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December 4, 1996

/\) L ) 1, 9€
Unit.ed States‘ Nuc!ear Regulatory Commission VoL e —_—
Region I11, Licensing Medi-Physics, Inc.
801 Warrenville Road 36937-39 Schoolcraft
Lyle, IL 60532 Livonia, MI 48150
tel (313) 464-0888

fax (313) 464-3868

; P Amersham
Gentlemen: HEALTHCARE

This letter is to inform you that starting November 25, 1996; Michael Grawburg has joined our
staff as an Authorized Nuclear Pharmacist. He has been an Authorized User on NRC License
24-04206-11MD, and holds a Michigan Pharmacist License number 5302023,

RE: Radioactive Materials License No. 21-24828-01 MD

If there are any additional questions, or if I can be of further assistance please contact me at (313)
464-0888.

Thank you,

Earl F. Hussett R .Ph.
Pharmacy Manager
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| MATERIALS LICENSE A

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 -438), and Title 10,
Code of Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 40 and 70, and in reliance on statements and representations
heretofore made by the licensee, a license Is hereby Issued authorizing the licensce to receive, acquire, possess, and transfer dyproduct,
source, and special nuclear matenial designated below; 10 use such material for the purposs(s) and at the place(s) designated delow , 10
deliver or transfer such material to persons suthorized to receive it in accordance with the reguiations of the applicable Part(s) This
license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and
subject 1o all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and 1o any
conditions specified below.

m— o

Licensee

I Mallinckrodt, Inc. 3. Ucense number  24.04206-11MD
Diagnostic Imaging Services

675 McDonnell Blvd,

St, Louis, MO 63134 4. Explration date May 31, 1993
5. Docket or ,
. | Reference No 030-30262
6 Byproduct, source, and/os 7. Chemical and/or physicsl 8. Maximum amount that licensee
‘ special nuclesr matenal form Ay possess at any one time
under this license
A. Molybdenum-99 A. Any Molybdenum-99/ A. 200 curies

!
s
|
|
|
%. :
%
l

?.?
g*
l;
A

technetium-99m generator
manufactured, labeled,
packaged and distributed
in accordance with &
specific 1icense issued
pursuant to Section
32.73 of 10 CFR Part 32
or a specific Jicense
issed to the manufacturer
by an Agreement State
pursuant to equivalent
State regulations

}

B. Any byproduct material B. Prepackaged 1g“v1tro B. 20 millicuries tota)
11sted in paragraph disgnostic ‘test kits possession limit

31.11(s) of 10 CFR Part 31

Mﬁ%‘fﬂ | | - copy
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MATERIALS LICENSE Yy r
SUPPLEMENTARY SHEEY VER— "“‘6‘;‘6_30262 .
6. Byproduct, source, 7. Chemical and/or 8. Meximum amount that IR
and/or spectial nuclear physical form licensee may possess |B
material - at any one time v
under this license 3
C. Any byproduct material C. Any sealed source C. 5 mi1licuries tota) y
authorized under listed in paragraph for all sources .
paragraph 35.14(d)(4) 35.14(d) 4? of 10 CFR duthorized under 3
of 10 CFR Part 35 Part 35 (superseded) or Subitem 6.C, K
(superseded) or paragraph paragraph 35.57 a) of o
35.57(a) of 10 CFR Part 35 “10 CFR Part 95 (effective X
(effective April 1, 1987) . . April 1, 1987)*that Jas P
: been manufactured “Yabgled »
packaged and distributed B

in accordance with a .7

specific license issued *.
pursuant to Section 32.74
of 10 CFR Pary 32 or o
specific license: issued
- 10 the manutgq;urer by an
Agreement Stathk pursuant °
.to equivalent-State '
regulations & -
AP T £ -
D. Xenon-133 . D. Unit dose cpntafners.of 0. 2.0 curies
) =, Jgas' pr ges .1n. solution |
; that is the‘subject of - s
‘.en.active (1.4 not b
, withdrawn or tefmnam :
N “New Drug Applicat}gq‘
s (NDA) approved by
N cti; (ﬁe.. not
X d¥§ terminated or
on “¢ 1n1ca1 hold")
“Notice of Claimed In-
vestigational Exemption
for a “New Drug" (IND)

that has been accepted
by FDA

WAL BB N, G B 8 30

U R LN

B A% 0 B B N R By

£. lodine-131 E. Any form listed in E. 50C millicuries
Groups 1 through V of A
Schedule A, Section 2
35.100 of 10 CFR Part 35 8
(superseded) or Sections .
35.100, 35.200, 35.300 of
10 CFR Part 35 (effective
April 1, 1887) -

COPY
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K.

