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| APPLICATION FOR BYPRODUCT MATERIAL LKENSEio Cr= so 'd '' ~ ~ 2*>ar

INsIAUCitoHs.-Complete l' ems i theeveh t o il this is on laitial opplicohon or en opplication for renewal of a lic.as.. laformation coatoiaed in
pee..e.s appi.cos.oas F. led ..th she Commission with e.sp.tt le items 0 threveh I$ mor be inco<porated by referene. pro.ided refereaces are clear and
sp.i f.c. U.e supgJementet sh.ets wher. a.c.ssory. Is.as le savnt b. cosapleted on oil opplications. Moel two copies to U s. Atomic Energy Com-
saise n. Wesbiage.a. D.C., 20543 Atteation Isosopes Beench, Division of Mo'eviofs Ucessing. Upon opproval of this opplication, the og pf. coat will
e.c. . on Atc typeed ,ct Mneetial us.ase. An Atc typroduct Moserial Uc.ase is issv.d in occord. ace with th. e.n. col require #* eats :oasoined in
r,ti. 30. Ca. .e e.de,o meevienene, ru so, oad th. uceas.. is subi t to T,ti. no. Ca. or r.d.rol negvier a.. ro,t 20.

| | Yn : r,1 k $,
| s. l.) Naast A.ep 5fetti ADDefl5 OF AP,uCANT. (fa.nswrf.a, firm, h , f Ib) STRitt ADDetsS(ES) AT WHICM' efreODUCT MAf te AL wlLL 68 UStp. (ifp s.a. e 6.f s. Jr, C.ede )

dA.r.af hon f(.) birf.efe IF C.an. )
I

iLakewood Hospital -i

1h519 Detroit Ave.,hh107 SameLakewood, Ohio
.

2. OtPattaf MT TO USE STPRODUCT MAf tBBAL
3. PetvlOUS UCENSE NUMBER [$|. (if fhi. 3. .a .ppies.#e.e f.t e.a.o.f .I . 3.t.a.e.

pie..e .md4 8. .as ,4 a.mb .)
Nuclear Medicine 3h-1197-01 - Renewal with Additions

.&..

4. NDmDUAL Usteise. ,N... .a .i. .r .a. s..,r.s .S. .as .. . d ,P s. RADMTION PROF tCilON Of HCIR. (N.=. of w..e de..,a.'a .a ' se p,.sw.
e.- .e n,,,w ;.n. c . .a e.,. . . . .a ,.; e em., it .,e., *. 3, ,,..s, A,, n , ., n,. o .a .,

. .. sa a. e ca ,.;
* William J. Fayen, M.D..

Director, Nuclear Medicine Wilfred M. Gill, M.D..

Associate Radiologist
-

.

e I.) STPRODUCT MAf teiAL. (fl.a.afe
(b) CHEMICAL AND/OR PHY$lCAL FORM AND MAXIMUM NUMBER OF. MaLUCutit5 OP EACH CHEMICAL AND/04 PHYS..a .a A.,.e.-*3 iCAL eoeM tH A, vOU witt POsstss Ar ANv ONE tiMr. tir .i.d r.t .>.. . a.a. .e a.s.a, s.f - a6

***''' *# """ "" "*""** "''"' f" ~~* #
RENEWAL

IA. Any byproduct Ae Any radiopharmaceutical A. Any diagnostic procedure
material listed in listed in Groups I and II listed in Groups I and II
Groups I and II of of Schedule A, Section of Schedule A, Section

s Schedule A, Section 35.100 of 10 CFR 35 35.100 of 10 CFR 35
35.100 of 10 CFR 35 ~

'

"i '

|t
.

B. Molybdenum 99 B. Molybdenum 99/rechnetiium Be 1000 mil 11 curies '
-

; 99m Generators, including
! E.R. Squibb,- Abbott, NEN,*

| Mallinckrodt, Cambridge '

l '
i

iC. Phosphorus 32 C. Soluble Phosphate C. 500 mil 11 curies
'

.

