R W R R W W W W T NRC R0 VBT VRO VRT R JRESET R K7 R R k7R Y RO VR WCVRCR7 RO RO Ry
. 1~

9. Authorized use

technetium 99m pertechnetate for distribution to authorized recipients in
accordance with 10 CFR 32.72.
F. Calibration and checking of the licensee’s instruments. Distribution of sealed
sources to authorized recipients in accordance with 10 CFR 32.74.
G. Shielding for molybdenum 99/technetium 99m generators.

CONDITTONS

10. Licensed material may be used only at the licensee’s facilities located at 16269

%, A. through E. Preparation and distribution of radioactive drugs and production of
|

|

] Conneaut Lake Road, Suite 105, Meadville, Pennsylvania.

|

|

o]

::‘ - o RS U.S. NUCLEAR REGULATORY COMMISSION moe 1 _or 4 paces ’;
j MATERIALS LICENSE Amendment No. 02 3
q 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 |}
Q Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40. and 70. and in reliance on statements and representations heretofore made |8
ﬂ by the licensee, a license is hereby issued authorizing the heensee (o receive, acquire, possess, and transfer byproduct, source, and special nuclear 03
q material designated below; 10 use such material for the purpose(s) and at the place(s) designated below; to deliver or transfer such material to 3
| Ppersons authorized to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions E
= 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 ~
4 Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below bd
4 OFFICIAL RECORD COPY o
o e - _ A
4 Licensee In accordance with the letter dated :
- August 19, 1996, ;ﬁ
1. Geodax Technology 3. License Number 37-30192-01MD is amended in s
. dba Keystone Nuclear Pharmacy its entirety to read as follows: =
:: 2 16269 Conneaut Lake Road, Suite 105 ”:
- Meadville, Pennsylvania 16335 - Expiration Date  April 30, 2005 ;
- 5. Docket or .
j Reference No. 030-33740 =3
& 6. Byproduct, Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee b
o Special Nuclear Material Form May Possess at Any One Time 4
. Under This License t
# A. Any byproduct material with A. Any, except sealed A. Not to exceed ®
. atomic numbers 1 through sources 100 millicuries ®
: 83, except molybdenum 99, per radionuclide and 1 |
. technetium 99m, iodine 131 curie total =
. and xenon 133 =
% B. Molybdenum 99 B. Any, except sealed B. 30 curies .
, sources ol
C. Technetium 99m C. Any, except sealed C. 30 curies .
sources .

D. lodine 131 D. Any, except sealed D. 900 millicuries o
sources .

| E. Xenon 133 E. Any, except sealed E. 400 millicuries =
sources .

% F. Any byproduct material F. Sealed sources F. 12 millicuries 3
. authorized under il
10 CFR 35.57(a) .

G. Depleted Uranium G. Metal G. 101 kilograms E:

4
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N
11. Licensed material listed in Item 6 above is authorized for use by, or under the »
supervision of the following individuals for the materials and uses indicated: ~
»
A. In accordance with 10 CFR 32.72(b)(2)(1) or (4), pharmacists working as 4
authorized nuclear pharmacists. N
B. Authorized Nuclear Pharmacists, Ray D. Courtney, B.S., R.Ph., David L. :
Gilliland, Ph.D., R.Ph., Ray Holland, B.S., R.Ph., Bruce Lewandowski, =
Pharm.D., R.Ph., and Jeffrey T. Gillespie, R.Ph. &
C. At least one individual authorized by Paragraph A or B of this Condition shall :
be physically present at the%authorized~d!ace‘of use whenever licensed material R
is being used. " * &
\ 7 N =
12. The Radiation Safety Officer for this license is Ray D. Courtney, B.S., R.Ph. :

13. In addition to the possession 1imits in Item 8, the licensee shall further restrict ~
the possession of Vicensed material to quantities below the minimum 1imit specified |
in 10 CFR 30.35(d§;r40.36(b}>_ nd 70.25(d) for establishing financial assurance for |g
decommissioning. A e /S fF -

/ id

} Do i ) -

censed materigl in a sealed source or device unless |g
stered ‘with the U.5. Nuclear Regulatory Commission |g
tent r ulations:of an Agreement State. )

15. The licensee shall conduct'a physical
sealed sources and devices containming
the license. R

14. The licensee shald not acquire
the source or device has“been v
pursuant to 10 CFR 32.210 or eq

nventory every six months to account for all |g
i‘_nSedjmaterial received and possessed under [

& ¥

£R »

16. Sealed sources or detector cells containing licensed material shall not be opened or
sources removed from source holders by the licensee.

