1. The NIH, Bethesda, has overall responsibility for all
operations and decisions regarding patient management, except for the
right to terminate the radiation procedure in accordance with the
provisions of this agreement. The NIH will have primary responsibility
for all aspects of the medical care of patients during the time they are
in the AFRRI. This will include:

_ {a) Designation of a primary phvsician who will be immed-
iately responsible for the routine and emergency medical care of each
patient and who will accompany each patient to and from the AFRRI. This
physician will be present during the radiation procedure at the AFRRI
and will monitor the patient throughout the radiation treatment,

providing such care as is required,

{b} Provision of all transportation and emergency care
equipment and additional medical personnel reguired.

"~ {c) Maintenance and proper care of all medical and
emergency care equipment.

2. Scheduling the cobalt-60 facility for use on a patient will
be done jointly by an NIH radiotherapist and an AFRRI radiation physicist.

3. Dosimetry will be performed by a radiation physicist
designated by the Director, AFRRI, with the approval of the attending
radiotherapist from NIH. The dosimetry will be certified by the attending
radiotherapist.

4. Proper operation of the cobalt-60 facility will be the
responsibility of a radiation physicist designated by ihe Director, AFRRI.

5. Decisions regarding the total dose administered, dose rate,
premedication, and care of the patient during the irradiation procedure
will be the responsibility of a qualified radiotherapist designated by
the N1H, Bethesda.
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1 ' a. Under normal circumstances the radiation procedure will

. be terminated by the radiotherapist when the full dose has been delivered.
He may terminate the procedure at any time before the full dose has been
delivered. He will also have the authority to resume the radiation
procedure after a temporary halt in the procedure.

b. The primary physician responsible for the medical care
of the patient will also have autherity to terminate the procedure before
the full dose has been delivered, He also has authority to resume the
radjation procedure after a temporary halt.
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¢. The Director or Deputy Director, AFRRI, may terminate
the radiation procedure on any patient at any time. Their authority in
this regard exceeds that of both the radiotherapist and the primary physician.

IX. Review of Agreement: This Agreement shall be reviewed at least
annually by each party to evaluate its effectiveness and determine need
for modification. Changes agreed upon will be effective on a mutually
agreed date. This Agreement is subject to modification or termination as
mutually agreed in accordance with the following:
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a. Request for modification will be furnished by one party
to the other by written notice at least 60 days prior to effective date
such modification is desired. Modifications to this Agreement will be
numbered.

. b. FEither party may terminate this Agreement at any time.

X. Publicity: Any information regarding any aspect of the program
encompassed by this Agreement will be released to the public only through
the Public Information Office, the Clinical Center, National Institutes
of Health, and only after review and approval by the Director of the
Armed Forces Radiobiology Research Institute and the Director, National
Institutes of Health, Bethesda.

[“...1 XI. Approval and Agreement:

v - This Agreement is entered into this l Lf day of {qpﬁlﬂ- 1973, as

witnessed by our signatures. This Agreement, upon approval by the Director,
3 1 DNA, shall be now in effect and continue until it is modified or terminated
in accordance/w% agraph IX above.

."\»nid /',, 3 m . J . %J‘M
%"'": ohn' F.tSkarman, Ph.%.“ ( M. 1. Varon JHY Dunn
- 4 Acting Director, NIH CAPT, MC, USN LTG, USA
. Armed Forces Radiobiology Director
. Research Institute Defense Nuclear Agency

’ N ; . Approved this date éz‘ég@z’ﬁj
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FIRST ENDORSEMENT ON CU, MNMC, Bethesada, MD NNMC:c-11:JAS:nke 6471 of 23

January 1973

From: Chief, Bureau of Medicine and Surgery

To: Chief, Materiale Branch, Division of Material and Licensing, U. S,
Atomic Energy Commiss.on, Washington, D, C. 20545

Subj: AEC License ¢19-02891-05; amendment vaquest forx

1. Subject samendment request ls forwarded recommanding approval,

J. H, DOWLING
By direction

vopy to:
CL, NNMC
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From; Comanding Officer, National Haval ‘iedical Center, &%é%é{é&t]’“;73
taryland 20014

To: Uivision of Material Licensing, Atowic Energy Cowission,
Bethesda, *aryland 20014 ot
via: Cii2f, bureau of 'edicine and Surgery, Departnient of the Navy,

Aasiiington, 2. C. 20330

Sub §: Amendment to HHMC 3road Byproduct Katerfal License Ne. 13-02891-95,
request for

Enci: (1) Pretocol For Allojeneic Bone isarrow Transplantation In Patfents
iith Aplastic ‘nenla Or Kematologic Malignancy
{2) Maiical Isctope Cormittee Meetins STinutes

1. Jn tae vasis of the encluesed protfocol and the recommendatian of the
fudi X Medical Isotope Commitie:, an amendment to License Mo, 12-02091-05
is requested to allow the use of the [rradfation Procedure, Appendix 3
of enclosure (1) at tha Arwed forces Radloviclogy Research Institute
vuvalt Facility cy the Dadlation Therapist at the .5, Haval Hospital,
dethesua, Patients will te only Lnese ieeting the rogquirements of tha
protocal as selected by the Done 4arrow Transplantation {osmittee,

¢. It 1s understood that, §f aprroved, the AFZRI Yicense 4111 be rodified
Lo allow for human use.

E. B. *C A9
Acting
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. Amendment No. 10

Department of the Navy
Natiopnal Naval Medical Center
Bethesda, Maryland 20014

In accordance with letter dated February 2, 1973, License Number 19-02891~05
i8 amended as followst

Condition 22, is amended to readt

22, Notwithstanding Condition 10, Cobalt 60 at the Defense Nuclear Agency, Armed
Forces Radiobiology Research Institute, Bethesda, Maryland may be uged for the
emergency treatment of a second patient in accordance with memo dated February 2,
1973, from the Commanding Officer, National Naval Medical Center, Bathesda,

Marylaand.

. Atomic EDEIQ Commission

3 Lpdns Mo Lo
’ FEB 5 W7 py__ Materisls Branch
e ; -

Direciorale of Licensing
{ Washington, D C 20343




