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:

#

Warren K. Fadling
Director, DIS /NMA.

Mallinckrodt Medical, Inc.
'

Nuclear Medicine Division
P.O. Box 5840
675 McDonnell Boulevard
St. Louis, M0 63134-

Dear Mr. Fadling:

In accordance with 10 CFR 32.72(b)(2), your letter received July 6,1995 is
accepted as notification that you have permitted the individual named in your
letter referenced above to work as an authorized nuclear pharmacist. No
further correspondence on this matter is required.

If you have any questions regarding fees please contact the NRC License Fee
and Debt Collection Branch directly at (301) 415-6055 or 415-6096.

Your cooperation is appreciated.

Sincerely,

Wh
Francis M. Costello, Chief
Medical Licensing Section
Division of Radiation Safety

and Safeguards

License No. 20-15215-02MD
Docket No. 030-13045
Control No. 122021

Enclosure:
Federal Register, Vol . 59, No. 231

cc:
License Fee and Debt Collection Branch

Mj0170N7E95724
C ADOCK 03013045

PDR hUf[B i



_ . .

,O O-. .,

V V

r.

.

JUL I 4 EG6

Warren K. Fadling
. Director, DIS /NMA
Mallinckrodt Medical, Inc.

Nuclear Medicine Division
P.O. Box 5840
675 McDonnell Boulevard
St. Louis, M0 63134

Dear Mr. Fadling:

In accordance with 10 CFR 32.72(b)(2), your letter received July 6,1995 is
accepted as notification that you have permitted the individual named in your
letter referenced above to work as an authorized nuclear pharmacist. No

further correspondence on this matter is required.

If you have any questions regarding fees please contact the NRC License Fee
and Debt Collection Branch directly at (301) 415-6055 or 415-6096.

Your cooperation is appreciated.

Sincerely,

Original Signed By:

Francis M. Costello, Chief
Medical Licensing Section,

Division of Radiation Safety
and Safeguards

License No. 20-15215-02MD
: Docket No. 030-13045

Control No. 122021
,

Enclosure:
Federal Register, Vol. 59, No. 231

cc:.

License Fee and Debt Collection Branch

DOCUMENT NAME: R:\WPS\MLTR\L2015215.02D
To ,eceive a copy of this document,indeste in the box: "C" = Copy w/o attach /enci 'E' = Copy w/ attach /enci "N" = No copy

0FFICE DRSS/RIFA( N DRSS/R[% N

NAME JStamba' ugh:cmm FCostdlld
DATE 07/14/95 07//Y /95 07/ /95 07/ /95
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M ALLINCKRODT
Nuclear Medicine m 13oyg

g.o -Ifuts~- o 2Mo

Mallincks. ,tedical, Inc.
Diagnostic Irnaging Scryices
P.O. Box 1349
Attleboro Falls, MA 02763

Telephone (508) 695-4600

Pamela J. Henderson
Nuclear Materials Safety Branch
Division of Radiation Safety and Safeguards

Dear Miss Henderson:

This notice is intended to inform the NRC, pursuant to 10 CFR
35.14, that James Flynn is named as an authorized nuclear pharmacist
to materials license 24-04206-19MD. Enclosed you will find a copy
of the material license and a copy of Mr. Flynn's Pharmacists
License.

If you have any questions feel free to contact me at the above
number

.

Sincerely,

Ohz a

'
Richard A. Hughes
Radiation Safety Officer

122021
OFFICIAL RECORD COPY ML10

JUL - 6 1995
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hurodM 314 & .O - MS.8. HUCLEAR nEQULATORY COMMISSIONcr%
Amendm:nt No. 01MATERIALS LICENSE

s' Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 438), and Title 10, Code ofg
g Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,36,39,40, and 70, and in tellance on statements and representations heretofore made

|
by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special nuclearr

material designated below; to use such inatcrial for the purpose (s) and at the place (s) designated below; to deliver or transfer such material to
persons authorized to receive it in accordance with the regulations of the applicable Part(s).This license shall be deemed to contain the conditions N-

specined in Section 183 of the Atomic Energy Act of 1954, as amended and is subject to all appHeable rules, regulations, and orders of the E

