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APFLICATiLi/« FOR MATERIAL LICENSE

V.S NUCLLAR RRGULAYORY
et
21300120
Caporme 80187

L B

INSTRUCTIONS: SEE THE APPROPRITE LICENSE APPLICATION GUINE

FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLIZATION SENC TWO COPiES
OF THE ENTIRE COMPLETED APPLIC - TION TO THE NAC OFF ICE SPECIF'TD BELOW.

FEDRAAL AGENCIES FILE APPLICATIONS WITH:

VS NUCLEAR REGULATY SR Y COMMISSION
OIVISION OF FUEL (' LE AND MATERIAL SAFETY, NMSS
WASHINGTON, OC 2088¢

ALL OTHER PERSONS FILE APPLICATIONS AS POLLOWS, i YOU AR
LOCATED IN:

CONNECTICUT, DELAWARYL DISTRICT OF COLUMBIA, MAINE, MAR YLAND,
tuu:g'owm NEWJEASEY, NEW YORK, PENNSYLVANIA, ANODE ISLAND,
OR VERAMONT, SEND APPLICATIONS TO:

U S NUCLEAR REGULATORY COMMISSION, REGION |
NUCLEAR MATERIAL SECTION S

63 PARK AVENUE

KING 1% "SUSSIA, PA 19408

T ADAMA, FLORY ROIA, KENTUCKY, MISS'SL P91 NORTN CAROLINA,
"uf:vo nice g%o{uh 8 8, VIRGINIA, VIRGIN SLANDS, OR
WEST VIRGINIA, SEND APPLICATIONS TO:

V.S NUCLEAR REGULATORY COMMISSION, REGION 11
MATERIAL RADIAT ON PROTECTION SECTION

101 MAR'ETTA STRRET, SUITE 2900

STLANTA, GA 20323

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THI
INSTATES SUBJECT TO US NUCLEAR REGULATORY COMMISSION JURIL. TION.

IF YOU ARE LOCATED i

ILLINOIS, INDIANA, 1OWA, MICHIGAN, MINNESOT A, MISSOUR OMIC O
NISCONSIN, SIND APPLICATIONS TO

US NUCLEAR REGULATORY COMMISSION, REGION I .
MATERIALS LICENSING SECTION

798 ROOSEVELT ROAD

GLEN ELLYN, IL 80137

ARKANSAS, COLORADO, IDANHO, KANSAS LOUISIANA, MON . ANA, NEBRASKA,
NEW MEXICO, NOATN DAKOD” o OKLAMOMA, SOUTH DAKOTA, TEXAS UTAN,
OR WYOMING, SEND APPLICATIONS TO:

VS NUCLEAR REGULATORY COVMMISSION, REGION IV
MATERIAL RADIATION PROTECTION SECTION

81V AYANPLAZA DRIVE, SUITE 1000

ARLINGTON, TX 26011

ALASKA ARI2 CALIFORNIA MARS! NEVADA, OREOON, WASMING T ON
::D UL TERRITORIES AND POSSESBIOWS !N THE PACIFIC, BEND APPLICATIONS

US NUCLEAR REGULATORY COMMESION, REGION V
MATERIAL RADIATION PROTECTY N SECTION

1450 MARIA LANE, SUITE 110

WALNUT CREEK, CA 94500

FAOUCLEAR AEGULATORY COMMISSION ONLY (¥ THEY WISH TO POSSESS AAC USS LICENSED MATERIA

1. THIS IS AN APPLICATION FOR /Oheck apy uprion item)

B A NEW LICENSE
8. AMENOMENT TO LICENSE NUMBLR 37-21345-01 MD
C. RENEWAL OF LICENSE NUMBER

2. NAME AND MAILIMG ADDRESS OF APPLICANT (/ncives 2 Cose

Mallinckrodt, Inc.
Diagnostic Imaging Services
#19. Independence Court
folcroft, PA. 19032

3. ADORESS/ES WHERE LICENSED MATERIAL WILL BE USED OR POSSESS? .

[ SAME AS #2

B2aiop9e; o070
37-21345-01MD PDR

4. NAME OF PERSON TO 08 CONTACTED ABOUT THIS APPLICATION
Steven A. Spinosi

]n LEPHONE NUMBER

(314) 895-2061

SUBMIT ITEMS § THROUGHM 11 ON B% 2 117 “aPER. THE TYPE AND SCOPE OF

INFORMATION TO 8€ PROVIDED IS DESCAIBED IN THE LICENSE APPLICATION GUIDE.

8. RADIOACTIVE MATERIAL
& Eloment ond mam number, b Thomical and/or phymcal torm ang ¢ maximum smount
which will e pOWeIssd of sy One twme

6. PURPOSE(S) FOR WHICH LICENSED mATERIAL WILL B8 UseD.

7. INDIVIDUALIS) RESPONSIBLE

FOR RADIATION SAFETY PROGAAM AND THEIR
TRAINING AND EXPERIENCE.

8. TRAINING FOR INDIVIOUALS WORKING IN OR FREQUENTING ABSTIICTED AREAS.

0. FACILITIES AND EQUISMENT.

10. RADIATION SAFETY PROGRAM.

12 LICENSEE 263 1O CFR 170 and Sartien 170 31)
ASTE EMENT AMOUNT
s e s FEE CATEGORY 3C IINCLO“D $ 23000
13

BINDING UPON THE APPLICANT

PREPARED IN CONFOAMITY WITh TITLE 10, COOE OF FEDERAL REGULATION
IS TRUE AND CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEP

WARNING 18 USC SECTION 1001 ACT OF JUNE 29,

CERTIFICATION /Must b compiemd Dy appicent) THE APPLICANT UNDERSTANDS THAT AL: STATEMENTS AND REPRESENTATIONS MADE

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEMALF OF THE APPLICA'T NAMED IN ITEM 2 CERTIF ¥ THA

IN THIS APPLICATION ARE

T THIS APPLICATION IS

S.PARTS 3032, 33, 34, 35, AND 40 AND THAT ALL INFORMATION CONTAINED HERIN,

1948, 67 STAT 749 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILL. ULLY FALSE STATERENT OR 1
TOANY DEPARTIIENT OR AGENCY OF THE UNITED STATES AS TC ANY MATTER WITHIN TS JURISDICTION ’ " SR APaeTATION

}
SIONATURE -CERTIF

Ivvno/mmno NAME

Carl E. Wood, Jr.

TITLE

Director, Radiopharmacy

DaATE

5-19-88

NTARY

S N 1 CONOMIC DATA \ L vGﬁi
A ANN AL RECLPTL + ® FROF EMPLOTEES /70l for ¢ WOULD YOU BE WILLING TO FURNISH COST INFORMATION /ovier swdior 187 hora 1

< $250% 1M1 8M fy @2¢hding ou tride contractor) ON THE ECONOMIC IMPACT OF CURRENT NAC REGULATIONS OR ANY FUTURE
- - PROPOSED NAC REGULATIONS THAT MAY AFFECY YOU? INAC rePela®On, pom -t

$2950K - 800K $ 8N 10 protec conlidentiel commercis or henncial ~propratacy ~information wmshed ro

S the ipency in contidence)
$800% - 750 $70e-10M
$750K ~ 16 >si0m l YES I l NO
FOR NRC USE ONLY
TYPE OF 5E¢ FEE OV FEECATEGOR Y COMMENTS RS APPROVED DY
/ e S . b
AMOUNT RECEIVED CHECK NUMBER OaTE
‘J p—
.

PRIVACY ACT STATEMENT ON THE REVERSE
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Mallinckrodt, Inc. ¢ sb,;"

676 McQONNELL BLVD . PO BOXS5840 & ST LOUIS. MO 631 . (3 42000
M v
May 19, 1988 ’}n W’ﬁq Q@t’;l / QDDU
U.S. Nuclear Regulatory Commiesion 4 \O

475 Allendale Road
King of Prussia, PA. 19406

Region 1 ggql

Re: NRC Lic. # 37-21345-91MD

Sirs:

The purpose of this requert is to amend the NRC license of
Mallinckrodt, 1Inc.: 19 Independence Court, Folcroft, PA, 19072
(License # 37-21345-01MD) for the following:

1. To Delete Todd Schmidt from the list of authorized users.,

2. To change the listed name of Rebecca §. ubic to Rebecca

§. Brown. (Change in marital status of this user.)
3. To add the following individuzls as authorized users:

Larry Horvath (training and experience attached)
(attached item ¢ 1).

Lori Devos (presently named on Texas Rad. Mat. Lic. No.
L03008.) (attached item # 2).

Wayne Nye (presently named on Texas Rad. Mat. Lic. No.
L03008.) {attached item # 3).

David Lutes (presently named on Texas Rad. Mat. Lic No.
L02580.) (attached iterm # 4).

Lisa Lay (presentiy named on Georgia Rad. Mat. Lic. No.
877-1MD. ) (attached item ¢ 5).

Rajiv Rao (presently named on Maryland Ral. Mat. Lic. No
MD-33-088-01.) ‘attached item # 6).

Barry Brovn (presently named on California Rad. Mat,.
Lic. No. 3219-706.) (attached item ¢ 7).

Dzung Tonthat (presently named on California Rad. Mat,
Lic. No. 3219-70.) (attached item # 8).

Doug Petry (training and experience attached).(attached
item ¢ 9.)

DIAGNOSTIC PRODUCTS DIVISION



Rod Detrow (presently named on NRC License ¢ 34-16654~
N1-MD (and California Rad. Mat. Lic. No. 2657-90.)
(attached item ¢ 10)

Devid McCord (presently named on NRC license # 34-16405-
01‘"00 )

“. To request authorization for the following materials:

Element Chemical /Physical Form Activity Use
Uranium(depleted Metal enclosed in 200 Kg. Shielding for
in the isotope stainless steel Mo-99
0-235)

Any byproduct Prepacked in-vitro 20 mCi Dispensing and
material listed diagnostic kits or distributicn
in 31.11(a) of of prepackaged
10 CFR 31 in-vitro diag-

nostic test kits

5. To request authorization for this licensee to name
authorized users via internal committee. (see item #i1)



ITEM ¢ 11

AUTHORIZED USER, INTERNAL COMMITTEE NAMED

The purpose of this amendment reguest is to permit the
designation of authorized users to this NRC radiocactive
materials license via an internal committee. This procedure would
facilitate the addition of qualified users to the Mallinckrodt
radiopharmacy license, and would be in lieu of the present
procedure of gubmission of training and experience to the
Comnjssion for review and approval.

Presently ‘tiallinckrodt, Inc. maintains a "master-user® list
of authorized users on the Folcroft, PA NRC license # 37-21345-
01MD. Thies license is amended for each new hiree, requesting
the:r adaition to the list of authorized users.

A request is made to permit the naming of authorized users to
this license by an internal committee who will maintain
responsibility for review and approval of prospective user
training and experience. This review process will be carried out
by a committee made up of the following individuals:

* General Manager: Radiopharmaceutical Business Unit

* Director: DIS Rad.opharmacy Operationy
(presen'.ly named on NRC license # 37-21345-01MD)

* Regional Manager: DIS Radiopharmacy
(presently named on NRC license # 37-2'345-01MD)

The training and experience of each prospective user will be
submitted to this committee for review, utlizing forms gimilar to
that shown in Figures A-1 and A-2 of regulatory "Guide for
Preparation of Applications for Nuclear Pharmacy Licenses". Should
the prospective user have been named on a previous nuclear
pharmacy license issued by the NIC or an Agreement State, a copy
of the license that lists this use: will be submitted.

At least two members of this committee will review the submitted
mnaterials for compliance with training and experience
reccmmendations as outlined in Appendix A of the regulatory
"Guide for the Preparation of Applications for Nuclear Pharmacy
Licenses" (dated August , 1985)(attachment A).

