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g MATERIALS LICENSE i
Amendment No. 29 i

g 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 I, Parts 30,31, 32,33,34,35,39, do and 7o, and in reliance on statements and representations heretofore

g

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

p
'

I 5
N nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below; to deliver or transfer such materialE

to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditionsE

specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations and orders of the Nuclear
g Regulatory Commission now or hereafter in effect and to any cow.% ns specified below.
N g

a

I -

Licensee

g
In accordance with the letters datedq

| I' Du Pont Merck Pharmaceutical Company 3' gune 16 g 5 and June 30, 1995,""5'""
20-00320-19 is amended ini its entirety to read as follows:

N

| 2 331 Treble Cove Road
.

'

>

'N' "'i!"A'I' September| North Billerica, Massachusetts 0_1862.2
#-

'
30. 1999 f

I ... Reference No 030-13288

'
5. Docket or

'-
'

g

1[6. Byproduct, source,and/or 'N.) 7. Chemical and/or physical /* 8. Maximum amount that licensee RI s
special nuclear material c'h form N ' ..may possess at any one time I

under this license
1

I It
i A. Phosphorus 32 A. Prepackaged organi.c A. 10 curies L

. salts in aqueous ti
I s 0 ;' solutions s. ~ t '

I B. Molybdenum 99/ B. In Tc99m Generators B. 300 curies 0 ii Techr.etium 99m
. I{ C. Xenori 133 C. Gas Calidose , refills C. 160 curies [

-

N
g 9. Authorized use I? i
| 7- 0 '

fA.throughC.
For possession, storage, and packaging incident to distribution to persons

L
05

authorized to receive the licensed material pursuant to terms and 4,| h;conditions of a
Commission or a. specific license ' issued by the Nuclear Regulatoryn Agreement State.i

i t ,

U| CONDITIONS -

i t
Ii 10. Licensed material may be used only at the licensee's facilities located at 1909 CI

Beltway Drive, Overland, Missouri; 8555 Sweet Valley Drive, Valley View, Ohio; and
|

-

| Ronson Aviation, Inc., Mercer County Airport, Trenton, New Jersey.
g

! 11. A. Licensed material shall be used by, or under the supervision of, hMichael Rielly or individuals designated by the Radiopharmaceutical Division'si
Li Manager of Safety and Environmental Engineering. ;I

| B. The Radiation Safety Officer for this license is Michael Rielly.
I
I
I
I
I
I
I c.
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i MATERIALS LICENSE 20-00320-19 I
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I 030-13288 8
| F

-

| Amendment No. 29 |
'

| 1
i (Continued) CONDITIONS b,

i 'li

i 12. Except as specifically provided otherwise in this license, the licensee shall conduct E

I its program in accordance with the statements, representations, and procedures |1 contained in the documents, including any enclosures, listed below. The Nuclear
| Regulatory Commission's regulations shall govern unless the statements, |

i
i representations, and procedures in the licensee's application and correspondence are I,

i more restrictive than the regulations. I
I I
I A. Letter dated July 11, 1986 jI

29, 1991 '' R' F: '' r: .i B. Letter dated June 16, 1989 _ r
|-

iC. Letter dated October1 < I
D. Letter dated June 9, 1992 .a Ii,

i E. Letter dated August 25,' 1992 )p I

i F. Letter dated February 25, 1993 I
I G. Letter dated Apri1T4,1993 g,.

|| H. Facsimile dated September 23, 1994
y

| I. Letter dated April 14, 1995 g

i I
I I

I I
i i - I

ii -

_

Ii
Ii -

' '

i :: I,

~'

8I 4

i _ ' . . . f'-
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'
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I
I

I

I I

|
|

'

|

I
'
I

I I
I I

! I I
For the U.S. Nuclear Regulatory Comission |

I

|
I i ORIGINAL SIGNED BY: |

.

| Date 1 01 1 4 1995 By SHERI A. ARREDONDO a
I Nuclear Materials Safety Branch I.

4

I Region I |
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JUL l 41995,

Francis E. Roy, Jr. I
Development Health Physicist !,

DuPont Merck Pharmaceutical Company !-

331 Treble Cove Road i
j North Billerica, Massachusetts 01862 I

: Dear Mr. Roy:
:

This refers to your license amendment request. Enclosed with this letter is'
the amended license. i

Please review the enclosed document carefully and be sure that you understand
4 and fully implement all the conditions incorporated into the amended license.

If there are any errors or questions, please notify the U.S. Nuclear.

Regulatory Commission, Region I office, the Licensing Assistance Section,
(610) 337-5093 or 5239, so that we can provide appropriate corrections and i

' answers.

Thank you for your cooperation.

Sincerely,
,

ORIGINAL SIGNED BY:
SHERI A. ARREDONDO>

Sheri A. Arredondo
Nuclear Materials Safety Branch
Division of Radiation Safety

and Safeguards i

License No. 20-00320-19 I

Docket No. 030-13288 i

Control No. 121925 )
Enclosure:
1. Amendment No. 29

1

DOCUMENT NAME: P:\DUPONT
To receive a copy of this document, Indicate in the boa: 'C' = Copy w/o attach / enol *E" = Copy w/ attach /enci "N" = No copy

0FFICE DRSS/RI |N | | |
'

NAME Arredondo/sa c
DATE 07/14/95 0, 07/ /95 07/ /95 07/ /95 I

|
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The Du Pont Merck Pharmaceu ' t Comptny '

/ Radiopharmaceutical Dwison
,

o l er ca. 0 2 b3b~
.-,

,,

June 16,1995

U.S. Nuclear Regulatory Commission
Region 1
Attn.: John R. McGrath

- Nuclear Materials Safety Branch
DU PONT Division of Radiation Safety and Safeguards
MERCK 475 Allendale Road

King of Prussia. PA 19406

| Reference: Materials License # 20-00320-19

Dear Mr. McGmth:

I have enclosed for your review our close-out survey for the facility to be deleted from our
| license at 72 Weldon Parkway, Maryland Heights, Missouri.

On Friday, June 9, an initial radiological survey of the facility was conducted prior to the
removal of all furniture and supplies and then a final sun >cy was completed once all
materials were removed from the facility. The radiation level survey was conducted using a

| Ludlum Model 3 GM survey meter. The radiological contamination sun cy was conducted

| with a NICO Ratemeter Model MD3 with an end-window GM detector, followed by wipe
tests for removable contamination using paper towels fashioned into wipe samples. The'

results of the surveys and the locations of the instrument readings and wipe samples are
*

| indicated on the attached maps. The wipe samples were qualitatively checked for any gross
contamination at the facility and then were sent to our Health Physics Laboratory at the
division headquarters here in Billerica, Massachusetts. The wipes were counted using a
high purity gennanium detector, serial number 5922805, connected to a Canberra MCA

. Series 90 system. Each wipe sample was contained in its own plastic envelope and 10 of |
these samples were counted for 10 minutes at a time on the crystal. The raw data from this
analysis is attached for your review.

;

| The survey results indicate there were no radiation levels above background and no
removable or fixed contamination found in the facility.

As we requested in a previous communication to your office please remove the Maryland
Heights address from our license. A communication concerning our facility at St. Paul,
Minnesota will be forwarded for your consideration in a separate letter. Your prompt
attention to our previous license amendment request is greatly appreciated.|

|

Sincerely,

wen Cb
Francis E. Roy, Jr. -ip),

| Development Health Physicist

|

121925A Partnership of Du Pont and Merck & Co. Inc
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1 TO: United States Nuclear Regulatory Commission, Region III
799 Roosevelt Road
Glen Ellyn, IL 60137-5927

The following documents and infonnation are being used as
1

4 Facility Close-Out Survey and Wipe Contamination Reports.

Name Of Business: DuPont Merck Radiopharmacuetical Co.
j Address: 72 Weldon Parkway

Maryland Heights, MO 63043,

Phones (314) 567-0114
.

Date Survey and Wipes taken: / /f'

n
Name of Person Performing all testa k -5M # 4J O O,

Position of Person Performing all test: 'D[<ft iAidfo At
! ,

- -
Af//AUAl# r

.