I
f

TITdNeU%UUKED".lIG7dCED'NHKUhXWMXydXXURXX XMX XX%%XXTXER X XM XrXMXMcXX EHHs
XX XX uMMX X X,X X A MU X XMX4LXXLu x40Lru XXsu.uy4MKXFeXMF17EXXH XXMXnXX H H XHars. a .ai. a s

;

D. Selenium 75 D. Methionine
E.\ .
D. 3 mil 11 curies

, E. I 131 E. Iodide 100 millicuries
F. Cesium 137 F. Any : F. 2 millicuries

s

G. Techneiium 99m G. Sulfur' Colloid G. 100 millicuries
!, L''

In. addition, permission is request'ed for the**

authorized use of the by-product naterials
appearing on Page 2 B. See H, I,'J and K

. | He I 125 or I 131 H. Triiodothyronine' and/or H. 1 millicurie
i Thyroxine i

I (Coa..a.a .n ... sid.i
. k. .

s

I
8209220097 820729

, y,y,z _

.

.". PDR FOIA __

(' r . '
. -

-
y MIHAL82-310 PDRc4 --

,
, . _, - ,
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TR AlNING AND E3Pt ..NCE OF E ACH INDIVIDUAL NAMED IN ITEM 4 h. ..p,le.aast sh..e of aur...,rl
. .

e

a f f Pt Qf ID AINf NGe

Due AtiON On ON THE sos eOe-AtCOU.st{,,,,,,,,,,,,, veAmmG C . i. ..,s IC .i. ..,)

.' .. P,.a. .ple. .a4 ,, m f4.. .l t.d h.n
g
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,

| 6 a . a.. ... .., . .. . .. ... 4.,a. .
8

-
,
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t

. . u.+. .... . . 4 . .l. . 6.... es. t
.. . .-4 ... . .e ..s.. .. .i., |

,,, g, ,,, g,

.

, a s..i.. .e .n .. .e . 4.. !
*u Y.. N. Y.. N.

' e. ImeitNCE wirN e AD avion. r A e e ... .t ,.s . ,.. ., . r e ..c., ;
610f0PE MAJimVM AnaOUNT wheat t Artaif NCE W A$ GAMED OUGAflON OF fIPf tltNCE TYPt OP USE

I
, I
! '

|1 Se i previous a aplications ,
i -

'
- . i 1

_
,
.

,g; ID. RADIATION Ofif CilON INSTRUMENf1. (U. ..pple.e.#.I .heep. ,e a.<...ary )
j tTPt Of IN118UMENTS ' NUM6f t RADIAtlON SIN 5f7tV17Y RANGt wlNDOW THICKNESS U$t(bi.l.d. m.6e e.d m. dei n.=b., .i h) AV AIt A 51g DEIfCitD (av/Aw) (my/..') (Mer.urmg, . er.g. m ewa.g)

, .

. .
, . ...u.. . , , -

.. .

See previous applica Lions"
'

+

i
i
i

e

!.
'

. .
'

4 i

ll. Mf fMOD, petOUENCT, AND $1 ANDARDS U$tD IN CAUBRATWG IN$7BUMENTS tl5ftD ABOvt.

I"
; See previouri applications * * *

~

12. FILM O ADGi5, DOlistit#1, AND 8!O ASS AY P80CIDustS Uif D. (F., Elm badg. .pa.fy a 4.d .f ..f.b .teg .ad p, e...g. ., a.m. .F .g,8 , J
' '

See previous applications -.

INFORMATION TO BE SUBMITTED ON ADDITIONAL SHEETS IN DUPLICATE *

IL eACiUfit5 AND EOUIPMINf. D...eib. l.be, .,y F...lehe. .ad .. h.nde.g .q..pm.at, .44.g. ..m. n ., . Melding. e.*. h J., . . Eapl.a. ,y.h.Mh8 8...l y .. .a h.4 (C. ret. ,) Y., N. SOO pr0Vious appliCatiens
i.. ADiAiiON PeOfICTiON PeOc A=. D.6..h.......,,...-o.4......... ee .,,i...h.. . .. ... 4 ..... . 6 i 6

................,,i6..........,....,,.,,,,..i.6N,.,,4.e.,,.,e.;.6...4...,.