17. A. Sealed sources and detector cells containing licensed material shall be tested
for leakage and/or contamination at intervals not to exceed six months or at
such other intervals as are specified by the certificate of registration
referred to in 10 CFR 32.210, not to exceed three years.

P9 9. 9. ¥

v

B. Notwithstanding Paragraph A of this Condition, sealed sources designed to emit
alpha particles shall be tested for leakage and/or contamination at intervals
not to exceed three months.

C. In the absence of a certificate from a transferor indicating that a Teak test
has been made within six months prior to the transfer, a sealed source or
detector cell received from another person shall not be put into use until
tested.

D. Each sealed source fabricated by the licensee shall be inspected and tested for
construction defects, leakage, and contamination prior to any use or transfer as
a sealed source.

P 0. 0.9 0. 0. 6. 9.9.0. 99999 999
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E. Sealed sources and detector cells need not be leak tested if:

(i) they contain only hydrogen-3; or

(ii) they contain only a radioactive gas; or

(iii) the half-life of the isotope is 30 days or less; or

LB B T E N

v

(iv) they contain not more than 100 microcuries of beta and/or gamma emitting
material or not more than 10 microcuries of alpha emitting material; or

L

(v) they are not designed to emit alpha birttﬁ%es. are in storage, and are not
being used. However, when they are remov 'dfgom storage for use or
transfer to another person, and have not beenftested within the required
leak test interval, they shall be tested beforé use or transfer. No sealed |
source or detector cell shall be stored for a period of more than 10 years
without being tested for leakage and/or contamination.

F. The test shal¥/be capable‘of. detecting the ;? ce of 07605 microcurie of
radioactive/material on'the test sample. AfRhe test revgdls the presence of
‘; tion, a report shall be filed

0.005 microgurie or more ofyremovable contap
with the U.S™ Nuclear Regitlatory Domgzssi
shall be rémoved immediately.from service and decontamina repaired, or
disposed Ofr'ﬁ accordance with Comm orf nequiations. THe,report shall be
filed within five days-of the date'the!Teak tast' result is.known with the

U.S. Nuclear.Regulatory Commission, Region I, ATIN: Chief, Nuclear Materials
Safety Branch, 475 Allendale Road, King 'of Prussia, Pennsylvania 19406. The
report shall specify the source or detector cefl involved, the test results, and
corrective action taken.

AUS A A A A AR TA TR AT AT AT AT AT AT AT A AT AT AT AT A

j,déthe sourc detector cell

The licensee is authorized to collect leak test samples for analysis by the
licensee. Alternatively, tests for leakage and/or contamination may be
performed by persons specifically licensed by the Commission or an Agreement
State to perform such services. ¥

Reagent kits may be redistributed to persons licensed pursuant to 10 CFR 35.200 or
under equivalent licenses of Agreement States.

The lic:nsee is authorized to hold radioactive material with a physical half-life of
less than 65 days for decay-in-storage before disposal in ordinary trash, provided:

A. ‘'laste to be disposed of in this manner shall be held for decay a minimum of ten
half-1lives.

Before disposal as ordinary trash, the waste shall be surveyed at the container
surface with the appropriate survey instrument set on its most sensitive scale
and with no interposed shielding to determine that its radioactivity cannot be
distinguished from background. A1l radiation labels shall be removed or
obliterated.
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A record of each such disposal permitted under this License Conditicn shall be
retained for three years. The record must include the date of disposal, the
date on which the byproduct material was placed in storage, the radionuclides
disposed, the survey instrument used, the background dose rate, the dose rate
measured at the surface cf each waste container, and the name of the individual
who performed the disposal.