Item ¢ 11
Page 1 of 2
Prepared 5/19/88




The committee will assure that the prospective users
possess training and experience that minimally neet the
recommendations as outlined in the above paragraphs. Should the
candidate's training and experience meet fully the criteria, or
the candidate has been named on a previous NRC or Agreement State
license, he/rhe will be added to the list of authorized users
that will be maintained on file. Copies of the submitted
training and experience forms will be maintained on file for
regulatory reference. In the case of a user that has been
previously named on an NRC or Agreement State radicactive
materials license, a copy of this license will be maintained on
file for regulatory refererce.

Item ¢ 11

Page 2 of 2
Prepared 5/17/88
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Kama: Larry Horvath

Date: April 26, 1988

Fleld of Training ~ Location & Date(s) of Type
Training: Purdue University _ ___ Training

’Pé anc Length of

School of Pharmacy Lecture/

- Laboratory
Courses

(Hours) _

A. Rad.ation Physics August 1981 through

& Instrumentation Mav 1987 105.

B. Radiation Protection

€. Mathematics Per-

taining to the use
& Measurement
of Radicactivity

5, Radiation Siology

E. Radlopbarma=-
.-+ ceutical Chemistry

50

Item #]
Page 1 of 2
Prepared: 5-19-88

TOTALS 260 nhrg,



: 009; 2. OOCUMENTING RADIOISOTOPE HANOLING EXPERIENCE

Namf Largx Horvath
EXPERIENCE WITH RADIOACTIVE MATERIAL. (Actua) Use of Radioisotopes

Under the Supervision of an Authorized User)

DURKTTON OF
MAXIMUM |- EXPERIENCE TYPES OF USE
AMOUNT (actua) clock 1,2, 3, 4,
USED AT | WHERE EXPERIENCE | hours) 5, 6 (see key
ISOTOPE | ONE TIME WAS GAINED 5 below)
Te-99m | 20CH Mallinckrodt, jgnc.
1-123 1C4 Diagnostic Imaging 600hours 1 through 6
Ga-67 1Ct Services I
T1-201 Ci Los Angeles, C
Xe-133 Ci 7/9/87 to 4/22/88
Se-75 250mCH
Co-57 10mC{
Cs-137 | 20mC{ :
Ba-133 . 277ulf "y
Co-60" | 1mCi
In-111  10aCi .
1-131 lact :
Cr-51 10\t
1-125 5 mCi
Fe-59 S mCi
P-32 35mCi
Tota) 600 hrs.
Key for “Type of Use"

The

number or numbers entered under “Type of Use® correspond to experience

fn the following activities:

‘.
2.
3.

4.
S,

Item #1
Page 2

Ordering, receiving, and unpacking radicsctive materials safely,
lncludln? performance of related radiation surveys.

Ca:ibrat on of dose calibrators, scintillation detectors, and survey
meters.

Calculation dispensing, and calibrat‘on of patient doses, including
proper use of radiation shields.

Appropriste internal control procedures to prevent mislabeling errors.
Emergency procedures to handle and contain spilled materials safely,
including related decontamination procedures, surveys, and wipe tests.
Elution of Technetium-95m generator systems, assay and testing of the
eluate for Molybdenum-99 contamination, and processing the eluate with
reagent kits to prepare Technetium-9%n labeled radiopharmaceuticals.

of 2

Prepared: 5-19-88
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TEXAS DEPARTMENT OF HEALTH

RADIOACTIVE MATERIAL LICENSE 0879 5

Supplementary Sheet

LICENSE NUMBER [AMENDMENT nuuui:j

03008 15

CONDITIONS CONTINUED:

12. A. Radioactive material shall be used by, or uhder the supervision
of, the following:

1. Lori DeVos, R.Ph. 5. Todd Schmidt, R. Ph.

2. Frank M. Gwynn, R.Ph. 6. Carl E. Wood, R.Ph.

3. Richard A. Nickel 7. alice T. Worthen, R.Ph.
4. Barbara D. Scavullo

Radiopharmaceuticals are to be dispensed only by a Texas licensed
pharmacist, ’

B. Radiocactive material for commercial and in-house leak test
analyses may be used by, or under the supervision of, the following:

Paul J. Early 7. Steven Spinosi

1.

2. William H. Miller 8. Raymond Kaczur

3. Frank Eloe 9. Samuel A. Pontillo
8. Charles Anthony Giomuso 10. Peggy Reilly

5. W, Christopher Wagner 11. Ronald J. Scala

6. David Close 12. Mark Beanblossom

C. Radioactive material for commercial and in-house radiation survey
instrument calibration may only he used by the individuals named
in 12.B above.

13. Sealed sources containing radioactive material shall not be opened.

14, A. Sealed sources of radiocactive material, Nickel 63 foil, and/or
plated alpha-emitting sources shall be tested for leakage and/or
contamination in accordance with the provisions of Texas Regulations
for Control of Radiation 1i.7.

B. The individuals listed in Condition 12.B atove are aut . d to
‘ perform leak test analyses in-house or as a commercic .- - ree
using the commercial leak test kit approved for this 1lic .

The licensee shall maintain, for inspection by the Agency, i-ecords
for verification of reported leak test results for three (3) years
from the date of testing.

— —

l

L ]

‘ZONDITIONS CONTINUED ON PAGE & .

Item #2 Prepared: 5-19-88




~PrCTORM 413 " ®
(1078) O Page __2___of 6 Pages

TEXAS DEPARTMENT OF HEALTH 04110
RADIOACTIVE MATERIAL LICENSE

Pursuant to the Teras Radistion Control Act and Texas Department of Health regulations on radiation, and in reliance on slalements and
representations heretofore made by the licensee, a license is herehy issued authorizing the licensee to receive, acquire, possess end transfer
radioactive material listed below, and to use such radicactive materis! for the purpose(s) and st the place(s) designates below . This license

s subject to all applicable rules, regulations and orders of the Texas Department of Health now or hereafter in effect and to any conditions

specified below
LICENSEE This license issued pursuant to end in accordance with
(JAPPLICATION B LETTER
' Neme  Mallinckrodt, Inme. Duted:  March 1, 1988
ATTN: Lloyd W. Nye, R.Ph. Signed By then
2 Address ' ; 3. E'ieem ﬁumgr Amendment Number
8078 El Rio

Houston, Texas 77054 %nmsm“ﬁsvmn

4. Expiration Date

RADIOACTIVE MATERIAL AUTHORIZED May 31, 1991
5. Radiosotope 6. Form of Material 7. Maximum Activity* |8 Authorized Use

A. Any radio- [A. Any radio- A. No single A. For receipt, Storage, and

active mate- pharmaceutical |radionuclide preparation in accordance

rial with approved by to exceed 700 with applicable USFD&A

Atomic the U.S. Food mCi except for approved protocols, and

Number less and Drug Te-99m which dispensing upon prescrip-

than 84 Administra- is not to tion to authorized
tion (USFDA) exceed 45 Ci recipients,

B. Mo-99 B. USFDA B. 45 ci B. Production of Te-99m,
approved Tc-99m Distribution of generators
generators or eluate to authorized

recipients,

& CONTINUED ON PAGE 2, IF CHECKED.
CONDITIONS

9. Unless otherwise specified, radiocactive material shall be used only

at:
Sub-site Number Location
000 Houston - 8078 El Rio

0. The licensee shall comply with the provisions of Parts 11, 12, 13, 21,
22, and 41 of the Texas Regulations for Control of Radiation (TRCR).

*CiCuries __mQ-Milicuries 4 CiMicrocuris __ CONDITIONS CONTINUED ON PAGE___ 2

RS :mr
. FOR THE TEXAS DEPARTMENT OF HEALTH
Item #3

March 21, 1988 . Page 1 of 6
Date ._Q&% . Prepared: 5-19-8°
Admi atrdt Ar TYnanetne Bud. .\




TEXAS DEPARTMENT OF HEALTH
RADIOACTIVE MATERIAL LICENSE

Supplementary Sheet 1 0 8 1 2
; LICENSE NUMBER |AMENDISKENT IWllj
J.03008 18
CONDITIONS CONTINUED:
5. Radio- 6. Form of 7. Maximum 8. Authorized Use
isotope Material Activity

C. Co=57 C. Sealed C. No single C. Reference sources for use,
Cs-137, reference source to receipt, storage and
Ba-133, sources exceed 10 mCi. distribution to authorized
[-129 Total: 15 mcCi. recipients,
D. Uranium D. Depleted D. 120 kilograms D. Auxiliary shielding for

metal

Technetium generators.

2. Xe-127/ E. Any radio- E. 5 C{ E. For receipt, storage, and
Xe-133 pharmaceutical preparation in accordance
with applicable USFDA
approved protocols, and
dispensing upon prescrip-
tion to authorized
recipients.
e C8-137 F. Sealed F. 165 mCi F. For use in 2 Tech/Ops 773
source (Tech/ instrument calibrator for
Ops 77302) calibration of radiation

i« Any radio- G. Any solid

ictive
aterial

G. No single
nuclide to
exceed 6 mCi

survey meters,

G. As authorized by TRCR
41.26(b)(4), for transport
to authorized licensees for
calibration of instruments
under the client's license
authorization, and as leak
test samples, to be returnec
for evaluation to the licen-
see's facility.

ONDITIONS CONTINUED:

1. The individual designated to perform the functions of Radiation Safety
Officer for activities covered by this license is Lloyd W. Mye, R.Ph.
Designated as Alternate Radiation Safety Officer is Alice P. Worthen, R.Ph.

‘ONDITIONS CONTINUED ON PAGE 3

JRS :mr
FOR THE TEXAS DEPARTMENT OF HEALTH

1988 .

Item #3

March 21, Page 2 of 6

Date

Prepared: 5-19-¢

LI S |



s . ®

TEXAS DEPARTMENT OF HEALTH
RADIOACTIVE MATERIAL LICENSE

Supplementary Sheet l 0 8 l 3

[Ticewet wosan AMENDMENT NUM
03 16
CONDITIONS CONTINUED:

12. A, Radiocactive material shall be used by, or under the supervision
of, the following:

Page. 3 ot 6 Pege

Lori DeVos, R.Ph. Barbara D. Scavullo
Frank M, Gwynn, R.Ph, Carl E. Wood, R.Ph.
Lloyd W. Nye, R.Ph. Alice T. Worthen, R.Ph.

Richard A. Nickel

Radiopharmaceuticals a@re to be dispensed only by a Texas licensed
pharmacist,

B. Radiocactive material for commercial and in-house leak test
analyses may be used by, or under the Supervision of, the following:

Mark Beanbiossom William H. Miller
Frank Bloe Samuel A. Pontille
David Close Peggy Reilly

Paul J, Early Steven Spinosi
Charles Anthony Giomuso Ronald J. Scala
Raymond Kaczur W. Christopher Wagner

C. Radioactive material for commercial and in-house radiation survey
instrument calibration may only be used by the individuals named
in 12.B above, -

3. Sealed sources containing radiocactive material shall not be opened,

4. A. Sealed sources of radicactive material, Nickel 63 foil, and/or
plated alpha-enitting Sources shall be tested for leakege and/or

contamination in accordance with the provisions of Texas Regulations
for Control of Radiation 1.7,

B. The individuals listed in Condition 12.B above are authorized to
perform leuk test @nalyses in-house or @8 a commercial service
using the commercial leak test kit approved for this license.

The licensee shall maintain, for inspection by the Agency, records
for verification of reported leak test results for three (3) years
from the date of testing.