.......~..4..-.e...... Soe provious applications. .

; is. w Asit DiseOS At. n...............i......mpi.,.a..,..,.e.,,. O.., 6... s. . a s....,h .e s. 6 w ..ii6. . e i 4 .c.. .e . 4. o . v ..... ..e .. ... .# m . ,,,. . 4 .. . .e .e..,,( m..i. 4.,

'

CERilflCATE (This item mutt be completed by applicant)
14 THE APPLIC ANT AND ANY Of flCIAL f AtCuttNG THIS CE RTIFICAtt ON St Half OF THE APPLIC ANY N AMf D IN litM 1, CittlFY THAT IHt$ APP.' CATION il.

P.tPAttD IN CONFOsusty wf7H tiitt to, CODE OF f tDreAt afGULAfiONS. PAAf 30, AND THAI Alt INf OfMAflON CONTAINED NtitlN, INCWCHNG ANY.i

SUPP%f Mf M1$ All ACHtD Nt.RITO, el Itut AND COnetCT TO THE $t51 OP OUR ENOwtf DGE AND StUf f.
, . . .

4

*

'l E L . vood Hospita *.

-
A,,.. .. :a -

,

o.,. Septenberll, 1972 -sy, .

.
. -

,

t..w .e . , . .%

.

W At NING.-I 8 U. S. C., $ech.n 100l 4 A.e .ed.ae 25,19 4 0, o f St.o. 74 9 m.4 e. .e . maia.1.4.4.. s. m.t. . w lle.lly f.l . 4=.a' .r4
* i a ..y d.p. m.nl ., .g.n y .9 th. Un. d 5 . .s 9. .ay man., wee.a .t. .a.,s.dgh.n.

f
.. ...... .u. m.o .-, -=.

L _ .- , .. . . . . - . - -- - . - - - - - ~ - - - ~ -- - - * * * * -
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. ( Umns Sistes Aromac taseo, Co.wisseo.s (.,|' APPLICA\ ;N FOR BYPRODUCT MATERIAL LICEkd-MEDICAL
'

i Paos 2 A $UIPLEMENT A-HUMAN USE
m. , . , w ,, a e., p, ;4 . .aa.n.a.: i-#.,-.n.a. ri c, . r .ac. i. sp.c.4 6 -..

h.
(a)Describepurposeforwhichbyproduchmaterialwillbeused, including

specific conditions or digenses to be diagnosed or treated.
A. Any byproduct , material s.7 " l'"Any diagnostic procedure listed inlisted in Groups I and II; Groups I and II of Schedule A, Section -of Schedule A, Section' . ' , , 35.100 of Title 10, cm 35

35.100 of 10 CFR 35
.

|

| B. Molybdenun 99 ~4
1 -

Production of Technetiun 99m Portechnetate
*

i ;C. Phosphorus
Treatment of leukemia, polycythemia vera,

' ~~

bone metastases ''

D. Selenium 75 * ~

Pancreas scansE. I 131 -

; Treatment of hyperthyroidism and cardiac
dysfunction-

F. Cesium 137.

G For.use as a standard for calibration
H Technetium 9emI 125 and I 131 (addition) Liver and spleen scans -

-

In vitro thyroid studies
. . y,

j
I, J and K - details of preparation and usage appear on

a separate page ' permission for use is' requested.-

t

(b) Chenical form administered.
.3A. Any byproduct material listed As set forth in Groups I and II of Schedule

*

in Groups I and II of |
Schedule A, Section 35.100 A, Section 35.100 of Title .10, CFR 35

|of CFR 35 -

B. Molybdenum 99 .

,

, , ,

Sodium portechnetatej ,-

C. Phosphorus
| Sodium phosphate

D. Selenium 75
| SelenomethionineE.'I 131 .' Sodium iodideF. Cesium 137 i Staridard for calibration -

G. Technetium 99m
H. -I 125 and I 131 (addition) Technetium 99m sulfur colloid3

Trii'odothyronine and/or thyroxine '

I, J and K - details of prepara| tion and usage appear on
,

'

a separate page 'pernission for use is requested.
(c) Proposed dosage schedule..

