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Arnount .. . ! /A6_O~]_j_h~ ~"~'Check No... 6$
'U.S. Nuclear Regulatory Commission

Fee Category. _@,
~ '"'"'' Region.-I

Type of Foo ..,_,,,,_[,'"MD'"'Nuclear Materials Section B
.475 Allendale Road

. Date Com lot -- g-[./g,[*
Date Cheti: I!pc'd.'...f,n

P . King ~of Prussia,'PA 19406
-----,g ,

- Atitention: C. Thor Oberg 8"--
' " ~ ~ " - ~ " "

Gentlemen:

-As we discussed on Friday, April 7, 1989, please expedite this license amendment
request.

A new DuPont xenon vial will be introduced to the medical user marketplace by the
.DuPont Medical Products Department. :

As'of April 24, 1989, customers will begin to receive DuPont Xenon-133 gas-in vials.
. manufactured from tubing stock instead of the current vial manufactured by a molding
process. The only physical changes, as a result of this modification,.is that the
new vial wall thickness will be slightly less and the new gas volume will be 3 cc per
vial rather than the existing 2 cc gas volume per vial.

The following information is attached for your teview:
-l

'

.y[1. 'DuPont, Greater Boston Area, USNRC Materials License Number 20 00320 21. i

. a :] |

2; -Food and. Drug Administration Approval ND.t 17 284/S006 for the.DuPont Xenon-133 @ !

3 cc tubing glass vial. i
''

-I
3; CommunicationfromDuPontRegulatoryAffairstotheFoodandDrugAdministkation,

.

dated February 13, 1989 that includes engineering drawings and leak test data for
'

the new vials.

4. -DuPont Xenon-133 package insert.

5. Labels for the Xenon vial and lead shields.

t

6.~ ' Operation Instructions for Calidose Dispenser, j
t'

l
_.

.

The DuPont USNRC Materials License number'20700320-16MDrshould be amended to )'

h. authorize the distribution of this new 3 cc.. xenon tubing vial to persons licensed' .i
~

pursuent to;Section 35.57 and Section 35.200 of Title 10 CFR Part 35 or under
equivalent licenses of Agreement States. !

9003070376 890511 *

. REG 1 LIC30
20-00320-16MD. PDR ,

| 4 MEDICAL PRODUCTS DEPARTMENT 110552
331 Treble Cove Road, No. Billerica, MA 01862 Telephone 508 667 9531

0FFICIAl. RECORD COPY #L 10 MR 131989qr,
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-;A check is' enclosed-in-the amount'of $120 for the license amendment processing' fee as'
specified.-' for Fee Category 3D of Title 10 CFR Part'170, .. Section 170.31. ;

.Due'to an existing' critical business situation,.we request your' office expedite ~the,
,

|processingofthis:licenseinformation,
~

Please contact me if you require any additional information.,

Sincerely,-
_

. {:
,

Francis E. Ro J
'llealth Physicis

|:FER:dlw.
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% . Food and Drug Administration.
*

Rockville MD 20857 - '

NDA 17-284/S006-
,

.

FEB 24 j9gg
E.I.'DuPont De Nemours & Co (Inc.) *

Nedical Products Dept. 3,NINI
331 Treble Cove Road D
Ho. Billerica, MA 01862 A\,\ \Q W } ;

s

Attention: Thomas J. Hallins
Regulatory Affairs Specialist

,

Dear Mr. Mullins:

We acknowledge the receipt on February 14, 1989 of your supplemental
new drug application dated February 13, 1989 submitted pursuant to
section 505(b) of the Federal Food, Drug, and Cosmetic Act for Xenon
Xe-133 Gas.

The supplemental application provides for (a) changing the immediate
container from a 2cc molded glass vial to a 3 cc tubing glass vial,
and (b) changing the "How Supplied" section of the package insert to
state "3 ml" vial.

We have completed the review of this supplemental application and it
is approved.

We remind you.that you must comply with the requirements set forth
under 21 CFR 314.80 and 314.81 for an approved NDA.c

Sincerely yours,

.-

,
.

Eric B. Sheinin, Ph.D. - 2,y gy
Supervisory Chemist
Division of Oncology and

jz Radiopharmaceutical Drug Products
|' Office of Drug Evaluation I i

Center for Drug Evaluation and Researchi

|'-

.

|

I

- - - - - - - - - - . - - - .--- ,- - -- . - - - - - - -
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13 February 1989.
w

1
J

John Palmer, M.D.
Director i*

Division of Oncology & i
? Radiopharmaceuticals (HfL150)
h Office of Drug Evaluation I

Center for Drug Evaluation 6 Research *

' Food & Drug Administration
L L5600 Fishers Lane

Rockville, Maryland . 20857
i

RE: NDA #17-284
XENON Xe 133 CAS-
SUPPLEMENT-#S-006

:

EXPEDITED REVIEW
REQUESTED

,

.

| REF: RA/MP/Xeno/01/89

De'ar Dr. Palmer *
>

Pursuant to 21 CFR 314.70 (b) (2) (VIII) and 21 CFR 314.70 (b)T(3), ~

| Du Pont Diagnostic Division is submitting a Supplement to NDA #17 284, *
t-

Xenon'Xe-133.Cas. The Supplement involves replacing the current 2 cc-
: product vialiwith a 3 cc product vial.
U

