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| BYJ)RODUCT MATERIAL LICENSE

O sepptementerr heet Os-

. .

L.icense Number 50-056A 2-E

Amendment No._Ol - -

.

James Walter Coin, M.D.
Doctor's Clinic
C25 L Street
1.nchorcsc , .'.laska 99501

In accordance uith letter datcd June 26, 1969, License i tunbe r
50-05642-0", is amended as follous:

To add:

6. Byproduct matenal I 7. Chemical and/or physical form 8. Maximum amount of radioactivity which

(element and mass number) heensee may possess at any one time

H. Technetium 99m li. Sulfur Colloid H. 100 millicurtes

_

9. Authenzed use

H. Liver and spiccn scans.

Condition 15.C. is addcd:
15.C. Technetium s'9m labeled sulfur colloid shctl bc procured

and/or prepared in accordance with statements, representationc,
and proccdures contained.in lctter dutcd June 26, l'.|69, signc d
by Dr. Jame s 'J . Coin.

8510310395 850821
REGS LIC30
50-21021-01 PDR

For the U. 4 Atomic Energy Commission

, / , . ('- 'N. pi
*
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Y3 00900 " ranchAL 8 569 1,yDate p ,..on ..t Ma e sie L era n a

Weihmston, D. C. 20$45
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4. s3' B RODUCT. MATERIAL LICENSE ,'
'
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'
. Supplem:ntary' Sheet g''

,

i
~ '

License Number 50-05642-031. :
- ( *

c- ,

k~. 15. (continued) CONDITIONS
:' .> .

'
1

_

- B. Technetium 99m Pertecimetate shall be procured in separated,
prepackaged, precalibrated form from a pharmaceutical supplier

,

who manufactures the product under appropriate pharmaceutical
controls related to assay, identity, quality, purity, sterility,
and pyrogenicity. Notwithstanding the foregoing requirement,
Technetium 99m Pertechnetate may be cluted and prepared from
a Molybdenum 99/ Technetium 99m generator in accordance with

*' statements, representations and proceduros, contained in
"

- application dated February'I4, 1968
.
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I For the S. tomic Energy Commission-
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Supplementarv Sheet p
\

'

V Leense N umtu,, 50-0 5tn .:-U i

9 (Continued)

B. Treatment of hyperthyroidism, cardiac dystunction, and thyroid
carcinoma.

C. Treatment of leukemia, polycythemia vera, and bone metastasos.
D. and E. Intracavitary treatment of pleural and peritoneal ettusions

and/or ascites.
In vit ro stuclies .

{
..

G. Production of Te chne t iu;n '39m Pertechne r a t e .

CONDIILONS

10 Byproduct material may only be used at the licensee's address
stated in item 2 above,

11. The licensee sball comply with the provisions of Title 10,
lart 20, Code of Federal Regulations, Chapter 1, " Standards
f or Protection Against Radiation."

12. Byproduct material shall be used by James '..' alter Coin, M.L.

13. Byproduct material shall not be used in hu...ans until its
pharmaceutical quality and assay have been established. {

14 Patients containing lodine 131 for the treatment of thyroid
carcinoma or patients containing therapeutic quantities of
Gold 19E shall remain hospitalized until the residual activi.ty
is 30 millicuries or less,

15. A. lodine 131 labeled hacroaggregated Lodinated l'uman Seru.a
Albundn, Chromium 51 labeled human Seru:r .dbumin, and
Iodine 131 labeled Colloidal (M.tcroaggregated) huun
Serum Albumin shall be procured from a supplier who hoidu
an unsuspended or unrevoked license tssued by the
Secretary, Lepartment of health, coucation, and ..elfare,
to propa6 ate or tranuf acture and prepare, label, or
distribute this n.aterial pursuant to litle 42, Code of
Federal degulations, Part 73, "lito lo gical i roduc t s . "

sgr ,,
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- ST ATE OF C ALIFORNI A
.

D L]^ R T M E N T O F P U B L I C HEALTy^' exe. e st 3 p or..*
. +

s .7.:~.-

RADIOACTIVE MATERIAL LICENSE
'

*

r r,..., r, os, couern;. As-tet *r.ri,. c.s.. rios, t1. cs.orer s. s.,6<h o .r r ca..o 2. tia.. : a c.r nas;..co... uer. t. and In aer...< .e n ar....*se
r

..s r. r ...rer.. s. .r rer e m.s. 6 y as ca...... . I,s.... e, F.. 6 y I ..s ..,ser,,;no ose sa..... u. a.a..... s... p....... r..,,rer er sise. . .* res ..si..

ner., .o s.u..s s.s..: ..s o. s.. .< k res... .... ....r .o r on. p.rp .. .> ..s .o os. o <.:,o s.. a. r.s s.va.. t n., sia.... in ..sr.<r o. .st oppoieasi. u.s...r

u.e J.*,.. e ns aan.,s .I ok. copero ..r er .* stic ro. t.h ... er sea..er.1 in q.a .s o. ..r ..sa... no. .s.s ,a esi o.<....