,

A. Any byproduct material listed. +

As set forth in Groups I and II of Sche, in Groups I and II of ! A, Section 35.100 of Title 10, CFR 35. giulel

Schedule A, Section 35.1001- I
_

of CFR % |B. Molybdenum 99
As set forth in Groups I and II of Schedule
A, Section 35.100 of T itle 10, CFR 35C. Phosphorus T

D. Selenium 75 |
Polycythemia and leukemia - 2-10 nil 11 curies,

E. I 131 Pancreatic scanning - 250 microcuries
Hyperthyroidism - 3-LO mil 11 curies

F. Cesium 137 Cardiac states - 10-50 mil 11 curies
| 0._ Technetium 99m Instrument standardization - 1 millicurie

Liver and spleen scanning - 3 mil 11 curiesH. T125 and I 131 (addition) In vitro thyroid studies
;

I, J and K - detail
ara g g spgp gppcIE PEquested.

, , ...-c....-..
.' i

#
_ . . _ . . . . - - . s ;- - - - ---

, +

^

-
' -

_ _
_ _, _



* *

p.,= AEC-313s U,utre Stares Ato se te.rsor Co mo.,

,l' M'jo APPLICA .sN FOR BYPRODUCT MATERIAL LICErs a-MEDICAL '*7 ''."*" *N.
o ,. , .. u.Roo ,

rAct i SUPPLEMENT A-HUMAN U3E

If byproduct motorial is for " human wee" (Internal administration of byproduct mokriol, or the rodlotion therefrorn to humon beings),
enmplete this supplement and ottoch to the opplicofion for byproduct mot.rio! license.

1. l.) USlHG PHYSCAN $ Hmf %) NAMt AND ADDetSS OF APPLICANT (if d#.e.ed 4.sa f(.J. DwkW. IfP C.d. )
*

Willian J. Fayen,' H.D. 1,akewood Hospital
1h519 Detroit Avo., Lakewood, Ohio .

3. THE utiNo PwyliceAN INDiC AftD AeOvs IS LICEN$tD TO DISPINSE DEUCS IN TH PGACTICE Of MIDICINF SY A staff Oe tittrf 0ty '

OP THE UNif f D St Attl. fHe DISTRICT Of COLUMtdA, ce THE COMMONWIALTH OF Putt 10 tiCO.
Ytl NO

Canf mSwit -

57&'tAiU.rNT OF USING PHYSICIAN'S CLINICAL RADIOfSOTOPE IIP [RitNCE (PAGE 3 Of THIS SUPPLEMENT)IS SUBMITitD IN SUPPott
f

*07 fHIS APP 6K A*lON, 17 ANSWtt IS HQ, USE PAGE 2 OP THl1 SUPPLEMINT TO ( APLAIN OR Rif t4 TO OTHtt APPLICATION OR
RELafsD DoCUMtms ON wHiCH THiS learotMATON Aper AES. ; vt1 ~ NO

| -

Sco previous applications .. i C*al mswit,

*

PROPOSED DIAGN0515 OR TREATMENT .

*
4. i.) DESCRu PutPOst POR WHICH BYPSODUCT MAftalM WILL Bf U$tD $NCLUDHM SPtof8C CONDmONS 04 DeSEAst$ TO Di mAGNOSED OR fttAftO

tua P e. a h-r). l..-

., . . . . .... . c s.

.

- .

Sco detail;on Page 2:A d~..
.

. ' ,' '-

, .: ,, .,;f ,. . , , . o... a. - .,
. ..

(b) Off MICM PORM ADMINISTittD. ,

'! - '.t.e .l.. .
i

i
.

(
Se.d detail on Pago 2 A - .

*.
.