5 Nuclear Regulatory Commission now or hereafter in effect and to any conditions specined below.
'

6

s E

W E

s ucensee In accordance with the application dated E

s May 25, 1994, E
y i. Mallinckrodt Medical, Incorporated 3. License Number 24-04206-19MD is amended in E

y Nuclear Medicine Division its entirety to read as follows: E

s E
P.O. Box 5840 %y

y 2'675 McDonnell Boulevard . 4. Expiration Date October 31, 1995 E

y St. Louis, Missouri 63134 E
5. Dockee or

'|3 030-33578/37-23326-01MD E
- Reference No, - g

5 6. Byproduct, Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee E
Special Nuclear Material Form May Possess at Any One Time g

. Under This Ucense j
g A. Molybdenum 99 A. Any Molybdenum 99/. A.4200 curies
y . technetium 99m generator

,E

E

g .
, manufactured, labeled', E

'

,y ' packaged a'nd distributed y
~

-|g Nin accordance with.a. E.

|Q specific licens,eiissued E ,

Q|
c pursuant to 10;CFR.;32c73 E I

"

"orMe'guivalent zegul41oif c ( ;:j .o
,,#,. ' '

of any ' Agreement Stdte.g^
8. Any byproduct material -B. Prepackaged jl1 vitro. ' B.-20 millicuries ju

.
'

-

f listed in paragraph diagnostic testNkits; w
j 31.11(a) of 10 CFR Part. 31 j
d C. Any byproduct material C. Any sealed source C. 30 m1111 curies g
$ identified in 10 CFR identified in -

S 35.57(a) 10 CFR 35.57(a) that has E
''

I

: been manufactured, j |
!3 labeled, packaged and ; '

$ distributed in accordance '

% with a specific license (
3 issued pursuant to 2
is 10 CFR 32.74 or ~

p equivalent regulations of !
f any Agrsement State 2

~

!% k
|H >
d E

h, !*i
.

|h E

s E |

7 E |

! E |

'

| n ,

|k E |

. |3 Il
CICIChUIURGEOsmgegsger.#MG3mwnMQvWMM@h21mDsim mmmmmmmW@MMMh
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MATERIALS LICENSE 24-04206-19MD I

" " " " ' ' ' ' * * " " " ' '
SUPPLEMENTARY SHEET

030-33578/37-23326-01MD |
i

Amendment No. 01 !
I

D.. Xenon 133 D. Unit dose containers of D. I curie I

gas or gas in solution I

that is the sub, ject of an |
active (i.e., not

i
withdrawn or terminated) i

"New Drug Application" I

(NDA) approved by FDA cr I

an active (i.e., not I

withdrawn, terminated or |on "clini al hold") i

e gati n tion !
D for a New Drug" ( l

that has been accepte I

lFDA

(d'5 curies |E. Iodine-131 h E. Any form identified in
J ig T~s, 10 CFR 35.100, 35.200,ory

F. Technetium 99m D y' 5.300 2- 1form identi ' I, F.,200 curies I

,

.

b '' i FR459100 +200 ) Is

|CFR/gidpnt/ 'p}n
' ~ for G. @ millir.uciesG. Any byproduct mate 1, ! ,

Lexcept iodine 131 - t E 100 i- , ' , [technetium 99m, i ntified' |

in 10 CFR 35.100 (f
H. Any byproduct mater 7)al,

--g =F . ,w- I

n u a d1 H.f00 millicuries
I

'

f. ~

jexcept iodine'131 ard p 10 3 5 : ,( w.

technetium 99m,iderj ied - y $ a; , 6*, i
in 10 CFR 35.200 $ o, -< - iI.Anybyproduct. material (, I.dby nti in J.100 millicuries i-

except iodine 131, 76 10 C 5 . 'O q l

identified in 10 CFR 35.300r/
g I,

J. See item 9.J. |J. Any byproduct material J. nalytical samples |'

,

t K. Technetium 99m K ny K. 500 millicuries , Idkrcs( ch/ Ops L. Not to exceed 165 i
! L. Cesium 137 L. Sea