Name of 2nd Person verifying all test: KU diCr g! It- |4
'

Position of 2nd Person verifying all test " 'Jh/r(It h, Mi nd D,ndwig y i

Type and Model i of Survey instrument used: b>dlu A Md3
i Serial 4 of Survey instrument used: % 3Q R |Last calibration date of Survey instrument used: 1 -7,6 -Qf

Type and model i of Wipe Contamination Analyser used: NT2',,0 W hb b
Serial 6 of Wipe Contamination Analyzer used: A4 ll.s 0 -

'

! Last calibration date of Wipe Contamination Analyzer used: 1-2ls 4[

4

s

1

1
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The following wipe and survey information was gathered before

removal of furniture, supplies, and or products.

1. Front. office (Desk i 1)
2. Computer table in office i 1

,

3. Computer printer and stand
|,

4. Computer i 1 keyboard and terminal
5. Computer codex's X 2
6.- Book shelve in office i 1 !

7. Chair in office i 1
8. Front office (Desk i 2)
9. Chair in office f 2

10. Typewriter
11. Pax Machine
12. Copy Machine and stand
13. Folding table in front office # 2

| 14. Coffee machine
15. 2-filing cabinets in front office i 2
16. 2-filing cabinets in warehouse
17. visitors log table (Desk i 3)
18. Heavy metal storage shelves set i 1
19. Heavy metal storage shelves set i 2

{
20. Office supplies storage shelves
21. Packaging table i 1
22. Packaging table i 2

| 23. 2 package sealing tape dispensors '

| 24. Laser scanning gun
'

25. Temperature monitor
26. Computer i 2 keyboard and terminal
27. Product storage cabinet, handles, shelves, and exterior ( f 1)
28. Product storage cabinet, handles, shelves, and exterior ( f 2)
29. Product storage cabinet, handles, shelves, and exterior ( l 3)

| 30. 4-filing cabinets in warehouse (not used)

| 31. 2-emergency responsepak fibre drums
| 32. 2-fire extinguishers

| 33. 2-two wheel dollies
34. 1-vacumm
35. 1-4 wheel metal cart for package moving

-

36. 3-phones
37. Package survey check in station (Desk 6 4)
38. Survey meter

| 39. Ratemeter analyzer, and moly coddle
| 40. All boxes and styrofoams not used yet for packaging

41. Cuttle Pie

|
,
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mR/hr cpu dpa
1. /).o 3 A o
2. . D.e5 Bo 6
3. _o.03 3e. o
4. 003 30 0
5. o.05 30 o *

6. O 03 3% b |

7. o.o3 So o
8. b,o3 & c
9. h OA ~Ac o

10. O.o3 30 m
11. D*o3 Bo n
12. O.c3 so n
13. O.03 So n
14. o.03 .36 a
15. n.03 30 a
16. o.0.5 30 o
17. D.c3 30 n
18. o.03 M O
19. O<o3 .?D o
20. O.03 ju n
21. O.03 30 o
22. o.oS 30 0
23. o.oA 30 o
24. o.o S .So o
25. h.oS 30 o

' 26. 0 03 30 o
27. b.03 & a
28. D 03 30 0
29. h.ch 30 D |

30. n.oS .5o O
31. h,03 "So M
32. D.o3 3o o
33. O.03 Sc o
34. o.03 30 a
35. O.os 30 a
36. O.03 .50 0

~

37. D.03 .5k) O
38. O,c3 30 0
39. O. a3 _So o
40. o.0a 30 o
41. o.oS So o

una 0.o3 So 0

,

9
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FRONT ENTRANCE T2 ES IN () WITH AREA NUMBERat a p
FIRE EXTINGUISHERS *

j , RATEMETER/ SURVEY EQUIPMENT S"

SECURITY KEY PADS $ i

( 15 * x 12'-6" 11' -8" x 12' - 6" ,

'

(1)

e@ dYiy g) e_ .

e>vn
heater above

-

r

(3) I

O ](10) -Q m A
cooler,

_

sinks
BOT water

g STORAGE heater

k N (9)T k f|

n

% 4D/@
~

,
k I (8)

# ,s<
27'3" x 74'0" 3/g

*

O

f
f heater
\ # above

' s
adjacent

f (6) overhead doorg rear rear i

(5) i exit exit

( < ( |
electric panel 2.1325
electric meter

OFFICIAL RECORD COPY ML 10 g,y,1
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The following wipe and survey information was gathered after

removal of all furniture, supplies, and products. General janitorial

cleaning had been accomplished.
.

% 1. Exterior front entrance door, handles, and key locks.
I. 2. Exterior rear entrance door, handles, and key locks.
7. 3. Exterior dock, lifting type garage door, handles, and key locks.

4. Interior front office door and handle, between two offices.

/
5. Interior front office door and handle, between offices and restricted area.
6. Interior restroom entrance door and handles.
7. Interior entance door and handle to radiopharmacuetical storage room.
8. Floor in i 1 front office.
9. Floor in i 2 front office.

10. Floor in restroom.
11. Floor in radiopharmacuetical storage room.
12. Position i 1 warehouse floor.
13. Position i 2 warehouse floor.

f 14. Position f 3 warehouse floor.
15. Position f 4 warehouse floor.
16. Position f 5 warehouse floor.
17. Position f 6 warehouse floor.
18. Position f 7 warehouse floor.
19. Position # 8 warehouse floor.
20. Positoon i 9 warehouse floor.
21. Restroom sink, faucet handles, toilet handle.
22. Janitorial sink, faucet and handles.
23. Thermostat, front and sides.
24. 2-Alarm system key pads-1 at front entrance 1 at rear.

3I 25. All light switches.
T 26. Drinking water cooler, push button, water drip tray, and sides.

THESE DOCUMENTS HAVE BEEN REVIEWED BY: d

TITTLE: No k ua
u

DATE: b / f b / 75

i
,

. . . .

. .. ..

. ..
,
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|mR/hr cpm dpm

'S 1. h*03 h D
T. 2. O 03 .30 o ,

5, 3. O C3 20 o
|4. 00.3 un o -

5. D.03 % n
6. D 03 'So n
7. o.o3 3o O )
8. o.o3 Bo
9. h. O.5 20

_ o
n

10. D*03 30 n
11. o,03 8!o a l
12. n,c3 .Bo o '

13. . n,o3 3o n
14. M, e.g 30 n
15. n,05 % o
16. O,05 .M r)
17. O, cs 3o o,

18. o,OA So O
19. M,oM 'an h
20. D.D3 Bo D
21. h.o.5 4n O~

22. O c3 'An 0
23. osp3 30 O |

0 03 Ao o |Y, 24.25. n.e3 .5o o |
~L 26. O*c3 5O D

BKG O'O3 O*0.3 g O

.

|

\



h FRONT ENTRABCE T2 IN TH AREA NUMBER. . p

RATEDGITER/ SURVEY EQUIPMENT e
, SECURITY REY PADS $

,

15' -2" x 12'-6" 11' -8" x 12' - 6*

'

(1)

(2)' *

heater above

-

st room

& |O

yer g .

i 110) cooler 75 j

| p\nks hot |

HOT water I
STORAGE heater

(9)

Il

(7) (4I

27'3" x 74'0"

'
k f

9 heater
above

adjacent

f"

, e en
.f ( 3J %' " '

|,

electric panel
electric meter *

steps



* I7,2 Weldon Parkway.