!- -An expedited review of, this Supplement is requested as the current Wheaton
2 cc product vial is no longer manufactured, nor'is there any availabic

: stock:(please. reference Wheaton's 3 February 1989-letter, attached).
,

j ' Additionally, Du Pont's inventory of the Wheaton 2 cc vials' will be

||
. exhausted the week of 17 April'1989,

l. .
.

j, The 3 cc tubing vial' was selected .as a replacement for the current 2 cc
'

.,

; molded vial for' the following reasons:
n

The 3 cc vial consists of Type I borosilicate glass and| *

7 complies with the prescribed . requirements of the U.S.i
,

'~

Pharmacopeia XXI and its supplements (please reference
- Wheaton's 28 October ~1988 letter certifying compliance to

USP XXI Type I Class requirements, attached). Please note
that attempts to obtain an authorization to reference
Wheaton's DNF vere unsuccessful' as Wheaton does not have a
DMF on file with the FDA.

,

MEDICAL PRODUCTS DEPARTMENT

331 Treble Cove Road, No. Billerica, MA 01862 Telephone 508-667 9531

,
.

|

- . , - - . - . . . __ _ _ __ _ _ _ _ _ _ _ _ -
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;RA/MP/Xeno/01/89 '--
'

H Supplement wS-006
Page-2-

| I

:

The outside dimensions of the 3 cc vial and the 2 cc vial.

.are substantially equivalent; with.the range of the 3 cc ,

vial dimensions falling,within the specified tolerances of 2
cc vial dimensions. Please reference the attached Wheaton
vial drawings and diner sion specification comparison.

The finished dimensions of both vials are identical and the-*
finish is compatible with the current closure system.

!
'

Xenon Xe-133 Cas is an inert gas with no glass adhesione

characteristics. Acc0rdingly, the increase in internal --

volume represented by the' 3 cc vial would have no impact
,

upon the identity, quclity, efficacy, purity or strength of 1

the drug product.

Please note that it is Du Pont's intent to utilize the current closure and
closure system with the proposed 3 cc tubing vial.

I --
To demonstrate the integrity and stabilig of using the proposed .3 cc
tubing vial with the current closure sistem, three lots of approximately
200 vials each were manufactured by cur ce'at practices. A control lot

'

.

consisting of the- current 2 cc vial and slosure ' system was also ;

manufactured. ;

The test lots and the control lot were ana;yzed at manufacture and then at
20 days to determine the Xenon Xe-133' Cas leak rate. The leak rate was
determined to be' O.12t/ day, 0.104/ day and 0.034/ day, respectively, for the
test lot and 0.07% for the control lot. All lots, test and control, were

well.within the 0.54/ day leak rate" specification. Please reference
Table 1 through Table 5 which are. attached.

A copy of the proposed package insert is also enclosed in this submission.

This supplement involves no other changes in the manufacture or quality
control of the product. ,

We look forward to the timely review of this submission.

- - - - - -- -



s,
~

*
' ~

_
,r' '

<g; ): &
. . n- o.. . .

.
.

.

.~. ...

1
i

RA/MP/Xeno/01/89
Supplement WS 006
Page 3

1
.

1

Please do not hesitate to contact me, or J. D. Bermardy, Manager, 'l
Regulatory Affairs and Compliance, should you require any additional -|
information. |

Sincerely. |
1

.

${{|'l -/ h
Thomas J. Hullins ;

Regulatory Affairso

[ -' / dad-

, , Attachments

L

|
|

Ie

~.
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DIMENSION SPECIFICATION COMPARISON

. . |

3 ee Vial 2 cc Vial :

I.

Diameter of south: 0.270" - 0.285" 0.270" - 0.285"
Diameter of lip: 0.510" - 0.525" 0.506" - 0.525"
: Height of vial: 1.535" - 1.575" 1.532" - 1.594"
Diameter - of vial body: 0.571" - 0.591" 0.563" - 0.625"
Height of lip: 0.147" - 0.162" 0.147" - 0.162"

.
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TABLE 1

.

'
'

SUMMARY

JUBING VIAL Xe-133 GAS LEAK RATE DATA
y

.

1

1

lot 88-001-A,
,

|
:

,

Initial Average, t - 0 40.34 mci |

1

Decayed Initial Average, Theoretical 2.87 mci '

:- Final Average t = 20 days 2.80 mci
Leakage Rate, %/ day- 0.12%/ day-

| ;

|; lot 88-001-B
.

