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iO8R30 APPllCATION FOR BYPRODUCT MATERIAL LICENSE * '' ~ ~ 28-"''
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INSTRUCiloN3.-Compless items I through t o if this is on initial opplication or on opplication for renewol of a license, informatm contained m
previous applicateens filed with the Comminion with respect to l' ems 8 through 15 may be incorporated by reference provided re4 *nces are clear and
specifst. Use supplemental sheets where necessary, item 16 must be completed on oil applications. Moil two copies te u.6. Atomic Energy Com.
mission, Woshington, D C., 2054$, Attention: Isotopes Bronc,h, Division of Motenols Licensing- Upon opproval of ths dpplicohon, the cpplicoat will
receive on AIC Syproduct Motenol License. An AEC Byproduct Moserial License is inved in accordonce with the deneral requerements :entained in
f. ele 10, Code of Federal Reguiotions, Port 30, and the Licensee is subject to fitte 10, Code of Federal Regulot r:.s, Port 20.

1. to! NAME AND Stetti ADDetS5 OF APPLICANT. (Instefuteen, firm, hospe#of (b) STREET ADDRES5(ES) Af v iaCH sVPRODUCT MAff alAL WILL SE USED. (88
person, etc klude IDP Code ) d,Merent I,om 1,e). kk,m t\P Code }

Department of the Army
Fitzsimons General Hospital and UeS. Same as 1 (a)
Army Medical Research and Nutrition
Laboratory
Denver, Colorado 802h0

2 DEPAffMf NT YO Uit BYP8000C1 MAff RIAL 3. PREvlOUS LICENS{ NUMBER (SL (8f thes es on oppleschen for ,enewol of e issW.
pJeone mdetone and go.e numbe,1

Nuclear Medicine Service Amendment to license Noe 05-000h6-13

s. AFAnON Peor:CieON OrnCrn (N- on ,e,.an de. no,ed o. ,od.o,,on ,,o,e<.4 iNDm0Un 05:stSt (Nome end ,,,,e e, ,nd...d.e,l.3 .he .al ..e o, d,,ea,,
s ,,s. .se e b, .d.s m. ,,el c... ,,o.nm, and e.n,..n.e m u.ms .nd , , . n .a.e s .,h., , hon md...d l .s .

A,r s ,e m. .o u.s ,,o,nm, .nd e. , n.er
- es .n uom. e o, d , i

As specified and approved by the | Same as Nom h
i Radioisotope Committee |
| Fitzsimons General Hospital '

'

6.toi s m ODUCr MAfeniat. (ri en,. (b) CHfMACM AND/OR PHYSICAL FOAM ANDN$$bM NUM8f t OF MnUCURif 5 OF E ACH CHE AvCAL AND/04 PHYS-
ond mass nunibe, el each i ICAL FORM THAT YOU wtLL POSSESS AT ANY ONE TIME. (il seeded source (s), oise sfote nome of monviock,e,, ,nodel number,

.mbe, e, sow.es -d me. .,~ o,...,r, ,e, .o.,me i

1

AJ Technetium 99m Pertechnetate 300 Mil 11 curies
<
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7. Ot5Citet PURPOSI POR WHlCH SYPRODUCT MAff RIAL WILL 68 U$tD (if byproduct mo#ereal es for " human v.e." supplement A (Form AfC 313e) mv.f be complesed
on lueo of thee seem. Il byp.oduct more,,el es m the form el e sealed newce, include Ehe mohe end model numbe, el the sto,oge contonner and/or de.no an whech Ihe sou ce wal
be seu,ed ond/or used i

I

See Form AEC 313a j
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Pogs 7"wd

TRAINING AND EXPEk. CE Of E ACH INDlYlDU AL N a#ED IN ITE*4 d (u,. spp4measof shee s .f awsuo,y)r

