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p , , . , , MATERIALS LICENSE ' Amendment No. 01 [ ;!,

B 5| lg Pursuant to the Atomic Energy Act of 1954, as amended, the Energv Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of
g Federal Regulations. Chapter I, Parts 30,31,32,33,34,35,36,39,40, and 70, and in reliance on statements and representations heretofore made

g|

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

g J
m terial designated below; to use such material for the purpose (s) and at the place (s) designated below; to deliver or transfer such material to $

, persons authoriied to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions 3|
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

R|
4

5 Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below. N i

N

W OFFICIAL RECORD COPY !
mi

4 Licensec In accordance with the letter dated E!5 July 12, 1996, E;
R I. Massachusetts Biotechnology 3. License Number 20-30012-01 is amended E|B Research Institute in its entirety to read as follows: E
N

f
B 2. One Innovation Drive E
N Worcester, Massachusetts 01605 4. Expiration Date November 30, 2003 E |5

Ej
,

l
g 5. Docket or '

030-33047 si
g _

Reference No. jj
p 6.Eyproduct, Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee U|
g Special Nuclear Material Farm May Possess at Any One Time j|
5 UnderThis License || |

'

mi
s s|
n A. As specified in A. Any A. See Condition 12. E

|lp 10 CFR 33.100, (
; p Schedule A (Type C

E i

p Broad License) - s
N s !

p 9. Authorized use i 1

g i.

m s|
p A. Research and development as defined in 10 CFR 30.4. j|
B El
g CONDITIONS g|
p s,

10. Licensed material may be used only at the licensee's facilities located at Jiy
g One Innovation Drive, Worcester, Massachusetts, and at 20 Hampden Street, Roxbury, 3!

h>
Massachustts. - -y

! 11. A. Licensed material shall be used by, or under the supervision of, individuals who 3||
N

satisfy the requirements of 10 CFR 33.15. The licensee shall maintain records 3i
^

of individuals designated as users for three years after the last use of 3|

| licensed material by the individual. y;
.

| B. The Radiation Safety Officer for this license is Marie I. Case. [
12. A. If only one radionuclide is essessed, the possession limit is the quantity $,N

|
N specified for that radionuc. .de in 10 CFR 33.100, Schedule A, Column II. If two ;|

"

N or more radionuclides are possessed, the possession limit is determined as gi8 follows: For each radionuclide, determine the ratio of the quantity possessed I~

N "to the applicable quantity specified in 10 CFR 33.100, Schedule A, Column II, g l
8 for that radionuclide. The sum of the ratios for all radionuclides possessed |~

under the license shall not exceed unity. [
N

5
I|g si
'

l
>

N
'
,
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g
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g SUPPLEMENTARY SHEET 030-33047 g

~

I E
y Amendment No. 01 g

I 9
I EB. Notwithstanding subitem A. of this Condition, above, and 10 CFR 33.100,I Schedule A, Column II, the applicable quantities in Condition 12.A. for the E
I following radionuclides are reduced to: |
I Carbon 14 100 millicuries E
I Krypton 85 100 millicuries E

I Silver 110m 1 millicurie E

I Iodine 129 100 microcuries E
I E

I Other byproduct material E

N
' other than alpha emittingr; E

byproduct material not i d * D t m'*'bri EB

I listed in 10 CFR 33.100, : E
'

b Schedule A. sV' 100 microcuries- B

b .\) E
g 13. The licensee shall notause licensed material in or on human beings or in field W

3 applications where activity is released except as provided otherwise by specific &
y condition of this= license. 4 B
g s( -y , g-
p 14. The licensee shall not acquireilicensed material iqLa sealed source or device unless E

pursuant to 10 CFR 32.210 or equiv'alent"dith shelU.S. Nuclear Regulatory Commission
the source or device has been rdgistered By

regulatioris of an Agreement State.y

g 7 7 % . i .w A . j- '

g-
-. y

y 15. The licensee shall conduct a physical inventory every six months'to account for all 9
y sealed sources and devices containing'l;1 censed material received and possessed under g
g the license. Records ofLinventories;ihall be maintained for five years from the date g

g of each inventory, and shallcinclude tiieN4antities and kinds of byproduct material, g
manufacturer name and model' numbers,* location'of--s.ources and/or devices, and the date gg s

'i
g of the inventory. " j Q g

'

,

; - :,', o<,

I 16. A. Sealed sources and detector cells)cohtaining' licensed material shall be tested !
| for leakage and/or(contamination at intervals not to exceed six~ months or at isuch other intervals <as are specified by the certificate of registration g

| referred to in 10 CFR 32)210, got to exceed three years. p-
' N Wp '

g3 B. Notwithstanding Paragraph A of this' Condition, sealed sources designed to emit
3 Ealpha particles shall be tested for leakage and/or contamination at intervals

[3 not to exceed three months.