INDITIONS CONTINUED ON PAGE 4

RS:mr
¢ . FOR THE TEXAS DEPARTMENT OF HEALTH Item #3

. Page 3 of 6
it 1 Prepared: 5-19-8
i Admi strdtnar 1irernetns Dud. v
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TEXAS DEPARTMENT OF HEALTH
RADIOACTIVE MATERIAL LICENSE

MJ__o’—LPq-

Supplementary Sheet l 0 8 1 4
LICENSE NUMBER [AMENDMENT nwnﬁ
103008 16

CONDITIONS CONTINUED:

15. Radiation survey instruments used in the licensee's own radiation
safety program shall be calibrated st intervals not to exceed twelve
{(12) months. Instruments routinely transported shall be so calibrated
at intervals not to exceed six (6) months,

16. Radiopharmaceuticals that are procured shall be from another licensed
nuclear pbarmacy or from @ supplier who distributes the radiopharmaceu-
ticals under the New Drug Applications (NDA's) or Investigative New Drug
Application (IND's) approved by the U.S. Food and Drug Administration.

17. The licensee shall report any irregularities to the Agency associated
with 1dent1fication, labeling, quality or assay of any radiopharmaceuy-
tical received or dispensed under the authority of this license.

18. A, Technetium 99m Pertechnetate may be eluted and prepared from a
Mol ybdenunm 99/Technetium 99m generator provided the generator has
been approved by the U.S. Food and Drug Administration for routine
usage under an approved New Drug Application (NDA). Such elutions
of the generator must be made in strict accordance with the manu-
facturer's instructions.

B. The licensee shall test each elution of Molybdenum 99/Technetium
99® generators to determine the concentration of Mo-99 activity
in the Tc-99m Preparation. Records of these tests shall be kept
for inspection by the Agency and shall indicate the date,
generator serial number, Mo-99 concentration in microcuries per
millicurie of Te-99m, and name of person performing the tesu,

C. The licensee shall not distribute any preparation which will
contain more than 0. 15 microcurie of mol ybdenum-99 per millicurie
of technetium-99m at the expiration time specified on the
package label,

19. Radiopharmaceutical

s
99m may be prepared from kits, provided the kits used have been approved
by the U.S. Food and Drug Administration (USFDA),

‘ONDITIONS CONTINUED ON PAGE 5

J!S:ur

FOR THE TEXAS DEPARTMENT OF HEALTH Item #3
Page 4 of 6

March 21, 1988 Prepared:5-19-8¢

Date
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TEXAS DEPARTMENT OF HEALTH
RADIOACTIVE MATERIAL LICENSE

'.”5 ol 6 'w

Supplementary Sheet 1 0 8 l 5

LICENSE NUMBER |AMENDMENT NUMBER

L03008 16

CONDITIONS CONTINUED:

20. Radiopharmaceuticals are to be dispensed only upon the prescription of
8 specificelly licensed physician who is authorized to possess and use
such radiopharmaceuticals. Similarly, other radiocactive materials are
to be distributed only to licensees authorized to possess and use
them. The licensee shall maintain a copy of the radioactive material
license of each customer and shall verify that the customer is
authorized to receive the radicactive material prior to dispensing or
distributing them,

21. Radicactive material may be transferred to an unlicensed individual, for
transport only, provided that written verification is first obtained to
indicate that the individual is a designated transport agent of the
licensee receiving the radicactive material.

22. Radioactive material which is transported by the licensee or delivered to
@ carrier or transpor.i agent for transport shall be packaged, labeled and
transported in accordance with U.S. Department of Transportation (DOT)
Regulations.

23. The licensee shall use a calibrated dose calibrator to assay all
single and multiple dose radiopharmaceuticals which are dispensed and
shall provide appropriate assay data with each decse dispensed.

24, The licensee shall conduct a physical inventory every six (6) months
to account for all sealed sources received and possessed under the
license. The records of the inventories shall be maintained for
inspection by the Agency for two (2) years from the date of the
inventory and snall include the Quantities and the kinds of radio-
active material, location of sealed sources, and the date of the
inventory.

5. The licensce shall maintain a record for inspection by the Agency of
all radiopharmaceuticals dispensed. The record shall include the
radiopharmaceutical, dosage, proccedure, physician's name, patient's
name, physician's radicactive material license number, the date and
time the radiopharmaceutical is dispensed and the delivery method.
Records of distribution of other radicactive material shall also be
kept which include the type, quantities, form, customer name, license
number, date and delivery method.

CONDITIONS CONTINUED ON PAGE 6

/RS :mr
F_R THE TEXAS DEPARTMENT OF HEALTH

March 21, 1988 § ;;;2‘ z3of ;
o : repared: 5-19-8¢
Admiuistrdtor. Licenttine Bndemv
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Supplementary Sheet

LICENSE NUMBER |AMENDMENT NUMBER
L03008 16

CONDITIONS CCNTINUED:

26, Except as specifically provided otherwise by this license, the
licensee shall possess and use the radicactive material authorized by
license in accordance with statements, representations, and procedures
contained in the followiig:

application dated April 28, 1986
letters dated August 8, 1986
September 24, 1986
letter received October 27, 1986
application dated November 14, 1986
application and procedures received April 3, 1987
letters dated June 2, 1987
June 22, 1987
June 29, 1987
application dated October 14, 1987

The Texas Regulations for Control of Radiation shall prevail over
statements contained in the above documents unless such statements are

more restrictive than the regulations.

JRS :mr
: FOR THE TEXAS DEPARTMENT OF HEALTH

item #3
March 21, 1988 - Page 6 of 6
R ; ’ pared: 5-19-88
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Supplementary Sheet

ONDITIONS CONTINUED:

1.

14,

15.

16.

Radioactive material shall be used by, or under the supervision of
the following:

1. Todd Schmidt, R.Ph. 5. Randal Watt , R,.Ph,
2. J. P, Minella, R.Ph. 6. Alice Worthen, R,Ph,
2. Denise L. Horner, R.Ph, 7. David R. Lutes, R.Ph.
&, Carl E. Wood

Individuals similarly listed on any of the licensee's other Texas
licenses are also authorized to use radiocactive material on a
temporary basis provided they remain on site no longer than ninety

(90) days per year, a copy of a Texas radioactivee material license
which authorizes their use is maintained a2t the licensed address, and
records are kept of their dates of arrival and departure. Radiopharma-
ceuticals are to be dispensed only by a Texas pharmacist.

Sealed sources contaiming radioactive material shall not be opened.

Radiation survey instruments used in the licensee's own radiation
safety program shall be calibrated at intervals not to exceed twelve
(12) months. Instruments routinely transported shall be so calibrated
at intervals not to exceed six (6) months.

Radiopharmaceuticals that are procured shall be from another licensed
nuclear pharmacy or from a supplier who distributes the radiopharmaceu-
ticals under the New Drug Applications (NDA's) or Investigative New Drug
Application (IND's) approved by the U.S. Food zad Drug Administration.

The licensee shall report any irregularities to the Agency associated
with identification, labeling, qQuality or assay of any radiopharmazeu-
tical received or dispensed under the authority of this license.

A. Technetium 99m Pertechnetate may be eluted and prepared from a
Molybdenum 99/Technetium 99m generator provided the generator has
been approved by the U.S. Food and Drug Administration for routine
usage under an approved New Drug Application (NDA), Such elutions
of the generator must be made in strict accordance with the manu-
facturer's instructions.

CONDITIONS CONTINUED ON PAGE 4 .

Item #4
Prepared: 5-19-88
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: Georgia Department of Human Resources PacE L oF L. PACES
RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE NUMBER GA_R27+1¥

mﬂ‘”nt‘ No. .06

hlitnckrodt. Incorporated
Diagnostic Imaging Services
675 McConnell Boulevard

St.! Louis, Missouri 63134

!
!

In 'accordance with letter dated October 26, 1987, signed by Carl E. Wood,
Jr.! Director, Diasgnostic Imaging Services, and letter received January 29,
1988, signed by Wayne L. Toal Facility Manager, Ceorgia Radioactive Material
License No. GA., 877-1MD {s amended &8 follows:

Conzlition 12. {s amended to read:

Radioactive material shall be used by or under the supervision of Stuart
B, Herrick, R.Ph., Carl E. Wood, R.Ph., Wayne Toal, R.Ph., Michael P.
Ke¢vula, R.Ph., aund Lisa Lay, R.Ph.

12.

@ s ann

.

i
$ FOR THE GEQRGIA DEPARTMENT OF HUMAN RESOURCES
DA‘I’I.__LIMAJZM___ ny A’//"/di)’fﬂw

Form 3006 Item #5 Prepared:. 5-19-88




DIVISION OF RADIATION CONTROL
RADIOACTIVE MATERIAL LICENSE

Page_4_of__7 pages
Supplementary Sheel
License No. Amendment No.
MD-33-088-01 NEW
CONT'D
6. Radiocactive material 7. Chemical and/or 8. Maximum amount of
(element and mass physical orm radioactivity which
nusber) licersee may possess at
any one time
I. Any radicactive material 1. Prepackaged in vitro I. 20 millicuries
listed in Sec. C.28(n) diagnostic kits
of Part C, COMAR
10.14,02,01
J. Cobalt-57 J. Sealed source (NEN J. 15 millicuries
Model NES-206
K. Cesium-137 K. Sealed source (NEN K. 5 millicuries
Model 356 Type E vial)
L. Rarium-133 L. Sealed source (NEN L. 5 millicuries
Model 358)
9. Authorized use

I. Distribution of unopened prepackaged in vitro kits,

J.-L. Distribution to authorized recipients and in-house use as calibration standards.

10. The authorized place of use is the licensee's address flt.'.t,ed in Item 2.
’ \

11. A. The radiation protection program shall be under the su

R.Ph.

B. Radioactive material

CONDITIONS

o
L "”" ‘

shall be used by, or under the supervision of Gregory Brooks,
R.Ph.; Radwan C. Jaber, R.Ph.; and/or Rajiv Rao, R.Ph.

‘ )
pervision of Greg’ory Brooks, '

Date

OWIHM X004 Sucp | (10/85)

Item #6

Prepared: 5-19-88
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" Stste of Cotitornia—~Heaith 10 Weilare Agency Depariment of Heslth Barvices

. Pape ]l et 1 __ suges
: RADIOACTIVE MATERIAL LICENSE Uconse Number. 1219220
NPP.OMMMY Sheet mnolmoal Number 12 2 4

RadPharm/S . e

637 South Lucas, Room 550
Los Angeles, CA 90017

Attention: Craig Minami, R.Ph,
Radiation Safety Officer

In response to the letter with attachments dated November 20, 1987,
signed by Craig Minami, R.Ph., License Number 3219-70 is hereby
amended in part as follows:

To add:
12, (g) Barry M. Brown, R.Ph.

Item #7 Prepared: 5-19-88

Date__ December 10, 1987
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ﬁu*twn Alecrteaith ane muo-‘ . Depaiiment of 1watin Services

Page W L — T T 11

p RADIOACTIVE MATERIAL LICENSE Ceonss Numper3219-70

Supplementory Sheet

RJ-"?'l‘m
637 South Lucas, Room 550
Los Anjeles, CA 90017

Attention: Craig Minami, R.Ph,
Radiation Safety Officer

Amandment Numper

18

To response to the letter with attachments dated July 28, 1987, signed by Craig Minami,

Mo Trcense Nuabor 3219-70 (s hereby amendsl Lo part as Fol lows:
To «dd:

i2, (v Dzuag Tonthat, R.Ph.

Item #8 Prepared: 5-19-88

For the Stgie Department of Health Services

Dote__August 18, 1987 _ by

Radiologic Health B
714 P Street,; Sacramento, CA 95814

@ 2551 (2/82)
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Page 1.

TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES®

°

- *

Name: _Doug Petry
. re own O se Lontent in Cloc urs
Location Date(s) Total Radiation | Radiatfon | Math Radiation | Radiopharma-
of of Course Clock Physics & | Protection | Pertaining 8iology ceutical
Training Attendance Title Hours Instrumen- to Radio- Chemistry
of tation activity
Course¢ (need total| (need totaw (need total| (need totall (need total
of 85) of 45) Of 20) of 20) ° !eof 30)
Purdue Univ]. Nuclear
' Pharmacy ” 25 B 7 4
' Nuclear
Pharmacy 45 25 6 6 3 5
Lab.
Practicun
in Nucledr 45 15 22 8
Pharmacy
Special
Problem
in Nucledr 45 -
Pharmacy
Total: | - 182 65 34 14 10 14

— * Hote:

a breakdown of hours by iastitu-

" tlons, dates, and subjects. List each TOTAL

hour only once (1.e., under the most

applicable subject category).

Item #9
Page 1 of 4

Prepared: 5-19-88

HOURS
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MERC‘ER

Southerh School of Pharmacy
Department of Pharmacy Practice

Name: - oerRy Date: pebruary 5, 1988
Fleld of Training 'Zoc:tion & Date(s) of Type and Length of
Training: .
Mercer Univ. Southern Lecture/ BSu ised
School of Pharmacy Laboratory +Exper-
Courses ience

: {Hours) (Hours)
A. Radiation Physics January 4, 1988 thru' \

i o ; B8
& Instrumentation Pebruary 5, 1988 3 17
B. Radiatlon Protection :
v " n 21 14

C. Mathematics Per-
taining to the use
& Measurement LR 16 4
of Radicactivity

D. Radlatlion Blology

L] n 2 o -
E. Radiopharma- '
Ceutical Chemistry " on 30 o

TOTALS ; 125 rrs. 35 hrs,

Laps, —

MIchael P. Kavula, Jr., Pharm.D.
Asscciate Professor of Pharmacy
Practice

o~

¢

MERCER UNIVERSITY ATLANTA

345 Boulevard, NE

Allanta, Georgia 30312

(404) 653-8829 Item #9

Page 2 of 1
Prepared: 5-19-88
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Mercer niversity

School of Pharmacy

Hereby certifies that

DOUG PETRY. R.ph.

has successfully completed a five week
Training Program in Nuclear Pharmacy.
In witness thereof, we hereunto subscribe our
names this sts day of rebruary 19ss.

Michae! P. Kavula, Jr. Pharm.D., BONP
Deun, School of Pharmecy Cowrse Director

item #9



Page 2. DOCUMENTING RADIOISOTOPE HANDLING EXPERIENCE

Neme:’ Doug Petry
EXPERTENCE WITH RADIOACTIVE MATERIAL. (Actua) Use of Radfoisotopes

Under the Supervision of an Authorized User)

~DURATION OF
MAXIMUM |- EXPERIENCE YYPES OF USE
AMOUNT (actual clock 1, 2, 3, 4,
USED AT | WHERE EXPERIENCE | hours) $, 6 (see key
ISOTOPE | ONE TIME WAS GAINED 2 below)
Tc-9% 20C 1 Syncor, Inc..
15133 1CH{ Detroit, MI 600 hours 1 through 6
Ga-67 iCt Chicago, IL
T1.201 1C4{ May 1983 to
Xe-133 2CH . Aug..1983
Se-75 1250 mC{ May 1984 to
Co-57 10 mC{ Aug. 1984
Cs-137 | 20mCH ]
Ba-133  277'uli Mallinckrods, 4nc.
Co-60' | 1mCH Cleveland, Ohib
{nig{l I ig?c‘ Dec. .1987 to
Cre§1 10 wCl i, i
1-125 smC{
Fe-59 5mCi
P-32 . 35mCi
Total 600hrs.
Key for "Type of Use"

The

number or numbers entered under "Type of Use® correspond to experience

in the following activities:

1.
2.
3.

4.
S.

Ordering, receiving, and unpacking radicactive materials safely,
includln? performance of related radiation surveys.

Calibration of dose calfbrators, scintillation detectors, and survey
meters,

Calculation dispensing, and calibration of patient doses, including
proper use of radfation shields.

Appropriate internal control procedures to prevent mislabeling errors.
Emergency procedures to handle and contain spilled materials safely,
including related decontamination procedures, surveys, and wipe tests.
Elution of Technetium-95m generator systems, assay and testing of the
eluate for Molybdenum-99 contamination, and processing the eluate with
reagent kits to prepare Technetium-9%m labeled radfopharmaceuticals.

Item #9

Page 4 of 4
Prepared: 5-19-88
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( . RADIOACTIVE MATERIAL LICENSE

Pursuant 10 the Californls Administrative Code, Title 12, Chapter §, Subchapter 4, Group 2, Liconsing of Radioactive Materlal, and in relisnce
on szstements and representetions heretofore made by the lizensee, a license Is haredy lisved suthorizing the licensee to recelve, use, possey,
transter, or disposs of radicactive materie! listed below: and 1o use such radivective material for the purposels) end at the placels) desipnated
below, This license Is subjoct to sl appliceble rules, regulations, and ordens of the Depariment of Heslth Services now or herealter in effect and

to amy cond.ions specified in thhs license.

" S RadPharm, Inec. & Lhono a, .. L nded {
1 v,
2 Adiem 2330 Clay Street - Rm., 310 4. Expiration date
San Francisco, CA Janvary 29, 1989
5. Inspection agency
Attentioa: Clyde Cole, Director of Radiologic Health Branch - N
Requlato
6. Nuclide 7, Form 8. Possession limit
A. Mmolybdenum 99 A. Sterile generator(s) A. 30 Curies
= Technetium 99m
B. Any radionuclides with B, Sealed source(s) B. 15 Millicuries

atomic numbers 3-83
inclusive except:

(1) Strontium 90, and

(2) Lead 210
(: " €. Technetium-99m C. Sodium pertechnetate,  C. Included with A
and products labeled N
in accordance with manu=-
facturers instructions.
D. Xenon-133 D. Gas and/or saline, D. 3 Curies
pharmaceutical
E. Todine-123, 125 E. Sodium Iodide and E. 800 millicuries
and 1N labeled compounds
F. Any radionuclide with F. Pharmaceutical + F. 700 Millicuries
atomic numbers 3-83 :
inclusive except:
(1) Strontium 90,
(2) Lead 210 and
(3) Nuclides itemized
above
(cont'd)
— T S S —— » -~ -
L)
l.&'
Item #10
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RADIOACTIVE MATERIAL LICENSE sonss Nombot e
N SUPP'.M"“O'Y Sheet ‘Amendment Number

9. Authorized use

A. Source of Technetium-99m
B. Calibration of instruments.

C. - F. Processing, mixing or compounding of radiopharmaceuticals, and .dispensing
of prepared radiopharmaceuticals to authorized recipients pursuant to a
prescription from a phyrician named in a Nuclear Medicine license. %Phe
name of each patient along with prescribed doses shall be a part of the
labeling for each container. No more than § doses shall be dispensed

‘in any one container.

10. Radiocactive material may be used only at the following locations:
(a) 2330 Clay Street, Rooms 308, 309 and 310.

11. This license is subject to an annual fee of one thousand two hundred sixty {1260)
dollars due and payable on the anniversary of the date_of issve of this license,
January 29, 1875, .

12. Radioactive materiai may be used by, or under the supervision and in the physical
Presence of the following individuals:

(a) Rodney L. Detrow

(b) Clyde N. Cole

(¢) Anne Irwin

(d) Vincent Sharkey, Jr.
(e) Lewis Lefkowitz

13. Except as specifically provided otherwise by this license, the licensee shall
possess and use radioactive material described in Items 6, 7 and 8 of this license
in accordance with Statements, representations and pProcedures contained in the
documents:

v_(a) _the applicati lication dated December 30, 1981, with attachments,
signed by Clyde N. Cole. :

1’19) the letter dated March 26, 1982, signed by Rodney L. Detrow, with
attachments.

v/1§) the two letters dated April 7, 1982 signed by Rondey L. Detrow,
with attachments,

(@) letter dated December 7’3;982 signed by Clyde N. Cole with attachments.
(e) letter dated January 20, 1983, signed by Clyde N. Cole with attachments.

— o

sl (cont'd) e

\jw'l- S

Item #10 _
Pag_eZon S ; '
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" \ ATTACHMENT A ‘

APPENDIX A

' TRAINING AND EXPERIENCE
FOR AUTHORIZED USERS AND DAY-TO-DAY RADIATION SAFETY OFFICER

Paragraph 30.33(a)(3) of 10 CFR Part 30 requires that applicants be
qualified by training end experience to use licensed material for the purpose
requested in the application. 1In the case of a nuclear pharmacy operation, the
NRC reviews the training and experience of the individuals who are to be listed
as authorized users to determine whether they meet this requirement. Any
individual who nas sufficient training and experience to be named as an
authorized user is also considered qualified to serve as the day-to-day radiation
safety officer (RSO).

NOTE: An individual specifically listed as an authorized user on 2 previous
nuclear pharmacy )icense fssued by NRC or an Agreement State {s considered to
have adequate training and experience. In these cases, instead of documenting
the individual's training and experience, simply specify the number of the NRC
nuclear pharracy license or submit a copy of the Agreement State license on
which the proposed user was specifically listed as an authorized user.

This appendix 1ists the training and experience that the NRC finds
acceptable for individuals who are to be nawe as authorized users or as RSO on
licenses that involve the preparation and distribution of radiopharmaceuticals.
These criteria evolved from NRC's guidelines for physicians in hospital nuclear
medicine programs because the type of use and the degree of radiation hazard
are quite similar. (See Regulatory Guide 10.8, "Guide for the Preparation of
Applications for Medica) Programs. ")

1. Training in basic radioisotope handling techniques specifically
applicable to the use of unsealed sources (200 hours). This training
should consist of lectures and laboratory sessions in the following

areas:
a.  Radiation physics and instrumentation (85 hours)
Radiation protection (45 hours)
€. Mathematics pertaining to the use and
measurement of radicactivity (20 hours)
Radiation biology (20 hours)
€.  Radiopharmaceutical chemistry (30 hours)

A-1
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The hours 1isted above are suggested values; however, the training

should emphasize radiation physics, instrumentation, and radiation protec-
tion, with no less than 130 hours total devoted to these subject areas.

On-the-job training may not count toward the hours listed above unless

it was obtained as part of a forma)l training course. A “formal" training
course is one that incorporates the following elements:

&

ﬁ—gsigjled description of the content of the course s maintained on
file at the sponsoring institution and can be made available to the
NRC upon reguest

Evidence that the sponsoring institution has examined the student's
knowledge of the course content is maintained on file at the insti-
tution and car be made available to NRC upon request. This evidence
of the student's overall competency in the course material should
inciude a final grade or percentile.

A permanent record that the student successfully compieted the course
is kept 24 the institution.

Experience in handling unsealed radiosctive material under the supervision
of an authorized user (500 hours). This experience shouid cover the

types and quantities of byproduct material requested in the application
and should include:

Ordering, receiving, and unpackaging radioactive materials safely,
inciuding performing related radiation surveys,

Calibrating dose calibrators, scintillation detectors, and survey
meters,

Calculating, preparing, and calibrating patient doses, including
properly using radiation shields,

Following appropriate internal control procedures to prevent mislabeling
errors,

Learning emergency procedures to handle and contain spilled materials
safely, including related decontamination procedures, surveys, and
wipe tests,

Eluting technetium-99m from generator systems, assaying the eluate

for technetium-99m and for molybdenum-99 contamination, and processing

A-2
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th; eluate with reagent kits to prepare technetium-99m-)abeled radio-
+ pharmaceuticals.