,
8. TYPt Of IRAINING DURAflON Of ON THE 100 FORMAL COURSE

WHE R( IR AINE D yumo p g ,,,,,, , g c, g ,,,,,,,

Io P,enriples and p,octices of ,odiotion yn y, y, g,
p,o.ectinn

See present license #05-000h6d13b. Rod.oochvdy meosv,emeat stoado, dero.
yn No Y. No

t,o o,u me ,lo,.., lu i ....e s ou . .
se,vments

,

Mothematus and calculohoas bos.c to the! Yes No Yn Mta

j
_

.s. ou m.os e m.., of ,od...ti..t,

| Yn No Yes No
8.oio..co: e uts of ,od,ohoa |nd

9. XPERENCE WlIH RADIAflON f Acevol wie of rod.oesotop.s o, eque.alea# e.pe,eeace) ,

ISOTOPE MAXIMUM AMOUNT WHERE EXPERl!NCE WA5 GAINED DURAflON Of ExPf tlf NCE TYPt OF U5f

See present license #05-000h6-13

4 10 RADIAflON DETECTION INSTRUMENTS (Us. supplemental sheen .f nunsory )

TYPE Of INSTRUMENTS NUM4t R RADI AfiON SEN5mvifY RANGE WINDOW THICKNESS U58

(biciwd. mo&e and model ave 6e, of ea,h) AVARA8LE OfIECf f D (m, e h,) f og /cm') (Mondo,eng. so,.eyeng, meo6U,Ing)

See present license 405-000116 13

II. Mf THOD, F#f OVENCY, AND STANDARD 5 USED IN CAUSAAflNG INSTRUMENTS LISTED A80VE

See present license #05-000h6-13

12. PILM SADGES,5[MEff RS. AND SiO. A55AY PROCIDuff 5 USED (Fo, Mm badges. soecdy m.d et c.hbrateag .ad p,. cess.ng, ., aame .I s.,phe, J
~

See present license #05-000h6-13

INFORMATION TO BE SUBMITTED ON ADDITIONAL SHEET 5 IN DUPLICATE
is eACn m:5 AND eOUiPMENT Dm,,b. i.b.,...,y ...id,n ..d ,em . howi , eo.,me. sio,. c t s sh id.... e.me h.as. ..c e.,io .o,y sie.ch

.e i-.i..y .s a t.a (C.,o. s.e,s Yes N. See present license #05-000h6-13
1C RADIAflON NOff CIlON NOGR AM Deu,ibe th. ,.d. 8*.a p,o8utica p,ose lacludeg coat,ol mene,n H .pplec.t a c m se.la semes, subed leoh

stm ,, .d., =t
.e o,,i.c., w.,

me, t,. . . d . . , .~. .e ,e,s ie ,t.,e ie.i sH. o d .,,o s e., ,es.,m.., .ad..i ,w. .o. s, y. s.,..

. .. moi..e ~ e .a -, . me some

See present license #05-000h6-13
15. W A5ff DISPOSAL if . c.m ce.l s.e dispes.1 se,vs. es employed, sp.cify n.me .f c.mp.ny. O*.rwise, subed deso led desc,iph.a .f me*ods whuh will

b. .sw e., d,sm oe ,w .o..... w.s n ..d eshm..es .# ihe e ,. o d .mo.at ee .ch. y :..d &e numt hume MbMM-Ur

N0llSE!!MPE (Ns itm met be empW by appHmy
16 fHE APPLIC ANT AND ANf OPPl 15 CEfflFICAf t ON SEMAll OF THE APPLICANT NAMf D IN ffEM I, CERflFY fMAT THIS APPLICAflON 15

PRE PAtt D IN CONF ynt j b REGULAflONS. PA#f 30, ANO IMAI ALL INFORMAtlON CONIAINED NfkflN. INCLUDING ANY
SUPPLEMENTS Aff AC . f5 TR f Tb iME 885107 OUR KNOWLEDGE AND belle 7*

Dept. of the Arngr, FUH & US Arn:y Med.
Rsch & Nutr Lab, Denver, Coloe 802h0

3 6 #|R J00 696'
'

A,,i.c m om i

'e V v An// h ud i ~D.,o J7 s
faul E.'Siebert, Col. RC

_

GN Chainun,_Radioiaotope Conrtittee
f.tk ., ce,tay omc .

W ARNING.-18 U. 5. C., Sechen 10014 Act of June 25,194 8, 62 $ tot. 749, makes et . c,iminol onense to moie a willivily false statement or
rep,eseasohon to oar deportment of ogency of the Unded Stoses os to any mone, =dhin its surisd.ct on.