'

| Model 77302) millicuries per source |

| and 330 millicuries tota' l

i M. Uranium depleted in M. Metal M. 999 kilograms I

isotope U-235 |
'

|
9. Authorized use |

1

d. Production of technetium 99m pertechnetate. Redistribution of unused generators to I
,

authorized recipien b in accordance with statements, representations and procedures Ii
,

contained in the appl; cation February 14, 1989. |
B. Redistribution to general and specific licensees in accordance with statements, i

! representations ard procedures contained in the letter dated November 16, 1984.
| C. Instrument calibration. Redistribution of sources to specifically authorized )| i

recipients. Pursuant to 10 CFR 32.74, the licensee is authorized to redistribute i I

sources to persons licensed pursuant to 10 CFR 35.14 and 35.100 of 10 CFR Part 35 I,

(superseded) or 10 CFR 35.57(a) of 10 CFR Part 35 (effective April 1,1987) or under | ,

i equivalent licenses of any Agreement State. i
|

1 : D. Distribution to authorized recipients. i
i

'

i:

. _ _ = - - ---. . .. .

__,_ _ ___ . __ _ _jj-
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l MATERIALS LICENSE 24-04206-19MD 1
1 SUPPLEMENTARY SHEET U**"*'*""*' I

| 030-33578/37-23326-0.1MO |

| Amendment No. 01 f
i i

E. Olspensing and/or distribution of prepared radiopharmaceuticals to authorized Ii

i recipients. I
i F. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized I

|.
recipients. Use of technetium 99m pertechnetate for processing with reagent kits in |

1

preparing radiopharmaceuticals. i
| G. through I. Dispensing and/or distribution of prepared radiopharmaceuticals to I

i authorized recipients. I

i J. For possession incident to the performance of leak testing of customers' sealed I

| sources. I

I K. For instrument calibration and testing for leakage and/or contamination. || L. For use in Tech / Ops survey metpr brdi[ngeviceforcalibratingsurveymeters. i

,I Shielding for Mo99/Tc99m geg,p) ,f iM. r

! Pursuant to 10 CFR 32.72, . 3 and 32.74 of 10 CFR Part ), the licensee is authorized to#

|I| distribute the byproduct m ial described in Items 6 and 7 this license to persons
| licensed pursuant to 10 C 35.14 and 35.100 of 10 CFR Part 3 perseded) or ii
I '

10 CFR 35.100, 35.200, 3J1987),orunderequivalenf,300?3 400 and 35.500 of 10 CFR-Pjsrpr the d ro(effective April 1, iI lic's.n f Agreement State ups or Sections |

| indicated below: . ' *
$g

N. / vf IJ (",, nc z.j,. ; [%
, y..

i A. Unused molybdenuqq99/techneT1 jb m gpie'ra$or's 1 I

g'&jeredistetbutedtopersons7 |i licensed pursuant to Gr ) LI LffbH,200
licensedpujsuantto10CFR35.200 q

I D. Gas or gas in satine ma
,}9,,

dje Jted to re
[

'(effective April',fl987) . 7 ~ Tt
l, IV an;V of Schedule A,

, > ' r.

b,,

ys Ii E. through I. Any form list ( p ;
| 10 CFR 35.100 ' ; - up,erse 'or a' 'orized by I'

ltep[ d.purs'Ry ve Apr ~1, 1987), may be |i 10CFR35.100,1

distributet'1,1 censes of anyj greement-
I

to 10 g> Part 35 or under jto perso
| equivalent' te. |n, g

|f 7., .s
,

i r,;. CONDITIONS g |,

! Licensed material may beked t)Avenue,Pittsburgh,Pennsylvaga.,tg,eLicenyde'sfacilitieslocatedat2722Penn| |10. A.

i||
i j
i

! B. Licensed material in Items 7.I., 7.J. and 7.K. may be used at temporary job I

ii sites of the licensee anywhere in the United States where the U.S. Nuclear I

ii Regulatory Commission maintains jurisdiction for regulating the use of licensed j
I material .

