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(10-49) V.8 NUCLFAR REGULATOR': COMMISSION PRk menanent No o8 Thett ‘

MATERIALS LICENSE

Putsuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,

e R E e

M| Code of Federal Regulations, Chapter |, Parts 30, 31, 32, 33, 3, 35, 39, 40 and 70, and in reliance on statement” and representations heretofore
: made by the liconsee, # license 1 hereoy issued authorizing the licensee 1o receive, acquire, possess and transfer byproduct, source, and special
B nuclest mauterial designated below, to use such material for the purpose(s) snd o the place(s) designuted bolow; 1o deliver of transfer such material
Bl 1o persons authorized 1o receive it in sccordance with the regalations of the applicable Pan(s). This license shill be deemed to comtain the conditions
Bl spovified in Section 183 of the Atomic Energy Act of 1954, as amended. and is subjact 1o wll applicatie rules, regulations and orders ¢f the Nucloar
o Regulatory Commision now or hereaiier i elfect and 10 any conditions specified below Ty 7Y
L - ’ |
o e ——————— RN =i, ! Al
‘ i | In accordance with letters dated
. ' August 12, 1992 and September 17, 1992
R | MP] Pharmacy Services, Inc. |3 License number 48-26240-01MD is amended in
ﬁ . its entirety to read as follows:
" : »
4 2 823 North 12th Street g AP —i
q Milwaukee, Wl $3200 |4 Expintion dato September 30 1995 -
, | ML S I
d | 5. Docket or
¥ . Reference No 039 -31890
6. Byprodut, source, and/os 7, Chemical and/or physical & Maximum amount that licensee »
special nuclear material form may possess ol pny ong ume
under this hicense .
A. Molybdenum-99 A. Any Molybdenum-99/ A. 200 curies
. technetium-%%m )
generator .
manufactured,
labeled, packaged .

and distributed in

accordance with a

specific license

issued pursuant to

Section 32.73 of 10

CFR Part 32 or a

specific license

issued to the

manufacturer by an 1

Agreement State ‘

pursuant to l
|

equivalent State
regulations

B. Any byproduct B. Prepackaged in vitro B. 50 millicuries
material listed in diagnostic test kits total posession
paragraph 31.11(a) of Timit
10 CFR Part 31 :
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B MAC Porm D14A U S NUCLEAR REGULATORY COMMISSION
“EELE L

| : ) N 48-26240-01M
;; MATERIALS LICENSE .. o
: SUPPLEMENTARY SHEET S 030-31890

Amendment No 04

Byproduct, source, and/or 7. Chemical and/or physical . Maximum amount that

special nuclear form licensee may

material possess at any one
time under this
license

Any byproduct P .-\M? séa) éd gpurce . 50 millicuries
meterial authorized v Misted in pafanrqph total for all
under paragraph < 35.14(d)(4) of 107 sources authorized
35.14(d)(4) of 10 CFR_ CFR Part 35 . under Subitem 6.C
Part 35 (superseded) (superseded) or
or paragraph 35.57(a) paragraph 35.57(a)
of 10 CFR Part 35 of 10 CFR Part 35
(effective April ] : (effective April A,
1987) . 1987) that has been
e "y manufactured, r.
" labeled, packaged
and distributed in
accordance with a
specific license
issued pursuant to
Section 32.74 of 10
CER Part 32 or a
specific license
issued to the
manufacturer by an
Agreement State
pursuant to
equivalent State
regulations
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Amendment No. 04

e—— o e et e e U VTSI SE————————————RTEEE S M A

Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that

special nuclear form licensee may possess at
material any one time under this
license
J. Any byproduct n d source J. 4 curies
material listed in ﬂ h
Group VI of Schedule : \f pﬁ ufactured; l
A, Section 35.100 of &N laheled, packaqed P
10 CFR Part 35 - and distributed in '
(superseded) or ~ accordance with a
Sectiors 35.400 and specific license
35.500 of 10 CFR Part issued pursuant to
35 (effective April - Section 32.74 of, IO
1, 1987) =% CFR Part 32 or a
© AN specific license -
" issueq to the'l T
* manufacturer qyian
Agreement Stlte
o y H&FI State
K. Uranium (depleted in K. Meta1 encased in the K. 400 k‘lograms
isotope Uranium 235) stainless steel

Authorized Use:

i e
Production of technetium-99m pertechnetate. ‘Redistribution of unused generators to
authorized recipients in accordance with statements, representations und procedures
contained in application dated Apri) 29, 1988 and letters dated June 15, 1988 and
July 15, 1988.