(c) DESCast PSOCfDustS WHICH WILL St OeStevt0 TO MINIAuZt HAZARD PROM HANDUNO, STORAOi, AND DISPOSAL OP THE SYPRODbCT MAfttlAL.
. . -

.,

See proviOus applications " -

.- .
,

|d) OtScaFTION AND SKETCHES Of SPf 0AL MvlCES TO Bf U$tD Pot ADAUNISTit NG BYPRODUCT MAftstAL TO HUMAN tilNGS Aff
M Wn (1) Aff AGED (LifttATutt Elf tetNCES WILL Suf ttCtt' paCgg answgg

i.. .

(2) ON ritt wffH tHE SotoPES STANCH , gn
RtFtt TO APPLICATON HO . ' OfGf ANSWTA

3. PeOPOstD DOSAGE SCHEDUlf
,, |

6.) 6. .%,i s sa isy .d.4.i d byP,.d.a me i.e esh, w dar.l. R..d m., .ad la r ae
= r.,d

.P,,.,,s , f., la a.I = ..e i,,-a.

(. m. -R..d_< ~. ~ te. ,..,~_,..ad-- e.S.,_.- .

.

, . .. J <,.t.. i:.9,.'c tbr.* < t .' ,U, .( ', .*. i... . .
,

:

See detail on Page 2 A ' - T :,,-, ,,s v. .
,

- s -

*
..

l

I
. , - '.e . .

|
.

(b) INVilflCAffVt PROPOSAL POR tartalMINTAL, NEW OR UNUSUAL H'JMAN U$tS IS ATTACHED. (Anahment g
.h td 6d.d. et.a. 8 <= add .a. e. b mlv. sed, saelvd.as d.e. 8,em ea3=.8 .swd. .ad/.e .b.',wt .8 ed *W,. ORQf ANSMS ,,,_

rel. . ace 6f ear, rwmb.r end type of pe%nts (l. e. ese g,evp, moribwad, etc.)) ,

|
-

.

4. IP SYPRODUCT MAtta!AL WILL NOT St OtfA!NED IN P9fCAllatAftD FORM POR ORAL ADMINisitAilON 04 IN PttCMittAftD AND STittuttD PO*Ja POR
PAAINff 24 ADMi>4STRATION, DtSCt!Of IDENTIFICATON, PROCtS$1NO,(ND SIANDAADlIAflON PdOCEDutt$. ,

.

-
! .

I

I
_ _

F. THE PSOPOSED USE Of BirtODUCT MAftelAL HAS BttN. Of WILL St, APPROvtD SY THE MEDICAL ISOf0Pt COM-
Mrmt. Otat ANSwre yIS NO

~

HOSPITAL FACILITIES FOR IND1VfDUAL PPAQ1CE U5LOMY *
..

| S. (.) THE APPLIC ANT MAS COMPLETf D AttANGtMENTS 704 A HOSPffAL TO ADMat RADCACTivt PAfstNTS WHEN.
j tYtt ADV15Attt, . CBCfANSwtg m NO

I in) A Corr (w INSTRUCTIONS to se PutMSHtD to rHe NOSPitAt AS to aADiOtoCiCM SArtiv PalCAlmONS,

TO 68 f AstN A e AVAILAttt RADI ATION INSituktNTAflON IS ATTAO4fD C#UI ANSMR D N.

*
e
-

,

|
*

|
I -- . . . . . . ,

g, .

.
' '

. .
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, ..
. , _ (.Uavvis Sement Aso : Iwaso, C iss.ow,

APPLICATION FOR BYPRODUCT MATERIAL LICENSE-MEDICAL
P.oe 2 B SUPPLEMENT A-HUMAN USE

n.4. . ,6.,,..as.,p,...a. .aa..i i s.,..u ri . . . ,,,,, . . ,,.< 5 6.. .

,

' ** In addition, permission is reques,tod for the authorized use
of the following byproduct materials.