. Byproduct, source,

and/or special nuclear
materfal

Technetium=99m

. Any byproduct material,

except fodine-131 and
technetium-9Sm, listed

in group I of SchedJls A,
Section 35,100 of 10 CFR
Part 35 (superseded) or
Section 35.100 of 10 CFR
Part 35 (effective April 1,
1987)

Any byproduct material,
except fodine-13] and
technetium-99m, listed

in Group 11 of Schedyle A
Section 35,100 of 10 CFR
Part 35 (superseded) or
Section 35.200 of 10 CFR .
Part 35 (effective

April 1, 1987)

. Any byproduct material

except fodine-131, listed
in Group 1V of Schedule A,
Section 35.100 of 10 CFR
Part 35 (superseded) or
Section 35.300 of 10 CFR
Part 35 (effective

April 1, 1987)

. Uranfum (depleted 1in

the isotope Uranfum 235)

7. Chemical and/or
physical form

F. Any form listed in
Groups I and 11 of
Schedule A, Section
35.100 of 10 CFR Part 35
(superseded) or Sections
35.100 and 35.200 of

10 CFR Part. 35 (effective

April 1, 1987)

G. Any form listed in <",
Group I of Schedule A
Section 35,100 of 10 CFR
Part 35 (superiggcd ) of
- Section 35.10 10 CFR

Part 35 (effec;lve April 1,

1987)

3

Any form 1istcd in
[L of :Schedule A,

‘i Segtion’ 35.200.01 10 CFR
Part: 35 (effect ve
April 1, 1987)

} y \?" .ﬁ“ ';‘ %ﬁ

I. Any form 1isted in
Group 1V of Schedule A,
Section 35.100 of 10 CFR
Part 35 (superseded) or
Section 35.300 of 10 CFR
Part 35 (effective
April 1, 1987)

t

J. Metal encased in
stainless steel

~(.J'

\

ot

Grou = possession limit
Sectgon 35.100 of 10 CFR .
Part 35 Ssupor;;god) or .°.

8. Maximum amount that
l1censee may possess
at any one time
under this license

- e L N T R N R A " &

F. 200 curies

.

NP

0, A, N

G. 50 millicuries total

possession limit

e ——————————
B B AR,

H. S0 mi)licuries total

1. 100 millicuries total
possession limit

e e e e
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J. 200 kilograms
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9. Authorized use

A. Production of technetium-99m pertechnetate. Redistribution of unuseu generators

to authorized recipients in accordance with statements, representations and
procedures contained in application dated October 3, 1887.

B. Redistridution to general and specific licensees in accordance with statements,
representations and procedures contained in application dated October 3, 1987.

C. Instrument calibration,

D. Distribution to authorized recipients

'
-~

E. Dispensing &nd/or distribution of prepared radiophakwuc.uticals to authorized
recipients. Y
e o/
F. Dispensing and/or distribution of prepared radfopharmaceuticals to authorized
recipients. Use of technet{ym-99m pcrtechnetate for processing with reagent
kits 1in preparing radiophaﬁMaceuticals. ‘/

G. through 1. Dispensing and/or distribution of d}opared radiophanmaceuticais to
authorized recipients. T )

J. Shielding for Mo99/Tc99m gcnerutors. »

o o, W B, By Wy LW B B BB, B8
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Pursuant to sections 32.72, 42. 73 and 52 73 of IU CFR Farf 32, the 11censee 15 authorized

to distribute the byproduct material detcribed in:-Iteps’6 and 7 of this license to
persons 1icensed pursuant to Section 35,14 and 35.10Q70f 10 CFR Part 35 (superseded)
Sections 35,100, 35.200 and 35.300 of 10 CFR Part 3&{effectiye Apri) 1, 1987)

or under equivalent licenses of Agreement States, for'the Groyps or Sections

{ndicated below: & o\
N
A. Unused molybdonum-99/technetiun-99m gengrators be redistributed to persons

licensed pursuant to Group 111 or Bectjon 10.CFR 35.200.