You may use a format similar to that shown in Figures A-1 and A-2 for
documenting hours of training in basic radioisotope handiing techniques and
hours of experience using radioisotopes.

A-3
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WAC PORM 319 . ' U NUCLUAR REGULATORY COMMISSION
8

N ) 3 3. 34 ':: V.DIV“
Bagl ’ APPLICATION FOR MATERIAL LICENSE ey - SN

: O20— 20537

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION. SEND TWO COPIES
OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW

FEOERAL AGENCIES FILE APPLICATIONS WiTH 1F YOU ARE LOCATED IN
US NUCLEAR REGULATORY COMMISSION ILLINDIS INDIANA 1OWA MICHIGAN MINNESOTA MISSOUR! DHIO, OR
DIVISION OF FUBL CYCLE AND MATERIAL SAFETY, NMSS WISCONSIN, SEND APPLICATIONS TO
WASHINGTON, DC 20888
US NUCLEAR REGULATORY COMMISSION, REGION I
ALLOTHER PERSONS FILE APPLICATIONS AS FOLLOWS, If YOU ARE MATERIALS LICENSING SECTION
LOCATED 'N 799 ROOSEVELT ROAD
GLEN ELLYN, IL 60137
CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, MAINE, MARYLAND,
MASSACHUSETTS NEW JERSEY, NEW YORK, PENNSYLVANIA, RHODE ISLAND, ARKANSAS COLORAND, IDAMO, KANSAS, LOUISIANA MONTANA NEBRASKA,
OR VERMONT, SEND APPLICATIONS TO NEW MEXICO, NORTH DAKOTA, OK LAMOMA, SOUTH DAKOTA, TEXAS, UTAN,
OR WYOMING, SEND APPLICATIONS TO.
US NUCLEAR REGULATORY COMMISSION, REGION |
NUCLEAR MATEAIAL SECTIONB US NUCLEAR REGULATORY COMMISSION, REGION IV
63! PARK AVENUE MATERIAL RADIATION PROTECTION SECTION
KING OF PRUSSIA, PA 19408 611 AYANPLAZA DRIVE SUITE 1000
ARLINGTON, TX 76011
ALABAMA FLORIDA, GEORGIA, KENTUCKY, MISSISSIPPI NORTM CAROLINA,
PURRTO RICO, SOUTH CAROLINA, TENNESSEE, VIRGINIA, VIRGIN ISLANDS, OR ALASKA, ARIZ CALIFORNIA HAWALI NEVADA OREGON, WASMINGTON,
WEST VIRGINIA, SEND APPLICATIONS TO! :olo US TERRITORIES AND POSSESBIONS IN THE PACIFIC, SEND APPLICATIONS
US NUCLEAR REGULATORY COMMISSION RECION I}
MATERIAL RADIATION PROTECTION SECTION US NUCLEAR REGILATORY COMMISSION, HEGION V
101 MARIETTA STREET, SUITE 2900 MATERIAL RADIATION PROTECTION SECTION
ATLANTA, GA 20123 1450 MARIA LANE, SUITE 210
WALNUT CREEK, 94596

PEASONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE US NUCLEAR REGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED MATERIAL
N STATES SURJECT TO US NUCLEAR REGULATORY COMMISSION JURISDICTION.

T THIS 1S AN APPLICATION FOR (Cheek saprapriet /rem) 2 NAME AND MAILING ADORESS OF APPLICANT (/nciusis 2§ Cosel
A NEW LICENSE Mallinckrodt, Inc.
8. AmenomenT 1O License numeen 3/ -2 1345-01 MD Diagnostic Imaging Services
€ RENEWAL OF LICENSE NUMBER #19. Independence Court

Folcroft, PA. 19032

3 ADDRESS(ES) WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

SAME AS #2
4 NAME OF PERSON TO BE CONTACTED ABOUT THIS APPLICATION TELEPHONE NUMBER
Steven A. Spinosi (314) 895-2061

SUBMIT ITE*AS 8 THROUGH 1) ON 8% x 117 PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED 1S DESCRIBED IN THE LICENSE APPLICATION GUIDE,

5 AADIDACTIVE MATERIAL

o Element 9nd 1es number, b chemical and/or physical form, and ¢ maximum smount 6. Ll ) FOR .
g 11 T e PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED.

7 INDIVIOUALIS) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR

TRAINING AND EXPERIENCE 8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS.
9§ FACILITIES AND EQUIPMENT 10. RADIATION SAFETY PROGRAM.
Pl 12 LICENSEE FEES [See 10 CFR 170 and Section 170 1)
1. ANA AMOUNT
FEE CATEGORY 3C encioseo 8 230.00

13, CEATIFICATION. (Must be compiemed by sppiicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MA T
BINDING UGN THE APOLICANT ONS DE IN THIS APPLICATION ARE

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERYIFICATION ON BEMALF OF THE APPEICANT, NAMED IN ITEM 3 LERTIEY THAT THIS APPLICATION IS
PREPARED IN CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS PART : X
1§ TRUE AND CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEF ANTES. 0. 00, B0, 0. AR RN YA .LL SHORTATIN SonTRINS Nane A,

WARNING 18 USC SECTION 1001 ACY OF JUNE 25, 1948, 62 STAT 749 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLF ; YF
YO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION g e U}L A AT ORPISEATION

'"'!ownmno NAME TITLE y DATE
Carl E. Wood, Jr. Director, Radiopharmacy 5-19-88
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PRIVACY ACT STATEMENT

Pursuant to § U.S.C. 552a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 83-578), the follow-
ing statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NRC Form
313. This information is maintained in a system of records designated as NRC-3 and described at 40 Federal Register 45334
{Cctober 1, 1875).

1. AUTHORITY: Sections B1 and 181(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S): The information is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30, 32, 33, 34, 35 and 40 to determine whether the application meets the requirements of the Atomic Energy Act of
1954, as amended, and the Commission's regulations, for the issuance of a radioactive material license .r amendment
thereof,

3. ROUTINE USES: The information may be (a) provided to State health departments for their information and use;
and (b) provided to Federal, State and local health officials and other persons in the event of incident or exposure,
for their information, investigation, and protection of the public health and safety. The information may also be dis-
closed to appropriate Federal, State, and local agencies in the event that the information indicates a violation or potential
violation of law and in the course of an administrative or judicial proceeding. In addition, this information may be trans-

" ferred to an appropriate Federal, State, or local agency to the extent relevant and necessary for an NRC decision or to
an ap.ropriate Federal agency to the extent relevant and necessary for that agency's decision about you,

4. WHETHER DISCLOSURE IS 'MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVID-
ING INFORMATION: Disclosure of the requested information is voluntary. If the requested information is not furn.
ished, however, the application for radioactive material license, or amendment thereof, will not be processed. A request
that information be held from public inspection must be in accordance with the provisions of 10 CFR 2.780. Withhold-
ing from public inspection shall not affect the right, if any, of persons properly and directly concerned need to inspect
the document,

6. SYSTEM MANAGER(S) AND ADDRESS: U.S. Nuclear Regulatory Commission
Director, Division of Fuel Cycle and Material Safety
Otfice of Nuclear Material Safety and Safeguards
Washington, D.C, 20558

NAC FORM 313 R
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Mallinckrodt, Inc.

675 McDONNELE BLVD - P.O BOX 5840 . SY LOUIS, MO. 63134 . (314) 695-2000

May 19, 1988

U.8. Nuclear Regulatory Commission
Region I
475 Allendale Road
King of Prussia, PA. 19406
Re: NRC Lic. # 37-21345-01MD

Sirs:

The purpose of this request is to amend the NRC license of
Mallinckrodt, 1Inc.: 19 Independence Court, Folcroft, PA, 19032
(License # 37-21345-01MD) for the following:

1. To Delete Todd Schmidt from the list of authorized users.

2. To change the listed name of Rebecca S$. Kubic to Rebecca
8. Brown. (Change in marital status of this user.)

3. To add the following individuals as authorized users:

Larry Horvath (training and experience attached)
(attached i1tem # 1).

Lori Devos (presently named on Texas Rad. Mat. Lic. No.
L03008.) (attached item # 2).

Wayne Nye (presently named on Texas Rad. Mat. Lic. No.
L03008.) (attached item # 3).

David Lutes (presently named on Texas Rad. Mat. Lic No.
L03580.) (attached item % 4).

Lisa Lay (presently named on Georgia Rad. Mat. Lic. No.
877~-1MD. ) (attached item # 5).

Rajiv Rao (presently named on Maryl!and Rad. Mat. Lic. No
MD-33-088~C1.) (attached item # 6).

Barry Brown (presently nared on California Rad. Mat.
Lic. No. 3219-70.) (attached item # 7).

Dzung Tonthat (presently named on California Rad. Mat.
Lic. No. 3219-70.) (attached item % 8).

Doug Petry (training and experience attached).(attached
item # 9.)

DIAGNOSTIC PRODUCTS DIVISION



Rod Detrow (presently named on NRC License # 34-16654-
01-MD (and California Rad. Mat, Lic. No. 2657-90.)
(attached item ¢ 10)

David McCord (presently named on NRC license # 34-16405-
01-MD.,)

4. To request authorization for the following materials:

Element Chemical /Physical Form Actavity Use
Uranium(depleted Metal enclosed in 200 Kg. Shielding for
in the isotor stainless steel Mo~99
U=23%)

Any byproduct Prepacked in-vitro 20 mCi Dispensing and
material listed diagnostic kits or distribution
in 31.%1(a) of

of prepackaged
in=vitro diag-
nostic test kits

10 CFR 31

5. To request authorization for this licensee to name
authorized users via internal committee. (see item #11)



ITEM % 11

AUTHORIZED USER, INTERNAL COMMITTEE NAMED

The purpose of this amendment reguest is to permit the
designation of authorized users to this NRC radiocactive
materials license via an internal committee. This procedure would
facilitate the addition of qualified users to the Mallinckrodt
radiopharmacy license, and would be in lieu of the present
procedure o} submission of training and experience to the
Commission for review and approval.

Presently Mallinckrodt, Inc. maintains a "master-user" list
of authorized users on the Folcroft, PA NRC license # 37-21345-
01MD, This license is amended for each new hiree, reguesting
their addition to the list of authorized users.

A request is made to permit the naming of authorized users to
this license by an internal committee who will maintain
responsibility for review and approval of prospective user
training and experience., This review process will be carried out
by a committee made up of the following individuals:

* General Manager: Radiopharmeceutical Business Unit

* Director: DIS Radiopharmacy Operations
(presently named on NRC license # 37-21345-01MD)

* Regional Manager: DIS Radiopharmacy
(presently named on NRC license # 37-21345-01MD)

The training and experience of each prospective user will
submitted to this committee for review, utlizing forms similar to
that shown in Figures A-1 and A-2 of regulatory "Guide for
Preparation of Applications for Nuclear Pharmacy Licenses". Should
the prospective user have been named on a previous nuclear
pharmacy license issued by the NRC or an Agreement State, a copy
of the license that lists this user will be submitted.

At least two members of this committee will review the submitted

materials for compliance with training and experience
recommendations as outlined in Appeindix A of the regulatory
"Guide for the Preparation of Applications for Nuclear Pharmacy
Licenses" (dated August , 1985) (attachment A).,

Item # 11
Page 1 of 2
Prepared 5/19/88



The committee will assure that the prospective users
possess training and experience that minimally neet the
recommendations as outlined in the above paragraphs. Should the
candidate's training and experience meet fully the criteria, or
the candidate has been named on a previous NRC or Agreement State
license, he/she will be added to the list of authorized users
that will be maintained on file. Copies of the submitted
training and experience forms will be maintained on file for
regulatory reference. In the case of a user that has been
previously named on an NRC or Agreement State radiocactive
materials license, a copy of this license will be maintained on
file for regulatory reference.