Redistribution to general and specific licensees in accordance with statements,
representations and procedures contained in application dated April 29, 1988,

Instrument calibration. Redistribution of sources toc specifically authorized
recipients. Pursuant to Section 32.74 of 10 CFR Part 32, the licensee is
authorized to redistribute sources to persons licensed pursuant to Sections 35.14
and 35.100 of 10 CFR Part 35 (superseded) or Section 35.57(a) of 10 CFR Part 35
(effective April 1, 1987) or under equivalent licenses of Agreement states.

Distribution to authorized recipients.
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MATERIALS LICENSE
SUPPLEMENTARY SHEET

License number

48-26240-01MD

Docket or Refeence sumber

~ 030-318%0

Amendnent No 04

Licensed material shall be used by, or under the supervision of,
William Brockmeyer, Murgo Hein, Robert Wells, Jimmy Coker, Tud Weyandt,
Rochelle Darnell, Andrea Downey, Theresa Colangelo, Cathy Bach, Gerald Cease,

Ken DeTurk, John E11is, Ned Gregorio, Saicra Kncefel,

Nori Morakawa,

Lawrence Andreatta, Felix Muniz, Karl Ni?g. James Pancy, Erma Peterson, Roy Storey,

Woodrow Storey, Cynthia Stroebel, Michael Wakefield,

Richard Gritt

Robert Freissen, Brian Schultz, Timothy Strane or Mark Sharafinski,

At least one individual named dn Ebva‘lta lxishlﬂ be physically present at the
authorized place of use waniver licensed materla1 igqfeing used.

P
The Radtation Protection Officer for the activities authorized by this license

is Robert Freissen,

A. (1) The source(s) specified in Item(s) 7.C and 7.J shal\ be tested for leakage
and/or contamination‘at intervals not to exceed 6 months, Any source
received from another person which is not accompanied by a certificate
indicating that a tectéuls purformed within 6 months before the transfer

shall not be put into use until tested.

(2) Notwithstanding the periodic ;leak test required by this condition, any
licensed sealed source s h’qptlfrom such leak tests when the source

containg 100 microcuries o

or 10 microcuries or less of ‘alpha emitting material.

Any source in storage and not being used need not be

tested. When tle source is

removed from storage for use or transfer to another person, it shall be tested

before use or transfer,

The test shall be capable of detecting the presence of 0.005 microcurie of

radioactive material on the test sample: Tf the tes

t reveals the presence

(of beta and/or gamma emitting material

of 0.005 microcurie or more of removable contamination, the source shall be removed
from service and decontaminated, repaired, or disposed of in accordance with
Conr ssion regulations. A report shall be filed within & days of the date the leak
test result is known with the U.S. Nuclear Requlatory Commission, Region 111,

799 Roosevelt Road, Glen Ellyn, I11inois 60137, ATTN:

Chief, Nuclear Materials

Safety Branch. The report shall specify the source involved, the test results, and
corrective action taken, Records of leak test results shall be kept in units of

microcuries and shall be maintained for inspection

oy the Commission. Records may be disposed of following Commission inspection.

Tests for leakage and/or contamination shall be performed by the licensee or by
other persons specifically licensed by the Commission ar an Agreement Statie tu

perform such services.

Sealed sources containing licensed material shall not be opened.
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19, The licensee shall elute generators and ,rocess rudicactive material with reagent

]
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NAC Form 3744 U & NUCLEAR REGULATORY COMMISSION 8 . 10

I ' " 8-26240-01M "
MATERIALS LICENSE aTa Nilenn e I ey i‘
SUPPLEMENTARY SHEET 030-31890 |

'Aqganeqt No. 04

16. The licensee shall conduct a physical inventory every 6 months to account for all
sources and/or devices received and possessed under the l1ic~nse. Records of
inventories shall be maintained for 2 years from the date of each inventory.

17.  The licensee may transport licensed material in accordance with the grovisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

either: p

b

18. A, Radiopharmaceuticals dispeq;eﬁganQApfqutt;ibuted for human use shall be
vy h " LI W ,1 /
L WA 4

(1) Repackaged from b;épared radiopharmaceutizsg;)that are the subject of an
FOA-approved "New Drug Application" (NDA) or for which FDA has accepted a
"Notice of Claimed Investigational Exemption for a New Drug" (IND), or

.
L
»
.
*
.
4

(11) Prepared from generators and reagent kits that are the subject of an FDA-
approved NDA or for which FDA has accepted an IND.