D. Gas or gas in saline may be distributed to person licensed pursuant to 10 CFR
35,200 effective April 1, 1987).

E. through I. Any form iisted in each group, Groups 1, II, IV and V of Schedule A,
Section 35,100 of 10 CFR Part 35 (superseded) or 2uthorized by
Sections 35.100, 35.200, 35.300 (effective April 1, 1987), may be
distributed to persons licensed pursuant to that Group or Section,

R W D W ML NG et M S s, SO, o — . — 7. —— ... —_p— .

or

P By BB B P

CORDITIONS

10. Licensed material shall be used only at the licensee's facilities located
at 2795 Universal Drive, Saginaw, Michigan,

COPY
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11,

12.

13.

14.

Licensed material shall be used by, or under the supervision of, individuals who are (B
specifically named as users in Condition 11. of NRC Byprcduct Material License No.
37-21345-01MD., The licensee shall verify that each indivicual selected as a user is
specifically named in Condition 11. of NRC Byproduct Material License No,

37-21345-01MD and shall maintain, for inspection by the Commission, copies of
License Number 37-21345-01MD.

T

At least one individual named 1in Conditfcon 11. shall be physically present at the
authorized place of use whenever licensed materfal is being used.

The Radiation Protection Officer for the activittes authorized by this license
is Michael Grawburg, R.Ph, : i
‘ "
A. (1) The source(s) Specified fn Item(s) 7.C. shlibbe tested for leakage and/or
contamination at intervals not to exceed 6 moq;hs Any source received
from another person which 1s not accompanied by-a certificate indicating
that & test was performed within 6 months before, che transfer shall not be
put 1nto ‘use Unt11 testcd. . b
po i
(2) Notw1thstand1ng the periodic leak t:st requlred by this condition, any
1icensed sealed source §s exempt fqu’such leak tests when the source
contains 100 microcuries or less of :heta and/or gamme emftting materia)
or 10 microcuries or lass of aIpha cqitting material,

el
l

B. Any source 1n storage and not bclng uscd need not be te:ted When the source fs/H
removed from storage for use or tran:for .to. gnother porton 1t shall be tested

before use or transfer. . o 3 :
\ “‘ f ; .'\ ’Jn' .f

C. The test shail be, capab\e of detcct1ng the bresen e 'of 0.005 microcurie of
radioactive materic\ ‘gn the test sample. If the.test reveals the presence of '
0.005 microcurie or whre of removable contemina\‘bn. the source shall be removedk
from service and decontaninated, rpp|1red¢1§r disposed of in accordance with {
Commissicn regulations. A reportyshal¥.be'filed within § days of the date the
leak test result s known with the U,S. Nuclear Regulatory Commission,

Region !]I, 799 Roosevelt Road, Glen Ellyn, 1111inofs 60137, ATTN: Chief,

Nuclear Materials Safety and Safeguards Branch, The report shall spec1fy the |H
source involved, the test results, and corrective action taken. Records of leak|H
test resJlits sha\l be kept in units of microcuries and shall be maintained for [J

inspection by the Commission. Records may be disposed of following Commission
inspection,

D. Tests for leskage and/or contamination shall be performed by the licensee or by
other persors specifically licensed by the Conmission or an Agreement State to
perfurm such services.
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15.
16.

17.

18,

19.

20.

Sealed sources containing licensed material shall not be opened.

The licensee shall conduct a physjcal inventory every 6 months to account for all
sources and/or devices received and possessed unde: the license. Records of
inventories shall be maintained for 2 years from the date of esch inventory.