,Arca Designation Map FRONT ENTRANCE TLD ES IN () WITH AREA NUMBER
FIRE EXTINGUISHERS *"" N 8., RATEMETER/ SURVEY EQUIPMENT @
SECURITY KEY PADS f

15' -2" x 12'-6" 11' -8" x 12' - 6" '

)

(1)

f
i. (2) *

d heater above

N
AI

rest room
(3) i

o /
Cib m A-

(10) cooler,

_x .
_

sinks hot
g HOT water
A STORAGE heater

^^8^ (9)

ms
% %

(8)
(7) (4)

27'3" x 74'0"
*

f
6 heater

above
adjacent

b n(6)
overhead doorg rear rear

(5) i exit exitr ' '

\
electric panel
electric meter Zj fj2$
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GAMMA S P E CT RUM ANA LY S S
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******************************************************************************
|ANBERRA APOGEE V2.0A I -+ ( O

anberra Industries, Inc. 14-JUN-95 14:49:01

A N A L YS I S P A RAM E T ER S
.

ipectrum file number : 3004.0
1CA unit number : 1 ADC unit number : 3.0
)etector number : 3 Geometry number : 1

.iearch discrimination level #1 : 2.5 level #2 : 3.0
iearch FROM channel : 51 TO channel : 4096
(dentification energy tolerance : 1.0 order of background : linear

:onfidence l evel s LLD : 1.645 (95.0%) MDA : 1.645 (95.0%)
onalysis library : SPF$ LIBRARY:SPFANL.LI6;1
lackground subtract disabled Random sum corr : 0.0000

; ample description samp 1-10 Sample no. : 3
..nalyzed by : Jed

lample size : 1.000000E+00 EA
:onversion factor : 1.000
Itandard size : 1.000000E+00 EA

;ampl e taken on : 14-JUN-95 at 14:38:08
:ol l ec t started on : 14-JUN-95 at 14: 38:08

Decay time : 0.0 minutes

live time : 600.0 seconds
real time : 600.0 seconds
dead time : 0.00 %

.nergy calibration used done on 12 / 12 / 1994

.fficiency calibration used done on 12 / 14 / 1994
.

P E A K S EA R C H R E P ORT*a* 14-JUN-95 14:49:01***

'irst search channel : 51
ast search channel : 4096
'irst significance limit for found peaks: 2.50
econd significance limit for found peaks: 3.00
.verage Gaussian peak width (in channel s ): 1.61

i peak peak signif check-1 check-2 accept
channel energy of peak signif shape channels number

1 224.335- 114.9 2.627 small



~

*** P EA K I T R E P O RT *** 4-JUN-95 14. :01

p,e a k nuclide(s) centroid energy FWHM net area error gammas error
no. channel kev kev counts % per second %

l -4> |O

*** R A D I ONUC L I D E R E P O R T 14-JUN-95' 14:49:01***

jample description :samp 1-10
An al y z e d by :Jed

lumber nuclide conf.value Activity ( uCi/EA )---------- ----------

measured decay corrected

irrors quoted at 1.650 sigma ( 90.1% )

,

J

n

a
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|i;AN8ERRA APOGEE V2.0A O -3 go

anberra Industries, Inc. 14-JUN-95 15:01:23

A NA L Y S I S P A RAM E T E R S
*

,

;pectrum file number : 3004.0
1CA unit number : 1 ADC unit number : 3.0
letector number : 3 Geometry number : 1

learch discrimination level #1 : 2.5 level #2 : 3.0
.iearch FROM channel : 51 TO channel : 4096
':dentification energy tolerance : 1.0 order of background : linear

:onfidence levels LLD : 1.645 (95.0%) MDA : 1.645 (95.0%)

i \nal y s i s library : SPF$ LIBRARY:SPFANL. LIB;1
lackground subtract : di s abl ed Random sum corr : 0.0000

1 ample description : samp 11-20 Sample no. : 3
snalyzed by : Jed |

:3 ample size : 1.000000E+00 EA
:onversion factor : 1.000
~3tandard size : 1.000000E+00 EA

'1 ample taken on : 14-JUN-95 at 14:50:29
:ol l ec t started on : 14-JUN-95 at 14:50:29 -

Decay time : 0.0 minutes !

live time : 600.0 seconds
real time : 600.0 seconds
dead time : 0.00 %

Inergy calibration used done on 12 / 12 / 1994
Efficiency calibration used done on 12 / 14 / 1994

|
|

I

*** P EA K S EA RC H R E P O R T *** 14-JUN-95 15:01:23 ,

I

first search channel : 51 l

|last search channel : 4096
;first significance limit for found peaks: 2.50
second significance limit for found peaks: 3.00
~ average Gaussian peak width (in channel s ) : 1.61 |

!

i peak peak signif check-1 check-2 accept
channel energy of peak signif shape channel s number

_ _
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*** P EAK /~}I T R E PO R T *** i

e~p4-JUN-95 15:01:23,

wJ gj
peak nuclide(s) centroid energy FWHM net area error gammas error
0,0 . channel kev kev counts % per second %

1

!
,

\ \ -> SL C3 |
|
|

RA D I ONUC L I D E R E P O R T ****** 14-JUN-95' 15:01:23

ampl e description :samp 11-20
,nalyzed by :Jed

, umber nuclide c on f . v al ue ---------- Activity ( UCi/EA ) ----------

measured decay corrected

:rrors quoted at 1.650 sigma ( 90.1% )

|
1
|

j

.
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GAMMA S P"'E C T RUM A N A LY S 19 *
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|AN8ERRA APOGEE V2.0A }t -> 3 'o

|anberra Industries, Inc. 14-JUN-95 15:15:21

A NA LY S I S P A RA M E T E R S
.

ipectrum file number : 3004.0
OCA unit number : 1 ADC unit number : 3.0
De t e c t o r number : 3 Geometry number : 1

learch discrimination level #1 : 2.5 level #2 : 3.0;

pearch FROM channel : 51 TO channel : 4096
ldentification energy tolerance : 1.0 order of background : linear

onfidence levels LLD : 1.645 (95.0%) MDA : 1.645 (95.0%)

$nalysis library : SPF$ LIBRARY:SPFANL. LIB;1
lackground subtract : disabled Random sum corr : 0.0000

sample description : samp 21-30 Sample no. : 3
Analyzed by : Jed

lample size : 1.000060E400 EA
onversion factor : 1.000
Btandard size : 1.000000E+00 EA

lample taken on : 14-JUN-95 at 15:04:28
:ol l ec t started on : 14-JUN-95 at 15:04: 28

Decay time : 0.0 minutes

live time : 600.0 seconds
real time : 600.0 seconds
dead time : 0.00 %

Energy calibration used done on 12 / 12 / 1994
Ifficiency calibration used done on 12 / 14 / 1994

.

*** P EAK S E A R C H R E P O R T 14-JUN-95 15:15:21***

first search channel : 51
last search channel : 4096
71 r s t significance limit for found peaks: 2.50
tecond significance limit for found peaks: 3.00
kverage Gaussian peak width (in channels): 1.61

i peak peak signif check-1 check-2 accept
channel energy of peak signif shape channels number

1 282.902 143.5 2.728 small

i

_ _ _ _ _ _ _ _ _ .
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*** P EA K 'ul T R E P O R T
* (,j4-JUN-95 15:15:21***

peak nuclide(s) centroid energy FWHM net area error gammas error
n'o . channel kev kev counts % per second %

&l --h 3O

*** RA D I O NU C L I D E R E P O RT 14-JUN-95* 15:15:21***

ample description :samp 21-30
.nalyzed by :Jed

iumber nuclide conf.value ---------- Activity ( UCi/EA ) ----------
measured decay corrected

:rrors quoted at 1.650 sigma ( 90.1% )

l

l

-

121925
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ANDERRA APOGEE V2.0A ! 'D 9f
mnberra Industries, Inc. 14-JUN-95 15:28:04

1

A N A L Y S I S P A R A M E T E R S
-

eectrum file number : 3004.0
|A unit number : 1 aDC unit number : 3.0 |

tector number : 3 Geometry number : 1

-arch discrimination level H1 : 2.5 level #2 : 3.0 ,

-arch FROM channel : 51 TO channel : 4096 I
sentification energy tolerance : 1.0 order of background : linear I

Enfidence l evel s LLD : 1.645 (95.0%) MDA : 1.645 (95.0%)
i

palysis library : SPF$ LIBRARY:SPFANL. LIB;1
bckground subtract : di sabl ed Random sum corr : 0.0000

mmple description : samp 31-41 Sample no. : 3
halyzed by : Jed

emple size : 1.000000E+00 EA
anversion t a c C$'r 1.000-

Bandard size : 1.000000E+00 EA

Ample taken on : 14-JUN-95 at 15:17:11
%11ect started on : 14-JUN-95 at 15:17:11

Decay time : 0.0 minutes

live time : 600.0 seconds
real time : 600.0 seconds
dead time : 0.00 %

nergy calibration used done on 12 / 12 / 1994
fficiency calibration used done on 12 / 14 / 1994

.