B. Prepared radiopharmaceuticals for which fqﬂfhls accepted an IND and
radiopharmaceuticals prepare’ from gererators or reagent kits for which FOA
has accepted an IND shall be dispensed anf/or distributed:

FLE TR

(i) In accordance with the-dinacﬁtohs'provided by the sponsor of the IND, and

(11) Only to physicians who have beén acceptéd by the sponsor of the IND to
participate in clinical evaluation of the drug.

The licensee shall inform in writing each physician who participates in an [IND
evaluation that the physician is responsible to the sponsor of the IND for use
of the drug in accordarce'with protocols established by the sponsor and for

reporting to the sponsor the €linfcal ¥nformation obtained through use of the
drug.

e
\ By iy ol »

kits in accordance with instructions furnished by the manufacturer on the label
attached to or in the leaflet or brochure that accompanies the generater or reagent

of less than 65 days for decay-in-storage before disposal in ordinary trash
provided:

A. Radioactive waste to be disposed of in this manner shall be held for decay a
minimum of 10 half-lives.

kit. b

20. The licentee is authorized to hold radioactive material w.th a physical half-life :
g

|

COPY
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BETWEEN:
LICENSE FEE‘;SNAGEHENY BRANCH, ARM
RECIONAL LICENBING SECTIONS
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LICENSE FEE TRANSMITTAL
A. REGION .
(. APPLICATION ATTACHED

APFLICANT/LICENSEE! MP] PHARRACY SCRVICES, INC,
RECEIVED DATE! §O 19
3

_ o
3 (FOR LEWS USE)
xurouaar ¥8~ (18
|
|
j
l
|

DOCKET NOD: 031890
CONTROL NO,: 3870

LICENSE NOD.: 4B-26240-01MD

KCTION TYPE! AMENDMENT

2. FEE ATTACHED 7 40
AMOUNT ! ” * :

CHECK NO. ! 'u:iQ342~
3. COMMENTS

»-e--t-‘, - - - -

glcnco ¢f Audls Herges /

—-.-4 ----- - -
B. LICENSE FEE NANAGENENT BRANCH (CHECK WHEN MILESTONE 03 18 ENTERED 2‘/{) i
I, FEE CATEGORY AND AMOUNT: “4(_ . FS60 |

#. CORRECT FEE PAID, -APPLICATION MnY BE PROCESSED FOR:
ARENDNENT o~
RENEWAL A T
LICENSE

3. OTHEK __,_57-$ K ,{ttv‘t‘ff e pad

NIZCEIVED

SERPO 1 1992
AGION I
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an Amershin company

H23 Notth 12th Strest
Milwaukee, Wi 63233
414) 2118763

ax (414) 2716817

August 12, 1982

Licensing Department

Nuclear Regulatory Commisesion
Region 111

799 Roosevelt Road

Glen Ellyn, IL 60137

RE: Radioactive Materials License No.
Docket No. 030-31880

48-26240-01MD

To whom it may concern;

On behalf of MPl Pharmacy Bervices, nc., ] would like# to request an
amenidment to our letter dated November #, 1088, Please amend the 1icense
to allow the preparation of 1-131 [herapy Capsules and the dispensing of
[<131 Terapy Solution with syringes and pipets.

Enclosed is & check for $490.00, to cover the cost associated with
making this change.

1f you have any questions, please contact me at the above ]listed phone

Robert W, Iriessen
Rediatica Safety Officer

number
. 8
Sincerely, -
3¢ @
Ny iy : 4
M‘i’tr’\z‘ V\‘" J’Ww'}li-‘\\ A. b
¥ -
W
=
o

Enclorure
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| Leg 52 L (P ¥/07/22.
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Myl Pharmacy Services, Inc.

MITN:

Rober W. Fricssen
Manager, Radlation Safety
Officer

E23 Nor:ih 12th Street
Milwaukee, W1 53200

Dear Mr. Friessen:

Enclosed 1s Amendment No. 04 to your NRC License No, 42-26240-0IMD in
accordance with your request.

Please review the enclosed document carefully and be sure that you understand
all conditions. You must conduct your program involving radiocactive materials
in accordance with the conditions of your NRC license, representations made in
your license application, and NRC regulations. In particular, note that you

must:

1.

Operate in accordance with NRC regulations 10 CFR Part 19, “"Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
“Standards for Protection Against Radiation," and other applicable
requlations.

Possess radioactive material only in the gquantity and form indicated
in your license.

Use radioactive material only for the purpose(s) indicated in yorr
license,

Notify NRC in writing of any change in mailing address.