4 ' ' ' * * ' ' ' ' 2425-33I Ua* Elcenhower Medical Center
4 ..de .ae .

39000 Bob Hope Drive
a. t.ps eri.a s...

2 Adsr.a Pal = Desert, CA 92200
January 4, 1980

Attn: James W. Coin, M.D. , Chaircian
Radiatica Safety Officer s. la8Phn.a .9' air

Bureau of Radiological Health s

9. Authorized use4. u..i.d. 7. r.,,,,

Categc ry C - Samnle-counting procedu,res
For authorizations in this category, see Condition 12.

Catego_g D - Organ-monitoring procedures
For au Lhorizations in this category,isee Condition 12.

I
Catego ry E Organ-visua'.ization proceduras
For aut.horizations in this catedory, see Condition 12.

Catego ry F - Therapeutic procedures
For au r,horizatient in this category, see Condition 12.

(cont'd) (cont'd) _(cont'd) _

__8. Possession lidt
Catevories C-D-E - Diagnostic proceriures

Cc.bined possession limit 500 cCi

Catecery F - Therarieutic procedures

Combined possession limit 500 cCi (cont'd)

10. Radioactive material may be used only at the licensee's address ctated in Item 2
above.

11. This license is subject to an annual fee of two hundred twenty (220) dolle.rs due and
payable on the anniversary of the date of issue of this license, Janusry 4,1973

12. (a) The incividusis nr.med below are authorized the specified uses of radioaative
material described in Items 6, 7 and 9 of this license:
Authorized user Cater.ory A Catecory_H, Category G Category H

_

(1) James W. Coin, M.D. N/A N/A N/A all

(2) Craig L. Fischer, M.D. N/A N/A N/A all

(b) The individuale named below are authorized the specified uses of radioactive
esterisl dercribed on Form RH 30103:
Autherized user C,atervory C Category D CategoryJ Cat eriorg,F
(1) James W. Coin, M.D. all all all F3-PS, F7, F9, 1

F12
i

(2) Craig L. Fischer , M.D. all all all none

'.f [58N

<



. . _ _ _ _ _ _ _ _ . _ __ _ _ _ _ _ _ _ _ _ _ __ _ _.. _ _ _ _ _ _. ___ _ . __ _ _.. _ -_

.

STATE OF CALIFORNIA* g,

,

CEPARTMENT CF PUBLic HEALTH \./ ,, . 2 . . . ___ .,_ _3 . ,,,,, ;.. .

242
"a a"-6* - 5-33--

'

: RADIOACTIVE MATERIAL LICENSE -

f Amedmea# Neb., _
_SUPP ementary Sheetcontinued

t

6. Nuclide (cont'd) 7. Form (cont'd) 9. Authorized use (cont'd)
| Category H - Non-human uses

i 1. Molybdenu 99 1. sterile generator 1. Source or technetium 991;
technetium 992

!

8. Possession limit (cont'd)
Category H - Non-human uses

Included with C-D-E
J

'--

13 Except as specifically provided otherwise by thie licence, the licenree shall possess
and use radioactive material described in Itens 6, 7 and 8 of this license in accordan!

! with statements, representations and procedures contained in the following, documente:
(a) application (RH 30001) dated August 18, 1972 signed by J. L. Coin and' -

j C . L. Fischer, M.D. 's , with attachmente . ,

f
! 14. (a) The radiation safety officer in thir progrt2m shs11 be Craig L. Ficcher, M.D.
I |

| (b) The chairman of the radiation safety committee shall be Jamer 'a'. Coin , M.D . :

)
l

Conditiont l's through 29 contJyued on Pace. 3 .
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) STATE CF CALIFORNIA O*

3 3DEPARTMENT OF PUBLIC HEALTH e...a .. , , . . . .

2 h 33
connnued RADIOACTIVE MAThRIAL LICENSE t--

a-.+.r %Supplementory Sheet

This li,ense a wb; cot to all numbcied ondaions bi!..w .
Conditions to whah thn heense a not subj.e ce marked N' A.

15. tuept as ethenvise specifialk pnnided bs thi, inense. radioutive pharmamtm.h to be .idmmntered to homins shall b< pn. nn d
in prepackaged preciibrated form trom a ~ppher who is registered with the United States f ood and thug Admomtratmn .a

accordance with Section 510 of the Ecderal Food. Drug, and Cosmetu At t. and w ho go.o antin th< phomat tuta al qm.bn of cath
product .