Item # 11

Page 2 of 2
Prepared 5/19/88




Name: Larry Horvath Date: April 26, 1988

Fleld of Training Tocation & Date(s) of Type and Length of
Training: Purdue University
Schoeol of Pharmacy Lecture/
Laboratory
Courses
(Hours)
A. Radlation Physics August 1981 through
& Instrumentation May 1987 105
B, Radiation Protection
" (1] 45
C. Nathematics Per-
taining to the use
& Measurenment " . 30

of Radicactivity

D, Radiaticn Blology

" " 30
E. Radlcpharma=
- ceutical Chemistry " .
Y ' 50
B TOTALS: 260 hrs.
Item #1
Page 1 of 2

Prepared: 5-19-88



Page 2. DOCUMENTING RADIOISOTOPE HANODLING EXPERIENCE

Nemeg: Larry Horvath
EXPERIENCE WITH RADIOACTIVE MATERIAL. (Actual Use of Radioisotopes

Under the Supervision of an Authorized User)

UURATTON UF
MAXIMUM |- EXPERIENCE TYPES OF USE
AMOUNT (ectua) clock 1, 2, 3, 4,
USED AT | WHERE EXPERIENCE | hours) 5, 6 (see key
ISOTOPE | ONE TIME WAS GAINED ¢ below)
& 2004 Mallinckrodt, Jnc.
}f&g’" 12% Diagnostic Imaqinq 600hours 1 through 6
Ga-67 1Ct Services 1
T1-201 Ci Los Angeles, C
Xe-133 ci 7/9/87 to 4/22/88
Se-75 250mCH
Co-57 10mCi
Cs-137 | 20mCH
Ba-133 = 277ulH 27
Co-60° | 1mCi
In-111 10aCi z
]-131 1CH ]
Cre5l 10\¥mCH
1-125 5 mCH
Fe-59 5 mC{
P-32 35mCH
Total 600 hrs.

Key

for "Type of Use"

The

number or numbers entered under “Type of Use" correspond to experience

in the following activities:

1.
2.
3.

4.
.

Item #1
Page 2

Ordering, receiving, and unpacking radioactive materials safely,
including performance of related radiation surveys.

c|:1brct on of dose calibrators, scintillation detectors, and survey
meters.

Calculation dispensing, &nd calibration of patient doses, including
proper use of radiation shields.

Appropriate internal control procedures to prevent mislabeling errors,
Emergency procedures to handle and contain spilled materials safely,
{ncluding related decontamination procedures, surveys, and wipe tests.
Elution of Technetium-99m generstor systems, assdy and testing of the
eluate for Molybdenum-99 contamination, and processing the eluate with
reagent kits to prepare Technetium-S5m labeled radiopharmaceuticals.

of 2

Prepared: 5-19-88
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TEXAS DEPARTMENT OF HEALTH .y e

RADIOACTIVE MATERIAL LICENSE 08795

Supplementary Sheet

LICENSE NUMBER |AMENDMENT NUMIEj

03008 15

CONDITIONS CONTINUED:

12. A. RaJdioactive material shall be used by, or uhder the supervision
of, the fallowing:

Todd Schmidt, R. Ph.
Carl E. Wood, R.Fh.
Alice T. Worthen, R.Ph,

. Lori DeVos, R.Ph,

. Frank M. Gwynn, R.Ph.
. Richard A. Nickel

. Barbara D, Scavullo

-~ on\n
g 9

1

2

3

y
Radiopharmaceuticals are to be dispensed only by a Texas licensed
pharmacist. )

B. Radioactive material for commercial and in-house leak test
analyses may be used by, or under the supervision of, the following:

1. Paul J., Early 7. Steven Spinosi

2. William H. Miller 8. HKaymond Xaczur

3. Frank Bloe 9. Samuel A, Pontillo
4. Charles Anthony Giomuso 10. Peggy Reilly

5. W, Christopher Wagner 11. Ronald J., Scala

6. David Close 12. Mark Beanblossom

C. Radioactive material for commercial and in-house radiation survey
instrument calibration may only be used by the individuals named
in 12.B above.

13. Sealed sources containing radioactive material shall not be opened.

14, A, Sealed sources of radioactive material, Nickel 63 foil, and/or
plated alpha-emitting sources shall be tested for leakage and/or
contamination in accordance with the provisions of Texas Regulations
for Control of Radiation 11.7.

B. The individuals listed in Condition 12.B above are authorized to
perform leak test analyses in-house or as a commercial service
p using the commercial leak test kit approved for this license.

-

The licensee shall maintain, ror inspection by the Agency, records
for verification of reported leak test results for three (3) years

from the date of testing.

E

CONDITIONS CONTINUED ON PAGE &

Item #2 Prepared: 5-19-88




TEXAS DE:ARTMENT OF HEALTH
. RADIOACTIVE MATERIAL LICENSE

wiPeY ORM 41-3
(10-78)

of 6

14110

Pursugnt to the Texas Radiation Control Act end Texas Department of Health regulations on radistion, and in reliance on statements and
representations heretofore made by the licensee, & license s hereby issued authorizing the licensee to receive, aequire, possess and transfer
radioactive material listed below, and to use such radioactive material for the purpose(s) and st the place(s) designated below  This license
s subject te all applicable rules, regulations and orders of the Texas Department of Health now or hereafter in effect and to any conditions
speciled below

Pages

LICENSEE This license issued pursuant to and in secordance with
JAPPLICATION RQLETTER (O
. e Mallinckrodt, Inc. Dated March 1, 1988
ATTN: Lloyd W. Nye, R.Ph, Signed By
2 Address y o £ Elw::m ﬁun\;v *menimom Number
8078 E1 Rio

Houston, Texas 77054

‘ b °*ﬁ“ious AMBNDMEﬁ'fiE VOID

4. Expiration Date

May 31,

RADIOACTIVE MATERIAL AUTHORIZED 1991

6. Radiowotope 6. Form of Material 7. Maximum Activity® |8 Authorized Use

A. Any radio- |A., Any radio- A. No single A. For receipt, storage, and

active mate- pharmaceutical |radionuclide preparation in accordance

rial with approved by to exceed 700 with applicable USFDA

Atomic the U,S. Food mCi except for approved protocols, and

Number less and Drug Te-99m which dispensing upon prescrip-

than 84 Administra- is not to tion to authorized
tion (USFDA) exceed 45 Ci recipients,

B. Mo-99 B, USFDLA B. 45 Ci B. Production of Tc-~99m.
approved Tc=-99m Distribution of generators
generators or eluate to authorized

recipients.
& CONTINUED ON PAGE 2, IF CHECKED.
CONDITIONS
9. \Unless otherwise specified, radicactive material shall be used only
at:
Sub-site Number Location
000 Houston - 8078 El Rio
10, The licensee shall comply with the provisions of Parts 1%, 18, 18, 2,
22, and 41 of the Texas Regulations for Contrcl of Radiation (TRCR).
* Ci-Curies mCi-Millicuries p Ci-Microcuries CONDITIONS CONTINUED ON PAGE 2 -
JFS:mr
FOR THE TEXAS DEPARTMENT OF HEALTH
Item #3
March 21, 1988 . Page 1 of 6
Date ’ —W—Q‘éfém‘f/\ Prepared: 5-19-8
Admidistrdtor. licensineg Rrdnak



FORM 41-%

TEXAS DEPARTMENT OF HEALTH

ot b

Page .o Poges

RADIOACTIVE MATERIAL LICENSE

JICONDITIONS CONTINUED:

:" R.dio‘
isotope

BC. Co-57
.‘1370
“133v
0-129

ﬁ. Uranium

o xe-127/

E. Any radio-
Botive
flaterial

6. Form of
Material

C. Sealed
reference
sources

D. Depleted
metal

E. Any radio-
pharmaceutical

F. Sealed
source (Tech/
Ops 77302)

G. Any solid

Supplementary Sheet

7. Maximum
Aetivity

C. No single
source to
exceed 10 mCi.
Total: 15 mCi.

D. 120 kilogreams

E. 5C{

F. 165 mCi

G. No single
nueclide to
exceed & mCi

10812

LICENSE NUMBER [AMENDMENT NUMBEN]
LO30OR 16

8. Authorized Use

C. Reference sources for use,
receipt, storage and
distribution to suthorized
recipients,

D. Auxiliary shielding for
Technetium generators,

E. For receint, storage, and
preparation in sccordance
with applicable USFDA
approved protocols, and
dispensing upon prescrip-
tion to authorized
recipients.

F. For use in & Tech/Ops 773
instrument calibrator for
calibration of radiation
survey meters,

G. As suthorized by TRCR
41.26(b)(4), for transport
to suthorized licenases for
calibration of instruments
under the client's licenge
cuthorization, and as leak
test samples, to be returned
for evaluation to the licen-
see's facility.

MONDITIONS CONTINUED:

'1. The individual designated to perform
Officer for activities covered by
Designated as Alternate Radiation

ONDITIONS CONTINUED ON PAGE 3

e

the functions of Radiation Safety
this license ia Lloyd W. Bye, R.Ph.
Safety Officer is Alice P, Worthen, R,Ph,

e e =SS

MRS mr

March 21,

1988

FOR THE TEXAS DEPARTMENT OF HEALTH

Date

Item #3
Page 2 of 6

Prepared: 5-19-88




. FORM 418 . "’ ‘.'

(10-98)

Page 3ot £ _ Puges

TEXAS DEPARTMENT OF HEALTH
RADIOACTIVE MATERIAL LICENSE

Supplementary Sheet 1 O 6 1 3

12, A. Rsdiosctive meteriasl shall be used by, or under the supervision
of, the following:

CONDITIONS CONTINUED:

Lori DeVos, R.Ph. Barbara D. Scavullo
Frank M, Gwynn, R, Ph, Carl E. Wood, R.Ph,
Lloyd W. Nye, R.Ph. Alice T, Worthen, R.Ph.

Richard A. Nickel

Radiopharmaceuticals are to be dispensed only by a Texas licensed
pharmacist.

B. Radioective material for commercial and in-house leak test
analyses may be used by, or under the supervision of, the following:

i
Mark Beanblossom Williem H. Miller ‘4

Frank Bloe Samuel A, Pontillo
David Close Peggy Reilly i
Paul J, Early Steven Spinosi ‘
Charles Anthony Giomuso Ronald J, Scala ‘
Raymond Kaczur W. Christopher Wagner

C. Radiocactive material for commercial and in-house radiation survey

instrument calibration may only be used by the individuals named :
in 12.B above. e

Sealed sources containing radiocactive material shall not be opened.

+ A, Sealed sources of radioactive material, Nickel 63 foil, and/or
plated alpha-emitting sources shall be tested for leakage and/or

contamination in accordance with the provisions of Texas Regulations f
for Control of Radiation 11,7, :

B. The individuals listed in Condition 12.B above are authorized to
perform leak test analyses in-house or as & commercial service
using the commercial leak test kit approved for this license. |
The licensee shall maintain, for inspection by the Agency, records |
for verification of reported leak test results for three (3) years
from the date of testing. “

NDITIONS CONTINUED ON PAGE 4

JRS :mr
. FOR THE TEXAS DEPARTMENT OF HEALTH Ttem #3

Page 3 of 6
Prepared: 5-19-88

March 21, 1988




. FORM ¢1-8
(10-78)
A ot B
TEXAS DEPARTMENT OF HEALTH s e
RADIOACTIVE MATERIAL LICENSE
Supplementary Sheet 1“‘514

LICENSE NUMBER |AMENDMENT NUMBEE!
103008 14

CONDITIONS CONTINUED:

15.