,I |
Ii 11. Licensed material listed in Item 6 above is authorized for use by, or under the i ij| supervision of, the following individuals for the materials and uses indicated: | |

'

I|

| A. In accordance with 10 CFR 32.72(b)(2)(1) or (4), pharmacists working as |I authorized nuclear pharmacists. g

:[8
'

s
B. Authorized Nuclear Pharmacist Michael Hess and James Flynn, f

,y i

: i C. At least one individual authorized by Paragraph A or B of this condition shall i
be abysically present at the authorized place of use whenever licensed material |i

| | 1s )eing used. ,

| |
|

L..-.._-....._...--____._______ ._..._.g
'
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24-04206-19MD I'
I MATERIALS LICENSE

- - .DwM whena num | .|I SUPPLEMENTARY SHEET

| 030-33578/37-23326-01MD , |

| Amendment No. 01 !
'

I
I

i (11. continued) 1
'

I
I

| 0. Licensed material used for calibration of survey meters, calibration of dose j,

: I calibrators, or for analysis of tests for leakage and/or contamination performed ;

| will be used by, or under the supervision of individuals who are specifically ii

1 named as users in Condition 12 of NRC License Number 34-16272-01. I
,

I
|i

i E. The Radiation Safety Officer for this license is Gary L. Spence, R.Ph. I

I
I

; I 12. A. Sealed sources and detector cells c.ontaining licensed material shall be tested |
such other intervals as irgspecifie|d''by4%/pertificate of registrationfor leakage and/or contamjnatibo at- 15tpygls not to exceed six months or at-iI

'

| il-

referred to in 10 CF{32.210, not to exceed thr.g years. | ;; i

NotwithstandingPhigraphAofthiscondition, sea (ed,sourcesdesignedtoemit j) ! B.
j i alpha particles shall be tested for leakage and/or centamination at intervals i

t

! I not to exceed three months, i
,

; I

|$ | C. In the absence of a certificate from a tran ror indicating that a leak test
has been made within six, months arior to the;' transfer, a sealed source or ||

detector cell received 'frop a'not1er pers'or)i s|1all not be put into use until!
i I

j ,Jtested.
~

j
-

<
,

; . .
. w .y..e i

i I D. Each sealed source fabricat~ed by the licensee shall be inspected and tested for i
| construction defects ~,sleakag'e, and S/it,amfnation prior to any use or transfer as I*

f,

', i a sealed source, p i . i -

'
, I

.

i .:& p.. ~$' .-
- ..

I E. sealed sources 'and detector cells need 66t]h4 leak tested if: |
..

,

~

Lp iI -
.

| (1) they contain p.nly hydrogen-3; or i!

| | i.' ' I

i (ii) they contain only a r,adioactive gas; og j
,

-

j

! |
(iii) the half-life of the ' isotope is 35 dais or less; or |

|'

| | (iv) they contain not more than 100 microcuries of beta and/or gamma emitting i
,

material or not more than 10 microcuries of alpha emitting material; or I'

,i
,

I'

j l (v) they are not designed to emit alpha particles, are in storage, and are not j
~

l being used. However, when they are removed from storage for use or i

| transfer to another person, and have not been tested within the required i;

; leak test interval, they shall be tested before use or transfer. No sealed I
i
i source or detector cell shall be stored for a period of more than 10 years I

|
without being tested for leakage and/or contamination. |i

I'

.I
,

i
U

,

i I;|,i |
I

;
i

E!) |
N;i i
4! i f'

i

!mw=_______----,w- . _w ___ .,_,,,,,,n,,_ _ ___ _ _ _
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| MATERIALS LICENSE 24-04206-19MD
1 SUPPLEMENTARY SHEE1' **'''"'f*'"*""b''

,

: I
_ 030-33578/37-23326-01MDI. ,

i
| Amendment No. 01 g

'

;

| E

i' (12 continued) I
l'l l

| F. The test shall be capable of detecting the presence of 0.005 microcurie of I-

I radioactive material on the test sample. If the test reveals the presence of [1

I 0.005 microcurie or more of removable contamination, a report shall be filed i.