It3. E cept as otherwhe specitically prmided bs thn heense, radioacto,e bbh.p.45 mJu ane human scram albumm) to lu adnmmterol
to humans shall be Procured m prepack ced. pic, abbrated form trom a spphcr w ho n ha nsed for th' Freparanen and Jorr A n.m of
sush prodaas bv tEc D.smon et tuohvu s standud, et the N tumal Instaurn of Heahh. punuant m P.nr 7 ) of the IElk H,ahh
Senice Regel.tions. or bs the Bureau ot'hio;oci s, R S. I ood and Drug Adnanntration.

17. Radio use muerii prepared. proassed, or modsed bs the hcensee shil not be admn+tcred to hunun . cso pt p ut o.!Nas

authorized by thn heense.

16. Technenum % generators apprmed by the Department may be used as soones of technenum % for use in pn paratom to be
adminntered to humans. prmided the goxraton are used in stric t auordan,e u nh the manuf acturer's mstrut nons concernmg ste:a
technique ps rogentan and stenktv tesong, moh bdenom break thn och tntmg. r dio.nsas of cluce. and ra.hanon protecnon of
ptrsonrel. : A list at qproved generators a av.nLble trom the nun a of R .Jm| ops al Heahh

19. w here u,ers or ther as e ants ce cngand m claron of perte,hneine %m trom p ncia ors and/or urp uat.on of labcUrd
pharm.ccauh from Lts to such an estcut that radurmn es pmun s ringen or hands cu ted. or are hk toiwird, tic Menito

quarttrh knut sptcitied m sesnon 3a27n on the rahfornu Raducier Conire! R< go'anoni. esposure to the tmcei, or h inds or eb.u
Indhidla!, shaEs bC mur.it<lred, u sin g a p p n 6pf t.tc J.onneters. until it has Nen de monstr.ted that such morut u mg a n . ! o.ccr
required

20. Technenum um hbelk d phomauutaah piepan d by th< hunne in a< pth .ddition of per ti t hnetan sect & , ps roc. n L ito

reagenn procured in the torm of kin w hah have bnn apprmed bv the Der niment, mas be adnunuttred to humans rou nh J ail
instructmns .md ruommer.d. tuns contamed m thi m.natutorers pu Lage umit mtonn onm are sten th tohowed. anJ p.m nh J ek
radioanay of the final produo i, detcrminsd w ah an meull enor not euccJn.g 1o% ( A mt ,i Lits approved bs the lh par ment m.n
be obtained fre m the Barou of Radnilopc at Heahh.)

21* Count ng equ.pmer.t for radiometric ason of pharmacconcah. bah Cmas cureta, or in utro anas simples. Jun bc abbrat<d mJ
tested suf fic:ently chen to msure the medu.J vahd:tv and relialuhty of data obtauxd. The uabihty of the equipment shali be Jn.L cd
at least once on c. h day of use, using approprute uandads or referena soortes.

22. product on or prm essing of r4diephumasenta ah for the purpose of antnhunon to other hansees is not authorierd by thk lu nsc

23. The hcer ce shi: nt asc n M.cose macn.d in the form of g.n or aoosol m ,mh a nunner as to prodote an .orberne mnantran m
c.scecding the approprute hmit specified m S< enon 302M or 30269 of the Cahtornu R aduran Connol RegnLn m

2b' Phu enta imheatom st abes authori/cd by thn larme sh.J1 he paforrned on:v on pincnn who are m the th:rd trunnter ed..o
biceding, and only whin. in the juhment of the obsn traun, the uudy n nu A d for the bt nen of thi p nentN he hh.

where thnh al ent studies of a new raJiophumucuncal proJuti re authonicd by thn ho no . theto >onsd.fc ; hs m un Jul! obu ne
aD mbycn for ans siemfiant rea tmns. and shall prepue ard mainum reports of un h reu nont an of the i hn u..I et t a u s of s u b
studv. Copin of all such trports shall be provuled to the sponsonne inm suppn mg the pn. duct w ahm 30 davs or < ompletmn of the
dinical tee u ries. Any adscrse teat oons *h.dl bc reported unnndutely to the Diputment of Pohht Heith.

25' The hcense shall not routinch use dmn . u culm.t ihmc spu ihrd on th th pvimentN "R outme t hes" Int unh n a nan routnu-
authoradon for use of a different Jose range n u.chnled in the hctnse.

_ _ . _ _ _ _ . ___ _ _ _ _ ___- _- _ _ _ _ . .
.

