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15, (Continued) CONDITIONS

B. Technetium 99m Perteclhinetate shall be procured in separated,
prepackaged, precalibrated form from a pharmaceutical suppller
who manufactures the product under appropriate pharmaceutical
controls related to assey, identity, quality, purity, sterility,
and pyrogenicity, Notwithstanding the foregoing requirement,
Technetium 99m Pertechnetate may be eluted and prepared from
a Molybdenum 99/Technetium 99m generator in accordance with
statements, representations, and procedures contained in

application dated rebruary ia, 1968,

For the B S_Atomic Energy Commission
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WCense

(Continued)

Treatment of hyperthyroidism, cardiac

carcinoma,

Treatment of leukemia, polycythemia vera

and £, Ilntracavitary treatment of pleural
and/or ascites,

in yitro studies,

Production of Technetium 99m Pertechnet

CONDITIONS

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

The licensee shall comply with the provisions ol [itle 10,
Part 20, Code of Federal Regulations, Chapter 1, "Standards
for Protection Against Radiation.,"

Byproduct material shall be used by Janes Walter Coin
Byproduct material shall net be used in hunans untild
pharmaceutical quality and assay have been astablish

Patients containing lodine 121 for the treatment oI
carcinoma or patients containing therapeutic quantiti
sold 196 shall remain hospitalized until the residual activit

is 30 millicuries or less,

lodine 131 labeled hacroaggregated lodinated Human oSerw
Albumin, Chromium 51 labeled lHuman Seru Lbumin, and
lodine 131 labeled Colloidal (Microaggregated) lLiunan
Serum Albumin shall be procured from a supplier who holds
an unsuspended or unrevoked license lssued the
ecretary, Lepartment of health, ccucation, and elfare,
to propagate or manufacture and prepare, label, or
distribuie this nmaterial pursuant to Title &4, Code 0f

Federal Regulations, Part 73, "Biological Froduct: .
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RADIOACTIVE MATERIAL LICENSE

Pursvont to the Colifernia Administrative Code. Title 17, Craptes 5, Subchapter 4. Graup 2, Licensing of Radicactive Material, ond in relance on ttotements
ond reprerentatiors heretalore made by the lcenies, a licenie it hereby istved avthornting the [ contee 1o (eceve, I8 POLIOIL, transfer or dispose of radidoctive
materiol lited below: ond 1o uie tuch radior ‘ive moterial for the purposeis) and ot the place s dev.gncied below Thy licente u wubject to all applicable ruies,
reguletiens o~ d ordwers of the Department of sublic Meal'h now or hersolrer in sflact and to any conditons spec fied in this Lcense

T Licensen Eizernhower MEdiCﬂl Center 3 Liente no 21‘2)-33
39000 Bob Hnope Drive A BN, . ..ot R
2 Addrew Palm Desert, CA 92200 4. Expication dete
Attn: James W. Coin, M.D., Chairman | Jenuary b, 1980 -
Radiaticn Safety Officer 5 Inspection agency
Bureau of Kadiological Health £
6 Nucide [ 7. form "Té.”ﬁi(ﬁdri?&ﬂ}?""“ . .

Cutogc}; C = Samnle-countiqgrproceddgg!
For uu}hor.zanions in this category, see Condition 12.

Category D - Organ-mnnitoringfDrocethns
For aulhorizations in this category, see Condition 12.

Categopy ¥ - Organ-visua'ization proceduras

For authorizations in this cntegory,isee Condition 12.

l
Category F - Therapeutic procedures
For authorizations in this category, see Condition 12.
(cont'd) | (cont'd) | (ecomt'd)

8. Possession limit
Cuteyories C-D-k - Diagnostic procedures

Conbined posscession limit 500 mC1i
Cateccry F - Therapeutic procedures
Comoined possession limit 500 mi (cont'd)

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

11. Thie license is subject to an annual fee of two hundred twenty (220) dollarsz due and
payatle on the anniversary of the date of issue of this license, January b, 1973,

12. (a) The inaividuals named Selow are authorized the specilied uses of radlioe.tiv.
material descrived in Items ©, 7 and 9 of this license:

Authorized ucer Category A Category B 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

(p) The irdividuals named below are authorized the specified ures of radioactive
material dercribed on Form RH 3010R:

Autharized user Category C Category D Category ¥ Category F

(1) James W. Coin, M.D. all all all F3«¥5, F7, F9, 1}
Flz

(2) Craig L. Figcher, M.D. all all all nos..