3 C. In the absence of a certificate from a transferor indicating that a leak test E

i has been made within six months prior to the transfer, a sealed source or E!
1 detector cell received from another person shall not be put into use until E:
1 tested. E-

3 E;

3 D. Each sealed source fabricated by the licensee shall be inspected I tested for E!

8 construction defects, leakage, and contamination prior to any use , transfer as E

1 a sealed source. 8* :
i E.

1 E. Sealed sources and detector cells need not be leak tested if: E:
a E:

3 (i) they contain only hydrogen-3; or
. E;
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g[License Number

20-30012-01 gg . ..

g MATERIALS LICENSE Docket or Reference Number g
4

g SUPPLEMENTARY SHEET 030-33047 g

| Amendment No. 01 '

| (ii) they contain only a radioactive gas; or

| (iii) the half-life of the isotope is 30 days or less; or |
| (iv) they contain not more than 100 microcuries of beta and/or gamma emitting E

g material or not more than 10 microcuries of alpha emitting material; or |
N (v) they are not designed to emit alpha particles, are in storage, and are not E
N being used. However, when they are removed from storage for use or E

! transfer to another person, and have not been tested within the required E|
5 leak test interval, they shall be tested before use or transfer. No sealed E
N source or detector cell,shall be stored for a period of more than 10 years E
! without being test,edDfoAlea' ka'ge 'and/or' contamination. E

~

W
~ ~

Ev
B F. The test shall be capable of detecting the presence of 0.005 microcurie of E
B radioactive material on the test sample. If the test reveals the presence of E
W 0.005 microcurie or more of removable contamination,-a report shall be filed E
i with the U.S. Nuclear Regulatory Commission and the source or dete(. tor cell E
g shall be removed immediately from service and d.econtaminated, repaired, or E
g disposed of in accordance with Commission regulations. The report shall be E
g filed within five days.ofithi date-the leak testiresult is known with the E
g U.S.NuclearRegulatoryCommi'ssionsRegionIpATTN: Chief, Nuclear Materials E
g Safety Branch, 475 Allendalef oad;' King of SPrussia, Pennsylvania 19406. The E

R

a report shall specify the source oradetectort cell involved,.the test results, and gi corrective action taken. Records of leak test /results shall be kept in units of gi microcuries and shall)be maintainedf fortinspection by the Commission. Records gj may be disposed of fol}owing1Commissio'n: inspection, y
g ; ..i| IIil: ,

E

" '

s G. The licensee is authohized:toicollect Teak 1 test! samples for analysis by the gl ;

i licensee. Alternatively,' tests:forbleakagerand/or contamination may be g; performed by persons specificallyLlicensed:bzjthe Commission or av Agreement g; State to perform such services. W W
g,,

17. A. Detectorcellscontaibingatitaniumtritidefoilorascandiumtritidefoil |shall only be used in conjunction with a properly operating temperature control; t yj mechanism which prevents theifoilitemperatures from exceeding that specified in y
y the certificate of registration referred to in 10 CFR 32.210.

g

| B. When in use, detector cells containing a titanium tritide foil or a scandium
j tritide foil shall be vented to the outside,

g

5 18. Sealed sources or detector cells containing licensed material shall not be opened or E
5 sources removed from source holders by the licensee. E
s Ej
N 19. Maintenance, repair, cleaning, replacement, and disposal of foils contained in El
s detector cells shall be performed only by the device manufacturer or other persons El
B specifically authorized by the Commission or an Agreement State to perform such E|

services.

B 20. The licensee is authorized to transport licensed material in accordance with the El
5 provisions of 10 CFR Part 71, " Packaging and Transportation of Radioactive Material." El
B E|( E|p

E
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License Numberg
20-30012-01y .

, ,

g MATERIALS LICENSE Docket or Reference Number

g SUPPLEMENTARY SHEET 030-33047

B
'

y Amendment No. 01

| 21. This license does not authorize commercial distribution of licensed material.
I 22. The licensee is authorized to hold radioactive material with a physical half-life of
I less than 65 days and sulfur 35 for decay-in-storage before disposal in ordinary
! trash, provided: k

%n

! A. Waste to be disposed of in this manner shall be held for decay a minimum of ten N

5 hal f-l i ves . E

W E
,

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

s surface with the appropriate survey instrument set on its most sensitive scale E
'

and with no interposed shielding to EW
distinguished from background,i Alli: determine that its radioactivity cannot be

i

radiition elabels shall be removed or EB

R obliterated. E i~

Eg < .
<

y C. A record of each.such disposal permitted under this-License Condition shall be E
g retained for three years. The record must include the date of disposal, the E
g date on which the byproduct material was placed in storage, the radionuclides E
y disposed, the surveyx instrument used, the background dose rate, the dose rate E
g measured at the surface;of each waste container, and the name of the individual N
g who performed the disposal. N s E