20. Radioactive waste may be picked up from the licensee’'s customers and disposed of in
accordance with the statements, representations and procedures in the application
dated March 13, 1995,

21. Notwithstanding the requirements of 10 CFR 20.1904(b), the licensee is authorized to
remove or dispose of empty uncontaminated containers~(§{r1nges and vials) to
unrestricted areas without removing or defacing the radioactive material labels or
otherwise indicating_that the container no longer contaiﬂq;rpdioactive materials
provided the waste containers are deposited in waste barre s that will be incinerated
and are delivered divectly from the licensee’s facility to the incinerator without
being opened at any'point. aqagfor any reason, prionayq,ihcinptgtion.

22. The licensee is ‘chorized toi nsport licensed (: Q#ia] in a(E)rdance with the
provisions of 10:CFR Part 71, *Packaging and Tr Isportation ofcgjdioactive Material."

23. Except as specifically provided otherwise in this license, theiézcensee shall conduct
its program in accordance with-the statements, representations,2and procedures
contained in the documents, including any enclosures, Tisted below. The Nuclear
Regulatory Commission’s regulations shall govern unless the statements,
representations, and procedures in the licensee’s application-and correspondence are
more restrictive than the regulations. ~

Application dated March 13, 1995
Letter dated March 28, 1995
Letter dated April 14, 1995
Letter dated April 18, 1995
Letter dated December 8, 1995
Letter dated August 19, 1996

TMmoOOoOo>»

For the U.S. Nuclear Regulatory Commission
Original Signed By:
Date SEP 23 9% By John D. Kinneman

Nuclear Materials Safety Branch
Region 1
King of Prussia, Pennsylvania 19406

Printed on recveied nanet
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Ray D. Courtney, R.Ph.

Manager /RSO

Geodax Technology

dba Keystone Nuclear Pharmacy

16269 Conneaut Lake Road, Suite 105
Meadville, PA 16335

Dear Mr. Courtney:

This refers to your license amendment request. Enclosed with this letter is
the amended license. Please note that as part of this amendment, in
accordance with 10 CFR 30.36, effective February 15, 1996, the expiration date
of your license has been extended by a period of five years. The new
expiration date is stated in Item 4 of the license.

Please review the enclosed document carefully and be sure that you understand
and fully implement all the conditions incorporated inte the amended license.
If there are any errors or questions, please notify the U.S. Nuclear
Regulatory Commission, Region I Office, Licensing Assistance Team,

(610) 337-5093 or 5239, so that we can provide appropriate corrections and
answers. The original certificate of Mr. Jeffrey 7. Gillespie is also
enclosed with this letter. Original certificates and diplomas need not be
submitted for review unless you are specifically requested to do so.

Thank you for your cooperation.

Sincerely,

ORIGINAL SIGNED BY:

John D. Kinneman, Chief
Nuclear Materials Safety Branch 2
Division of Nuclear Materials Safety
License No. 37-30192-01MD
Docket No. 030-33740
Control No. 123582

Enclosures:
Amendment No. 02
Original Certificate

DOCUMENT NAME: R:\WPS\MLTR\L3730192.01D

To receive & copy of this document, indicate in the bo«:, "C" = Copy wio sttach/encl "E" = Copy w/ attach/enci "N" = No copy

OFFICE |DNMS/RI N | [JMS
NAME SLodhi 1~ nneman
DATE 08/28/96 8/ 48%7/96 08/ /96 08/ /96

OFFICIAL RECORD COPY ML 10




ey KEYSTONE NUCLEAR PHARMACY
: GTI

sl »
V; \_/7 16269 Conneaut Lake Rd.
\w Suite 105
L Meadville, PA 16335
(B14) 337-8R23

