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Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-
438), and Title 10, Code of Federal Hegulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 36, 40 and 70, and in reliance on

e'
statements and representations heretofore made by the licensee, a license is hereby issued authorizing the licensee to'"
receive, acquire, possess, and transfer byproduct, source, and special nucicar material designated below; to use such
material for the purpose (s) and at the place (s) designated below; to deliver or transfer such material to persons authorized
to receive it in accordance with the regulations of the applicable Part(s); and to import such byproduct and source
material. This license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954,
as amended, and is subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or
hereafter in effect and to any conditions specified below.

-

Licensee

1. Pharmaco Nuclear, Inc.
3. License number 24-19360-Ol!!D

2. 100 North Euclid Avenue, Suite 900
St. Louis, !!issouri 63108

4. Expiration date August 31, 1985

5. Docket orReference No.
6. Ilyproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensee

special nuclear material form may possess at any one time
--

.

aansesses
% under this license '

A. I!olybd tua 99 ' A. Any Molybdentna 99/ A. 20 curies
, . _''N . Technetitca 99ct generator

udnufactured, labeled,
packaged and distributed T

in accordance with ia' % . ' "'-
C

"*
specific license issued
pursuant to Section 32.73

of 10 CFR Part 32 or a '' % .
specific license issued to

a nanufacturer by an
Agrecuent State pursuant
to equivalent State
regulations

i

0500130035 850703
PDR FOIA
HAMMITTB5-207 PDR

Y
owe
.v. :=~-

_ _ _ - - - _ _ - _ _ . _ _ _ _ - _ _ _ _ - - - - _ _ _ _ _ . _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _- _ - _ _ _ _ - _ _ _ _ _ _ _ _
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Continued From Page- 1 License Numba4-19360-01MD ' !

'

Docket or.

Reference No.
.

e ssman

6;' Byproduct, source, and/or 7. Chemical and/or physical form 8. Maximum amount that licensee
special nuclear material may possess at any one time

under this license'

B. Tin 113 B. Any Tin 113/Indiun B. 60 mil 11 curies,

113m generator
uanufactured, labeled,,

packaged and distributed
in accordance with a
specific license issued
. pursuant to Section 32.73

of 10 CFR Part 32 or a
specific license issuad to

a nanufacturer by an
Agreement State pursuant

+
. to equivalent State

regulations
C. Barium 133 C. Sealed source C. 250 nicrocuries
D. Cesium 137 D. Sealed source D. 250 microcuries
E. Xenon 133 E. Unit dose containers of E. I curie

gas or uma in solution
that is the subject of
an active (i.e., notesames

withdrawn or terminated)
"New Drug Application"
(NDA) approved by FDA
or an active (i.e., not
witixirawn, terminated
or on " clinical hold")
" Notice of Clairmed
Investigational Exemption..

for a New Drug" (IND)
that luss been accepted by,

* FDA
- F. Any byproduct F. Prepackaded F. 50 nil 11 curies total

nacerial listed in _ vitro diagnostic possession limit
in Section 31.11(a) test kits
of 10 CFR 31

yi=W?D,@9sFdg:pi+i.M. gd.TCM. 4R775. 2 ink 4PM.,.$..$. .tPR.., .N..f.u..W..,. ~$3. .g..f.tbys@, ,.p' f.jWnQm. . .a.,. .

. .- .. . , y. ,

2e'WW .25^ ^

Wf *N$$ $$*N.QYh!b hh$*$ N5''A',WNYhib5$W5:Yh |$hih,???%$.$$,
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Continued From Page ? License Number 24-19360-01MD

6 - Docket or
Reference No.-

^'

6. Byproduct, source, and/or 7. Chemical and/or physical form 8. Maximum amount that licensee
special nuclear material may possess at any one time

under this license
C. Any byproduct C. Prepackaged individual C. 3 mil 11 curies of

material listed in patient doses each byproduct
Section 35.31(a) manufactured, labeled, material authorized

'

of 10 CFR Part 35 packaged and distributed in Subiteu 6.C.
in accordance with a
specific license issued
pursuant to Section 32.70
of 10 CFR Part 32 or a
specific license issued to
a uanufacturer by an
Agreecent State pursuant
to equivalent State regulations

H. Any byproduct H. Any fom listed in H. I curie total
material listed Group I of Schedule A, possession limit
in Group I of Section 35.100 of 10

h Schedule A, CFR 35
Section 35.100
of 10 CFR Part 35

I. Any byproduct I. Any fom listed in I. 20 curies total
material listed in Group II of Schedule A, possession linit
Group II of Schedule A, Section 35.100 of
Section 35.100 of

, 10 CFR 35
10 CFR Part 35

J. Any byproduct material J. Any fom listed in J.. 500 mil 11 curies total
listed in Group IV of Group IV of Schedule A, possession limit
Schedule A. Section Section 35.100 of
35.100 of 10 CFR 10 CFil 35
Part 35

!* . Any byproduct material K. Any fom listed in K. I curie total
listed in Croup V of Croup V of Schedule A, possession limit
Schedule A, Section Section 35.100 of
35.100 of 10 CFIt 10 CFR 35
Part 35

,

9. Authorized use

O" A. Production of technetits 99:s pertechnetate.
A S. Production of Inditaa 113a chloride.