For the State Departn ent of Pubbe Hoo:th

January h, 1973
.

. .. NDatn by
_ _[,roumon Ih D = ,

imon , Chd,

..

....re . m. a*sa iim !)urcas of Pdetcy.ol Hec th..

2151 Bcrb icy Way, Berkeh y Cohformo 94704...u......

__ _ _ _ - _ _ . _ _ _ . _ - _ _ -
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Vr.k k :. rr t., Ch 9. < lo

Att clit ion: Jer.cr, W. Coin. P.D., Chnir. n
Badirtitn Laftt.y Coc.:.1ttce

In re rnnce to a letter dated Jwe 23,19'(h, Licence no. PhP'r 33 in herete
accuded in part us follovo:

'Eo rend:

12.(a) The individuals nr.ed below orc nuthorized the specific 1 unca of rt.dioactive
::.aterial 0.encribed in Itcms 6, 7 end 9 of thic lice"nt-
A'ttbori vo l uner Categon Q _Cate; cry B Crtc p v G C evm y :(,

(1) Jn-mn W. Coin, !!.D. N/A N/A C.l. all

(2) Crnic L. Fincher, ?!.D. U/A N/A none till

( 3) Ihric,ht 1;. Oxley, M.D. !!/A N/A none all

(b) . 'ILc trAlvicturl Icned lelcr.? are authorized the opec' fica uses of' > Aioactive
rxiterial. de ccribcd on Forn RIl WlO-II:
Authori:.c3 uner Ct.t cro_ry C Cnt<"oryu_.D. Cntr orv 1: Cni mory F

(1) Jctec P. Cein, !!.D. all none all e)1

(2) Craig I., Ficcher, l'.D. all nonc all ncne
'

( 3) Dwight 1. Oxley, l'.D. cll none all F 'i3 only

ik.(b) The chaircan of the rr.dir. tion nerety co.;r.iittee chnL1 Le Jtcen W. Ccin, II.D.

I

i

!

- . . .- - - - _ - . . . .. _ . . . _ _ _ _ _ _ _ _ . ..

I'or tii.:!. tate Dopirttornt of lin'th I

' Vh ' O ,

[ ,' - k @aEbData 'IUlY 19s 197b _ lay - i

t,nnon r.i,r,'nin. n,u .cnia 4

romu w v.at isnm < sf/ 'L llatliolo'I'r llcalth !,ertion
744 l' !. tier t. !' . e aniento C ihf. "'4!14

__ _ _ _ - _ - . - - _ - - - _ - . _ - - . _ _ _ _ _ ___
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> RADIOACTIVE f%TERIAL LICENfE "~a "-* 2h 25 -3 3
.

A=d='N-w._E.Supplementary Sheet

Eisenhe cr Medical Center
39000 Bob liepe Drive
Palm Desert, CA 92260

Attention: Donald L. Holmquict, M.D., Chairman
Radiation Safety Cc:::mittee

j License No. 2425-33 is hereby amended in part as follevs:
i

| ]'o add:
6. Nuclide 7. Form 9. Authorized use
Category G Non-routine uses

1. Technetium 99m 1. Labelled HAM, 1. Myocardial perfusion scanning
pharmaceutical in accordance with applicatie

! (3 M Co.) (RH 30ooE) received April 25,
|

197h and assigned N.R. No.
! 74 41. Authorization expires

f
June 30, 1975 A report or

experience, including a
j

correlation of findings , ia
| to be submitted by June 30,
,

|
1975. Any adverse reacticn

I is to be reported within

/
2h hours of occurrence.

I
i

To read:

9. Authorized use
Catecory J: Marufacturer-cponsored clinical investir:ations

1. Clinical trials (Fhase 3 clinical investications) conducted in strict accordance
with IND's sponsored by the firm or firms naced below, which have been accepted
in writing by the USFDA. Phase 1 or Phase 2 investigations are not hereby
authorized.
(a) Medi+Pnysics, Inc.

(b) 3 M Co.i

I

!
| To read:
1

8. Possession limits
Combined possession limit for Categories C, E, F, G, H, & J - 2.0 curies

!

i

I To add:

13. (c) application (RH 3co0J) dated January 4,197h signed by Donald L. Holmquist, M.D.

| For the State Ocpartment of Health
f /)

Date... - ..May. 29,-.197h .. .. .... ... 4 ., by. ! - '' S V ..

Simon Kinsman, Ph D.,Cliief a gg4, e g,. $. ()
i | 3 g h, b 11adiologic flealth Sertion -
teom sie assi temi
4 744 P Steret.S.n eanwnto,Cahf. D5814,

_ _