FAX (814) 337-0867
August 19, 1996
NRC Region | 73 77°
Regional Administrator o%”
King of Prussia, Pa

re: NRC Materials License : 37-30182-01MD
Dear Sirs/Madam,

As RSO and Manager of Keystone Nuclear Pharmacy | wish to amend License # 37-
30192-01MD , Keystone Nuclear Pharmacy, to include as an authorized nuclear
pharmacist, Jeffrey T. Gillespie, R Ph. His Purdue University certification as well as his
experience is enclosed. | also wish to inform you of an address change; due to the
implementation of the 811 e mergency system this location has been given a new
address. As of September 1, 1996 the new address of Keystone Nuclear Pharmacy will
be 16269 Conneaut Lake Rd., Suite 105, Meadville, Pa 16335. The physical location
will remain the same but ths mailing location will be new.

Sincerely,

by D. cg:éi #h
Ray D. Courtney, RPh

Mgr, RSO, Keystone Nuclear Pharmacy

12358<

o F | e
CFFICIAL RECORD COPY buk ke 10 A 20 1996
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NRC FORM 313 - . U.s REGULATORY COMMISS ION
&Y : ’

WCFR 2 N

M35 36 2 and 40

BYOME NO 31000120
EAPIRES 63096

ESTMATED BURDEN PER RESPONSE 1O COMPLY WITH THiS
INFORMATION COLLECTION REQUEST § HOURS SUBMITTAL OF ThE
APPLICATION 1S NECESSARY TO DETERMINE THAT THE APBLIL ANT 1§
QUALIFIED AND THAT ADEQUATE PROCEODURES EXIST 1O PROTECT
THE PUBLIC HEALTH AMD SAFETY FORWARD COMMENTS
REGARMING BURDEN ESTIMATE TOD THE INFORMATION AND RECORDS
MANAGEMENT BRANCH (MNBEB 7714) US NUCLEAR REGULATORY
COMMISSION WASHINGTON, OC 205850001 AND TO TWE
PAPERWORK REDUCTION PROJECT  D150.0120) OFFICE  OF
MANAGEMENT AND WASHINGTON OC 20603

fcasimum
INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR CON LETING AF PLICATION
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW

APPLICATION FOR MATERIAL LICENSE

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH ¥ YOU ARE LOCATED IN

OVISION OF INDUSTRIAL ANO MEDICAL NUCLEAR SAFETY LLINOIS, INDIANA. IOWA, MICHIGAN, MINNESOTA MISSOUR| OHIO TR WISCTINSIN,

OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS SEND APPLICATIONS 10

US NUCLEAR REGULATORY COMMISSION

WASHINGTON 0C 205850001 MATERIALS LICENSING SECTION

U'S NUCLEAR REGULATORY COMMISSION REGION B

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS 51 WARBIOALLE S0
IF YOU ARE L OCATED IN USLE R 805324381
CONNECTICUT, GELAWARE DISTRICT OF COLUMBIA. MAINE MARYLAND ARKANSAS, COLORADO, IDAMO, KANSAS LOUSIANA. MOMTANA NEBRASKA NEW
MASSACHUSETTS WEW MAMPSMIRE NEW JERSEY NEW YORN PENNS YL VANIA MEXICO. MORTH DAKOTA, OKLANOMA, SOUTH DAKOTA TZXAS UTAN OR WYOMING.
RHODE ISLAND OF VERMONT SEND APPLICATIONS TO SEND APPLICATIONS 10

LICENSING AGSS!STANT SECTION

NUCLEAR MATERIALS SAFETY BRANCH

US NUCLEAR REGULATORY COMNISSION REGION |
475 ALLENDALE ROAD

KING OF PRUSSIA PA 10408 1415

NUCLEAR MATERIALS LICENSING SECTION

U S NUCLEAR REGULATORY COMMISSION REGION v
811 RYAN PLAZA DRIVE SUITE 400

ARLINGTON TX 78011 8084

ALABAMA FLORIDE GEORGIA KENTUCKY MISSISSIPRI NORTM CAROLINA PUERTD ALASKA ARIZONA CALIFORNIA MAWAN NEVADA OREGON WASHINGTON AMD U S
KOO SOUTH CAROLING TENNESSEE. VIROINUA, VIROIN ISLANDS. OR WEST VIRGINIA, TERRITORIES AND POSSESSIONS I THE PACIFIC SEND APPLICATIONS 10
SEND APPLICATIONS 1O