I F
'

I. Technetium 99m l. Labeled albumin microspheres ''I . 100< *

(human) prepared by the M1111 curio:
'

; ,

licensoo using the 3M kit.e

'

J. Technotium 99m
' ' '

J. Iron-ascorbato-diothylene- . J. 50
,f triamino penta-acotic acid Millicurio:

.

comple
licens,x prepared by the|

- -

|
,

ee using the Squibb
kit..

K. Technotium 99m iK. Sulfur, colloid prepared by K. 100" '' the licensee using the M1111 curio:
| Mallinckrodt kit. - '-

! (Pormission for use of the i,
,

Squibb kit has boon previouslyi

approv;ed.) 's'.

The abovo (I, J, K) are to be prepared and . r r>- ''

.

administered according to' the accompanying
specifications'and regulations. '

| ! '

See following statomonts (3) Page 2 B Con't. -, . ,,
< ~ . < ' - . .. ... ,. . ..

,

,. ,, ..

*
.

. . , . . ... . . . .
, , , , ,,

. 3 %. . , . . . ......:..!.... e ., . i.. . . . . .

% . . . . . . - . . . . . . . - . . , . .. . . .
, . , . . . , . .. . ,.

1,
,. ..

,} t'

(. .

. 1 .
'

.
...

.; 'y* .

-
.

Lakewood llospital | , _

'

-

Lakewood, Ohio *

,. .: . . c.- . ., .. . . , . , . .. ... .. s. ~y _

-

! >

'
! .

;

. . . . . ., .e . ..

:'; g , * .|*,*.. * ., .
.

.

, _ .e. . .

I

|
1

i
'

I
t

'

a

:

! l
.I

.
<

; ........-m....
*

- . - . - .. . . . . . .

*.. J

.
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,.;- ,p ,. m,

Form AtC 313e ( UNHEe $Wil ATOWC (Mf eOT CowsslO*e (,

io M'3o APPLICATION FOR BYl'RODUCT MATERIAL LICENSE-MEDICAL ',*"",,"|"***fy 3,,,oo,e

l' ''

Paos 1 SUPILEMENT A-HUMAN USE
.

If byproduct material is foc " human use" (intemol N ninistration of byproduct motorial, or the fadiation therefrom to humorg beings),
cornplete this supplement and ottoch to the opplicelion i 'or byproduct rnatorial license.i

I. to) USING PHYSICIAN $ NAAet 'b) NAME eb ADDatSS Of APPUCANT pF Mero.if b pg m pp % )

i .

| '

3. THE UllNG PDITSICIAN mio0CAftD AeQVS 45 DCENSID TO DelPfMS 1 DaVOS IN THE PeACTICE Of MtDeCINI BT A STATE OR TenerTOtt
Of THE UNiltD STATIS, THE DISTalCT OF COLUMalA,04 THE COMA ONWEALTH OF PUtRTO RICO.

1 Yt3 NO
,; CstCil ANSWte,

3. A STAftMENT OF USING PHYSICIAN ~5 CLINICAL RADIOL 50TOPt ExPtaltNCE (PAGE 3 Of THIS SUPPLEMENT)is SusMITTED IN SUPPORT
Of THIS APPLICATION. IP ANSWit ISffQ, U5E PAGE 2 Of THl$ $UPPLEMLNT TO EXPLAIN 04 RiftR TO OTHtt AFPLICATION OR

, afLAftD DOCUMENTS OH WHICH THl1 R4 FORMATION APPEARS.
'

*
'Is - NOI O ~

,
CMCLE ANSWit

,

.

,, - PltOPOSED DIAGN0515 OR TREATMD47e

.[ (e) Ot5Cett PURPOSt FOR WHlot DVPRODUCT MAftetAL WILL Bt U54D INCLUDud3 SPEOPIC CONDITION $ OR D 3FA$t$ TO BE OLAGNO$tD OR TatATED,

(Uw P=se 2 i8 neconserib

n{o ,
.

L ~t m 6 ue > - e1 ' * ' ". -
. . .