-- Initial' Average, t - 0 42.g2 mci 'I
. Decatyed Initial = Average. Theoretical 2.98 mci
Final Average, t = 20 days 2.92 mcii

[U Leakage Rate,'%/ day 0.10%/ day
:

:
''

lot 88-001-C '

,.
s

-

Initial Average, t - 0 42.82 aci
| Decayed Initial Average, Theoretical' 3.04 mci i
i. Final Average, t - 20 days 3.02 mci

-

L Leakage Rate, %/ day 0.03%/ day.
;

a

|. CONTROL
-

Initial Average, t = 0 31.68
i Decayed. Initial Average, Theoretical 2.25'

Final Average, t - 20 days 2.22i

Leakage, Rate,%/ day 0.07%

|

o

|

l'
; - - -

- - ._ . --- ,
- - _ _ - - _ - _ - .
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TABLE 2'

Xe-133 INITIAL ASSAY, t = 0 DAYS

(IN MILLICURIES)'
'

-|

>

b

;

lot 88-001-A
1

l

Beoinnino of Lot Middle of Lot End of Lot oh[o Dafa
1

# of Vials 67.00 70.00 70.00 207.00: Average 40.51- 40.29 40.21 40.34Min
'

37.40 37.50 36.10 36.10.. Max 48.90 43.10 43.10 48.90Std. Dev. -1.30 0.79 1.08 1.08
'

Var- 1.70- 0.63 1.16 '1.17- J% RSD' 3.22' 1.96 2.68 2.68 '

lot 88-001-B

'# of Vials 70.00 65.00 68.00 203.00Average 41.74 41.95 42.08 41.92Min ' 39.70~ 38.50 38.90 38,50 t' Max- 43.40 47.60 45.80 47.60
-

Std. Dev. 0.84 1.14 1.24 1.09
: >-

' Var 0.70 1.30 1.55' 1.20:% RSD- '2.00 2.72 2.96 2.61-

lot 88-001-C

#-of Vials 68.00 68.00 70.00 '206.00\D Average 43.28 41.92 43.25 42.82/: Min 37.30 39.20 38.70 37.30-Max
. 64.00 49.00 45.40 64.00- Std. Dev. 3.04 1.52 1.03 2.14Var

% RSD.
9.22 2.32 1.06 4.577.01 3.63 2.38 4.99

,

-r - - - - - - - - - - - - - _ . - - . - - - - - - - .
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g TABLE 3
,

-
,

. . Xe 133 FINAL' ASSAY,- t - 20 DAYS :
a

(IN MILLICURIES) ,

.

;

h
,

::
lot 88-001-A l

.

;
-

. Compilation |Beainnina of tot Middle of lot End of Lot of Lot Data ;

i

# of Vials 67.00 70.00 70.00 207.00 '

Average 2.82 2.80 2.79 2.80
,

Min' 2.63' 2.38 2.53 2.38, Max 3.38 3.01 2.97 '3.38 -

Std. Dev. 0.09 0.08 0.07 0.08Var 0.01 0.01 0.01 0.01
.

*
% RSD 3.23 2.76 2.64 .2.92 '

'

i

lot 88-001-B

,-

# of Vials 70.00 65.00 68.00 203.00
.Avera9e 2.91 2.91 2.93 2.92. Min 2.74 2.70 2.68 2.68Max .3.00 3.06 3.19 3.19Std. Dev. 0.06 0.06 0.09 0.07Var 0.00. 0.00 0.01 ' O.01 j'

lK RSD 2.03 2.14 3.01 2.46 '.
,

.

4

lot 88-001-C
l'-

:

# of Vials - 68.00 68.00 70.00 206.00 -!Average 3.05 2.96 3.06 3.02Min 2.65 2.79 2.73- 2.65-

Max. 3.34 3.20 3.22 3.34Std. Dev. 0.10 0.07 0.07 0.09Var. 0.01 0.01 0.00 0.01
,

|- % RSD 3.20 2.47 2.22 3.00
| '

i

I.

.

e m - - -_ _ _ _ _ _ _ _ . _ _ . _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ . _
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TABLE 4

Xe-133 GAS

CONTROL DATA (mC1) IN MOLDED CLASS VIAL t

!
.

Initial Assay Final Assay
:t = 0 days t = 20 days '

,

,

:

# of Vials 98 # of Vials 96 -

Average 31.68 Average 2.22 !

Min 8.90 Min 2.04 ,!
Max 36.40 Max 2.33 '

Std. Dev. 0.83 Std. Dev. 0.04,.
,

Var 0.69 Var 0.00 ;

% RSD 2.62 % RSD 1.80
!
1

1

!.

i

!

.

j-
.

, ,

,

k

<

L

\

#

).

> - _ _ . . - - - - - - _ . . _ _ _ _ . . _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _____ ___ _______ _ _ _ _ __
-- - - _
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LEAKAGE RATE FORMULA

Theoretical Decayed t - 20 Days
Leakage Rate Per Day Initial Averaae Final Averaae-

(Theoretical Decayed Initial Average) x 100%
.

Number of Days

SAM)LE CALCULATION

Usino Data From Lot 88-001-A

2.87 2.80-

mci x 100%Leakage Rate Per Day 2.87-

20 Days

.0.12%.

Day

..

4
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,
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, s
,

t: Ms. Debra Cillts |
'

E.I. DuPont de Nemouro C Co. , Inc.

NEN Products
331 Troblo Cove Road !
Ho. B111eries, MA 01862

,

i
l' bear Ms. Cillic:

'

subject: Whoaton 7tein No. 223713 [2 sai tottlel

to confirm, our telephone conversation of yesterday, Whooton no
longer produces the abovo bottle and stock is no longer avail-
abic. , ,

,

If I can be of any, further assistam:n, please contact me at ex- ,

tention 2655. f
i

Very truly yours. ,

{
WHEMON

N N&'

'

Heidi Messtergon
Custonner Servioc Representative ;

,

'

Wilmj*

cc: Tom Doyle ,

.