,I with the'U.S. Nuclear Regulatory Commission and the source or detector cell F
!

i shall be removed immediately from service and decontaminated, repaired, or i

: i disposed of in accordance with Commission regulations. The report shall be [4 i filed within five days of the date the leak test result is known with the
i'

I U.S. Nuclear Regulatory Commission ejion I, ATTN: Chief, Nuclear Materials
i

I SafetyBranch,475A11end19Rp(d,J pgtqf fr,ussia, Pennsylvania 19406. The i
report shall specify thehce or tectotepli involved, the test results, and

I
I;

j | correctiveactionta{efv g |
The licensee is allt)orized to collect leak test s mpt s for analysis by the! G. I1

i licensee. AltefWitively, tests for leakage and/or ed mination may be |j; i performed by py sods:s cifically licensed by 1;he-po ion or an Agreement i
i ces. /,/ < 4

; State to perfpy suchp |
s

| 13. Sealed sources obdetector " ~ ' 'ng 1 materia (shall not be opened or
'

In

| sources removed (gom source Fe b ejli j[. C || t

i
,

; .. ~ %. i
six monA7s to account for all ii i 14. The licensee si,ah cond a' 1 inventog

ry' J .| sealedsourcesanJ)devf co 'T hgs
!gr,receivddandpossessedunder|

r, i
'

/ [the license. {' g
'

'

i i

)
~

I 15. Thelicenseeisadt$rize p ferial j
(dortatig}faccordance with the9

-

of Radioactive Material."
| provisions of 10 CFQJart ' , ac{

n r | |, , ,

Radiopharmaceuti[a7 dispensed an /)oNiistri uted(ffP human use shall be either:| | 16. A. 7
| (i) repackagedfromprehedradiopharmaceuticaYsthatarethesubjectofU.S.

I

Food and Drug Admin a Lapinoved "New Drug Application" (NDA) or |for which FDA has accepte,onJFD$ree of Claimed Investigational Exemption
i |

r a MNot i i
I

'

| | for a New Drug" (IND); or |
'

{ ; I

i (ii) prepared from generators and reagent kits that are the subject of an FDA- 1
;

| approved NDA or for which FDA has accepted an IND. ||
I ;.

I B. Prepared radiopharmaceuticals for which FDA has accepted an IND and -

! | radiopharmaceuticals prepared from generators or reagent kits for which FDA has |i
i accepted an IND shall be dispensed and/or distributed: i'

1
. i

|I (i) in accordance with the directions provided by the sponsor of the IND; and |1

i.

!3 (ii) only to physicians who have been accepted by the sponsor of the IND to p
'

i | participate in clinical evaluation of the drug. I
! |'y

i 17. The licensee shall elute generators and process radioactive material with reagent i
; I kits in accordance with instructions furnished by the ' manufacturer on the label |; I attached to or in the leaflet or brochure that accompanies the generator or reagent e
: I kit. i
m! !!

; -- _---- -......,,_ ...___ __________________ _ _g
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i MATERIALS LICENSE 24-04206-19MD i
i SUPPLEMENTARY SHEET DocW:Refuence mnkt I'

1 030-33578/37-23326-01MD |

| Amendment No. 01 !
' I

i I
g 18. The licensee is authorized to hold radioactive material with a physical half-life of I

i less than' 65 days for decay-in-storage before disposal in ordinary trash, provided: |I
i! A. Waste to be disposed of in this manner shall be held for decay a minimum of ten ihalf-lives.

| B. Before disposal as ordinary trash, the waste shall be surveyed at the container
|

'

y surface with the appropriate survey instrument set on its most sensitive scale2

s and with no interposed shielding to determine that its radioactivity cannot be |
; a . !

ArecordofeachgMu
sposal permitted unde License Condition shall be IC.

retained for thre ears. The record must includ date of disposal, the Ii
i date on which thf byproduct material was placed in ' ge, the radionuclides |I disposed, the rysy'irtstrument used, the background o'se rate, the dose rate i!

measuredat}d
surfac each waste contat ' and the name of the individual i

. ] who performq hedispos. '
I-

,

.

,,
t,4, - j' . >>

, r,
1 '19. Reagent kits mayehe redistr'

~ opdfsofstil ~sd pursuartt",to 10 CFR 35.200 or |under equivalentycensep of IL4 tate)st
n y~ c ,

y 7, y
'

i g

(ts and disposed of in
,. ,.

p

| 20. Radioactivewastefpayb ck3 rn ~4f eygcustorg?in the application
e f

! accordance with the sta, f pp c iort andy ocedure f
dated December 5,(1 3 an leggc h1 984. "

|.

