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Form Atc,.313 * UNffED STATES ATOMIC ENERGY COMMIS58oNs.s r.rm e,ere.a'
in et so , APPLICATION FOR BYPRODUCT MATERIAL llCENSE)

* * -~ naar

fN$TitUCTIONS.-Complete l' ems I through 16 if thse is on initial opplication or on opphco' ion for reaewet of a hcense. Informotion conto ned en
'

previous opplications Ned wwh the Commisson with respect to items 8 through 15 moy be incorporated by reference provided references are efear and
speceAc. Use supplemental sheets where necessary. l'em 16 must be completed on oil oppbcations. Mo.1 No copees to U.S. Atomic Eaergy Com-
smssion, Woshinyon, D.C., 20545, Attentioni isotopes tronch, Osvision of Materials Licens.ng, Upon opproval of this opplication, the opphcont will
receive on AEC Syproduct Material License. An AEC Syproduct Motorial License is issued en occordance with the general requirements contained m,

Title 10, Code of Federal Reevloeions, Port 30, and the Licensee is sub ect to Title 10, Code of Federal Regvlotions, Port 20.i

l. (e) NAME AND Sittti ADD #tS5 OF APPLICANT desfefuf ree, ferm, hospetol (b) Sitttf ADDatS5(ts) Af wHICH 8vPRODUCf M Af TRIAL WILL St U5tD tilpreen, ear. klede llP Code ) gsve,en, 6 t g,;. enclude yt? Code ;
Department of the Army Saac as 1 a e

Fitzsimons General Hospital and
US Army Medical Research & Itatrition
Laboratory, Denver, Colorado 80240

2. DEPARTMENT TO U$t SYPRODUCT MAftt AL 3 PalviOU5 LICtN5t NUM8tR(5). (ff thes ss on opphcoteen for renewol ei o
fecense, please eMecate and geve n mber )u

Radioisotope Section, Radiology Service 5 46-13, (A66)
(License is presently being renewede)

4 INDivlDUAL U5tR(5) (Nome end furie el endnwedvoksl wke e.Il vse or derectly S RAD |AflON PCOftCi|ON OFFICtR INome el person desugnated as rodear on pre-supervese un el byproduct morernal Gore tremeng and enver.enre en trees e and nochen onCcer el orker rhon endswedual usw Arrock resums of has swoonene end es-9I ponence os m trems e and 9 )

As specified by Fitzadmons C-eneral '

Hosp. ital Radioisotope Comitteee Same as 4e
'

o do) SYPRODUCT MAft#1AL. (flemen's (b) CHEMICAL AND/OR PHYSICAL FORM AND MARIMUM NUMott OF MfLLICUtif 5 OF E ACH CHEMICAL AND/OR Phys.
ead moss numbw of each ) | CAL FORM THAf DOU WILL POSSESS AT ANY ONt flMf f ff seosed source (sl obo store come of monwlocrurw model

I-131 non.6e,. nome,e, e, seo,ces and m ..m m -,..,,, y soo,ce i

Macroag6regated Iodinated Human Serum Albumin 3 n1111 curie

7. DESC#itt PURPOSE FOR wHICH SYPRODUCf M Aff RI AL wtLL St U5tD. (if bypredwet moserei es for ' human use." supplemeae A (form AfC-313o) must be com-pieled a how of ih s n'em
18 byproduct moserel en m the form el o sealed sovree, enclude fhe mo6e and model number of the s8ero2e contoener and ror devne en

.h.hm.s-. l. s.w.d -,.r ,

See Form AEC 313ae
.
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Poge Two
,

IRAINING AND EXPERIENCE OF EACH INDIVIDUAL NAMED IN ITEM 4 (Use supplemea'al she5*= 'I a**sso,r) -

4 TYPE OF TRAINING | DURAflON OF ON THE JOS FORMA COUR$t
WHERE TRAINED yggiggyo g c,,,3, ,,,,,,; g c,,, g, ,,,,,,y

o Prin. ples and p,oct.c e r of rodiotion y ,,
protettenn

b. Radiooctmty moos.e ment stondordiso.
Yes No Yes Notion on#6 .noaste'eng techniques and en.

N/As,. e..e

f
a Mo,hemotgs and solculos.ons besic to the y,, g yg g

use end moosv,ement of rodioactmly I'/A

NfAd S.ological effects of ,odichoa *

'

9. EXPf RIENCf WITH RADIATION (Actual use of rod.o.noec;. s or equevolent espereeace )

ISOTOPE MAXIMUM AMOUNT WHERf (XP(Rif NCE WA$ GAINED DURATION OF EXPERIENCE TYPE OF U$f
- ,

N/A,

_

10. RADIATION Df f!CTION INSTRUMENTS (Use supplementol sheets sf necessary )
,

TYPt OF INSTRUMENT 5 NUMSER RADIATION SEN5lflVITY RANGE WINDOW THICKNESS USE

!' Onclude mo6e .nd model avehe, of each) A V All Altf DEffCTED (or / hr) (mg /ce') (Mondo,mg, su,vereag, moosenng)

see License #s 46-33 (A66)
-'

.