C. and D. Instruaent calibration.
~n
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Docket or
Reference No.m .

-

..

9. Authorized use
m

E. Distribution to authorized recipients.
F. Redistribution to general and specific licenuces in accordance with statem. ento,

reprosentations and procedures contained in application dated April 7, 1980.
G. Redistribution to general licensees in accordance with statements, reprencntations

and procedures contained in application dated April 7, 1980.
H. Dispensing and/or distribution of prepared radiopharunceuticals to authorized

recipients.
I. Dispensing and/or distribution of prepared radiophansaceuticals to authorized

recipients. Use of technetiua 99u pertechnetate for processina with ron;;ent
kits in the preparation of radiopharanceuticals.

J. and K. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized
recipients.

Pursuant to 3cetion 32.72, 10 CFR 32, the licensee is authorized to distribute
the byproduct natorial described in Iteau 6 and 7 of thin licenso to persons
licensed pursuant to Section 35.14 and Section 35.100, 10 CFR Part 35, or

i

under equivalent licenses of Agreenent States, for the Groups indicated below.

!!. Group I.-

*
I. Group II
J. Group IV
1' . Group V

| COdDITIOii3

.

"~"
10. Licenued uatorial ohn11 be used only at 100 North Euclid Avenue, Suite 900,

St. Loulu,itiosouri.

11. The licenace phall coaply t<1th the provisions of Title 10, Chapter 1, Code of
i Federal doc,ulations, Part 19. "tioticos, instructions and Iteports to Uorkers;
1 Inupections" and Part 20, " Standards for Protection A ainut Radiation."d
f

12. A. Licensed catorial shall be used by, or under the supervision of, stichard C.
} r.ecsee, David A. nurwitz, Ph.D., Terrence O'!Iara, Gary d. Reduoro or
[ Willian 11. Cel! ugh, Ph.d.
I

3.~D At 1 cast one individual nac.ied in Condition 12.A. chall be physically'-

prosont at the authorized place of use whenever licensed natorial is
buind used.,

13. Souled sources containin:t 11conood natorini nhall not l>e onenod.j,.-.# ,
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. CONDITIONS

.

1. 14. A. (1) Each sealed source containing licensed catorial, other than Hydrogen 3,
uith a half-life greater than thirty days and in any form other than
gas chall bo tested for leakage and/or contamination at intervals not
to exceed six months. In the absence of a certificate frou a
transferor indicating that a test has been cade within six montha

6 prior to the transfor, a scaled sourco received from another person
shall not be put into use until tasted.

(2) Notuithstanding the periodic Icak test required by this condition,
any licensed scaled source is exempt frou such Icak teoto when the
source contains 100 microcuries or less of beta and/or gaama ecitting
natcrial or 10 microcuries or less of alpha cattting material.

B. Mie test shall be capable of detecting the presence of 0.005 nicrocuric
of radioactivo material on the test sample. The test sample shall be
taken froa the sealed source or froa the surfaces of the device in which
the sealed source is permanently mounted or atored on which one night
expect contanination to accumulate. Records of leak test results shall
be kept in unito of microcuries and maintained for inspection by the.ussamm

Commission.

C. If the tect reveals the presence of 0.005 ulcrocurie or more of
renovabic contauination, the licensee uhall iaacdiately withdrau the
sealed source froa uuo and shall cause it to be decontaminated and
repaired or to be disposed of in accordance with Coamission regulations.
A report shall be filed within five (5) days of the test with the
U. S. Hucicar Rogulatory Conmission, Region III, Office of Inspection and
Enforcement, 799 noosevelt Road, Glen Ullyn, Illinois 60137, describin3
the equipment involved, the test resulto, and the corrective action taken.

D. Tcats for Icakage and/or contauination nhall be perforned by the licensco
or by other persons specifically authori::od by the Commission or an
A;reement ' eate to perform such carvices.4 J

15. nio licensee chall conduct a physical inventory every six (6) uonths to
account for all sealed soureco received and possessed under the license.
The records of the inventories shall be unintained for tuo (2) years frou the
dato of tue inventory for inspection by the Coanission, and shall include the

*,p quantities and kinds of byproduct uatorial, location of sealed sources, and
tho date of the inventory.

huuSI

J. .- - . ~ _ . . _ .
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16. The licensee may transport licensed natorial or deliver licensed material
to a carrier for transport in accordance with the provisions of Title 10,
Code of Federal Regulations,- Part 71, " Packaging of Radioactive Matierial
for Transport and 'fransportation of Radioactive lhterial Under Certain
Conditions."