*** P EA K S E A R C H R E P O R T *** 14-JUN-95 15:28:04

irst search channel : 51
mst search channel : 4096
irst significance limit for found peaks: 2.50
pcond significance limit for found peaks: 3.00
verage Gaussian peak width (in channels): 1.61

i peak peak signif check-1 check-2 accept
channel energy of peak signif shape channels number

121925
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*** P EAK }T R EP ORT 34-JUN-95 15:20:04***..

peak nuclide(s) centroid energy FWHM net area error gammas error
n,o . channel kev kev counts % per second %

3I -3 cg f

*** RA D I ONUC L I D E R E P O R T *** 14-JUN-95' 15:28:04

|

3 ample description :samp 31-41
\nalyzed by Jed <

iumber nuclide conf.value Activity ( UCi/EA )---------- ----------

measured decay corrected

.l

IIrrors quoted at 1.650 sigma ( 90.1% )

|

r

i
j

4

1
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2ANRFRRA APOGEE V2.0A
-

.

|

!anberra I n d u c. t r i e s , Inc. 14-JUN-95 13: 37:77

A N A L Y S T G P A R A M E T E R S

l
'ipactrum file number : 3004.0
iCA unit number : 1 AOC unit number 3.0-

1etector number : 3 Geometry number 1-

3earch d i c e r i tn i n a t i o n level tt i : 2.5 level tt 2 - 3.0
Tearch- FROM channel : 51 TO channel : 4096
(fdentification enerav tolerance : 1.0 o 'r d e r of background linear-

i:onfidence levels LLD : 1.645 (95.0%) MDA : 1.645 (95.0%)

Analysis librarv : SPF$lTRRARY:SPFANL. LIB;l
inckoround e.ubtract : disabled Random sum corr : 0.0000

l
Sample descr.iption samp 11-110 Sample no. - 3-

Analyzed by : Jod
|

|3 ample size 1.000000r+00 FA+

t
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'

iamkle
taken on : 9 at kh hb!bb6

14-JUN- at:ol eet started on :

. Decay time : 0.0 minutes

live time : 600.0 seconds
real time : 600.0 seconds
dead time : 0.00 %

i

inergy calibration used done on 12 / 12 / 1994 I

ifficiency calibration used done on 12 / 14 /_1994 i
,

l
1

P EA K O EA R C H R E P O R T *** 14-JUN-95 13:37:22***

first search channel : 51
tast search channel : 4096 ,

first significance limit for found peaks: 2.50 |
tecond significance limit for found peaks: 3.00
sverage Gaussian peak width (in channels): 1.61

i peak peak signif check-1 check-2 accept
channel energy of peak signif shape channels number

,

*** P E A K F I T R E P ORT 14-JUN-95 13:37:22***

peak nuclide(s) centroid energy FWHM net area error gammas error
no. channel kev kev counts Z per second %

.

RA D I ONU C L I O E R E P O R T *** 14-JUN-95 13:37:22***

Sampl e description :samp 11-110
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u.oi .r ,_ e v u, 4seu

.' I) 4 'I ( O
iumber nuclide conf.value Activity ( uCi/ % )---------- ----------

measured decay corrected
*
,

irrors quoted at 1.650 sigma ( 90.1% )

1
1

'

i

,

1

1

|
|

|

.
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ANBERRA APOGEE V2.0A l kk 'D 2E 3' D

anberra Industries, Inc. 14-JUN-95 14:04:08

A N A L Y S I S P A R A M E T E R S

pectrum file number : 3004.0
CA unit number : 1 ADC unit number : 3.0
etector number : 3 Geometry number : 1

,earch discrimination level #1 : 2.5 level H2 : 3.0
carch FROM channel : 51 TO channel : 4096
dentification energy tolerance : 1.0 order of background : linear

:onfidence levels LLD : 1.645 (95.0%) MDA : 1.645 (95.0%)

inalysis library : SPF$LIDRARY:SPFANL. LIB;1
ackground subtract : disabled Random sum corr : 0.0000

lample description : samp I11-120 Sample no. : 3
in al y z e d by : Jed

lample size : 1.000000E+00 EA
:onversion factor : 1.000
Itandard size : 1.000000E+00 EA

iample taken on : 14-JUN-95 at 13:53:15
|ollect started on : 14-JUN-95 at 13:53:15

Decay time : 0.0 minutes

live time : 600.0 seconds
real time : 600.0 seconds
dead time 0.00 %.

:nergy calibration used done on 12 / 12 / 1994
ifficiency calibration used done on 12 / 14 / 1994

.

*** P EAK S E A R C H R E P O R T *** 14-JUN-95 14:04:08

'irst search channel : 51
ast search channel : 4096
'irst significance limit for found peaks: 2.50
econd significance limit for found peaks: 3.00
iverage Gaussian peak width (in channels): 1,61

%

N<
i peak peak signif check-1 check-2 accept A

channel energy of peak signif shape channels number

-

--

_. - - _ _ - -
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( )I T R E P OR T*** P E A K 4 (4-JUN-95 14:04:08 i
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peak nuclide(s) centroid energy FWHM net area error gammas error
90. channel kev kev counts Z per second 7 i

l

lE \\ -d 3; 9"O

R A D I O NUC L I D E R E P O R T *** 14-JUN-95' 14:04:08 |
***

iampl e description :samp 111-120
\ n.a l y z e d by :Jed

lumber nuclide conf.value ---------- Activity ( uCi/EA ) ----------
measured decay corrected

Irrors quoted at 1.650 sigma ( 90.1% )

,

|

|
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ANDERRA APOGEE V2.0A I b

anberra Industries, Inc. 14-JUN-95 14:22:19

A N A L Y S I S P A R A M E T E R S
.

pectrum file number : 3004.0
:CA unit number : 1 AOC unit number : 3.0
etector number : 3 Geometry number : 1

earch discrimination level #1 : 2.5 level #2 : 3.0
earch FROM channel : 51 TO channel : 4096
dentification energy tolerance : 1.0 order of background : linear

onfidence levels LLD : 1.645 (95.0%) MDA : 1.645 (95.0%)

.nalysis library : SPF$ LIBRARY:SPFANL. LIB;1
ackground subtract : disabled Random sum corr : 0.0000

ample description - samp 121-126 Sample no. : 3
nalyzed by : Jed

ample size : 1.000000E+00 EA
onversion factor : 1.000
tandard size 1.000000E+00 EA-

ample taken on : 14-JUN-95 at 14:11:26
'ollect started on : 14-JUN-95 at 14:11:26

Decay time : 0.0 minutes

live time 600.0 seconds
real time 600.0 seconds
dead time : 0.00 %

|nergy calibration used done on 12 / 12 / 1994
fficiency calibration used done on 12 / 14 / 1994

*** P EA K S E A R C H R E P O R T 14-JUN-95 14:22:19*a*

irst search channel : 51
ast search channel : 4096
irst significance limit for found peaks: 2.50
econd significance limit for found peaks: 3.00
verage Gaussian peak width (in channel s): 1.61

i peak peak signif check-1 check-2 accept
channel energy of peak signif shape channel s number
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,' P EA K 'ed T R E P O R T *** (. )4-JUN-95 14:22:19***

geak nuclide(s) centroid energy FWHM net area error gammas error
no. channel kev kev counts Z per second /

T &\ -*> 1. 3 G

RA D I ONU C L I D E R E P O R T 14-JUN-95 14:22:19*** ***

sample description :samp I21-125
snalyzed by :Jed

number nuclide conf.value ---------- Activity ( uCi/EA ) ----------

measured decay corrected

ir ro r s quoted at 1.650 sigma ( 9 0 . 1 7. )

,

121925
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ThaIDu PintMircU~ha'rmacedtk.dCo$pany
* Radiopharmaceutical Dms:on

331 Treble Cove Road,

No Billenca, MA 018*2.