'

_

y ) ,s'c / E
g 23. The licensee shall not store licensed ,materialicontained in waste for more than two E
a (2) years from the date the waste \is-putr.into storage or December 1, 1993, which ever E
E is later. The licensee shall maintain records which indicate the date that licensed g
i material contained in waste is put'into; storage. >This conditic, does not apply to g
; licensed material intended; for disposal by decay-in-storage pursuant to 10 CFR 35.92 g

j or other conditions of thisrlicense. !J7 g|
* .

g .,s
-

y
; 24. Except as specifically provided otherwise in this license, the licensee shall conduct g
: its program in accordance with thetstatements, representations, and procedures y
2 contained in the documents, including *anyTenclosures, listed below. The Nuclear g8 Regulatory Commission's regulations shall govern unless the statements, y
E representations, and pro'cedures in the licensee's application and correspondence are g.
E more restrictive than the regulations. ,
s E.

! A. ApplicationdatedJune30,19h'3 ' '

5 B. Letter dated August 16, 1993s g
2 C. Letter dated September 20, 1993
8 D. Letter dated July 12, 1996
B E. Letter dated August 15, 1996 E!
3 E

E E!
y E

i El

| For the U.S. Nuclear Regulatory Commission |
j Original Signed By: Ej

! Date SEP I 9 EER By John D. Kinneman g
* Nuclear Materials Safety Branch g|* Region I g|
$ King of Prussia, Pennsylvania 19406 g|
h EI
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i
: ;

!' |

|' Marc E. Goldberg
:
i

' - President & Chief Executive Officer
Massachusetts Biotechnology Research Institute j,

' - One Innovation Drive !
Worcester, MA 01605 i

;

Dear Mr. Goldberg: ;i
i

This refers to your license amendment request. Enclosed with this letter is
the amended license. Please note that as part of this amendment, in ;

'

: accordance with 10 CFR 30.36, effective February 15,1996, the expiration date !
~ of your license.has been extended by a period of five years. The new i
expiration date is stated in Item 4 of the license. .

Please also note that your amended license has been revised in .its entirety
and includes changes that were made because of revisions in the regulatory
requirements and/or NRC guidance. Conditions 18 and 20 of your old license. jhave been deleted and conditions 19, 20, 21, and 22 have been added to your
amended license. Please review the enclosed document carefully and be sure |that you understand 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, Licensing Assistance
Team, (610) 337-5093 or 5239, so that we can provide appropriate corrections

_

and-answers.
|

Thank you for your cooperation. |
.i

Sincerr7y, !

i

ORfGWAL SIGNED BY:

John D. Kinneman,. Chief
Nuclear Materials Safety Branch 2
Division of Nuclear Materials Safety

License No. 20-30012-01
Cocket No. 030-33047
Control No. 123528

Enclosure:
Amendment No. 01
DOCUMENT NAME: R:\WPS\MLTR\L2030012.01
To seasive e espy of this de aumont,ineaste in the bop *C' = Copy w/o attach /enci *E* = Copy w/ ettech/enct *N* = No copy

0FFICE DNMS/RI r lN @S/Sk. lg | |

NAME Slodhi 'yfL/ 6 ,neman
DATE 08/20/f6 0$/16/96 08/ /96 08/ /96
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MASSACIIUSETTS BIOTECHNOLOGY RESEARCH INSTITUTE
One Innovation Drive
Worcester, MA 01605

U.S. Nuclear Regulatory Commission, Region 1 August 15,1996 |
'

Nuclear Materials Safety Section B
475 Allentown Road.

King of Prussia, PA 19406
,

ATTN: Dr. Sattar Lodhi I

Dear Dr. Lodhi,

Per our f alephone conversation this morning concerning MBRI's license no. 20-30012-01
amendment request, you are assured that a GM counter will be available when radioactivity is in ;
use. If radioactive materials are transferred between the two sites, it will be done by myself or my I
colleagues, Joseph Bakanauskas and Peter Chin whose credentials are on file with your oflice.
Each of the four labs at the Roxbury site has a hood and ifiodinations were done, they could be
equipped with air samplers.

If you need further information, please call me at (508) 856-3209.

Thank you again for your timely review.

Sincerely,

bd
Marie Case, Radiation Safety Oflicer

|

|
'

,p.