16.

17.

18.

19.

Rediation survey instruments used in .he licensee' s own radiation
safety program shall be calibrated at intervals n to exceed twelve
(12) months. Instruments routinely transported s .1 be so calibrated
8t intervals not to exceed six (6) months.

Radiophermaceuticals that are procured shall be from another licensed
nuclear pharmacy or from a supplier who distributes the radiopharmaceu-~
ticals under the New Drug Applications (NDA's) or Investigative New Drug
Application (IND's) approved by the U.S. Food and Drug Administration.

The licensee shall report any irregularities to the Agency associated
with identification, labeling, quality or assay of any radiopharmaceu-
tical received or dispensed under the authority of this license.

A. Technetium 99m Pertechnetate may be eluted and prepared from a
Molybdenum 99/Technetium 99m generator provided the generator has
been approved by the U.S. Food and Drug Administration for routine
usage under an approved New Drug Application (NDA). Such elutions

of the generator must be made in strict accordance with the manu-
facturer's instructions.

B. The licensee shall test each elution of Molybdenum 99/Technetium
99m generators to determine the concentration of Mo-9% activity
in the Tc-99m preparation. Records of these tests shall be kept
for inspection by the Agency and shall indicate the date,
generator serial number, Mo-99 concentration in microcuries per
millicurie of Tc-99m, and name of person performing the test.

C. The licensee shall not distribute any preparation which will
contain more than 0.15 microcurie of melybdenum-99 per millicurie

of technetium-99m at the expiration time specified on the
package label.

Radiopharmaceuticals authorized by this license which contain Technetium
99m may be prepared from kits, provided the kits used have been approved
by the U.S, Food and Drug Administration (USFDA).

ONDITIONS CONTINUED ON PAGE &

JBS:nr

|
March 21, 1988 5 Prepared:5-19-88
Date :

FOR THE TEXAS DEPARTMENT OF HEALTH Item #3
Page 4 of 6




TEXAS DEPARTMENT OF HEALTH
RADIOACTIVE MATERIAL LICENSE

Supplementary Sheet 1 Uy 1 \r)

LICENSE NUMBER |AMENDMENT NUMBER|

L03008 | 16

CONDITIONS CONTINUED:

20.

21.

24,

Rediopharmaceuticals are to be dispensed only upon the prescription of
a specifically licensed physician who is authorized to possess and use
such radiopharmaceuticals., Similarly, other radiocactive materials are
to be distributed only to licensees authorized to possess and use
them. The licensee shall maintain a copy of the rsdiocactive materisal
license of each customer and shall verify that the customer is
authorized to receive the radioastive material prior to dispensing or
distributing them,

Rediocactive material may be transferred to an unlicensed individual, for
transport only, provided that written verification is first obtained to
indicate that the ind.vidual is & designated transpart agent of the
licensee receiving the radiocactive material.

Radiocactive material which is transported by the licensee or delivered to
a carrier or transport agent for transport shall be packaged, labeled and
transported in accordance with U.S. Department of Transportation (DOT)
Regulations.

The licensee shall use a calibrated dose calibrator to assay all
single and multiple dose radiopharmaceuticals which are dispensed and
shall provide appropriate assay data with each dose dispensed.

The licensee shall conduct a physical inventory every six (6) months
to account for all sealed sources received and possessecd under the
license. The records of the inventories shall be maintained for
inspection by the Agency for two (2) years from the date of the
inventory and shall include the quantities and the kinds of radio-
active material, location of sealed sources, and the date of the
inventory.

The licensee shall maintain a record for inspection by the Agency of
@ll radiopharmaceuticals dispensed. The record shall include the
radiopharmaceutical, dosage, procedure, physician's name, patient's
name, physician's radioasctive material license number, the date and
time the radiopharmaceutical is dispensed and the delivery method.
Records of distribution of other radicactive material shall also be
kept which include the type, quantities, form, customer name, license
numter, date and delivery method,.

CONDITIONS CONTINUED ON PAGE 6

@Sznr

Date

FOR THE TEXAS DEPARTMENT OF HEALTH

Item #3
Page 4 of 6
red:

March 21, 1988

Licenging Rrdneh

=19-88




AC PORM 418
(2/88)

TEXAS DEPARTMENT OF HEALTH
RADIOACTIVE MATERIAL LICENSE 93
(63038

Supplementary Sheet

LICENSE NUMBER |AMENDMENT NUMBER
LO3008 16

{
|
|
.

CONDITIONS CONTINUED:

26, Except as specificelly provided otherwise by this license, the
licensee shall possess and use the radiocactive material asuthorized by

license in accordance with statements, representations, and procedures
contained in the following:

application dated April 28, 1986
letters dated August 8, 1986
September 24, 1986
letter received October 27, 1986
application dated November 14, 1986
application and procedures received April 3, 1987
letters dated June 2, 1987
June 22, 1987
June 29, 1987
application dated October 14, 1987

The Texas Regulations for Control of Radiation shall prevail over

statements contained in the above documents unless such statements are
more restrictive than the regulations.

RS :mr

‘ FOR THE TEXAS DEPARTMENT OF HEALTH

i Item #3

; March 21, 1988 ‘ / J/ - Page 6 of 6
487

: L1404 5 W e ~PRepared: 5-19-88




KM 4) -8 { ‘ "’
(10-78)

Page—3_ot2 Pages

TEXAS DEPARTMENT OF HEALTH
RADIOACTIVE MATERIAL LICENSE
07398

Supplementary Sheet

LICENSE NUMBER |AMENDMENT NUMBE
5-3580 j

ONDITIONS CONTTNUED:

5.

15.

Radioactive material shall be used by, or under the supervision of
the following:

1. Todd Schmidt, R.Ph. &, Randal Watt , R.Ph.
2. J. P, Minella, R.Ph, 6. Alice Worthen, R.Ph.

3. Denise L. Horner, F.Ph. 7. David R. Lutes, R.Ph.
4,

Carl E. Wocod

Individuals similarly listed on any of the licensee's other Texas
licenses are also authorized to use radiocactive material on a
temporary basis provided they remain on site no longer than ninety

(90) days per year, a copy of a Texas radiocactivee material license
which authorizes their use is maintained at the licensed address, and
records are kept of their dates of arrival and departure. Radiopharma-
ceuticals are to be dispensed only by a Texas pharmacist.

Sealed sources contaiming radiocactive material shall not be opened.

Radiation survey instruments used in the licensee's own radiation
safety program shall be calibrated at intervals not to exceed twelve
(12) months. Instruments routinely transported shall be so calibrated
at intervals not to exceed s=ix (6) months.

Radiopharmaceuticals that are procured shall be from another licensed
nuclear pharmacy or from a supplier who distributes the radiopharmaceu-
ticals under the New Drug Applications (NDA's) or Investigative New Drug
Application (IND's) approved by the U.S. Food and Drug Administration.

The licensee shall report any irregularities to the Agency associated
with identification, labeling, quality or assay of any radiopharmaceu-
tical received or dispensed under the authority of this license.

. Technetium 99m Pertechnetate may be eluted and prepared from a
Molybdenum 99/Technetium 99m generator provided the generator has
been approved by the U.S. Food and Drug Administration for routine
usage under an approved New Drug Application (NDA). Such elutions
of the generator must be made in strict accordance with the manu-

facturer's instructions.

CONDITIONS CONTINUED ON PAGE & .

Item #4
Prepared: 5-19-88
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Georgia Department of Human Resources PAGE L OF -1 PAGES
: RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE NUMBER LAL_BJ7~1MD

Amendment No. .06

Halilnckrodt. Incorporated
Diagnostic Imaging Services
675 McConnell Boulevard

St.*boutl. M{ssouri 63134

In laccordance with letter dated October 26, 1987, signed by Carl E. Wood,
Jr.! Director, Diasgnostic Imeging Services, and letter received January 29,
1988, signed by Wayne L. Toal Facility Manager, Georgia Rediocactive Material
License No. GA. 877-1MD {s amended as follows:

i .

Condition 12. is amended to read:
]
12.' Radioasctive material shall be used by or under the supervision of Stuart

B. Herrick, R.Ph., Carl E. Wood, R.Ph., Wayne Toal, R.Ph., Michael P.
Kavula, R.Ph., and Lisa Lay, R.Ph.

|
* FOR THE GEORGIA DEPARTMENT OF HUMAN RESOURCTS

nm__L.mn.n._xm___ ny é///"/n/ 4/ %qwu-

Form 3084 Item #5 Prepared:. 5-19-88




%1 nsv 'ﬂt on svmv
2120

DIVISION OF MDIATION CONTROL

RADIOACTIVE MATERIAL LICENSE

Page_4 _ol__7 pages
Supplementary Shee!
License No. Amendment NoO.
MD-33.088-01 NEW
CONT'D
6. Radioactive material 7. Chemical and/or 8. Maximum amount of
(element and mass physical form radiocactivity which
number) licensee may possess at
any one time
I. Any radicactive material 1. Prepackaged in vitro I, 20 millicuries
listed in Sec, C.28(h) diagnostic kits
of Part C, COMAR
10.14,02.01
J. Cobalt57 J. Sealed source (NEN J. 15 millicuries
Model NES-206
K. Cesium-137 K. Sealed source (NEN K. 5 millicuries
Model 356 Type E vial)
L. Barium«133 L., Sealed source (NEN L. 5 millicuries
Model 358)

9. Authorized use
I. Distribution of unopened prepackaged in vitro kits,

J.=L. Distribution to authorized recipients and in-house use as calibration standards.

CONDITIONS
10. The authorized place of use is the licensee's address §q.t,ed in Item 2. il l
L v ! | |,’
11, A. The radiation protection program shall be under the supervision of Greé’ory Br-ooka,

R.Ph,

B. Radicactive material shall be used by, or under the supervision of Cregory Brooks,
R.Ph.; Radwan C, Jaber, R.Ph,; and/or Rajiv Rao, R.Ph,

Date AN A
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Supplementary Shect Amengment Number 19
RadPharm/$ " .
637 South Lucas, Room 550
Los Angeles, CA 90017
Attention: Craig Minami, R.Ph.
Radiation Safety Officer
In response to the letter with attachments dated November 20, 1987,
signed by Craig Minami, R.Ph,, License Number 3219-70 is hereby
amended in part as follows:
To add:
12, (g) Barry M. Brown, R.Ph,
[tem #7 Prepared: 5-19-88
For the State Department of Health Services
N
Date_ December 10, 1987 by
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Supplementary Shec

Amendment Numper la

Rad/Pharm
637 South Lucas, Room 550
Los Angeles, CA 90017

Attention: Cradig Minami, R.Ph,
Radiation Safety Officer

In response to the letter with attachments dated July 28, 1987, signed by Craig Minami,
Wio, YHoonse Numbor 3219<70 18 hereby amendod la part as fol lows:

12, () Dzune Tonthat, R.Ph.