The licensee may transport licensed material in accordance with the provisions of
10 CFR Part 71, “Packaging and Transportation of Radioactive Matertal",

A.  Radiopharmacevticels dispensed-and/or distributed for human use shall be efther:|g
(1) Repackaged from ﬁrepaféd radiopharmac@ﬁtigpls that are the subject of an
FDA-approved “"Kew Drug Application” (NDA) or for which FDA has accepted 2

“Notice of Claimed Investigational Exemption’?z;a New Drug" (IND), or

¢ ‘
(11) Prepared from generators and reagent kits that &¢ the subject of an
FDA-approved NDA or for which FOA has g’p;ed an 4ND.

e s ¢ ;
B. Prepared radiopharmaceuticals for which ;h%s accepted an IND and
radiopharmaceuticals prepared from gehergtdrs or regent «its for which FDA has
accepted an IND shall be dispensed and/or Bfstributed:

(1) In accordance with the di}g;t{pns35roi1déq'by'the §ponsor of the IND, and

¢ "8, Ta ; .
(11) Only to physigians who pavi,gqeh_qccopteg,by'tha g;onsor of the IND to
participate in clinical gvaluation St she drug. ..

Vi oA

The licensee shall 1nformat\on-1n:wr1t1n9¢3§%h phys{€1en who participates in
an IND evaluation.that the physician s responsib)e to the sponsor of the IND
for use of the drul in accordance with protocols .established by the sponsor
and for reporting to.the sponsor the clinigal fhformation obtained through use
of the drug. p L i jf(
L *}.S." n

The licensee shall elute generators and process radfoactive material with reagent
kits in accordance with instructions furnished by the manufacturer on the label
attached to or in the -leaflet or brochure that accompanies the generator or reagent
kit

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 2
minimum of 10 haif-lives.

8. Before disposal as normal waste, radfoactive waste shall be surveyed to
determine that its radioactivity cannot be distinguiched from background,
All radiation labels shall be removed or obliterated.

C. Generator columns shall be segregated so that they may be monitored separately
to ensure decay to background levels prior to disposal.

COPY

T e R R P et T v W o . v -t ot - o " . - - - o—— | g— Vot WAV o v S v S o vt el .




o T in G0N 1ot (el i gl e Ve et TN Y. o e

s S g\ T SaN b WY de de s s 2et et e g ey tgh Vg4 e seh Ta) e AR GeN 4t TaN rat Vgt Van fas ta den

[ e Pae e %

R0 307 v vor s WBrubs-ves s vis s ol Dol T vha s U VA via 305 VL3R V05 M ADY, Sy, 00wy, by ST S oy e e V) ves ey V] VL Sl RN

aA U.6. NUCLEAR RECULATORY COMMISSION pAGE 7 o 7 sAGLS
Lcsnse umber
24-04206-11MD
MATERIALS LICENSE [T TTITD O CTTY Y YT
SUPPLEMENTARY SHEET 030-30262
21. Reagent kits may be redistributed to persons licensed pursuant to Sections 35.14
and 35,100 of 10 CFR part 35, or under equivalent licenses of Agreement States, for
Group 111. :
l 22. 4 Radiopharmaceuticals dispensed end/or distributed for human use shall be efther

(1) Repackaged from prepared radfopharmaceuticals that are the subject of an
FOA-approved “New Drug Application" (NDA) or for which FDA has accepted 3
“Notice of Claimed Investigational Exemption for a New Drug" (IND), or

. P & s

(11) Prepared from generators -and recxent Kits that are the subject of an

FDA-2pproved NDA or for which FD has“acqqpted an IND.
e N 3.

B. Prepared radiopharmaceuticals for which FOA has accepted an IND and
radfopharmac” ;ticals prepared from generators or regent kits for which FDA has
accepted an IND shall be dispensed and/or distributed:’