! ,0 $ - $ .,
' '

3 I
.

I
'

(6) CHEMICAL PORM ADMINISTitEDi .;." i' $#' '#[*

t.. ,

1,c-

-

,,

; . ,

i i
I \~

.

(c) Dt5 Cast PROCEDURf5 WHICH WILL St 085tRVED TO MNMilt HAZAAD ttOM HANDUNG, $TOEAGE, ANO DISPOSAL OF TLE STPRODUCT MAPIAL:,

er ,i '.' ). '
,

";.
.

.L., 3 "-

.

(d) DeSCarTION AND 5 KETCHES OF SPfCAL DtvlCES TO St USED FOR ADMNSTERING BTPRODUCT MATTeilAL TO HUMAN KnNGS Att
(1) ATTACHED (LITIRATURE REFittNCE$ WILL SUFrtCt1 W$ . NOOtCLE ANSWtt

(2) ON FILE WITH THE ISOTOPE 5 BRANCH

atFtt TO APPUCATION NO Yt3 NO
ORCLE AN$ Wit

3. PROPOSED D01 AGE SCHEDUlf

le) be n al. curies for Insernelly adminissered byprodwet meterialeM.or then discrece bed sevrteer nd in reenspone er rede, se spreepriese, fee Inbeveter e=*emei bi=A.ab
esien from decrees Asod sowreen (poldeaede, cabelt needles, sec.) etw e espasses y Ser eerb senddien er deseene (vos pope 2 If necessarybe s

.
. *

%

*

.t

.

I'

I

g (b) INYtSTIGAffvt PROPOSAL 704 EtPf alutNTAL, Ntw OR UNUSUAL HUMAN U5t115 ATTA04tD. (Anechment I

shev1d Wivde evttene of conddene to be evolveted, including date from enimal Mes end/or ebehect of ldereture.

a Cletu e swgg
m ssones if any, number and type of pehenes (1. e. ese group, moribund, ecc.)]

e. r BYPRODUCT MAftRIAL WILL _NOT St OSTAINED IN PetCAllBA AftD FOAM FOR ORAL ADAUNISTRATION OR IN PRECAll4RAf tD AND SittluZIO FOAM POR
-__

PAntifft RAL ADmite5TRAT10N, DESCRitt IDENTiflCATION, PROctSSING, AN D STANDAADilATION PROctDUtfSe
.

''HE PeOPO5tD U$f CV trftODUCT MAfttIAL HAS BitN, OR WILL BE, APPROvtD ST THE MID' CAL 150 Tort COM.
.

Yt1 M
MtrT1

'

000t ANSWit.

.

HOSPITAL FACILITIES FOR INDIVIDVAlfstACTICE USE ONLY4

S. (e) TNE APfLICANT HAS COMPttTED AaRANGEMENTS FOR A HOSPITAL TO Admit RADPOACTIVE PAfstN15 WHEN.
-

tvtt ADv11Akt.
CERCLE AH5 Wit "I N
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I. Technetium 99m labeled albumin microspheres

'

It is requested that our current AEC license No. 3h-1197-01 be
.,

amended to include the use of technetium 99m labeled albumin
microspheren (human) for lung imaging. Tfe dose will not exceed
h mil 11 curies.

To prepare the technetium 99m labeled albumin microspheres for ~

human use, we will combine the assayed, st'erile, pyrogen free
Tc:99m cluate from an AEC approved Mo 99 Tc 99m generator with
thecomponentsofthe3MNuclearProductsfo.AlbuminMicrosphere
Tc 99m Labeling kit. Manufacturer's directions for preparation ,

will be followed. I

I

Tc 99m cluate will not be used if Mo 99 contamination exceeds 1.0
microcuries per 1.0 mil 11 curies of Tc99m. -

All vials of radioactive material will be kept in lead containers /gduring preparation and storage of each bat'ch. Lead shields will
be used on syringes containing radioactive! material. Laboratory '

personnel will wear appropriate film badge's and monitor the area
with the required survey instruments when necessary.