A O V6CN Of" W* * /JON WW51**. s

,

s - - --v-- - _ - - - - - - _ _ - - - - - - - - - w+ - --- ---- _. x _ _ - _ - - _ - - - - - - - - - . - - - . . - - - - - - - - - - _ - - - - - - - - e -m-<.
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MLLM tJEW.EReEY 0333e
TELEPHONE SOS Ses este i

TWX Sto 387 7eSS .!
-FAXcomses7ess |

|
I

October 28, 1988,

i

|

5

Mr. Mitch Hollander
E.I. DUPONT DE NEMOURS INCORPORATED
NEN Products Divsion
601 Treble Cove Road |

North Billerica, MA 01862 '

Dear Mitch
!

We hereby certify that all the listed containers coeply to the requirements
of Type I quality . g' lass as set forth in the XXI Revision of the U.S.
Pharmacopoeia, and supplements thereto, in the section titled ' Chemical
Resistance - Class Containe'es'.

i

l

When tested in accordance with the provisions of the U.S.P. XXI Powdered-j

Glass Test, the results are within the maximum limit of 1.0ml prescribed ;
'

for U.S.P. Type I Glass.

ETEN NO. QUANTITY ORDER NO. DATE OF SEIPMENT

|. 2703-B34B 137,200 LNEN62210-0060 10/21/88

,

herytrulyyours,
WHEATCH ilCOSTRIES

~
^

L0r"CUL (C$
1

(Hrs.) Marcia Reed -1

|-

NR/dw

.

, , . . . - , , , w., __ . _ . . .
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A DMSON OF WHEATON NOUSTV4ES . .|
<

mvus.ww easev om:sse !
Tst.as= HONE eos ses amee

TWK SiO. 857 788. )
' ' '

cAx.o v.3. ,

October 28, l'988
(dict. 10/26/88)

Mr. Mitch Hollander,

E.I. DUPONT DE NEMOURS INCORPORATED
MEN Products Division
601 Treble Cove Road
Morth Billerica, MA 01862 l

).,

Subject: Purchase Order LNEN62210-0060

Dear Mitch:

I wish to advise that we have made shipment against subject purchase order
under date of October 21, 1988.

1,

1
This shipment consisted of 35 cartons packed at 3,920 pieces each for a total

5
shipped of 137,200 pieces of the 3cc Tubing serum Vial 2703-B348, your Code '

699020. I

~ This shipment went forward from Easton, MD via Red Star Trucking.

Please find attached herewith the signed copies of the Glass Certification
covering this shipment of vials.

i Very truly yours,
.

*

. s .

w.

! .m .es.
(Mrs.) Marcia Reed

|

MR/dw
Attachment
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E. I. du Pont de Nemours & Co. Q K @
i

|

!

Operation Instructions for !

CALIDOSE DISPENSER |
iFor Use with- x

>
,;

ta=w
g XENON Xe 133 Gas

~

@[
.

Loading )I

g j Separate shielded vial holder from dispenser.
- p D

Check Huber point needles inside the dispenser body to
2 iasure inatinev are not biocked (if necesserv. ciean by

-s. pushing a fine wire through needles).

&
/ g/ P 3 ^"' " * " v" * * ' * ' " * * * ' * ( ' '" * ' ' "" * ' ') * * " ''' '*

Vial holder

""'
Remove the cap of the Xenon Xe 1331ead shipping

4 tube, being careful to point opened tube away from
body.

Place the open end of the shleided vial holder tightly
5 againsttheopenendof theshippingtube.

.

]~
3 Simultaneously invert both to allow one vial to slip from |
U shipping tube into shielded vial holder. '

Carefully separate the pieces as shown in figure, being
@ *

7 certain to point the open ends away from body. There
@ should now be one vial in the shielded vial holder,.-

septum end out. Recap the lead shipping tube.

(,,) 's
,,,,,,

'

-

//
^,

y n -
< ,

t: .

*s ?.?

D
- '~~~+ .iy @

j.i.} f ) 3;/
'

nt> , ,

, .,bh,, Mh ,! 110552cv
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a Holding the shielded vial holder upright (and pointed( g
9 away from body), insert it into the dispenser until seated.

DO NOT PUSH PLUNGER IN AT THIS TIME.
The loaded CALIDOSE Dispenser is now ready for use
and can be put aside until needed. Note that appropriate
radiation protection precautions should be taken with
loaded unit.

Using
g g,,,,,, q Affix the CALIDOSE Dispenser to a spirometer or related

E breathing apparatus.
.

'

Puncture septum of loaded vial by pushing plunger into
B dispenser.

/ \j,'

3 immediateiv aaueeze ine rubber buib. aad ihea reiease.

4 Detach CALIDOSE assembly from breathing apparatus.

Storing
Remove vial holder from dimenser. The previously usod vial
will not contain enough residual Xenon Xe 133 to be harmful,
and may be removed by hand for disposal in the radioactive
waste. Replace vial holder in dispenser for easy storage.

| Statement
This CALIDOSE Dispenser is a device protected by U.S. Patent 3,848,773, and Canadian
Patent 999,263 Patented 1976. It is to be used solely for thu purposes of dispensing Du Pont's
Xenon 133 gas .

i

E. I. du Pont de Nemours & Co.
331 Treble Cove Road, Billerica, Massachusetts, USA 01862

CALL TOLL-FREE: 800-2251572 Telex: 94 0996
(In Massachusetts and international: 617-482 9595)

511788 Pnnted in u.s. A.
.
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I MATERIALS LICENSE Amendment No. 07 |
*

,

|
.