,I N7 * g .,[398%

June 30,1995

U.S. Nuclear Regulatory Commission
Region I

DU PONT Attn.: John R. McGrath
MERCK Nuclear Materials Safety Bmnch

Division of Radiation Safety and Safeguards
475 Allendale Road
King of Prussia. PA 19406

Reference: Materials License # 20-00320-19

Dear Mr. McGmth:

As pmviously communicated in the letter dated April 14,1995, we request the facility at
1045 Westgate Drive, Suite 100, St. Paul, Minnesota, be deleted from our Materials
License referenced above.

I have attached for your information the license amendment recently issued to Syncor
Corporation by NRC Region III authorizing Syncor's ownership and complete
responsibility for the licensed operation previously belonging to DuPont Merck. Thus,
please remove the facility on Westgate Drive in St. Paul from our Materials License.

Feel free to contact me if you need any additional information.

Sincerely,

fmd-t C ,

Francis E. Roy, Jr. ( -i
Development Health Physicist

Telephone: 508-671-8242

Toll Free: 1-800-362-2668, ext. 8242.
'

.

.

a

,

121998,,
*

A Partnersnip of Du Pont and Merck & Co,Inc ,

' '

JA. - 3 915esp g9 e

OFFICIAL RECORD COPY ML10
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| Syncor International
ATTN:porationDaviti W. PellicciariniCor|

Senitr Health Physicist
) Radionctive Material i.icensing

St. Paul. gate Drive, suite 100
11045 West| '

NN 55114

Dear Mr. Pellicciarini:*

Enclosed is Amendment No.18 to your NRC Material License No. 22-19174-01MD in ;

!

accordance with your request.

Please review the enclosed document carefully and be sure that you understand
all conditions. If there are any errors or ques'tions, please notify the U.S.
Nuclear Regulatory commission, Region III office so that we can provide
appropriate ccrrections and answers. |

Please be advised that we cannot authorize you tn release your old nuclear
.medicine space for unrestricted use (even by other members of your staff) I

until we have received and reviewed a copy of the results of your close-out
survey. The survey should consist of exposure rate measurements to show that
all sources of radioactive material have been removed, and contamination i

'

checks of areas where radioactive materials were used or stored. Average
radiation levels associated with surface contamination and removable

.

contamination should not exceed those specified in the enclosed
decontamination guide. Please submit the following information with your
close-out survey:

4

A diagram of your old facility with survey and wipe test result'sn.
keyed to specific locations,

b. The name of the person performing the survey.
.

The date the survey was perfomed.c.
'

d. The instrument (s) used for exposure rate measurements and for
analysis of the wipes.

e. Background readings.

f. The date that the survey instrument was last calibrated.
-

Please review all materials you possess and distribute /redistrib'ute to assure
that your NRC license encompasses the activity, as required.

708 515 1259 PAGE.11'

JLN 29 '95 06:12
' leceived Time Jun.29. 1:34PM
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Syncor International -2- -

Corporation

Please be advised that your license expires at the end of the day, in the
month, and year stated in the license. Unless your license has been
terminated, you must conduct your program involving byproduct 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 MRC regulations 10 CFR Part 19 " Notices,
; Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
! " Standards for Protection Against Radiation," and other applicable

regula'tions. -

2. Notify NRC, in writing, within~30 days:

a. When Radiation Safety Officer permanently discontinues performance
of duties under the license or has a name change; or

b. When the licensee's malling address changes (no fee is required if
the location of byproduct material rensins the same).

3. In accordance with to CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and request termination of the license:

a. When you decide to terminate all activities involving materials
authorized under the license; or

b. If you decide not to complete the facility, acquire equipment, or
possess and uso authorized material.

~

4. Request and obtain a license amendment before you:

a. Change Radiation Safety Officers;

b. Onfer byproduct material in excess of the amount, or radionuclide,
or form different than authorized on the license;

c. Add or change the areas of use or address or addresses of use
identified in the license application or on the license; or

d. Change ownership of your organization.

5. Submit a complete renewal application with proper fee or termination
request at least 30 days before the expiration date of your license.
You will receive a reminder notice approximately 90 days before the
expiration date. Possession of byproduct material after your license
expires is a violation of MRC regulations. A license will not normally
be renewed, except un a case-by-case basis, in instances where licensed
material hrs never been possessed or used.

*

M 29 '95 06:12 708 515 1259 PAGE.12

Received Time Jun.29. 1:34PM
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.

Syncer International -3-
Corporation

In addition, please note that NRC Form 313 requires the applicant, by his/her
signature, to verify that the applicant understands that all statements
contained in the application are true and correct to the best of the
applicant's knowledge. The signatory for the application should be the
licensee or certifying official rather than a consultant.

You will be periodically inspected by NRC. Failure to conduct your program in
accordance with NRC regulations, license conditions, and representations made
in your license application and supplemental correspondence with NRC will
result in enforcement action soainst you. This could include issuance of a
notice of violation, or imposition of a civil penalty, or an order susperding,,

modifying or revoking your license as specified in the General Policy ane
Procedures for NRC Enforcement Actions, lo CFR part 2. Appendix C. Since
serious consequences to employees and the public can result from failure to
comply with NRC requirements, prompt and vigorous enforcement action will be
taken when dealing with licensees who do not achieve the necessary meticulous
attention to detail and the Mqh standard of compliance which NRC expects of
its licensees.

Sincerely.

W .f&
ran unter

Nuclear Naterials Licensing Section
.

License No. ZZ-19174-01ND
Docket No. 030-17084

Enclosures: *

1. NRC Form 313
2. Amendment No. 18
3. Decontamination Guide

.

'

1

.

i

|

.

|

ves sis 1253 PrcE.10'
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JLN-29 '95 THU 10:30 ID:SYNCOR INT'L CORP. TEL NO:2066846899 n548 P06- -

__. . ...? ? .'."_. .T
? < ~*~' a'** uI? A UTuI

u au v Va

_ |_____ _ __ _________ - _ ________________

Ss7. * u.s.auct.ean asouumv coquession *^*r 1 *or -- _ aocs
Amendment No. 18

MATERIAL $ UCENSE

Pursuant to the Atomic Energy Act of 1954, as amended. the linergy oTo m Fonsae,t e

Code of Pcdoran ksgulattuna. Chapear I, rans 30,31,32. 33. 34. 35,29. 40 FAX TR ANSMITTALmade by u inc.a a noon sa h.,eiy k a .uin-taing ee la.mm w r . ,'*" / 2
eueleer snetarial desigested belew; to vec such m. serial for the perpano(s) .ad f', pgjq g gp fgy-**'"g gg yp
C3 persona authorised to receive it to accord.noo with the segulations of the aps v.em , n.,,,. - -

specined In Section 183 of she Atomic Emergy Act of 1954, es emended, and 1 - oT''b Y 4b9
a.c.I.=ry comminion me. - k

n.r in ensei and i .ny cananions op %"y-ygp.3,97.w.
' " ' '

3
2n.e .im.u -

catecurs4 %,%,

*
In accordance with letters dated
February 17 1995" ' ~ ~ ' " ^ ' ' ' "-

i. Syncor International Corporation 3. ucense numbe' e
22-19174-01MO is amended in Nits entirety to read as follows:

suite 1002. 1945 Westgate Detve
St. Paul, MN 55114 bQ|3. I*M July 31, 1996

i

i 5. Docket eV 4 17084
[ t Reference No.

.

I 6. Syproduct, sourne, and/or %) 7. Gemical and/or phys 3 cal . Maalmsm amount that licensee
'

I special nuclest material - form Possess at any one time
I der this license
I Q ' ~. / 4

A. klybdenum-99 )I AO50 curies
'

eni

i ; - h9/
-

' fu s
,13

I( ; eri o ,mai

! h h tr_ibu"$
, red. -l

t

* 9, m . N W R h|L .,
: n % .I

,

(# I| p 32 g)
,, , , , , ,[ g/ ,

se
,

I by an Qmant i

| iAgraecent State
| pursuaat to aqu le l

|

I S to % =

|
'

E. Any byproduct B. P hac e in vitro 8. 50 m1111 curies I

l material listed in diagnostic test kits total possession |

| Para ra sh 31.11! ) limit l

I of I CJR Part d i

I I

I I

I

I

|

|

|

|

1
I

I

I

I

I

I,

I

i
_ . . . , .. .