Request and obtain appropriate amendment if you plan to change ownership
of your o ‘zation, change locations of radioactive material, or make
any other cnanges in your facility or program which ave contrary to your
license conditions or representations made in your license application
and any supplemental correspondence with NRC. Any amendment request
should be accompanied by the appropriate fee specified in 10 CFR

Part 170,

Submit a complete renewal application with proper fee or termination
request at least 30 days before the expiration date on your licenses,

You will receive a reminder notice approximately 90 days before tiv
expiration date, Possession of radioective materfal after your license
expires is a violation of NRC regulations,

Request termination ot your license if you plan to permanently

discontinue activities iavolving radioactive material prior to 4

your expiration date, R

= D= e - W, N e = e Y — DL A== N = S S TN I = =T T e s W N T — = - T e e



MP1 Pharmacy Serices, Inc. ? OCT 2 7 W%

You will be perfodically incpected by NRC  Fallure to conduct your program in
accordance with NRC regulations, license < nditions, and represertations in
your lTicense application will result in enforcement action against you in
accordance with the General Policy and Procedures for NRC Enforcement Actions,
.0 CFR Part 2, Appendix C.

If you have any questions or require clarification of any of the above stated
information, contact us at (708) 790-5625,

Sincerely,

Original Signed By
Loren J. Hueter
Materials Licensing Section

i
|
|
|
fnclosure: Amendment No. 04 l
|
|
|
|
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Loren Mueter

U.8. Nuclear Regulatory Comeission
Region 111

768 Roosavelt Road
Glen Rilyn, IL #0137

RE: Additional Information
Control #93870

Dear Mr. Hueter,

Our current 1-13! Therapy dispensing procedure was cutlined in our
letter dated November 8, 1008. [, thie letter we stated that we would
dispense solution and compound capsules using a pipet method,

I would like ‘¢ amend thise procedure to include the use of & syrings.

All offlucat moritoring and bioaseay procedures will reaaln enforoe in
accordance wit! W November 8, 1888 letter.

Bnclosed, find a copy of the new procedure using a eyringe.

If you have any Questions, please do not hesitate tc nall 1
Spprecliate your time in this matter,

Sinverely,

WLJM

Robert W, Prisssen
Manager/R.6.0.



IODINE ~131 THERAPY PREPARATION PRHOCKDURK

and dlisperssd nnly Per Lthe prescripti

NRC/Agresuent State t¢ st ldl-Sodiua lodide

SUGGRSTED MATERIAL

*N X gelatin capsulas

*No. O gelatln capeules

*Dibasie sodium phusphate anhydr
*1-131 solution as Bodium lodide
*78 eyringe

*Capsule con

*load b

diameter

*Nraving stetl
¥Iweozers and long for

Ximate ly

*Absorbent paterisl. plaello ba

*Lov level survey meter

REQUIRED DOC IMETHY

vody and ring badges w

SUOGESTED SHIKIDING

L*block ghield with a pinipuw ne inch
the lodine tume hood

capesle ocontainers for compounded caps
various eize manufe turer s al
final product

ields for packaging and shipping

PAGEAULING BUGGESTIONS

the cepsule is less than 150Ci, it may be packaged

1088 phield (1/2 inch laa

thicknese

should be packaged in
Herapy ocapeule ocontainer,
1s ides)

i¢
4l
L

ne capsule e 15-30004 .
ntainer (the large CI8.-18
aprroxizately one inch thick.

Vi

than 3001, additional shielding o
6nipping shield (aleeve) can be use
inserts to reduce external/surface
iransport Index

4y e required 4,
¢ N conjunction with the
sxposure and thereby

0T measurements




OCT 01 '"92 14121 MP1-PSC MILWAUKEE

e " o

page 2 of 2

Erepazation/Coppound og Tachnigus

-~

Organize materiale in the iodine fume hood. As per required yolioy,
;ho fume hood wust be on at all times vith the air sonitoring systew
unotional .

Capoule Preparation
Pi1) one 0 size capsule vith dibasic sodius phosphiale powder. Also
£i11 top portion and Wit two halves togethsr,

Place capsule in holding device iuaide lead block, behind the L-block
in the fume hood

Using & TR syringe, drav up caloulaled asount of lodine and measure

syringe. Allowing for 10% loss in syringe, inject through osgulo
vall once you have wne desired amount. BEnclose this capsule 8 size
00 capsule for further protection.

Moasure final capsule for acouracy.

FO&



CONVERSATION RECORD

s N ) OFTIONAL PORM 271 (12-76)
CONVERSATION RECORD DEPARTMENT OF DEPENSE