' t
i

The completed preparation will be assayed ' sing a Radex Mark V 1

u
Isotope Dose Calibrator. Sinen 10 ml of the Tc99m eluate will be
used in preparing the labeled microspheres, the resulting completedt '

product will have the same total, activity as the original 10 ml of
Tc 99m, corrected for loss duo'to decay.
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J. Technetium 99m Diethylenetriamine-penta acetic acid (Tc99m-DTRA)
i

1

It is requested that our current ACC licen|se No. 3h-1197-01 be
.,

amendedtoincludetheuseofTechnetium9fmDiethylenetriamine
penta acetic acid (Tc99m-DTPA) for kidney scanning. Maximum
dose will not exceed 5 millicuries.

To prepare the Tc99m-DTPA for human uso, will will combine the
assayed, sterile, pyrogen free Tc99m eluate from an AEC approvod
Mo99Tc99m generator with the components of the Squibb Renotec kit,
(List No. 08897).

Tc99m eluate will not be used if Mo99 contamination exceeds 1.0
microcuries por 1.*D millicuries of Tc99m .'

i

Manufacturer's directions for preparation will be followed.

Allvialsofradioactivematerailwillbeheptinleadcontainers '
during preparation and storage of each batch. Lead shields will be -

used on syringes containing radioactivo material. Laboratory personnel
will wear appropriate film badges and monital the area with the required
survey instruments when necessary.

g

To determine assay of the completed preparation: since 5 ml of the
Tc99m eluate (activity to be determined using a Radox Mark V Istotpe
Dose Calibrator) will be mixed wi*h 6 ml of non-active Renotec
material, the resulting 11.0 ml of Tc99m-DTPA will have the same total
activity as the original 5.0 ml of Tc99m, corrected for loss due to
decay. ' '
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K. Technotium 99m labeled sulfur colloid

,

,F

It is requested that our current AEC licenso No. 3h-1197-01 be amended
to include the use of the Mallinckrodt-Nuclear TechnoColl kit. Catalog
No. 090, for the preparation of Technotium! 99m Sulfur Colloid. The
dose will not exceed 3 mil 11 curies.

Technetium 99m will be obtained ' rom an AEC approved Mo 99 Tc 99mf
generator. Elution and assay procedures will be carried out as
previously sot forth in our letter of AuEust 1h,1970, requesting
amendment to our AEC license No. 3h-1197-01 for the use of a Mo99
Tc99m Cencrator. l.

|

The procedure for preparation of the Tc99m Sulfur Colloid as recommended
by the manufacturer will be followod. '

,'

The final product will be assayed using the procedure recommended by g

the generator manufacturor. Up to a 5 ml portion of the Mo99Tc99m
generator eluate (calibrated by a Radx Mark V Isotopo Doso Calibrator) ,

will be added to a vial of the same typo and dimensions as the Tc99m
sulfur colloid reaction vial of -the sa.no type and dimensions as the
Tc99m sulfur colloid reaction vial and diluted t.) a volume equal to i
the final volume of the kit product. A calibr.4 tion factor for the
volume obtainod abovo will bo determined and used in subsequent calibra-
tion of the Tc99m sulfur colloid products.

The Tc99m cluate will be obtained from the generators listed in AEC 313
Item 6 B of licenso No. Jh-1197-01.

,f .

Tc?9m sulfur colloid will be prepared by following the recommended pro-
cedure of the manufacturer. With the first patient doso administered
fron each batch the count rato over the patient's lung area will be
compared to the count rate over the liver. If a lung uptake of greater
than 10% is encountered the remainder of the batch will not be used.
The amount of free Tc99m will be determined by comparing the count rate
of the hoort to the liver. If a value of 10% or greater is obtained the ,

rest of the batch will not be used.

| Except during the heating process the reaction will will bo shicided
by a 1/h inch load vial safe. Heating of the reaction vial will take
place behind a lead brick wall or a minimum 1/8 inch load safe.

|

:

~
I

,

I
.

t

Lakewood Hospital :,

Lakewood, Ohio |I '

9/11 /12 '

'

..