NUCLEAR MATERIALS LICENSING SECTION RADIOACTIVE MATERIALS SAFETY BRANCH = 3 3 79‘0

U S NUCLEAR REGULATORY COMMISSION REGION i US NUCLEAR REGULS TORY COMMISSION REGION V ,\‘,’

107 MARIETTA STREET W SUITE 2000 1450 MARIA LANE ;

ATLANTA GA 303730188 WALNUT CREEK CA 84506 5308

PERSONS LOCATED iN AOREEMENT STATES SEND APPLICATIONS TO THE U S NUCLEAR REGULATORY COMMISSION ONLY IF THEY Wit TO POSSESS AND USE LICENSED
MATERIAL N STATES BUBJECT TO U S NUCLEAR REOQULATORY COMMISSION JURISDICTIONS

AT Ry R S e
1 THIS 1S AN APPLICATION FOR (Chech aporopnele flem) 2 NAME AND MARING ADDRESS OF APPLICANT (inciude 2ip code)
A NEW LCENSE Gedir Teihmileg., . Tne  dbe
B AMENOMENT 1O LCENSENUMBER 3 7- 30192 - €1 mD Keqstp e poclesr Pher meiny
ies
C RENEWAL OF LICENSE NUMBER 1o 269 Coontant Lo he g; » Se o
,1\0-37-“(,!)4 It73 S
3 ADDRESS(ES) WHERE LICENSED MATERIAL Wil L BE U'SED OR POSSE SSED 4 NAME OF PERSON TO BE CONTACTED ABOUT THIS
APPLICATION
. ! e
&’(. [ b‘r"’" R‘.\ b Cpo o - R
TELEPHONE NUMBES
(§.4) 337-¥523

SUBMIT [TEMS & THROUGK 11 ONB 172 X 1 " PAPER THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DE SCRIBED IN THE LICENSE APPLICATION GUIDE

6 | RALOACTIVE MATERIAL !

8 Element and mass numbe’ b Chemical and/on physical formm and © mammum amount ¢ | PURPGSE(S) FOR WHICH LICENSED MATERIAL WiLL BE USED
which will De POBSSSSEO 3l any ane me

Y INDIVIDUAL (S) RESPONSIBLE FOR RADIATION SAFETY PROGRAWM AND THER

TRAMING EXPERIENCE

8 | TRAINING FOR INDIVIDUALS WORKING v OR FREQUENTING RE STRICTED AREAS

P | FACILIMES AND ECANPMENT 10 | RADIATION SAFETY PROGRAM

12 | UCENSEE FEES (See 10 CFR 170 anc Sechon 170 31)

11 | WASTE MANAGEMENT AMOUNT
FEE CATEGORY l ENCLOSED §
13 | CERTIFICATION (Mus! be compiatec Dy sppicent! THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING

UPON THE APPLICANT

THE APBLUICANT AND ANY OF FICIAL EXECUTING THIE CERTIFICATION ON BEHALF OF THE APPLICANT NAMED ™ (MEM 2 CERTEY THAT THIS APPLICATION IS PREPARED IN
CONFORMITY WITH TITLE 10 CODE OF FEDERAL REQULATIONS PARTSE %0 32 33 3 36 36 36 AND 40 AND THAT ALL INFORMATION CONTAINED HEREM 1S TRUE AND
CORRECT TO THE BEST OF THEIR xNOWLEFDGE AND BELIEF

WARNING 18 U 8 C SECTION 1001 ACT OF JUNE 26 1048 82 STAT 748 MAKES 11 A CRININAL OFFENSE 10 MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS YO ANY MATTER WITHIN TS JURISIICTION

CERTIFVING OFFICER - TYPEOVPRINTED NAME AND TITLE w &L OATE
R(‘j T) Cb\-r+'~f_-1.':"\- RS /p'h "é 1‘. |<l~=l) L‘_‘ - ‘:'1}| 8 =76
FOR NRC Y S
TYPE OF FEE FEF LOG FEE CATEGORY | AMOUNT RECEWVED | CHECK NUMBER | COMMENTS
‘ o~y - Fa
APPROVED BY DATE 1~\ c)Hﬁ.