. u s sove.a. car p. inti.e orrics . ised o-tes-sea

* ar, "- = ,e.. .. es .m - .%.,,
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.~ form AEC-313m Umfto Svares Aro.uc tursov Co uaissiou
,

/o' $'ao APPLICATION FOR BYPRODUCT MATERIAL LICENSE-MEDICAL '.";;e','T*"f, 3,_,o,o !l

SUPPLEMENT A-HUMAN USE* Paos I+

ff byproduct motorial is for " human use" (internal administration of byproduct motoriol, or the radiction therefrom to homon beings),
complete 3his supplement and ottoch to the opplication for byproduct material license,

bwk,de llP Code |
I. le) USNG PHYSlCIAN'S NAmt | 'b) NAMI AND ADDet55 OF APetlCANT (if d Awent froen f(e)
Department of the Arv
Fitzsinons General Hospital and U.S. Arg
Medical Research and NutritiCn Laboratory Denver, Coloraod 802h0
2. THE V51NG PHY&lCIAN INDiCAftD ABOVE IS LICtNSED TO DISPtNSE DAUG5 IN THE PRACTICE OF Mf DICINE SY A STATE OR TlattfotY

OF THE UNITED 57 Aft 1, THE DISTRICT OF COLUMt A, OR THE COMMONWEALTH OF PutRTO RICO'
ES)

NO

As specified by the Radioisotope Committee Fitzsimons Gen. Hospe,CaCtf ANswit
I

3 A STATEMENT OF USING PHYSICIAN'S CLINICAL RADIOL 50TOPt EXPitiENCE (PAGE 3 OF THIS SUPPLEMENT)15 $UaMITTED IN SUPPORT
OF THis APPLICATION. IF ANSWit 15 MQ, Ulf PAGE 2 OF THIS $UPPLEMENT TO EXPLAIN OR REfte TO OTHER APPLICATION OR Yt3 ( NO)aftAftD DOCUMENTS ON WHICH TH15 If ePORMATION APPEARS.

CmOf ANswte

PRCWOSED DIAGNOSl$ OR TREATMENT ,

(e) DESCtef PURPOSE FOR WHICH STPRODUCT MAff alAL WILL DE USED INCLUDING SPEOFIC CONDITIONS OR D15fA$f5 TO BE DIAGNO$fD 04 TRE AftDd

(Uu ,o, 2 d emme For liver and spleen scanning. For the diagnosis of space
occupying lesions (tumor, abscess, etc.), obstructive diseases, intrahepatic disease,
and diseases of the reticuloendothelial system,e

(b) CHfWCAt FORM ADWNisittfD

Tc99m Sulfur Colloid

(c) DESCtet PilOCEDUtf 5 WHICH WILL M OBSEtytD TO MINIMlZE HAZARD FROM MANDUNG, $f0 RAGE, AND DISPOSAL OF THE SYPRODUCT MAffalAL.

See present license #05-000h6-13 plus attached sheete l
t

|41 DESCAPTION AND $Kf7CHf5 OF SPECAL OfvlCf3 TO M USED FOR ADWNi$7ttlNG SYPRODUCT MAftmAL TO HUALAN MINGS AtfNOf)(1) ATTACHED (Liff tATURE REFEAfNcf 5 WILL SUPNCil OtofANSWtt

(2) ON FILE WITH THE ISOTOPES 6tANCH

REFtt TO APPuCATION NO Oh OOO M d_3 ORCLA AN5Me

s. rtOeO5fD dos 4GE SCHEDULE
is) la m.fl cunes aw easernelly admeasseeeed byprodwct meterial seher nien decrete flsed sevecess and in reeaegeas er reds, es apprepnose, fee inentael or essernel irradi-

ehen hem abure e taed seweces (gold seeds, cebelt needles, s c.) sense sepassenly fee each saadehen er ekseese (wee page 2 sF necouery):s e

1 - 3 Mil 11 curies

a

( NO )(b) INvf 5flGAfiYt PROPOSAL FOR f XPit4NTAL, NEW OR UNU5UAL HUMAN U5f 515 AT! ACHED. (Aseechment YES
sf W swlwde evolme of conde sas es be evolveted, including dose from enemal sewd.es end/or obserect of Iderehne OtQfANSMR
ofersaco d any, awmber end type of pet ears (i. e. ege group, menbund, ecc.))

