DEPARTMENT OF THE ARMY
OFFICE OF THE SURGEON GENERAL
WASHINGTON, DC 20314

DASG~HCH~E 23 November 1973

Mr. John Bowyer

Isotopes Branch

pivision of Materials Licensing
US Atomic Energy Commission
Washington, DC 20545

Dear Mr. Bowyer:

Recomhend approval of the inclosed application for amendment
to AEC License No. 05-00046~13 for Fitzsimons Army Medical

Center, Denver, COL.
Sincerely,

S Bl

1l Incl EDWARD W. BLACKBURN

as Lieutenant Colonel, MSC
Radiological Hygiene Consultant
Health and Environment Division
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Form AEC-3130 Uniteo Stares Aromsc Eweecy Commission

| 058, | APPUCATION FOR BYPRODUCT MATERIAL LICENSE—MEDICAL e, 0-00000

Page | { SUPPLEMENT A — HUMAN USE 1
If byproduct maknal is for “human use’' (intemal administration of byproduct material, or the rodiation therefrom to human beings),
complete this wpplement and atloch 1o the application for byproduct material license.

1 fa) USING PHYSICIAN'S NAMS ] b) MAME AND ADORESS OF APPUCANT (If differant hrom |(a)  inchude ZIP Code )
| Departa. . ~* of the Army, Fitzsimons Army Medical Center,
and U.S, Arm’ Medical Research and Nutrition lLaboratory,
| Denver, Coiorado 80240,

—— i —— S e A e RS S -
7 THE USIMG PHYSICIAN INDICATED ABOVE 15 LICENSED TO DISFEMSE DRUGS IN THE PRACTIC OF MEDICINE BY A STATE OR TERRITORY
OF THE UMITED STATES, THE DISTRICT OF COLUMBA, O THE COMMONWEALTH OF PUERTO RICO

See application dated 12 March 1973 (Control No, 35871) e

EE— —

YES NO

- S e I

3 A STATEMENT OF USING PHYSICIAN'S CLINICAL RADIOISOTOPE EXPERIENCE (PAGE 3 OF THIS SUPPLEMENT) IS SUBMITTED IN SUPPRORT
OF THIS APPUCATION.  IF ANSWER IS NO, USE PAGE 2 OF THIS SUPPLEMENT TO EXPLAIN OR REFER TO OTHER APPLICATION OR I
RELATED DOCUMENTS ON WHICH THIS It FORMATION APPEARS ves | NO

See application dated 12 March 1973 (Control No. 35871) IO Miswee
PROPOSED DIAGNOSIS OR TREATMENT

o1 CRSCHBE PRPORE FOR WHICH STPODUCT MATERIAL WAL B¢ USED INCLUDING SPECIAC COMDITIONS OR ORSEASES TO 8¢ DIAGNOSED OF TREATED

(Use poge 7 i necemary)

Renal Imaging

(b) CHEMICAL FORM ADMINISTERED

To-99m~Fe-Ascorvate DTPA (inclosure 1)

fe) mmmmummommmm.sm,mmo THE BYPROOUCT MATERIAL

See other side of this sheet.

) DESCRIPTION AMD SKETCHES OF SPECIAL DEVICES TO B USED FOR ADMINISTERING BYFRODUCT MATERIAL TO HUMAN BEINGS ARt
(1] ATTACMED (UITERATURE REFERENCES WILL SUPRCE) marvewe | (M) | ™
See inclosure 1
(2) O FUE WATH THE ISOTOPES BRANCH

REFER TO AFPUCATION MO
S .. puie

3 PROPOSED DOSAGE SCHEDIRE
o) bMb“”‘wm*&hummﬁbwuﬂ..m.h“-m-n&
dub-“hd“(pﬂ“.M-‘-.&J~Mbcﬂ*-“|~~lﬂmh

doge = 3 to 5 wCi as prescribed in Inclsoure 1
as Te-99m Iron - Ascorbate DTPA

YES | NO

CCLE ANSWER

fb) NVESTIGATIVE PROPOSAL FOR EXPERIMENTAL, NEW Off UNUSUAL MUMAN USES 15 ATIAOHD  (Anochment
M“—&*d“.h“.%ﬁh“*d/-mdm CERCLE ANS WER
sburance H any, simbar ond type of patients (i o age grovp, meribund, ek )) .

o NA -

o W YPROOUCT MATERAL WILL MOT B ORTAINED 1N PRECALIBRATED FORM FOR ORAL ADWINISTEATION OR IN PRECALRATED AND STERILIZED FORM FOR
PAREMTERAL ADMIMISTRATION, DESCRISE IDENTIRCATION, PROCESSING, AN D STANDARDIZATION SROCEDURES,

Te-99m obtained as eluate from E.R, Squibb and Son, Ind. Technetope II sterile

generator (08871) Mo contact 300 mCi., Eluate assayed in Nuc. Chicago Dose Calibratox
Model 6362.

7 THE PROPOSED USE OF SYPRODUCT MATERIAL MAS SEEN, Of WILL BE. APPROVED Y THE MEDICAL ISOTOPE COM.
MITTEE CCLE ANSwER | TES NO

HOSPITAL FACILITIES FOR INDIVIDUAL PRACTICE USE QMY
B () THE APPLICANT MAS COMPLETED ARRANGEMENTS FOR A HOSHTAL TO ADMIT RADIOACTIVE PATIENTS WHEN

EVER ADVISAME CRCLE ANSWER YES O
(b) A COPY OF INSTRUCTIONS TO BE FURNISHED TO THE HOSMTAL AS TO RADIOLOGICAL SARETY PRECAUTIONS
1O BE TAKEN AND AVAILARLE RADIATION INSTRUMENTATION IS ATTACHED CRCLE ANSwER | TES NO
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Uniren S1ames Aromic EusaGy Commitson

APPLICATION FOR BYPRODUCT MATERIAL LICENSE--MEDICAL
SUPPLEMENT A — HUMAN USE

e

Pace 2
This puge moy be vsed lor providing eddihonal intormotion Pleose cross reler. nce to specific ilems

Paragraph 4e.

All personnel involved are equipped with film badges processed at 30 day intervals.
All personnel receive periodic review instructions in the use of the Te-99m generator
All personnel will receive instruction from the Chief, Nuclear Medicine Service and
the Radiation Protection Officer in use of the Squibb RENOTEC kit. Routine nuclear
medicine procedures (wearing of gloves, use of syringe covers, etc.) are used at
all times. Periodic studies of exposure levels using TLD techniques are conducted
(Everline TLD Systems TLR-5).
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