L

CFFICIAL RECCAD COPY
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EXPERIENCE WITH RADIATION it
(Actual use of Radionuclides Under Supervision of a Qualified
Instructor)

Jeff Gillespie

Mo-99
Tc-99m 1,2,3.4,5,6
I-131 1,2,3,4,5
Xe-133 100 P 100 1,3,4,5
1-123 2 y 40 3:3.4,5 ]
Sr-89 8 " 10 1,3.4,5 I
Ba-133 0.3 KEYNP 68 2
Ga-£7 20 - 130 1,3,4,5
71-201 125 " 2100 1,3,4,.%
Co-57 € . 68 2
Cs-137 0.3 - 68 2 1
in-111 10 " 55 1,2,3,4.5

The numbere entered under *Type of Use" correspond to experiance in the following activities:

1 g‘rﬁ::‘rﬂunm:gﬂ.&mw radicactive materiale safely, including performance of

2 Calibration of dose calibrstors, scintillation detectors, and swrvey meters.

3 Calculation, dispensing, and calibration of petient doses. including proper use of

radiation shields
- Following appropriate internsl control procedures to prevent mislabeling erxors.

w

Learning mtm gmt to handle and cantain spilled materials sately, including
related proce s for decontamination, surveys, and wip: tests.

€ Elution of technetium-99m generator systems, assay of the eluate for technetium-99m and
for molybdenum-99 contamination, and 810y eluate with resgent kits to prepare
technetium-5%m labeled rediopharmaceuticals.



TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES
Jeff Gillespie

Radiation Physics and Instrumentations
Radiation Protection

Math Pertaining to Radiocactivity
Radiation Biology

Radiopharmaceutical Chemistry

ot 1 b o0



Department

A K h-ibrnens

Dean, Schooi (P'mmm«
and Pharmacal Scie

PURDUE UNIVERSITY

WEST LAFAYETTE, INDIANA
SCHOOL OF PHARMACY AND PHARMACAL SCIENCES

Jeffrey T. Gillespie

NUCLEAR PHARMACY CERTIFICATE PROGRAM

of Medicinal Chemistry and Pharmacognosy
Division of Nuclear Pharmacy

This certificate is awarded to

as evidencz of completion of the

August 1996

rmacy Program

/&t% o
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ICENSE FEE TRANSMITTAL
« REGION =T

APPLICATION ATYACHED

APPLICANT/LICENSEE:
RECEIVED DATE:
DOCKET NO:
CONTROL NO.3
LICENSE NO,:
ACTION TYPE:

« FEE ATTACMED &
AMOUNT 3 il .00
CHECK NO.: _ O/#853

COMMENTS

LICENSE FEE MANAGEMENT

rEe

CATEGORY AND AMDUNT:

" 3 g
r :
ETWEEN: :
ICENS® FEE MANAGEMENT BRANCH, ARM S
AND :
EGIONAL LICENSING SECTIONS 3

GEODAX TECHNNLOGY
960820

3033740
123532
37-30192=01mM0D
AMENDMENT

SIGNED
DATE

F»QAF}H (CHECK WHEN
/,,/‘

(FOR LFMS USE)
INFORMATION FROM LTS

PROGRAM CODE: 02500
STATUS CODE: O
FEE CATEGORY: 3C 28
EXP. DATE: 20050430
FEE COMMENTS: ____________________
DECOM EIN ASSUR REQD: W
o >
. LMy,
e/ REL e

MILESTONE O3 IS ENTERED /__7)
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