/ 2. 352.%
,
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MNSB TELEPHONE CONVERSATION RECORD |
,

|Person Called: Marie Case, RSO Phone No.: (508) 856 3209 j

! Person Calling: Sattar Lodhi Date: 8/14/96

Facility Name: Massachusetts Biotechnology Time: 3:00 p.m.
i Research Institute, Worcester, MA

License No. 20-30012-01 Docket No. 030-33047,

,

i

Subject: Additional Information for amendment request,'
4

Summary: I called Ms. Case to request the following:

1. Are the radiation survey instruments available at the new site;
: 2. Will there be a tranfer of materials between the sites, and how will the
j tranfer take place (who will transport); and

3. If there are fume hoods available for storage and if iodinations will be
performed at the new location

Mrs. Case was not available and I left a message for her to call me.

8.f C # 9,' cp a - >,. .

N(f. D a M kn u d % 34 4 . d to krt ( YcSpad A wrj |
'

" r -
,

Action Required /Taken: Document / wait for response |

_ ___ [ 3 I

5[ [ Mail Control No. 123528Signatura: c
- ~

l
l
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U.S. Nucle:tr Regulatory Commission, Region I July,12,1996
Nuclear Materials Safety Section B
475 Allentown R.oad
King of Prussia, PA 19406

By this letter and the enclosed document, Massachusetts Biotechnology Re carch Institute (MBRI)
seeks an amendment to NRClicense no. 20-30012-01. Specifically, we wis.: to add 20 Hampden St.,
Roxbury, MA,02119 as an approved site of use for licensed activities.

As highlighted on the enclosed drawing (Att. A.), room 130 is the radioactive waste storage room. Its
floor is epoxy coated. Room 129 is the counting room and will house the liquid scintillation counter
which will be purchased before use of radioactivity begins. Labs 1,2,3 and 4 will be allowed areas of use
of radioactivity. All mentioned rooms are equipped with fire extinguishers, a sprinkler system, non-
porous work surfaces and floors.

Radioactive shipments will only be received during normal working hours-no shipments will be
accepted after 5 pm Monday through Friday nor on weekends. Licensed material will be stored under
lock and key or will be within line of sight of an authorized person.

Security for this building includes a 24 hour security guarti at the main door, locked, double doors into
MBRI's area and combination locks into the lab area.

Per 10 CFR,170.31,3,L, a check for $660.00 is enclosed for this amendment.

If you need more information, please contact our Radiation Safety Officer, Marie Case at
(508)856-3209.

'

Thank you for your timely review.

Sincerely, |

'g2/2 [
Marc E.Goldberg, Presi ent & CEO

0FFICIAl. RECORD COPY ?1 10 1338
AUG -2 1995

One innovation Drive. Worcester, MA 01605 Tel: 508-797-4200 Fax: 508-799-4039
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. . . ., : (FOR LFMS USE)*

: INFORMATION FROM.LTS
SETWEEN. .

' :
LICENSE FEE MAN AGEMENT BR ANCH, ARM = PROGRAM CODE: 03620

AND : STATUS CODE: 0
REGIONAL LIC ENSING SECTIONS : FEE CATEGORY: 3L

:- EXP. DATE: 20031130
: FEE CCMMENTS: ____. ______ __ .___

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

LICENSE FEE TRANSMITTAL

A.. REGION 7"--
- ,

1. APPLICATION ATTACHED #

APPLICANT / LICENSEE: MASSACHUSETTS BIOTECHNOLOGY !
RECEIVED DATE: 960802 I

DOCKET ND: 3033047 |
CONTROL NO.: 12352S '-

LICENSE NO.: 20-30012-01
ACTION TYPE: A MENDM ENT

i

2. FEE ATTACHf>qgy I

. AMOUNT: . ..Nf_ _f<

CHECK NO.: ___ffg[__
!

; 3. COMMENTS
|,

SIGNED ~~~ A C* b-
__ _._ _._ J( 2hhIE~- [~ 2 ~~_~_~_~_~_ '

~~~~~~
\DATE f___

B. LICENSE FEE MANAGEMENT BRANCH (CHECK WHEN MIL ESTONE 03 IS ENTERED / /) |

3%_______________.___....._____af601. FEE C ATEGORY AND AMOUNT: _ ________

2. CORRECY FEE PAID. A PLIC ATION M AY BE PROCESSED FOR: U
s2

'
- AMENDMENT c-

RENEWAL [[[[_~[[[[[[_~.~ ~ ip
LICENSE "

.________...._
'

1'

N |

3. OTHER ___________... _______________ ___
_________.___________....___._____ --

:~

_________ q _..___...____a.___SIGNED
DATe '

_____________ ____________s_____ ;

r[b _

u____q__f___________[ |s
Rm mer _ _ _ ______________

Cie iso _I_ ).Of_____.
______

/.moco; _,
. _0__ _________

FeeCd*3ary,fL_____________
Type d Fee _. N2*D____, ___

Dei. Che * Flec'd _ _ _ _. _______

Dere Comp!*ted _ _ _
g1 _______-__ _/_M1_______ ,___----_

,