(1) 1In accordance with the directions prov did'by the fponsor of the IND, and
(14) Only to physicians who Have been adcciiéd'by the sbdnsor of the IND to
participate in clinica) evaluation of. the drug.
The licensée shal\'inforﬁ in.writhg.c(ﬁiiphy51c1an who_garticipates in
an IND evaluation -that the physician is responsible to the sponsor of the IND
for use of the drug in accordante with protocols established by the sponsor
and for reporting to the sponsor’the cliaical: Informetion obtained through use
of the drug. - bt Aoy i~ (f .
SRR N ) S
23. Radioactive waste may be picked up frop ‘the 11ceﬂsee‘s;tqstomers and disposed of 1n
accordance with the procedures, statements and reprg&;nttt1ons in application dated
October 3, 1987. g . \ y
! - 5 W
24, Except as specifically provided otherwise iﬁ.th{s license, the licensee shall
conduct 1ts program in accordance with the statements, representations, and
procedures contained in the documents including any enclosures, listed below,

The Nuclear Regulatory Commission's regulations shall govern unless the statements,

representations and procedures in the 1icensee's spplication and correspondence are

more restrictive than the regulations,

A. Application dated October 3, 1987; and

B, Letter dated February 29, 1888.

For the U,S., Nuclear Regulatory Commission
Original Signed
fate: March 24, 1588 By William J. Adam, Ph.D.

Faterials Licensing Section, Region 1!
CoPY

YU

9,

BB, e, N W B 8 R . B .

w2

I YV Y

L)

L

IR BRI N

iy
™y



MALLINCKRODT MEDICAL INC.
AUTHORIZED USERS LIST
AS OF FEBRUARY 12, 1992

Steven Alvey David Hartter Dave Poydeace
David Askew Elaine Haynes Mark Przekop
William Barkowiak Betsy Holak Charles Reid
Quent Besing Radwan Jaber Warren Salomon
John Briggs Homan Jarrar Barbara Scavullo
Gregory Brooks Michael Klug Richard Schafer
Roger Brown Tracy Knollhoff David Schmitt
Daniel Casey Raymond Komosinski Steve Schultz
Robert P. Chandler Karen Kuchinskas Pankaj Shah
Harold Cleveland Lynn Kuchinskas Aly A, Sharaf
Cheryl Cordum Tim Layne Amy Smith
Marcia Cohen David Lutes James Sorensen
Michael Conway John Manzi Gary Speace
Debbie Davis John Martin Jeffrey K. Steffey
Debra Dabrowiak Thomas McKean David Suski
Rod Detrow John Minella Wayune Toal
Lori Devos Joseph M. Mladinov Dzun Tonthat
Thomas Donia Richard Nickel Todd Warren
Gary Edquist Vincent Nizza Randall Watt
Thomas Firmin Michael Palmer Henry Wielgusz
Genevieve Gamboa Amit Parikh Een Williamson
Rudolph Gilliam Rudy Parola Michael Whyte
Bonnie Gindling Monique Pioatek Jeff Williams
Margaret E. Gleanon

Michael Grawburg

**New addition: Gary Edquist
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LICENSE
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PERMAMENT LD. NO. EXPIRATION DATE THIS DOCUMENT IS DULY

ISSUED UNDER THE LAWS OF
§3020233M0 ObL/30C/758 3sug48? THE STATE OF MICHIGAN

N T o O T N N A R NPy

B R s e e 5 B

IS

R s

XX




@ &
DATE: /2-/3~TL

CORRESPONDENCE CLARIFICATION SHEET

REVIEWER: BJ HOLT
LICENSEE : T Lo -
LICENSE NUMBER: R =24 28— D] Al

The following correspondence has been received from the above licensee and it
is not clear what action(s) is(are) required: Please review this

correspondence and indicate which of the following applies, and please return
to Qggggg_uggggx. as soon as possible.

Additional Information to Control No. .
Process in as a new action, additional information. and no fee required.

Process as new licensing action. Review has already been started on

Control No. and this information cannot be
combined with current in-house action.

Can be combined with Control No. . Review has not started.

Appears to be information for the license file - file it.

g.icensee is adding Nuclear Pharmacists. -~ ( (/
Amendment is necessary . Amendment is not necessary///;> o

(Information for license f(lsl;';,’,,flw,

Licensee is adding authorized users.

A check is included . No check is included

Amendment is necessary { Amendment is not necessary _ .
(This is a Notification)

Process in as a new licensing action:

A. Amendment

B. Renewal

C. New License Application
Other:

Thank You For Your Help!!! 10/16/96