Item #8 Prepared: 5-19-88

Date. AMugust 18, 1987

Radiologic Health B 2

P 2881 (2782)
714 P Street, Sacrumento, CA 95814



Page 1. TRAINiNG RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES®
Name: _Doug Petry

Brea¥down of Course Content in (lock Hours® ]
Location Date(s) Total| Radiation | Radiation | HMath Radiation | Radiopharma-
of of Course Clock Physics & | Protection| Pertaining Biology ceutical
Training Attendance Title Hours Instrumen- to Radio- Chemistry
of tation activity
Coursd (need total] (need tota* (nced total | (need total| (need total
of 85) of 45) of 20) of 20) " ‘of 30)
Purdue Univ. 1 Nuclear
q rs— 47 25 6 7 o
Nuclear
Pharmacy 45 25 6 6 3 5
Lab.
Practicum
in Nucledr 45 15 22 8]
Pharmacy
Special
Problem
in Nuclegdr 45 -
Pharmacy
Total: 182 65 34 14 10 14
* Hote: a breakdown O by nstitu- :

tions, dates, and subjects. List each TOTAL
hour only once (f.e., under the most  HOURS
applicable subject category).

[tem #9
Page 1 of 4  prepared: 5-19-88
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MERCER
Southern s::h;ol of Pharmacy
Department of Pharmacy Practice

Name: oy PETRY

Date: pebruary 5, 1988

Fleld of Training

Training:

Mercer Univ.

Location & Date(s) of

Southern

School of Pharmacy

Type and Length of
R, . T

Tecturn/ Supervised
Laboratory +Exper-

Courses ience
I (Hours) (Hours)
A. Radiation Physics i
& Instrunentation ~ J2nuary 4, 1988 thru 38 17
February 5, 1988
B. Radiaticn Protection
" on 21 14
C. Mathematics Per-
taining to the use
& Measurement " 16 4
of Radiocactivity
D. Radiation Bloliogy
n " 29 - e o
E. Radiopharma~
ceutical Chenmistry “.. 30 -

MERCER UNIVERSITY ATLANTA
345 Boulevard, NE

Atlanta, Georgia 30312

(404) 653-8829

TOTALS:

125 hrs. _35 hrs,

P 7AV i

Assoclate Professor of Pharmacy

Practice

Item #9
Page 2 of 4
Prepared: 5-19-88



Mercer University

School of Pharmacy

- 2 -

Hereby certifies that

DOUG PETRY, R.Ph.

has successfully compieted a five week
Training Program in Nuclear Pharmacy.
In witness thereof, we hereunto subscribe our
names this st= day OfFebruazy 1988,

’ o é i > ﬁ'ﬁ/"
Dick R. Gourley, .D. Michael P. Kavula, Jr. Pharm.D., RONP
Dean, School of Pharmecy Cowurse Director

Item #9
Page 3 of 4
Prepared: 5-19-88
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Page 2. DOCUMENTING RADIOISOTOPE HANDLING EXPERIENCE

Name: | D;gg;?etry,
EXPERIENCE WITH RADIOACTIVE MATERIAL, (Actual Use of Radiofsotopes

Under the Supervisfon of an Authorized User)

DURRTTON OF

MAXIMUM |- EXPERIENCE TYPES OF USE

AMOUNT (actua) clock 1, 2, 3, &,

USED AT | WHERE EXPERIENCE | hours) 5, 6 (see key
1SOTOPE | ONE TIME WAS GAINED 2 below)
Te-89m 20CH Syncor, Inc. .

1123 1C4 Detroit, MI 600 hours 1 through 6
Ga-67 1C4 Chicago, IL
T1-20) 1C4 May 1983 to
Xe-133 2CH . Aug.,1983
Se-75 250 mCi May 1984 to
Co-57 10 mC{ Aug. 1984
Cs~137 20mCH .
Ba-133  277'vCd Mallinckrods, 4nc.
Co-60" | 1mCi Cleveland, Ohip
in;%%l I iSTC' Dec. «1987 t.
- M .
Cref1 10 ‘Gt g L9
1125 5mCt
Fe-59 5mCi
P32 385mCH
Total 600hrs.
Key for "Type of Use"
The number or numbers entered under “Type of Use" correspond to experience
in the following activities:
1. Ordering, receiving, and unpacking radioactive materials safely,
!ncludin? performance of related radiation surveys.
2. Calibration of cose calibrators, scintillation detectors, and survey
meters.
3. Calculation dispersing, and calibration of patient doses, including
proper use of radiation shields.
4, hppropriate internal control procedures to prevent mislabeling errors,
¢, Emergency procedures to handle and contain spilled materials safely,
{ncluding related decontamination procedures, surveys, end wipe tests.
6, Elution of Technetium-99m generator systems, assay and testing of the

eluate for Molybdenum-59 contamination, and processing the eluate with
reagent kits to prepare Technetium-95m labeled radiopharmaceuticals.

Item #9

Page 4 of 4
Prepared: 5-19-88
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RADIOACTIVE MATERIAL LICENSE

SARPE IR W TS SV Ve

Page 1 of 5 pages

Pursvant (- he Celifornls Administrative Code, Title 12, Chapter §, Subchapter 4, Group 2, Licensing of Redlosctive Material, and in rellance
on stetements snd ropresentations heretofore made by the licersee, » license Is hereby issved authorizing the licensee 1o recoive, use, possess,
trentfer, or dlipose of rediosctive material listed below: end to wse such redivective materia! for the purposels) and st the placels) detignated
below, This license Is subject to ol applicable rules, regulations, and orders of the Department of Hesith Services now or heresfter in effoct ang
to any conditions speciiied in thls licerse,

3. License No, -
FI——— 3 YT %““agﬁagﬁi:iiii,
4 Expirgtion date

January 29, 1989

& Inspection apency
Radiologic Health Branch

V. b RadPharm, Inc. :
2 Addren 2330 Clay Street = Rm, 310
San Francisco, CA
Actention:  Clyde Cole, Director of
Regulatory nffairs
6. Nuclide 1.
A. Molybdenum 99 A,
= Technetium 99m
B. Any radionuclides witk B,
atomic numbers 3-83
inclusive except:
(1) Strontium 90, and
(2) Lead 290
(: C. Technetium=99m C.
D, Xenon=133 D.
and 11
F. Any radionuclide with

atomic numbers 3-83
inclusive except:

(1) Strontium 90,

Form

Sterile generator(s)

Sealed source(s)

Sodium pertechnetate,
and products labeled

in accordance with manu-

facturers instructions.

Gas and/or saline,
pharmaceuticel

Sodium lodide and
labeled compounds

Pharmaceutical

8.

A,

C.

D.

E.

Possession limit

30 Curies

15 Millicuries

Included with A

3 Curies

BU0 Millicuries

700 Millicuries

it A08.) of 2

Prepared: 5-19-88 _

(2) Lead 210 and
(3) Nuclides itemized
above
{cont'd)
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2657-90
. RADIOACTIVE MATERIAL LICENSE Ucemso Numbere
PRI SUPP'.MMW Sheet Amendment Number $

9. Authorized use
A. Source of Technetium~-99m
B, Calibration of instruments.
é, - F. Processing, mixing or compounding of radiopharmaceuticals, and . dispensing
of prepared radiopharmaceuticals to authorized recipients pursuant to a
prescription from a physician named in a Nuclear Medicine license. The
name of each patient along with prescribed doses shall be a part of the
labeling for each container. No more than 5 doses shall be dispensed’
in any one containgr.
10. Radicactive material may be used only at the following locations:
(a) 2330 Clay Street, Rooms 308, 309 and 310.

11, This license is subject to an annual fee of one thousand two hundred sixty (1260)
dollars duc and peoyable on the anniversary of the date of issue of this license,
January 29, 1975, .

12. Radioactive material may be used by, or under the supervision and in the physical
presence of the following individuals:

(a) Rodney L. Detrow
(b) Clyde N. Cole
(¢) Anne Irwin
(d) Vincent Sharkey, Jr,
(e) Lewis Lefkowitz
13. Except as specifically provided otherwise by this license, the licensee shall

possess and use radioactive material described in Items 6, 7 and € of this license
in accordance with statements, representations and procedures contained in the
documents:

v _(a)_the application dated December 30, 1981, with attachments,
signed by Clyde N. Cole. '

the letter dated March 26, 1982, signed by Rodney L., Detrow, with
attachments,

vV (€)__the two letters dated April 7, 1982 signed by Rondey L. Detrow,
with attachments. oy,
(d) letter dated December 7; 1982, signed by Clyde N, Cole with attachments,
(e etter dated January 20, 1383, signed by Clyde N, Cole with attachments.

W+ o X - R | i
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. ATTACHMENT A . l

APPENDIX A

TRAINING AND EXPERILNCE
FOR AUTHORIZED USERS AND DAY-TO-DAY RADIATION SAFETY OFFICER

Paragraph 30.33(a)(3) of 10 CFR Part 30 requires that applicants be
cualified by training and experience to use licensed material for the purpose
requested in the application. In the case of a nuclear pharmacy operation, the
NRC reviews the training and experience of the individuals who are to be listed
as authorized users to determine whether they meet this requirement. Any
individual who has sufficient training and experience to be named as an
authorized user is also considered qualified to serve as the day-to-day radiation
safety officer (RSO).

NOTE: An individua) specifically listed as an authorized user on a previous
nuclear pharmacy license issued by NRC or an Agreement State is considered to
have adequate training and experience. In these cases, instead of documenting
the individual's training and experience, simply specify the number of the NRC
nuciear pharmacy license or submit a copy of the Agreement State license on

- which the proposed user was specifically listed as an authorized user.

’ This appendix )Yists the training and experience that the NRC finds
acceptable for individuals who are to be named as authorized users or as RSO on
Ticenses that involve the preparation and distribution of radiopharmaceuticals.
These criteria evolved from NRC's guidelines for physicians in hospital nuclear
medicine programs because the type of use and the degree of radiation hazard

are quite similar. (See Regulatory Guide 10.8, "Guide for the Preparation of
Applications for Medica) Programs.")

1. Training in basic radioisotope handling techniques specifically
applicable to the use of unsealed sources (200 hours). This training
should consist of lectures and laboratory sessions in the following

areas:
Radiation physics and instrumentation (85 hours)
Radiation protection (45 hours)
€. Mathematics pertaining to the use and
measurement of radioactivity (20 hours)
. d. Radiation biology (20 hours)
e. Radiopharmaceutica) chemistry (30 hours)

A-1




The hours listed above are suggested values; however, the training
should emphasize radiation physics, instrumentation, and radiation protec-
tion, with no less than 130 hours tota)l devoted to these subject areas.

On-the-job training may not count toward the hours listed above unless
it was obtained as part of a formal training course. A "formal" training
course is one that incorporates the following elements:

a. A detailed description of the content of the course is maintained on
file at the sponsoring institution and can be made available to the
NRC upon request.

b. Evidence that the sponsoring institution has examined the student's
knowledge of the course content is maintained on file at the insti-
tution and car be made available to NRC upon reguest. This evidence
of the student's overal)l competency in the course material should
include a final grade or percentile.

L. A permanent record that the student successfully completed the course
is kept at the institution.

Experience in handling unsealed radioactive material under the supervision
of an authorized user (500 hours). This experience should cover the

types and quantities of byproduct material requested in the application
and should include:

a. Ordering, receiving, and unpackaging radioactive materials safely,
including performing related radiation surveys,

b. Calibrating dose calibrators, scintillation detectors, and survey
meters,

¢. Calculating, preparing, and calibrating patient doses, including
properly using radiation shields,

d. Following appropriate internal control procedures to prevent mislabeling
errors,

e. Learning emergency procedures to handle and contain spilled materials
safely, including related decontamination prcocedures, surveys, and
wipe tests,

A Eluting technetium-99m from generator systems, assaying the eluate
for technetium-99m and for molybdenum-99 contamination, and processing

A-2
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the eluate with reagent kits to prepare technetium-99m-labeled radio-

' y ph‘maceuticns.

You may use a format similar to that shown in Figures A-1 and A-2 for
documenting hours of training in basic radioisotope handling techniques and
hours of experience using radioisotopes.

|
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