,

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

i C:de of Federal Regulations, Chapter 1, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations
,i

q

| heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, posuss, and transfer byptoduct. |
| source, and special nuclear material designated below; to use such rnaterial 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 |

| lic:nw shall be deemed to contain the conditions 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 Regubtory Commission now or hereafter in effect and to any

| , conditions specified below, i

#*""'
In accordance with letter received

| E. I. DuPont de Nhmours4 Co., Inc. I'

November 63. License number, 1987,
-

20-00320-21 is amended in |3-
| Medical Products Department .

| Boston Area its entirety to read as follows: i

|4 h\}:ihdfe, November,p'81 549 Albany Street i

| Boston, Massachusetts 02118 P 30, 1990 |

d('F $. Docket or 7 ||
Reference No. 0-28902

| i

I 6. Byproduct, source,and/or .b 7. Chemical and/or physical (A Maximum amount that licensee |

I special nuclear material ,)may possen at any one time 1

I h) m\. form - < /, d 1,4!! er thislicenu

| A. Any byproduct mater ny f A. 2 curies of each'W, g,
,

r onuclide with atomic
i with atomic numbers B 83 3

l f, p n ers 1 to 83, with a
,ie

| (
(% Q

3
=t total possession limit i

~ '^'^
|

I k"'' / ot$,000 curies |
I B. Krypton 85 @ c 4,?"

h'#.
'

.

<B.1%000 curiesAny |'

| C. Molybdenum 99 .YAny4 '
,

7C. 6.900 curies | |
'

.

D. )60 curies | |D. Americium 241 Q CD
' '

|

| E. Xenon 133- p ny 3 gC g,, . E.03500 curies i,

j \g 4'4| F. Nickel 63 F .' nya j F(d,000 curies i
B |i I G. Sulfur 35 h.,1,000 curies

G. Any b
/(/ H. Any

',
I H. Carbon 14 . 1,500 curies I

l | 1. Cesium 137 /J. Any h 1, 500 curies 1

J. 550 curies ji
J. Phosphorus

J. Apy, [* h. p'
<

K. Any / K. 500 curiesi K. Strontium 90 - j
L. Any L. 150,000 curies 1| L. Hydrogen 3

1 M. Any byproduct material M. Any M. 60 mil 11 curies each 1

I with atomic nos. 84-94 radionuclide with atomic I

I nos. 84-94 |

| N. Any byproduct material N. Any N. Not to exceed limits | ||
| listed in Schedule B . specified in Schedule B.

i

i 10 CFR 30.71 10 CFR 30.71 i

I 1

| 9. Authorized use
|

| A, through M. (1) ResearchandDevelopmentasdefinedinSection30.4(q)of10CFR30. |
| (2) For possession, use, and processing incident to manufacture of g

i radiochemicals, radiopharmaceuticals and sealed sources. g
'

i I (3) For storage prior to distribution of manufactured radiochemicals, I
| | radiophannaceuticals and sealed sources. 1

I (4) For packaging and distribution of manufactured radiochemicals, radio- 1
'

pharmaceuticals, and sealed sources to persons authorized to receive 1I 4

| the licensed material pursuant to the terms and conditions of specific |
'

- - licenses issued by the Nuclear Regulatory Commission or Agreement g|

C W N JA / h M W States. Iu n m w r ov \

. _ ._ . _ _~ _ _ _ _ - __
l



- - - - . . - . . .... . - - . .- .- .- .- ..

p uumme== = = = = = = = = = = - - - = -- - - - - - - - - - = = - - - = = = = = = = = = = = = = = = == = = 9 ;

2 6 l| )| CIC rem 37pA ,U.S. N'" E AMEIULATORY COIAMISSION g ,gan, ,g_

I , 85 4f' , Q 1unn= cr*
4

,,

003 M ]! MATEdlALS LICENSE ,.
" ""

I SUPPLEMENTARY SHEET 0-28902 )| i
|

4

| -l l

| Amendment No. 07 | )
1 | ]

-

1 (! tem 9. continued) || ;

I || |
'

| (5) For use in calibration of E. I. DuPont NEN Products instruments. i )
i

(6) For storage as radioactive wastes. I i
| A. Licensed material possessed at the Boston Site will not exceed 10 Curies | |
| per nuclide and 100 Curies total of nuclides with atomic number 3 through |

' ~

l iI 83. .-

'| |

*

G. Licensed material possessed at the Boston Site will not exceed 200 Curies,
S-35. Licensed material possessed at the Westwood Site shall not exceed ,i

*

|

i 400 mil 11 curies S-35. I

I H. Licensed material possessed at"th'e Boston Site will not exceed 500 Curies, 1 I
I C-14. Licensed material possessed at the Westwood site shall not exceed I :

100 m1111 curies C-14. II

Licensed materia (l possessed at the Boston Site'will not exceed 90 Curies, j
1.

| J.
P-32. Licensed material possessed at the Westwood Site shall not exceed 1i ''

i 150 mil 11 curies, P-32. i :-

I L. Licensed material-possessed at the Boston Site'will,not exceed 100,000 1 !'