6. IF BYPRODUCT MAftalAL WILL NOT ti OSTAINfD lH PeECAlletAftD FORM FOR ORAL ADMINi$7tATION OR IN PtfCAlletAftD AND STEtluZED FORM FOR
PAff NTf tAL ADWNISTRATION, DESCt16E IDENTIFICATION, PROCES$1NG, AN D STANDMD(ZATION PROCEDUtf$i

~~
See attached sheete

7. THE PROPOSED U$f OF SYPRODUCT MATit1AL HA5 NEN, OR WILL M, APPROvfD SY THE MEDICAL I5OTOPE COM- NOOtafAN3 Wit f15}MITTtt .

HOSPITAL FACILITIES FOR INDIVIDUAL PRACTICE USE ONLY

8. (e) THf APPLICANT HAS COMPLfffD AttANGEMENTS FOR A HOSPITAL TO ADWT dlADICACT1vt PAftENTS WHEN- C#Gl ANSWie YES NO
fvit ADvi$A8LE.

(b) A COPY OF INSTRUCTIONS TO M FURNISHED TO THE HOSPITAL AS 70 RADIOLOGICAL $AffTT PRICAUTION$ CmCLI AN3Me YES NO
TO M TAKIN AND AVAILA8LE R ADIATION INSTRUMfMTATION IS ATTACHED.

0.:. 5 2
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Request cont'd:

The Tesuloid (Sulfur Colloid Kit) list #08856, manuf actured by the

E. R. Squibb and Sons,Co. will be used for the use of liver and spleen scanning.

This kit wass approved for use by the AEC on 13 June 1969 and has been recorded

in their records.

No more than 5.0 mi of the eluate of Tc 99m will be used for the preparation

of the sulfur colloid in the Tesuloid kit per vial. Procedure for the preparation

of the sulfur colloid kit from the E. R. Squibb and Sons, Co. will be as follows:

(All vials and reagents will be contained in lead except for boiling stage).

1. Tc 99m (no more than 5 ml) will be injected aseptically into a vial.

If there is evidence of contamination from either the generator, kit
,

or technique the materials will not be used.

2. To the shielded Technetium vial will be added aseptically a mixture

of the contents of Unimatic disposible syringe A containing 0.25

normal hydrochloric acid. The contents of the vial will be gently

shaken. Tongs will be used to handle the mixture.

3. The contents of the vial will then be emersed in a boling water bath'

(95 C + or - 5 C) which is deep enough to cover the contents of the

vial and this will be heated for a period of 10 + or - 2 min. The

water bath will be shielded in lead. After boiling, the vial willI *

be removed with toi.cs and allowed to cool for 5 min. in a lead shielded

area.

4. The sterile buffer solution from the Unimatic (R)disposible syringe B

will be injected aseptically into above vial, and again gently shaken.

No more than 3.0 mci of Tc 99m sulfur colloid will be used per patient.

<
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Request cont'd:

The activity can easily be obtained by decaying the Tc 99m initially;

eluded, and also checked by the Nuclear Chicago Meteor Dose Calibrator.

The calculator is calibrated' regularly with a standard source.

! Following the intravenous injection of Tc 99m sulfur colloid, the

: first patient so injected with the prepared colloid will be monitored as to
i

significant lung labelling with colloid or any free Pertechnetste. Using

a very narrow window the Nuclear Chicago thyroid uptake probe may be utilized

j to determine the percentage of labelling of the lung and thyroid respectively.
.

i If there is evidence of 10% uptake of Tc 99m in the thyroid from the administered
4

i
dose the batch will be discarded. Also if there is significant labelling of

.

the lung indicating particle size greater than 1 micron the batch will be'

;

discarded. Prototype testing has been done in other laboratories in this'

area and have been found not to be a problem.

The sterility and pyrogenicity of the Mo 99 Generator and Tesuloid'

kit have been previously evaluated by E. R. Squibb and Sons and have been;.
:

found satisfactory for human use.

2 mci of prepared Technetium sulfur colloid will deliver to the liver'

5

0 66-0.72 Rads. The whole body dose in Rads with the Technetium Labelled
'

sulfur colloid is 0.03 Rads. In contra-distinction gold 198 colloid delivers

a Jose of 5.7 Rads to the liver and 0.35 Rads to the whole body following

~

150 uCi of colloidal gold 198. FromtheprovensafetypftheTechnetium
t ,. s

sulfur colloid by those using Technetium labelled sulfur colloid it would

seen appropriate that our request be approved. '. -

Eugene T. Morita, Maj. MC
:
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