< B8R
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RADIOACTIVE MATERIAL LICENSE s Nt 2925733
continued Supplementary Sheet Amandment Numbaer
6. Nuclide (cont'd) 7. Form (cont'd) 9. Authorized use (cont'd)
Category H - Non-human uses
1. Molybdenu~ 99 l. Sterile generator 1. Source of technetium 99x

technetium 99m

B. Possession limit (cont'd)
Category H - Non-human uses
Included with C-D-E

13. Except as specifically provided otherwise by thie licenre, the licenree shall poscecs
and use radioactive material described in Items 0, 7 and B of Lhis license in accordan
with statements, representations and procedures contained in the following documente:

(a) application (RK 30001) dated August 1%, 1972 signed by J. L. Coin and
C. L. Fischer, M.D.'s, with attachments.

1k, (a) The radietion safoty officer in this program shall bve Craig L. Fischer, M.D.
(b) The chairman of the radiation safety committee ghall be James W. Coin, M.D.

Conditions 1% Lhrough 29 continued on Page 3.
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Continued RADIOACTIVE MATERIAL LICENSE Ucomse Mot Bt

Supplementary Sheet Amendment Numb. -

This license s subject to all numbered conditions bolow
Conditions to which this license 15 not subjoct are marked N'A

A5 Except as ctherwise specifically provided by this license. radioactive pharmaccuticals to be administered to humans shall be procured

in prepackaged, precalibrated torm trom a suppher who is registered with the United States Food and Drug Admanistration o

A&((\'dmhsf \Al!h Section S10 ’ ‘ht Federal B 1 rug, Jlld Cosmete Act, o v who Rilatantees th "hd”l‘ et al | valiy Feach
product .
5
10, Except as otherwise specifically provid d by this license, radioactive biologii g ncluding human serum albanun) to be admioistercd
to humans shall be "r cured i prepachaged, procalibrated form trom o sopphior whaoos hicensed tor the preparation and distribut it
such products by ¢ Dhssion of Bislogi s Standards of the Navnonad Lastiutes of Heald! pursuant Part 73 of the ¥ bl Health

Service R(‘g";n‘nll; ns, or by the Bureau ot Bicu gres, o S} ‘d\‘ AII\‘ | ¥ T Adrn st ation

17.

Radioactive material prepared, processed, or moditied by the hcensee shall not be aduinstered to humans excopt as specitically
authorized by this loense

__15_'10.;hru"'-m. 99m generatars approved by the Department may be used as sources of technetium 9%m for use in preparations to by
adminstered to humans, provided the genoraters are used in strict accordance with the manuiacturer’s iInstruc tions ¢ oncerning
!c-\'hmq se, pyrogenicity and sterility testing, molvbdenum break through testung, radioassav of cluate, and radiation protectiag o
personnel, (A list of spproved generators 1s available from the Burva F Radiologi wl Health

19' Where users or their assistants arg Mg AR d in elution o Pcl(\"!"ltﬁ'-. Y9m trom gonetators and/or "Hpu.\' i of labelied
pharm“ tigaly romt sits 8 \..\h an extent that radaton ("P(’\‘I'l tiy Hingcrs or hand viced, or ar ht, ¢ to exoved ¢ S.ren
quatterly limit specttied in Section 302376 o the Calitarmia Radwution Control Regilations, exposures to the frnger, or hands of thes
llldl\u‘.aw .rul‘ 't‘. m it -.'”2, USING appropriate ds meters i U: t has i on .’«ann\x'..!.d 1,'.," \‘,.’x moniioning 1S gy
required

_2_0_'_1“_51«\ tum $9m libelled pharmaccuticals prepared by the licensee by asepric oddin ¢ pertechiwtate to storile, pyrogen |
'klg\""i\ F-'\- l.'u{ m th! torm o!t Kits w h’\.h have l‘rx.n .al\pt ~\t'(| l"\ th I)'! arment. mayv be an‘lu sty .| { h ans pr wode d
matructrons and recommendanons contained i the menutacturer’s y.n“nw wscrt mbormation are steictly followed nd pren fod ol
tadicassay of the tinal product 1s detcemined wath an overall error not exceeding 1075, (A st of kits ipproved by the Depar-ment may

be obtained trom the Burcau of Radiologic ! Health

— - UUBEING equipment for radiametric assay of ;~l| irmaceuticals, body Muids, excreta, or 10 viteo assdy \illll’\'l" shall be calibrated and

tested sufficiently atien to insure the medica! validity and reliability of data obtained. The stability of the equtpment shali be checbed
at h‘u’ once on ¢ h day of LUse, Using appropnate \'..mh:J\ or referenice sources

22. B .
e Produsc tion ot pracessing of radiopharmacenticals for the putpose of distribution to other hicensees is not authorized by this licens:
23+ The licenser shall not use radinactive Lin o \ - -
e < Ma 10f Use raginactive matenal in the form P R8s Of acrosud 1y su h 4 manner a !nw J-u- ML oairhorne conevatration
CRCes dur‘,. the appropriate limit specitied m Scenion MI266 or 30269 of the ¢ alitornia Radiation Control Regnlations
i i . .
2h. Placenta Incalization studies authorized by this license shall be pertormed only on panents wha are an the thied toimester and .
]
bchm,,‘ and ounly when, 1 the Jmlg"h’l t of th bstetrician, the study » needed for the benctit of th patient's health