I Curies. H-3. Licensed material possessed at the Westwood Site shall not I

j iI exceed 500 millicuries'. H-3. f r' e.

| M. Licensed material possessed at'the Boston: Site will not exceed 50 milli-
. . _ .

i

i
curies per nuclide"with atomic numbers 84 through 94. i

i N. For demonstration by sales person's.,at customers facilities, anywhere in the |
'

I United States,where the Nuclear Regulatory Commission has jurisdiction. I
;'

,

| | A. through M. , Licensed material. possessed.at the Billerica Site will not exceed I

the11mits,specified afMr the Boston Site limits are subtracted |
I

,

| f"from.the' maximum anodnty 4
'

'
< - i

i A. through M.', Sealed sources'can'be returned to the NEN Products. Billerica I .

I Site for'the, purpose of. refurbishment or' disposal. All such | |
| return shipments will be handled in coinpliance with the conditions I

'

|I of the NEN Products USNRC By-product Naterials license, as well
|| as appljcable D0T regulations. 5:

' '

'
<

i :. ,

I , CONDIJIONE - T I

I 6 ), f' I

L |
' 10. A. Licensed material may be used at the Boston Facility; Building locations at II

549 and 575 Albany Street; 100 E. Canton Street; and 120 and 123 E. Dedham j
i Street, Boston, Massachusetts,

ii ,

I I
I B. Licensed material may be used at the Billerica Facility; 331 Treble Cove Road, N. I
I Billerica, Massachusetts. Buildings designated as Nos. 100, 150, 200, 250, 300, I'

I 325, 350, 375, 400, 500 and 600. |
'

,

r | C. Licensed material in Item 6.N. may be used at and at temporary job sites of !
I the licensee anywhere in the United States where the U. S. Nuclear Regulatory I

| Commission maintains jurisdiction for regulating the use of licensed material. I

I I

D. Licensed material as authorized by items 9.G., 9.H., 9.J. and 9.L. for the |
| '

Westwood Site may be use at licensee's facilities. 240 University Avenue, g

Westwood, Massachusetts. i
i

11. A. Licensed material shall be used by, or under the supervision of, individuals I

designated by the respective Boston or Billerica Site Radioisotope Comittee.

_________...... ...._____________ .....____ ....... J!

. _ _ _ _ _ _ _ _ _ _ - -.
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0-00320 W ]MATERIALS LICENSE|
-

" * " " "
|I SUPPLEMENTARY SHEET 030-28902

| i

| | |

| Amendment No. 07 | )
I I )
I (11. continued) CONDITIONS I |

| || |

| B. The Radiation Protection Officer for the activities authorized by this license j j
i is Dennis 0. Dumas. i :
I I

I 12. This license does not authorize comercial distribution to persons exempt from I

I licensing, to persons generally licensed'or for medical use pursuant to Sections I -

| 35.14 and 35.31, of 10 Part 35. | ;

! 13. A(1) Each sealed source or detector cell _ acquired from another person and l ;

I containing licensed material, other than hydrogen 3, with a half-life i

i greater than 30 days and in any form other than gas shall be tested for I

I contamination and/or leakage before use. In the absence of a certificate -l

| from a transferor. indicating that a test has been made within 6 months j
before the transfer, a sealed source or detector cell received from

ii
i another person shall not be put into use until tested,- i

'

I y L ,A . * , I

II (2) Notwithstanding the periodic leak test required by'this condition, any
'l

'

I licensed sealed source or detector cell is exempt from such leak tests i

| when the source or detector cell contains 100 microcuries or less of beta |
~

|
and/or gamma. emitting materials or 10 microcuries or less'of alpha i'

I emitting material. ,
..

(f
ia

(.< f . . .%3,j, s I

. . -

| 1 ,\; n? '
I (3) Except for alpha sources, the periodic 1eak test required by this condi- 1

;

| | tion does not apply to sealed sources that are | stored and not being used. ,[
The sources excepted from thisitest :shall be tested fordeakage before gi

,

,

I any use or transfer to'another' person ~ unless they have been leak tested 3

| within 6 months before the date of use or transfer. (, * I
| \ g /i; W % , s> |

|l
1 B. Each sealed source or detector cell. fab'icated by, the' licensee shall ber
| inspected and tested for construction defects, leakage, and contamination
| prior to use or transfer as a sealed source or detector cell. If the g

'

i inspection or test reveals any. construction defects or 0.005 microcurie s

i or greater of contamination, the source'shall not be used or transferred I
I as a sealed source or detector cell until it has been repaired, decontami- 1

| nated and retested, j

! C. Each sealed source containing licensed material, other than hydrogen 3, g

I with a half-life greater than 30 days and in any. form other than gas I
i shall be tested for leakage and/or contamination at intervals not to 1