17. Radioactive wante may be picked up froci the licensee's customers and disposed
of in accordance with the proceduras, statenonts and representations in
application dated April 7, 1980. -

13. A. Padiopharuaceuticals dispensed and/or distributed for huuan use chall
be eithers

(1) Ikidiop!iarnacouticals that are the subject of an active "Neu Drug
Application" (NDA) approved by FDA or an active "Notico of Clained
Invcutiaational Exenption for a Ucu Drug" (IUD) that has been
accepted by I'UA, or

(ii) 14tdiopharanceuticals prepared frou generators and reagent kits that
are the subject of an active HDA Approved by FDA or an Active IUDw

a that has been accepted by FDA.

B. Prepared radiopharnaceuticals for which FDA han accopted an IND and
radiopharmaceuticalo prepared froo generators or reagent kits for which
FDA has accepted an IND shall be dispensed and/or distributedt

(1) In accordance with the directions provided by the oponsor of the
IND, and.

;

(11) Only to phyoiciana who have been accepted by the uponcor of the IND
to participate in clinical uvaluation of the drug.

The licenseo shall infora in writing each phyuician who participates
in an IUD ovaluation that the phyoician to responsible to the sponsor of
the IMD for use of the drug in accordanco with protocols established

i by the sponsor and for reporting to the sponsor the clinical information
I obtained through use of the dru!;.

19. The licunuce anali cluto j;enerators and process radioactivo uaterial uith coagant
kits in accordance with instructions furnished by the uanufacturer on the labelg .

attached to or in the leaflot or brochure that accompanies the ;;enerator or

M reagent kit.

s r,r
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assamm

20. Any proposed changes in packaging, shielding or labeling shall be subnitted for-

review to the Material Licensing Branch, Division of Fuel Cycle and
Unterial Safety, U.S. Nuclear Regulatory Comnission, Uashington, D. C. 20555.

21. A. The licenceu shall perforn a test to detect and quantify the activity
of nolybdenun-99 contaaination in cach clution of technetina-99a froci a
colybdenua-99/ technetium-99c generator and in each extraction or
separation of technetiun-99n frca raolybdenua-99 not contained in a
generat.or.

B. The licensee shall not distribute for htrian use technetiura-99n that,
at the expiration date and tico shown on the package label, contains
nora than one (1) nicrocurie of colybdentc4-99 per ciillicurie of
technetite-99a or nore than five (5) alcrocuries of molybdenun-99 per

- dose of technetiuu-99a. The expiration date and time shown on the
package label uhall be such that the limits above are not exceeded for
any sin 3 c patient dose. The liaits for nolybdenua-99 contanination1

represent .maxinun valuca and molybdenua-99 contamination should be kept
as low as reaconably achievable below these 11rsits.

C. The licensee shall catablish written procedures for personnel performing
tests to detect and quantify nolybdenura-99 contarsination. These.nsmanes

procedures shall include all necessary calculations and steps to be taken
if activities of uolybdenua-99 in excess of the linics specified in
Subiten B. above are detected.

D. Personnel perforaing tests to detect and quantify nolybdenum-99
contamination shall be given specific trainity in performing checc tests
prior to conducting such tests.

.

C. 1. The licensee'shall caintain for inspection by the Hucicar Regulatory
Cor.uaission records of the results of cach test performed to detect
and quantify molybdentc2-99 contanination and records of training
given to personnel perforuing these tests.

2. Records described in Subiten U.1. above shall be maintained for
two (2) years following the performance of the tests and the training
of personnel.

22. The licensce's ventilation cystea shall be ucasured at quarterly intervals to
assure that nyutes performance nects the specifications subnitted in letter

1*y dated July 28, 1980.

~
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23. Ey. cept as specifically provided otherwise by this license, the licensee shall
possess, use, package, label and distribute licensed uaterial doccribed in

Itens 6,1, and 8 of this licenae in accordance with statements, representations,
and procedures contained in application dated April 7,1930 and letters dated

messes May 20,1900, l'ay 30,1980 and July 28, 1980. The liuclear Regulatory Cornission's
rc;;ulations shall govern the licensee's state:2ents in applications or letters,- - -

unless the stateuents are core restrictive than the regulations.
. ,

.

'S"

. . . . .

m

..

. . . - . .

For the U. S. Nuclear Regulatory Commission

w.!e AUG 2 21980 4 g/pg
sp,gg p Division of Fuel Cycle and jMaterial Safety

Washington, D.C. 20555_,_ ,,