1 ~ - - " '.___________________.-__----- ---------

m 29 'es es es vee sis 12ss Pace ei
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. MATERIALS UCENSE d(I[ |N
i

SUPPLEMENTARY SHEET 030-17084 j.

l

I Amendment No. 18 |

:

!*

1,

typroduct,sdurce. 7. Chemical and/or physical B. Maximum amount I
-

and/or special nuclear form that licensee.
i

matertal saay possess at
'

-

any one time I'

under this i

license I ,

| gsdiM cip C. 50 mt111 curies
C. Any byproduct .,C . *

~

stedinP(&Ya total for all I

. . material'authorized U l

35.14(d)(4) of $. i

A*.y(*
sources j

*

under Paragraph ,

Part 35 (superseded) ok authorized under i |35.14(d)(4) of 10 Paragraph 35.57(a) of Q Subitem 6.C. 'lCFR Part 35
i10 CFR Part 35 ,p(superseced) or l,,

(effoetive April le j
IParagrapt 35.57(a)G''

#
.

.b . 1987 that has be ' ' , '. |
.:

of10CFfPart35jh' '^ \ gian 'ed e*(effective April - re / '",

6 c < i

Sf' [) - st' .3 O i1987)
lt1 :0 th -

\? ,10 ssued' .hw It* <

.i c

,
,

P $2 N'b. ' '1(y- '

bh ,''l . i
,

,

''h.4 .
'

hp I
* -

I

purk ,nt to equivalep O, ,
/ State regulations. 4,4 1

*

I

D, U it d se kat$ers of |
D. 3.0 cortes

gh oksi n solutionD. Xenon-133

that is the subject of i

an active (i.e., not !
'

withdrawn or terminated
"New Drug Application" |.

(NDA) approved by FDA
or an active (i.e. not
withdrawn, terminated I

,

Ior on * clinical hold")
l

" Notice of Claimed,

Investigational |! i
'

ExamgttonforaNew i

[

| Drug (IND that has
j ; been accepted by FDA j,

i' _-
j

QPtomans &#8W 88 (S*4I 1
*

' 1

F AX TR ANSMITTAL ee = = 1
I

fL:Jffjf L w : : #wAL&'

W D
-_ _ _w .r w ----- = __

__
'

I
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22 174 INDMATERIALS UCENSE __,
SUPPLEMENTARY SHEET 030-17084 I '

!
-

Amendment No. 18 i
_.

,

I

!.

; 1
. Ryproduct, source. 7. Chemical and/or physical 8. Maximum amount I

Iand/or special nuclear form that licensee I

material snay possess at !
any one time |

.

'
Under this I

l'Ilicense '

,

E.. Iodine-131 f n E. 990 millicuries j

h Schedule A. Sect I

y 35.300, 35.200. 35.300b |i
.

of 35.100 of 10 CFR i

Part.35 (superseded of i

Q Sections 35.100, y 1 -

35.200, 35.30 |
;

/g ," O j-

|F. Technetium-99a 1 i
F[50 curiesH f ys, m at i

(f) D Id i

j .]I t s 1 1
,

'

|J omM''

O i se ij r __

b fk b
G. Any product h G. Any form listed in h G. 50 millicuries !

material.' except i le A, total possession 1.

todine-131 and '' 10 limit I

Itechnetium-99m,
listed in Group I of (superseded) or section $'

schedule A. Section 35.100 of 109 CFR Part t
35.100 of 10 CFR 35 (effective April 1. I

Part 35 (superseded) 1987) I

or Section 35.100 of -

10 Cf1t Part 36
i

L; effective April 1
I i*

987) |

! l

|

|

|

.I

$

i

I.

--
-= --- a \

_ __

'
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j SUPPLEMENTARY SHEET j

; j.

|

_ Amendment No. 18 )
'

|

|

|i

||

typroduct, source, 7. Chemical and/or physical ~ 8. Maximum amount |.

cad /or special nuclear form that licensee
imeterial may possess at |

nny one time I

under this I,

l(license ;

H. Any byproduct R. fM H. 100 m1111 curies !
Imaterial, except up II of c total possession

y(j(L
-

,

Sections 35.100 limit |iodine-131 and
CFR Part 35 N1 techneLium-99m,

listed in Grou (superseded)orsectioOof Schedule A.p II , 35.200 of 10 CFR Par I

Sect 1on35.100ofCp N 35 (effactive 4 I:
j CFR Part 35 g 1987) | i*(superseded or' Q ip, ,' Section 35. 00 o 0 4f -1

CFR Part 35 l "| | O i
i

(effective Apri 1i

1987) M -- /
]__

I g500mi111 curiesI. Aiurhyproduct. r i r i
'

I

l( material, excep > r I f i i total possessiong
iiodine-131, lis > 1 g limit
i

.
:
4 in Group IV of C i

Schedule A, Sectionh ( ction 1,

35.100 of 10 CFR $ PartQ35. v !

or sectio (n 35.300 of 35 (effective Alirip -

|

|Part 35 superseded)
1 1987)

10 CFR Part 35 41 .
--

|
Peffective (April 1 MM i4

i f987) I

1 J. Any hyproduct J. Any sealed source that J. 500 millicuries
i material listed in has been manufactured, I

Group VI of Schedule labeled packaged and 1

A. Section 35.100 of distribu,ted in I
-

le CFR Part 35 accordance with a
] (superseded) or specific license issued -

Section 35.400 of 10 pursuant to section I
.

CFR Part 35 32.74 of 10 CFR Part 32 1 ;
(.ff.csiv. Apro 2, or o ep.ciric isc.ns. |.

1967) 1ssued to the
i~ ,

manufacturer by an
i

! Agreement state i

: pursuant to equivalent I

j state regulations
|

l |

I

I

i l--_--__-- __________---. --w---- - -- -aw ---m
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MATERIAL 5 IJCENSE ~){ -_
j20

%
j SUPPLEMENYAnY SHEET I

030_-1_7084- i
3

Amendment No. 18
!

i i

i |
I :. Syproduct, source, 7. Chemical and/or physical 8. Maximum amount |

land/or special nuclear form that licensee
i:

! material may possess at |
| any one time I

under this I

license I

X. Gado11mium-153 eM N If K. No single source.

!. ear ModdT exceed.1.5 ' '

| Amersham CDC-CVI, curies, 4.5
ji y Neu England Nuclear h curies total i

j. Models 430 or 431) I

! t. . todine-115 t.. sealed sourse (Ame No single sourceh Model IMC-Pt. to exceed 500 1

! k al 324 at111 curies, 1.0 I

b O curies total
MC100 KilogramsUrantum(dep*leted$n t sN.

(* El '"'*** Q Q "":r pE
pg g e.. = thoriz.d u..:.

,

tion unused generators to Ii A. Production of techn m-9 " M N rep tations and procedures |i authorized recipient ac
contained in applicat off ated Oct g'

I.

Redistributio'n todeneral h specific license'es in 'ahance with statements,h 8. I

representations e procedures p ned 1gtiondatedOctober 15, 1990.n

i C. Instrument calibration. Redistribu .s arces to specifically authorize'd
i

j recipients. Pursuant to Section 32.74 of 10 CFR Part 32, the licensee is authorized. i

; to redistribute sources'to persons licensed pursuant to Section 35.14 and 35.100 'of I

April 1,1987) or under equivalent licenses of) Agreement States.of10CFRPart35(effective
|10 CFR Part 35 (superseded) or Section 35.57(ai

'I|
I

.

D. Distribution to authorized recipients. j .
'

E. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized
recipients. Compounding of iodine-131 capsules and distribution of these capsules to I

i
Iauthorized recipients in accordance with the statements, representations and to

authorized recipients in accordance with the statements, representations and |
procedures contained in application dated October 15, 1990, i

| \

o-

f i

| ;'

[
.

.