7 I . METNOD, PRf QUENCY, AND STANDARD 5 U5fD IN CALISRATING INSTRUMENT 5 LISTED A60Vf.

See License #s 46-2 (A66)
12. FILM SADGES DO51 MITERS. AND 610-A55AY PROCEDutt5 USED (F., film badges, spa.fy me# hod of c.lebrohag and p,.cessang. er nome of supphe, J

see License fs 46-13 (A66) !

I

-

INFORMATION TO BE SUBMITTED ON ADDITIONAL SHEET 5 IN DUPLICATE
13 FACittfil5 AND tQUIPMENT Douribe lob. .+o y facilihes .nd , emote handling equenent, os.,oge seneo.ne,s, shield'ag, fume hoods, etc. Esplenotory sie*ch

of locai.ty is eno.hed (Cs,tle answe,J Yes N
See. Lisenas A 46-2Dem...e the ..d.o..on ,,o,-ho. ,,e g,.m m.i. 3 (A66) |

g . t.oi m s es i, o,,ii.et.o. . e s seoie. so .es, s m. ieon
iu RADIATION PROnCTiON PROctAM

Msti,,g ...e...es . tie,e .,,ii.e,
ie. .ome. ..m..g. . es,e, e e ., ,e,s s ,e ,m ie tes,s. ..d ..,o geme s eo, .. m. g ...t.oi 4.o..e. so,.e, s. .

see License #5 46-13 (A66). g. mt-~e . ,e,oi, o e s ..e

a W.5n D15,05io ie O,0,e,.,se, so m., oet.ae, 4es ,.,,,o. o, e,h.os .h h .iii

6e . sea to, o.s, s.og e
..mme...oi sN 4.s,es.i se ... .e om,i ,e . s .., .ome .f om-,.
. . ooc .e -s,es go.g,g.g.gegc,p ,,,g

CERTIFICATE (This item must he completed by opplicent)
16. THE MICANT AND ANY OFFICIAL EXICUTING THl5 CERTlfi OF THE APPLICANT NAMED tN ITEM l. CERTIFY THAT THl5 APPtlCATION 95

PREPARED IN CONFORMITV WITH TITLE 10. CODE OF PEDE ' A All AND THAT ALL INFORMATION CONTAINf D Mf tflN. INCLUDING ANY
SUPPLEMENTS ATTACHED HERETO. IS TRut AND CORR DMK' DGE AND YL1bFhe Army 'FGII & Ues. Army Mede |pt oA/

<f che & Nutr. nyer, Coloe i
- _ #. l%

2 August 1966 Lb qth
Appisc% sn seem

I

g _ M.m L . ovautvur, GO e.L MG ;
pato

a
,

*-

YY3' Cskirman, Radioisotope Comittee
'

<'.i

}. of ce,tifyeg ofFi..as*

C. ? |
W ARNING.- 18 U. 5. C., Section 1001, Act of June 25';19 A8; 67 31nT| 749; $sIes it a criminal offense to make a willf.lly falso statement or

'

rep,esenteeion to any department or egency of the United Slotes'es to any enotser wNhin its jurisdiction.
~

e a s sovsma.sist reis, time orrics i esee e-tes-set
.
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s Unnu Stats Afoauc Enesov Coavessiosa i

'"*8'iE * * APPLICATl'ON FOR BYPRODUCT MATERIAL LICENSE ' 4 T ;";,,e,u.. m i
~'"''

SUPPLEMENT A-HUMAN USE

If byproduct material is for " human use" (internal administration of byproduct makrial, or the radiofion therefrom to human beings), '

complete this supplement and ottoch to the opplication for byproduct material license.

1. (e) USNG PHY$laAN'S NAME (b) NAMl AND ADDef55 OF APPLICANT (If delkrent from I(o))
Department of the Army Fitzcfmons General Hospital
Fitzsimons General Hospital and Denver, Colorado 80240
USA Med. Rach. & Hutr. Lab.

2. THE USING PHY54CIAliINDICAffD A80Vf 15 LICEN5fD TO D15 PEN 5f DRUGS IN THE PilACTICE OF MfDCINE SY A STATE OR TERRITORY
OF THE UNilfD 5fAff5, THE DISTRICT OF COLUMaiA, OR THE COMMONWEALTH OF PUERTO RICO.