II exceed 6 months except that each source designed for the purpose of
| emitting alpha particles shall be tested at intervals not to exceed 3 |

months. .i|

| | |

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

I of radioactive material on the test sample, The test sample shall be I
i

1I taken from the sealed source or detector cell or from the surfaces of the'

| device in which the sealed source or detector cell is permanently or |
| semipemanently mounted or stored on which one might expect contamination g

i to accumulate. Records of leak test results shall be kept in units of p

I microcuries and maintained for inspection by the Commission. Records may I

|
be disposed of following Comission inspection. |

!.mm.......,_,.f.g.a m emmmmmmm mm., .,ma a------- J .
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I (13. continued) CONDITIONS ||

I I
'

| E. If the test required by Subsection A. or C. of this condition reveals the j
i

presence of 0.005 microcurie or more of removable contamination, the I

I licensee shall immediately withdraw the sealed source or detector cell |

I from use and shall cause it to be decontaminated and repaired or to be I ,

I disposed of in acc'ordance with. Commission regulations. A report shall be l i

| filed within 5 days of the date the leak test result it known with the |
'

U. $. Nuclear Regulatory Commission Region I, ATTN: Chief, Nuclear >

iii
; I Materials Safety and Safeguards Bra.nch,, 631 Park Avenue, King of Prussia, I

+

| Pennsylvania 19406, describing'the equipment, involved, the test results, 'I 4

I and the corrective action taken. " '- (j ,. I 4

I (3- y, I

| 14. The licensee shall not .use licensed material in or on humans beings or in field | 4

applications where activity is released except as provided otherwise by specific i
-

i

| conditions of this license. ',;. I.

p ~ ,. ,Q ? I'

I

Experimental animal (snot be used for hu' man; administered licensed materia s.or their, products shall
|

,

|I 15..

e@ p*| consuqtion., ,__s

l~
Detector cells containing titanium'p ;triti e'foiltshall on1) be used in conjunction

i :

).L \ t~
i,,

| 16. A.
I with a properly operating temperature. control. mechanism which prevents foil I |
I temperatures-from exceeding 225 degrees |Cetitig'rade.' r c~ I

'

,

m Q ~ y ,ypy s hy. ::. I1

Detector cells containing scandium stridpy' foiljhall oq1y be used in conjunction|
: .

,

|. B. e

| with a properly operetteg.tenperatury, control IPechanism which prevents foil i
temperatures f(om exceeding 725'16epree@tttfrade, &;, II

'V 'h /8ali\' f l
'

I

In lieu of using the'c,,nventional radiation.N ioncolors(jmagentaorpurple II 17. o sa
on yellow background) 'as'provided in Section 20.203(a)l(l's and cell baths, con- |l t),of10CFRPart20,

i the licensee is hereby abthorized to label detector ce
i|

i taining licensed material and used in gas chromatography devices, with con- g

spicuouslyetchedorstampedradiationsautif'symbolswithoutacolor II 'requirement. 6 )s
||

| 18 The licensee may transport licensed material in accordance with the provisions of |
'

10 CFR Part, " Packaging and Transportation of Radioactive Material". i|

I 'l

i 19. Pursuant to Section 20.302, 10 CFR Part 20 the licensee is authorized to exceed I' ,

I the 1 curie limit in Section 20.303(d),10 CFR Part 20, provided that for the I
-

| Boston site: |
. | A. Not more than 12 curies total of hydrogen 3 and I curie total of all other !

I byproduct material shall be released during any 12 consecutive months, and; I
'

I I
'

I B. All releases to the sewerage system shall be in accordance with the procedures |

| described in the licensee's application dated July 17, 1985, excluding Item |15.J.S. paragraphs 2. and 3. g
| ,

I I
'

*

i I
I I

I I

I 1
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(Ccntinued) CONDITIONS I

I
'20. The licensee shall maintain and execute the response measures of his Radiological
iContingency Plan for the Boston Site as revised in its entirety dated June,1985 and
iattached to letter dated July 26, 1985 and Addendum item 8 described in letter dated 1

October 16, 1985. The licensee shall also maintain implementing procedures for his | -

Radiological Contingenc' Plan as necessary to implement the plan. The licensee shall Iy
make no change in his Radiological Contingency Plan that would decrease the response |effectiveness of the plan without prior Commission approval as evidenced by license

3amendment. The licensee may make changes to his Radiological Contingency Plan i
without prior Conrnission approval if. the' changes do not decrease the response I

effectiveness of the plan. .The licensee shall maintain records of changes that are I
made to the Plan without prior approval for a period,0f two years from the date of 1

the change and shall furnish the Chief. Nuclear Materials Safety and Safeguards ,|
| Branch, Division of Radiation Safety and Safeguards, U.S.< Nuclear Regulatory

iCommission Region I,4631 Park Avenue, King of Prussia, Pennsylvania 19406, a report, I

in duplicate, containing.a description of each change-with'six months after the I

change is made, g |
'

21. A. At the licenlee's Boston Site no foii,than 15'c~uries of p'hbsphorus-32 shall be |used or stored in any building unless radiation detection systems and alarms i
to continuously monitor possible. effluent releases are installed and operated. ii

' r" , y % 3J ! .. <,9 /, C |

Notwithstanding thelrequirement' ~of' Condition A, a'bove; thy licensee is notB. s I -

required to comply 1 tith Condition 121.A. ;with respect to phosphorus-32 wastes |i

stored in nonJcombustible drumf Mer pJhe drums 'are porvided with sprinkler y
protection. . p, ,c O g x . Q i