-
- - - - -

- m,M i
_-

*
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'
, 9 jv.s.wuss24h macowoav commissio= ,, ggge e ma _

Licema puenkt
i

'

22 174- IMD
|MATERIAL 5 LICENSE %,gg

suert.susNTARY SHEET i
.

Asendment No. 18 |

.

1

1 ..

|
F. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized

recipients, use of technetium-99m pertechnetate for prvcessing with reagent kits in
preparing radiophamaceuticals.

S. through I. Dispensing and/or distribution of prepared radiopharmaceuticals to
authorized recipients. |

J. through L. Redistribution of se CME ed from the manufacturer in the
manufacturer's ori ging an dii and accompanied by the I-

Imanufacturer's d instructions to a F ed recipients for use and
storage. |i

,

M. Shielding of Molybden / technetium 99m generators. |

Pursuant to 10 CFR, Pa 2.72 32.74, and no ndinhoCFR32.7Z(a)(2),
the Itcensee is authort u to di tal de ibed in Items 6 and 7 I

and prepared in accord with L , and 2 f this license to |
,

persons licensed in ac ance vi on 00 of R Part 35 1

(superseded) or facti 35.1 'U . _ C 35.500 10 CFR Part 35 |
'

(effective April 1, 1 o ent As ice s for Groups or 1

Sections indicated bel |
A. Unused molybden aci , -Q u - . g ist ted to persons *

T-. 0. (/)licensed pursuant up 9
D. Gas or gas in saline u s con ursuant to 10 CFR 35.200

hedi
'

(effective April 1. I

Anyformlistedqien II+, III and IV of Schedule A,-

E,through I. g , Grou i

Section 35.100 of 10 4( ed) or authorized by Section i
35.100, 35.200 and 35.300 fati il 1,1987), may be distributed to I

persons licensed pursuant to that Group or section. l
i

J. through L. sealed sources may be redistributed to persons 1) censed pursuant to
sections 35.400 and 35.500. (effective April 1.1987). g

i
,

CONDITION $ |
10. Licensed material shall be used only at the licensee's facilities located at |1045 Westgate Drive, Suite 100, St. Paul, Minnesota, i

I
|.

I

|

|-

I-

.

I :

- _ _ _ _ _ _ _m _ m _ _ _ __l_______=_ _ ________-___ _____

*
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I
-- -.

|

1-

License.d material shall be used by, Conditions 11.A. of License Numberor under the supervision.of. individuals who
|

11. A. 34-16654- 1are specifically named as users in
I01MD. The licenses shall verify that each individual selected as a user is

specifically named in Condition 11.A. of License Number 34-16654-0lND and, for
i

I

this' purpose, shall maintain for inspection by the Consission copies of License I

Number 34-16654-012.

At 1hast one individual n si 4o4 j . shall be hysically present at'

B.
the guthorized place of u e ever c m&terial is eing used. | |

t 1 1y
f

.

[/n Officer for the activitiesM(thorized by this license
vi

C. The (tadiation Prot 1

j j
is Brenda K. No .

'
in Item 7.c., J. through r. hall be tested for

12. A. (1)!Thesourc
I

i

tion at interva.eTop'to ex(eed 6 months. Any I
.

ld' leakage or c I |
source (ved f .her person whf Ss not acgospanied by a I '

certift indica hat 4' 6tt' wa's ' farmed withLn 6 months before the

useu%. e(sted. Qtransferghall not t in
Iwh 3 ~.

Notwithithndi ic leak to quired by ttiD, condition, anys l-

(2) llicensed/ Weal 4 edibb
l

a and]#Ir gam (f.when the source
'

|h iggk tests'

|J |
|emitting material orcontains 100 m y ' es'or b U(

. 10microeg4ese of a i i ting eti al . , ..
1

t. m.

B. Any cource in s ge Q,bei no et be tgtted. When the source is
remoyed from sto for use or fr i et ther person, it shall be tested I;;

g

1

before use or tra Q 1'
.

detectin the sen'te of'O.005 microcurie of i
'

est. sapp e.t Ifkhe test reveals the presence ofC. The nest shall be cap e
Il

radidactive material on th t !

0.0011 a;icrocurie or more of removab% coTitamination, the source shall be removed
service and decontaminated, rspaired, or disposed of in accordance withfrom ssion regulations. A report shall be filed within 5 dgys of the date theComm'

leak test result is known with the U.S. Nuclear Regulatory Comission,,

60532-4351, ATTN: chief,'

Regi$n III, 801 Warrenv111e Road. Lisle, IllinoisThe report shall specify the source involved,Nucl$ar Materials safety Branch. Records of leak test resultsthe test results, and corrective action taken.
shal' be kept in units of microcuries and shall be maintained for inspection by h

i

Records may be disposed of followie Commission inspection.
-

the Qommission. i

Tests for leakage and/or contamination shall be performed by the licensee or by qi,

|
other persons specifically licensed by the Commission or an Agreement State toD.i ,

perform such services. q
j

h5ealed sources containing licensed material shall not be opened or removed from their q
. |13. respective source holders by the licensee. h
'

h

|L__ i _i_________- m ______.___ _ _______d:

.

.
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SUPPLEMENTARY SHEET 030-17084

f
Amendment No. 18

'
.

,

| account for allThe licensee shall conduct a ' physical inventory every.6 months to, Records of| 14.
sources and/or devices received and possessed under the license.

i inventories shall be maintained for 2 years from the date of each inventory.f

The licensee may trans ort licensed material in accordance with the rovisions of .

15. 10 CFR Part 71, ' Packaging and Transportation of Radioactive Materia ."
|

d/@ gg ted for human use shall be either:16, A. Radiopharmaceuticals disp s

i (t) Repackaged from radiopharmaceuti at are the subject of an
FDA-approved ) rug Application".(NDA) o hich FDA has accepted a

9 ' Notice of d Investigational Exemption Q New Drug" (IND), or .

;

| (ii) Prepared rs and reagent kits e subject of an FDA-'

approved or h FDA has acce NO. ,

ccepted h IND and
8. Prepared rad M armacau 'or

reagent $s for which FDA has
I radiopharmac icals p

w[m
' 3
r

i accepted an shal -- ted:

(i) Inacco$nce t iff es or of the IND, and;

ed or of the IND to
[ (ii) Only to ic i i e i

|
particip in .

| The licensee shall infornN iting art es in an IND evaluation
that the pitysician is res e e to the s f the N0 se of the drug in'

acc:r11ance with protocols esti hed by the sponsor and porting to the sponsor the,

; clinical information obtained. se of the drag.

keNensee's customers and disposed of inicked
17. Radioactive waste may be hures, upstatements and representations in its application.

accordance with the procc>
=

j dated October, 15, 1990.

The licensee shall slute generators and process radioactive material with reagent,18. 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[1

!
-

kit; or not withstanding 10 CFR 32.72(a)(2), the licensee mAy prepare
radiopharmaceuticals in accordance with the specific departures authorized in License

!
i

34-16654-01MD, provided that the license'e has all, i

Condition 17. of License Number l
current specific departura directions and equipment required by License Condition 17..

!

|
"

. I
of License Number 34-16654 01MD and they are available for . inspect. ion by the
couaission.

~

'

-i

! |
| |

'

I
3

-
.

I
_- _--- ___n _ ,i

'

3
'

_ __ ______.
_
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MATERIALS LICENSE %j jlMD174
SUPPLEMENTAnY SH8a7

030-17084 |

|

Amendment No. 18 j
-

|

|

|

|19. 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, forGroup III. i

l'
.

120. Any proposed changes in packaging, shielding or labeling shall be submitted for !

review to the U.S. Nuclear Regulatory Commission, Region !!I, Materials Licensing jfSection, 801 Warrenville Road, Lisle 11 s 60532-4351. i

d/ ortant to safe and effective21. The licensee shall maintain i.

decommissioning at 1045 Drive, Suite 100, 1, Minnesota per the
.

I

i

Provisions of 10 CFR 30 until this license is ta ted by the Commission.
|

.