N/A
Wher ol test \t.;dxv_~ of 2 new radue p!u'm.. cutical pr vt are antthorized by thae Boense  the responsib! ‘0 varctan shall obyserve
b subjects for anv significant reac tions, and shall prepace and maintam reports of sich reactions, and of the clinical efticacy of cah
study. Copies of all such reports shall be provided to the sponsoning finm suppiving the product within 30 davs ot completion of the

clinical test wries. Any adverse reactions shall be # ported uamediately to the Deparement of Public Health

Lh

25,
s The heenses shall not routinely uve doses cxvccedimg thase specilied on the Departnient’s

! Routine Uses™ Dist unloss & non routhng
authorization tor use of & difterent dose range i included m the hicense

For the Stute Departnent of Public Health

January b, 1973 9 h‘d
Date a ey L 0 ._..‘

pman Kanaman, Ph.D ,-C.hmi
MUy 908, Fomw 217 2981 & 1% Burcau of Padiclogical Mea'th
MO0 1x 00 114 wpe 2151 Berkcloy Way, Berkeley, California 94704

e ——
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EBigevh vur Medica) Center

30002 bob Hopo Brive

Palm besert, CA 9,200

Attention: Jesnes W, Coin, M D., Chalrvon
Rodiction Dalely Coaltter

In rerponse to a letter dated Jwie 20, 197h, License Ko, ohoh- 44 18 hereby
amended in part ps follows:

To rend:

12.(a) The imdividuals romed below ere euthorized the speciticl uses of rudicective
naterisa) deseribed in Jslems G, T end 9 of this licenn

Mthorjvol user

Category A Catezory B Coteprry G ©
(1) Jasmes W, Coin, M.D, N/A W/ A 8.3, nll
(2) Craig L. Fischer, M0, R/ A R/A none all

(3) Deight K, Oxley, M.D, L/ N/A none all

) r;\‘-v ‘L'

() Tue trdividuels nored Lelew are wuthorized the spec’ fled uses of v djosctive
materiu). deceribeld on Form RI OUL0-R:

futhoxac) usey Caterory € Cotonory D Colejopy B Cobogory §
(1) Jemes V', Coin, 11D, all none all el

(#) Craig L, Figcher, M,D, all none all none
(3) Dwight K. Oxley, V.D, ell none nll F-4%7% only

15.(¥) The chuirman of the rudintion sefety coimittee chall be James W, Coin, M,D,

For the State Department of Mlea'th

¢

I ,’ f |
Date  Tuly 19, 1G7h by // (/"{1’7".' > / (/,' "
St Koavonan, Py, Gl !

FORM S 2051 (9778 “0w Rodwotore Healthy Seetion
M4 P Stect, o ppemto, Galll, 7614
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Supplementary Sheet Amendment Number

Eiscnhover Medical Center

39000 Bab Hepe Drive

Palm Desert, CA 0922600

Attention: Donald L. Holmquicst, M.D., Chairman

Radiation Safety Committee

license No. 2425.33 is hereby amended in part as follows:

To add: =

6. Nuclide 7. Form 9. Authorized use

Category G - Non-routine ucses

1. Technetium 99m 1. Labelled HAM, 1. Myocardial perfusion scanaing
pharmaceutical in accordance with applicatic

(3 M Co.) (RH 3000E) received April 25,

1974 and assigned N.K. No,
Th-41l, Authorization exrires
June 30, 1975. A report of
experience, including o
sorrelation of findings, is
to be submitted by June 30,
1975. Any adverse reacticn
is to be reported within

24 hours of occurrernce,

To read:
9, Authorized use

Catepgory J: Mapufacturer-cponsored clinical investizations

1. Clinical triasls (Fhase 3 clinical investipations) conducted in strict accordance
with IND's sponsorcd by the firm or firms named below, which have been accepted
in writing by the USFDA  Fhase 1 or Fhase 2 investigations are not hereby
authorized.

(&) Medi+rnysics, Inc,
(b) 3 M Co,

To read:
8, Possession limits
Combined possession limit for Categories C, E, F, G, H, & J . 2,0 curies

To add:
13. (c) epplication (RH 3000) dated January h, 197k signed by Donald L. Holmquist, M.D.
For the State Departiment of Health

N--7 27 /
Date _ May 29, 19Tk -t . by /). 't/f}f,"f‘f@(“\/

] | LARE, Simon Kinsman, Ph D, Chuet & w
FOMM kH 2551 (977 i [ A . Radiologie Health Section ‘-r
T . 744 P Stieet Sacramente, Cahf. 95814