IS) NO

As permitted by Fitzsimons General Hospital Radioicotope Comittegeaf AN5wff
3. A STATEMENT OF USING PHYSICIAN'S CLINICAL RADIO 150TOPf (IP.RifNCf (PAGE 3 OF THIS SUPPLEMENT)15 SUSMITTED IN SUPPORT

OF TH!S APPLICATION. OF AN4WER 15 MQ, USE PAGE 2 OF THl1 SUPPLEMfNT 70 EXPLAIN OR REFER TO OTHfR APPUCATION OR
; AtLAff D DCCUMf MTS ON WHICH THIS INFORMATION APPtARS. 9(. YES (NO) i

As permitted by Fitzaimonc General Hospital Radioisotope Comittearaf ANSWER

PROPOSED DIAGNOSIS OR TREATMENT

4. (o) DESCRef PURPOSE FOR WHICH DVPRODUCT MATERIAL WILL M USED INCLUDING SPf0FIC CONDITONS OR D15EA5f5 TO SE DIAGNO5fD OR TREAffD
N" ** 2 d a="* Macronggregated Human Serum Albumin vill be used for the detection,

of pulmonary embolitu.

; m CHEMCAL FORM ADMNISTERED' Macroaggregated Iodinated Hmtm Scrum Albumin.
J

d

.

(c) DESCRief PROCfDURf5 WHICH WILL te OGSERVED TO MINIMlZE HAZARD PROM HANDUNG, STORAGE, AND DISPOSAL OF THE SYPRODUCTIMAffRIAL:
1

(See License 65 46-13)(A66) Patient vill be premedicated with 10 drops of SSKI I

given by mouth one hour prior to the IV dose of Macronggregated Radiciodinated
Human Scrum Albumin.

(d) Of 5 CAPTION AND SKETCHES OF SPtCIAL DtvlCES TO M USED FOlt ADMINI$TERING BYPRODUCT MAffRIAL TO HUMAN MINGS arf |
(t) ATTACHED (LITERATURE ItfFfRfNcf 5 WILL SUFFtCfl W3afag Auswff i

1

(2) ON FILI WITH THE 850TOPf 5 EXTENSION

License M h6-13 (A66) ("*) ".
lM,ft,O A,PuCAfoN NO ORaf ANswet

3. PROPOSED DOSAGE SCHEDULE
. (a) in mdlicuries for 6nternally admenessered byproduct anotoriel ashe then discrete Raed sourcesi and in toentgens er rods, as oppropnote, for internal or enternal irroa.
'

shon from abscreas Amed sources (gold seeds, cobolt needles, e mc.) state seposotely for each conddson or deseose (vee page 2 if necessory)'

Proposed dosage range 100-350 microcuries.
Radiation exposure to lung - 100-200 mrad.

Radiation expocure to thyroid - (previously blocked witp\PggParticle size - 10-25m. wJ r:.4

.,
, , . - _ . ,

,

k

(b) INV!571GATIVE PROPOSAL FOR EXPfRIMENTAL, NEW OR UNUSUAL HUMAN U$ts 15 ATTACHED. ( Attoctwnent

)shovkl include evolme of smadeens se be evolveted, including deso from onemet studies ond/or obstract of INeosere CMalANSMR
,,le,.nc. d ony, avmse, and tyP. .e Pow.nts (t . o erovP, mor bund, e c.))

6, if SYPRODUCT MATERIAL WILL NOT St OSTAINED IN PRECALISRAffD FORM FOR ORAL ADMINISTRATION OR IN PRECALitRAffD AND STERIUZED FORM FOR
PARENTERAL ADMIN 15TRATION, DESCRit! IDENTIFICATION, PROCESSING, AN D STANDARDlIATION PROCEDURf 5

Macroaggregated Radiciodinated Human Scrum Albumin vill be obtained in precalibrated
steralized form for parenteral administration from Squibb & Co. or other mgp#.oy
that meeto AEC standards. 1 v -, M $-

7, THE PROPOSED U52 OF BYPRODUCT MATERIAL HA5 MEN, OR WILL M, APPROVID BY THE MEDICAL ISOTOPt COM.
MITTtt. Citaf ANSWER YE5 NO

HOSPITAL FACILITIES FOR INDIVIDUAL PRACflCE USE ONLY
'

O. (e) THf APPLICAN1 MA5 COMPLETED ARRANGEMENT 5 FOR A HO5PffAL TO ADMIT RADtOACTIVE PATIENTS WHEN-
EVER ADVISA$lf. CMal ANSWff YES NO

j (b) A COPY OF INSTRUCTIONS 70 SE FURNI5HED TO THE HOSPITAL AS TO RADIOLOGICAL SAFETY PRfCAUTIONS
TO DE T AKEN AND AVAILASLE R ADIATION INSTRUMENTATION 15 ATTACHED ClltCLE ANSWER YES NO

4

6

_ . _ _ _ _ ___
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APPLICATION FOR BYPRODUCT MATERIAL LICENSE |"4*f;",',4 a.E. ..
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'''' 8 SUPPLEMENT A-HUMAN USE ( {
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3 See License f$-46~13 (1,66)-
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