,, p /.r <; p i
22. The licensee shall maintain and execute the1 response measures of his Radiological I

Contingency Plan for the Billerica Site as' revised in ,it's entirety dated June, 1985, I

and attached to letter dated July 26, 1985. The licensee shall also maintain j
implementing procedures for his Radiological Contingency Plan as necessary to g

implement the Plan. The licensee shall,make'no change in his Radiological e
Contingency Plan that would decrease'the res'ponse effectiveness of the plan without I
prior Consnission approval as evidenced by license amendment. The licensee may make I .

changes to his Radiological Contingency Plan without prior Commission approval if the |changes do not decrease the response effectiveness of the plan. The licensee shall ,
| maintain records of changes that are made to the Plan without approval for a period g
|

'

of two years from the date of the change and shall furnish the Chief. Nuclear I
L : Materials Safety and Safeguards Branch, Division of Radiation Safety and Safeguards, I
i U.S. Nuclear Regulatory Commission Region I, 631 Park Avenue, King of Prussia, I,

| Pennsylvania 19406, a resort, in duplicate, containing a description of each change |
[

'
within six months after tie change is made,

i
! I

I

I

I
i

1
'

I
I

' I
I'

I
I

I--- y .zarasasiassazaaranamas' =" -a-''i'i'EN"

W- ^
-- - - - , _ _ - - . _ - _ .__ - __._- - __ - - - -._ - - _ _ _



_ _ _ . _ . . . . . . _ _ _

u---___.---------------------,--------m---------------g|

| 'senC7desSt4A U. 8, EAR QEEULATcRY C00ehntSS10N 6 6 I. ,gg, o, paggg _ .
y,,g n,_ |

*

| 16 64) .

- ' ' '

20 00320-21 1"-

MATERIALS LICENSE I- %,3, ,,,,, ,
lI SUPPLEMENTARY SHEET 030-28902
ii

I Amendment No. 07 |
I

|
|

| (Continued) CONDITIONS j
I| 23. The licensee may possess up to 10 curies of Iodine-125 waste in any building at the i

Billerica Site without installation of radiation detection systems and alarms to |

| continuously monitor possible effluent releases from associated ventilation systems, I

I provided, the material is stored as waste in non-combustible drums and the drums are I

provided with sprinkler protection. . ,' I,

j 24. Except as specifically provided otherw'ise in this license, the licensee shall |[
conduct its program in accordance with the statements, representations, and Ii

i procedures contained in the docu R irR$1pg. enclosures, listed below. I

I The Nuclear Regulatory Comm NguMt'Tohs 1 govern unless the state- 1

I ments, representations an ures in the licen 6pplication and corre- 1

l
I spondence are more res ve than the regulations. A i

!A. LetterdatedDehr 17, 1984 II B. Application d 1985 y ./- 1

l
'

| C. Letter dated ber L985

V II D. Letter dated uar .

h. O | '

I E. Letter dated ptem er 52 L9 5
| '

F. Letter recei FebruaryJh 7 |
Ig Q li| ''

i G. Letter datec ne 2 WaA |

i H. Letter datec9ugus /q $' I

I

Letterdatedp)ygus
I 1.

w |7 k |
g

I J. Letter dated cto ** ,
l K. Letter dated g em -

- % g
i

|
h h

! % * 1k M !|
||

I I
I I

I I

I I
I I
' ~

!I

I l
'

I I

| |
"

| |

| |

| For the U.S. Nuclear Regulatory Connission i

I Oririnal SiBD'd 95 |
Date By Jack pavis 1|

|

I Nuclear Materials Safety and p

I Safeguards Branch, Region I I

I King of Prussia, Pennsylvania 19406 |
! , - - - - - - - - - - - - - - - or -------------------------- d
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LICENSE FEE M AN AGEMENT BRANCH, ARM : PROGR AM CODE: 02512
'" : 3'''US C 5: 2

O- REGIONAL LICENSING SECTI0 tis : FEE C ATEGORY: 30
: EXP. DATE: 19890131
: FEE' COMMENTS-Q. ::::::::::::::::::::::::::::::::::

Q LICENSE FEE T ANSMITTAL

A. R E GIO N

EO 1. APPLIC ATION ATT ACHED
APPLICANT / LICENSEE: E. I. DU PONT DE NEMOURS t,CO., INC

'Q RECEIVED D ATE: 390413
'

DOCKET NO: 3011164
CONTROL NO.: 110552
LICENSE NO.: 20-00320-16MO.Q;=
ACTION TYPE: AMENDMENT

.
2. FEE ATTACHED-O tMOUN T:

CHECK NO.: W
3. COMMENTS

A ' b ....-...--.8'S""O ....etwr/r..oATe . ..

Q B. LICEh'5E FEE MANAGEMENT 3 RANCH (CHECK W*th MILESTONE 03 IS ENTERED / .7)

/.c.Sd.....1. FEE. C PTE GORY AND AMOUNT: _. o ...,... ..........

O 2. CORRECT FEE P ID. - APPLIC ATION MAY 'sE PROCESSED FOR:
AMEN 3 MENT ..............

. RENEW AL. Q. .. ...........

LICENSE ..............

5- '"5"O: ----------------------------------

.................... .............
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