Not ' withstanding 10 CfE\Z.72( he(ra)py dose radiopharp
22. ) 2 , the licensee may mak artures to prepared !.iodine 131 (as sodt 1e , provided that thedepartures are med acc with License C 24. License Number 34-16664-01MD and th a lic sa .r. iter

'

icdepgoredirectionsand '
required equipmen nd they la f*fyr

|
on.,

23. Except as speciff ly p |w ki nse, the censee shall conduct iits program in ac an ;atements e ion nd rocedures lcontained in the u - d he Nuclear 1Angulatory Commis 's i .

es nt.s l
,

representations an c : ap i io correspondence are imore restrictive t he - N - g 'i
,

hA. Application dat ober 1 1

. i.

5. Letters dated Sept 26, 1988 January 24, 19 July 10,1991, July 30, l1991. August 12, 1991, st 26, 1991 th tachments contained inLicense No. 34-16654-01MD r 4, 1993) June 10, 1992,August 10, 1992 September w a ached clos,eout survey for facility,

at Suite 220, 2233 University Avence. St. Paul, Minnesota), October 29, 1992. I
February 25, 1994 February 17,1995, June 22,1995, and June 28, 1995. |

|

|

|

|

FOR THE U.S. NUCLEAR REGULATORY COMMISSION . I
.

h
|

Date Am 281995 gy N/[ |
Mater'Isls RCoffsing Section, Region III

{

! t

|

!

_ _ - __ _ _ _ . , m _ j !
______ _ _-_____ ____m___
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O. : (FOR LFHS USE)
: INFORMATIGN FR0M LTS

BETWEEN. .

.O :.

LICEllSE FEE M AN AGEMENT 3 RANCH, ARM : PROGRAM CODE: 03214
'AND : ST ATUS CODE: 0

O acGroNu uC ENuno ScCTIONs : FEE CATEGoRv: 3P
: EXP. DATE: 19990930
: FEE COMMENTS: 3P OK 10/3/87 NOTE Ti

-O : oECOM eIN Assua Re00: s
: : : : : : : : : : : : : : : : : : : : : : : : : :: : : : : : : : : : ::

.

,

O license eEe TaAnSMITTAt

A. REGION g
1. . APPLIC AT ION ATT ACHED |

- A PPLIC ANT / L ICE NSEE: DU PONT MER CK PHARMACEUTICAL CO. '

O RECEIV ED D ATE : 950703 i

DOCKET flo: 3013283 +

CONTROL NO.': 121993 !

O LICENSE No.: 20-oc320-19
ACTIGN T YPE: A MEND H ENT,

10 2. FEE ATTACHED
AMOUNT: _ _ . , _____

CHICK NO.: __ g ____

3. COMMENTS

O s1GNs0__%:Sz_n/_i___;___ .. I
oATE ___.gggggy.r______________

0: . a LICENS E reE MANAcEneNT aRANCH (CHECK te4 eN MILE STCm 03 Is eNTeRe0 /_ /) !

1. FEE C ATEGORY AND AMOUNT: _P_ _ _ _ _ _ _ _ _ _ _, _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ Q_ k f_ _ _
O 1

2. CORRECT FEE PAID. APPLIC ATION M AY SE PROCESSED FOR:
AMENOMENT ______C ______

O RENewst ____________--

LICENSE ______________

TO 3- D'ne" ---

_ - - - - _ - _ - - - - - _ - - _ _ _ - _ . - _ - _ - - - _ _ _ -- ...-- . __ __ _ . - ._._

-Q: SIGNED __. = ________________ ____ _

z ([e DATE _ _ _ /~ /_ _Ef____________.:_________

Log _ . (,r ._ _ _ ___---. .'
O._ e __________._______ :

Cncd No 1,C8_k d __ ._______
,1

_f f 4_, o_____ ________ w
-

An oun:
O. n,c.u. w t____ --___

_

insaPs.e %D__.

O De+ Cbd Rac'd _7 /___________
___

;

on ce u.a _. J________ lBy; _ . M_ _ ______-

< r

O
.

:O
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IstC FORM 577 U.S. NUCLEAR RE;ULATORY Coastset460N ~''"~ '"'"""~"" ~
M**

UCEseSE FEE AND DEST COLLECTION BRANCH
/ DIVISIOff OF ACCOUNTING AND FINANCE

LICENSE FEE REQUIREMENTS 7Mgg ConsasiSSiON

WASHNIGTON. DCArrva had
20888-0001

:

TYPE OF ACTIOes !

NEW UCENSE
_

"'"'**'*'"''"**Du 6MT 4etc.8 N44g4eE'unC4e de,.
W , M An/C/ 3 f. / o y , ';TE . 6T(r4) g

g$s4h/o QAt(/H$67/TsCAl .bWs3r04
AMENDMENT TO UCENSE

REOutSTED DATE

bl 0W5 bi77"fM .MTYb W3*ks-'j(/04 /7/ 8/U M'd, M O UCENSE NUMBER /

AD-0032.%/f
CONTROL NUMBER

b / 77 -

i. AppuCAT10ss sue ove n. Fun soot Raousuo
Your roguest for a heonomg accon se subpoet to the fee (s)in the
categoryGeel noted below in accordance with Secton 170.31 of the ,,,,,,,,,, Enclosed is Check No. w$uch accomperued your
gnclosed Federal Retpeter noece. Peyment of the fee is required reguset. The fee is not required because:
pnor to the issuance of the beenee, renewel, or amendment.

e1 APPUCATION RENEWAL AMENDMENT We re:eeved your Check No. m peyment of
'h'''*-3/* s a s 3Go

0 $ $

e s s
' The Uconome staff hee informed us that your request is

to be concedered as a cononuseon of your requoet deted
g g g

8 8 8 . Control No.
t 8 $

0 ' Your request wee comtuned, pnor to review, wth your
s 6 $

s s s roguest, Control No.

t * $

W. CDECK N

FEEtel DUE S .7 C *
_ Enclosed is Check No. which wee returned to us

PAYMENT RECEIVED 9-e- by the bank for:
AMOUNT DUE 836o

INSUFFICIENT FUNOS
Your request wee received without the preecnbod apphcocon

_ fee. ACCOUNT CLOSED

OTHER
We receeved your Check No. in the amount of
$ Peyment of the addemonal fee noted
above is required. MAIL THE REPLACEMENT CHECK TO THE ADDRESS USTED AT THE
Your reewoot will moroese the scope of your heenee program. TOP OF THIS FORM AND REFERENCE THE ASOVE CONTROL

,,,,,,,,,,,, Therofore, your rogueet is subsect to the applioseon fee (el NUMBER.
noted above. Refer to Seceon 170.31 and Footnote 1(dH2).

Your hcense opered pner to the recespt of your opphcocon for Uconee No. . Amendment No. . issued on
,,,,,,,,,,,,

renewel. Therefore, your request is outgeot to the opphcoton _

foefel noted above. Refer to Secoon 170.31 and Footnote we eeueg without the requered fee beme
t iel. collected. The fee roguered is noted in Seccon I of thee form.

MAKE PAYMENT OF THE FEE (S) TO THE U.S. NUCLEAR The coope of your heensed program wee mereened. Therefore.
REGULATORY COMMISSION AND Mall THE PAYMENT TO THE your roguest le oulHect to the appl 6cee6en fee (s) noted m Section
ADORESS USTED AT THE TOP OF THIS FORM. IF WE DO NOT 1 of ttwo form. Refer to Seceon 170.31 and Footnote 1(d)(21.
RECEIVE A REPLY FROM YOU WITHIN 30 CALENDAR DAYS FROM
THE DATE USTED SELOW. WE SHALL ASSUME THAT YOU DO Secause of the urgency of your reguset, the hconee was issued
NOT WISH TO PURSUE YOUR APPUCATION AND WILL VOID THl$ without terruttence of the preecnbod fee noted in Soccon 1 of
ACTION. this form.

SIGNATURE - UCENS FEE ANALYST DATE

, 7 29 gr
~ ec ,o er, no...r

l
- -

. . _ _ .

_ _ _ _ _ _ _ _ _ . _ _____a
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VOID SHEE

,

:

i

10: Fee Managenent Brani
!

,

,
-.

FEM: WI
| SUE 7ECT: VOIDED CATICN
i |

1

5

: ccatrol Nueer: / # N '7 6
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