1 21. ThelicenseemayuYe't. hec c ):k jl, , or linearME tests of its dose !: ! calibrator provided'ft..follows the p'
. ?re's

' heCalc|ofp,Inc.,Manualdated y.u

| March 2, 1982. ' 't -

f-

| 22. ThelicenseemayusetheL$ne r device for doing liffearity tests of its dose 5
1 calibrator provided O follow

hek.rohcdur
ir%the Atomic Products Corporation E-

fi Lineator Instructioni k nual d ed un 0', 982 .

*8 i
5 23. In addition to the possession limits in Item 8, the licensee shall further restrict f
! the possession of licensed material to quantities below the minimum limit specified i

i in 10 CFR 30.35(d), 40.36(b), and 70.25(d) for establishing financial assurance for j
i decommissioning. ,
A

I 24. The licensee shall not acquire licensed material in a sealed source or device unless || -,| the source or device has been registered with the U.S. Nuclear Regulatory Commission i,

y pursuant to 10 CFR 32.210 or equivalent regulations of an Agreement State.
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| | Amendment No. 01
I |
|

| 25. Except as specifically provided otherwise in this license, the licensee shall conduct
its program in accordance with the statements, representations, andi
contained in the documents, including any enclosures, listed below. procedures1 The Nuclear

I Regulatory Commission's regulations shall govern unless the statements,
,I representations, and procedures in the licensee's application and correspondence are ;i

i more restrictive than the regulations. !

! A. Appl % 'n- ""d February 14, 1989
I B. Letter d m o July 10, 1990

,

1
s..

I C. Letter dated November 9, J990 p
N f': /?' L/

;'
| D.

,

Letter dated April 8, 19M,i -
f i

'--

'

E. LetterdatedFebruarypt1992 Y |i
| F. Application dated May 25, 1994 / A j!
I G. Letter dated April-18, 1995

n%.
,

I H. Letter dated May 31, 1995 ;
-
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For the U.S. Nuclear Regulatory Comission f '

! Original Signed By: |Jb .nl21995 Pamela J. Henderson sDate By ,

y
Nuclear Materials Safety Branch a |
Region I il '

King of Prussia, Pennsylvania 19406 f
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: (FOR LFMS USE)
: INFORMATION FROM LTS

BETWEEN: : --------------------

:
LICENSE FEE M AN AGEMENT BR ANCH, ARM : PROGRAM CODE: 02511

ANO : STATUS CODE: 2
REGIONAL LICENSING SECTIONS : FEE CATEGORY: 30

: EXP. DATE: 19930331
: FEE COMMENTS: _____________________

: DECOM FIN ASSUR REQD: N
: : : : ::: : : : : :: : : : :: : : : : :: : ::: : : :: :::: ::

LICENSE FEE TRANSMITTAL

gA. R E GIO N

1. APPLICATION ATTACHED
APPLICANT / LICENSEE: MALLINCKRODT MEDICAL, INC.
RECEIVED D ATE: 950706
DOCKET NO: 3013045
CONTROL NO.: 122021
LICENSE NO.: 2 0-15215-02 MD
ACTION TYPE: NOTIFICATIONS

2. FEE ATTACHED
AMOUNT: __ ____

CHECK NO.: __ ______

3. COMMENTS

da/d'

SIG NE D [~[~[[i2[2 Idd'~[~~~[[~_~_~_~_~_
~

DATE |__ _ _

S. LICENSE FEE MANAGEMENT BRANCH (CHECK WHEN MIL E STONE 03 IS ENTER ED / __/ )
a

1. FEE CATEGORY AND AMOUNT: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

2. CORRECT FEE PAID. APPLIC ATION M AY BE PROCESSED FOR:
AMENOMENT ______________

RENEWAL'

______________

LICENSE ______________

3. OTHER __________________________________

_______..__________________________

SIGNED _________________________________

DATE _________________________________

_ _ _ _______---_._ _


