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64 Sidney Street
Cambridge MA02139
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FAX: (617) 494-6561.. (617)494-8484

E Ih* ;
"y

.

,

- BDSURFACE
gricreMrirm .

,

b

United States Nuclear Regulatory Commission
' Attn: Document Control Desk
Washington, DC. 20555 - ,?

4

21 April 1994

Re: Response to Notice of' Violation
Routine Inspection No. 030-30125/94-001
License No. 20-28072-02 -

Dear Sir or Madam:

Pursuant to 10 CFR f2.201 and a letter from the United States Nuclear Regulatory Commission (USNRC)i
,

dated 21 March 1994, BioSurface Technology, Inc. (BTI) is submitting this response to a Notice of ;

Violation. If you have any questions regarding this submission, please call me at (617) 494-8484.-
'

l.
Sincerely, , - - 'n -

'

'D > , . ;

cu.- en ex: av
Christine Regan, M.Eng.,"RAC Olaniyl K$inde ~
Manager, Regulatory Affairs Vice President, Technical Operations - i

Radiation Safety Officer
si

Copy: Regional Administrator, USNRC, Region I
Mark Citron ;
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NRC Violations
; r

( . ''
;

10 Cl R 71.5(a) requires, in part, that no licensee shall transport any licensed material outside the confines
'of his plant or other place of use, or deliver any licensed material to a carrier for transport, unless the i

'licensee complies with applicable requirements of the regulations appropriate to the mode of transport of
the Department of Transportation (DOT) in 49 CFR Parts 170-189.

Violation 1

49 CFR 172.200(a) requires that each person who offers a hazardous material for transportation describe
- the hazardous material on the shipping paper.

Contrary to the above, on . August 28,1991, an AECL Model Gammacell 220 irradiator, serial number 208,
containing approximately 4600 curies of cobalt-60, was transported from One Kendall Square in Cambridge,
Massachusetts to 64 Sidney Street in Cunbridge, Massachusetts, and shipping papers were not available for
inspection.

Resnonse 1 -;

BTI agrees with the observation that the shipping papers used during the transportation of the AECL
Gammacell 220 irradiator from One Kendall Square in Cambridge, Massachusetts to 64 Sidney Street in
Cambridge, Massachusetts were not available for inspection during the inspection conducted by NRC on
9 February 1994. Ilowever, we know that the properly completed shipping papers were available at the
time of transportation of the irradiator in compliance with 49 CFR 172.200(a). Due' to changes in
personnel at BTI, the file containing the shipping papers used during the move could not be located during
the 9 February 1994 inspection. BTI has obtained a copy of these shipping papers (please refer to
Attachment 1) for our files and has, therefore, corrected this record keeping violation as of 5 April 1994.

O(

>

b

I

.O page 1
;

- . .



= . - - ;

1

l

|

lViolatior 2j -

(
49 CFR 173.416 specifies, in part, the packages authorized for shipment of radioactive material in quantities I

' '

exceeding the activity of special fonn radioactive material as listed in 49 CFR 173.435, and includes the . u

requirement that the package or container be approved by the NRC,

49 CFR 173.435 establishes this value to be 7 curies for cobalt-60 in special form (the maximum A sub one
quantity).

Contrary to the above, on August 28,1991, approximately 4600 curies of cobalt-60 contained in an AECL
Model Gammacell 220 irradiator, serial number 208, was transported from One Kendall Squarc in
Cambridge, Massachusetts to 64 Sidney Street in Cambridge, Massachusetts and that package (container)
was not approved by the NRC. Specifically, the Gammacell 220 had a foreign competent authority
certificate, revalidated by the DOT, which allowed shipments made to or from locations outside the United
States, but did not allow shipments to and from locations within the United States.

Response 2

in accordance with USNRC's " Notice of Violation" which requests we state our " .. basis for disputing the
violation", BTI submits that we believe that we transported the AECL Model Gammacell 220 irradiator
on August 28,1991, in compliance with all applicable NRC and DOT regulations, and made said shipment
in an approved container. BTI, in preparing for the move of the irradiator, tried to locate a container
approved by NRC for transport within the United States and learned that no such container existed. At that
time, our only viable option was to obtain a one time exemption for shipment of the irradiator within the
United States in a Type (.B) container approved for transport of the irradiator into or out of the United
States.

p '
On 13 December 1990, J. D. Bernardy, then Director, Regulatory Affairs for BTI, wrote to Mr. John White, -

,

then Supervisor, Licensing Materials Section, Nuclear Materials Safety & Safeguards Branch, USNRC
Region I, requesting that License No. 20-28072-02 be amended to reflect a change in address and facilities
to 64 Sidney Street in Cambridge, Massachusetts (refer to Attachment 2). On 22 February 1991, Mr.
Bernard mbmitted to Mr. White a request for one-time shipment authorization, using Type (B) packagingf
approved for import / export, for transport of the irradiator within Cambridge, Massachusetts (refer to
Attachment 3). On 22 March 1991, BTI received an amended NRC Material License No. 20-28072-02.
reflecting approval of the use of the irradiator at the new facility and incorporating, by reference in Section
3 Mr Bernardy's letters to USNRC of 13 December 1990 and 22 February 1991 (refer to attachment 4).
As indicated in a letter from Mr. Bernardy to Mr. Terry Kehoe of Nordion International (refer to attachment

' '

5), permission to transport the irradiator in the type B(U) packaging, granted Canadian Atomic Energy
;

Control Board Approval Certificate No CDN/2013/B(V), Rev 7 and US Department of Transportation
Certificate USA /6125/B(.U), Rev 7, is incorporated by reference to BTI's letter to the USNRC, Region i
dated 22 February 1991 (refer to attachment 3) in the approval of the amendment to Material License No.
20-28072-02. Therefore, appropriate approval of the shipping container was obtained from NRC prior to
shipment of the irradiator from One Kendall Square in Cambridge, Massachusetts to 64 Sidney Street in
Cambridge, Massachusetts in type B(U) packaging approved by DOT for import / export, '

Therefore, BTI believes that we were, and still are, in compliance with NRC and DOT regulations regarding
,

the transport of radioactive materials in quantities exceeding the activity of special form radioactive material
as listed in 49 CFR 173.435. No corrective steps are warranted at this time.
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ATTACIDENT 5- s7 sons same l
~

Camtmdge. MA 02139

FAX (61n 4%4581 ' (41n 4%4484
-
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-
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;10 July,1991

Mr. Terry Kehoe
Nordion Intemational, Inc.
447 March Road / Chemin
P.O. Box /C.P.13500
Kanata, Ontario
Canada K2K-1X8

Dear Mr. Kehoe:
.

- Pursuant to our discussions today, please find encfosed a copy of our NRC license permitting use of the -
Gamrnacell 220 at One Kendall Square and 64 Sidney Street. (Note item number 10.) Permission to
transport the unit in the type B(U) packaging, granted Canadian Atomic Energy Control. Board Approval
Certificate No. CON /2013/B(V), Rev. 7 and US Department of Transportation Certificate USA /6125/B(U),
Rev. 7, is incorporated by reference to BioSurface Technology, Inc.'s letter to the U.S. Nuclear Regulatory
Commission, Region One dated 22 February 1991 in the amendment's approval. (Note item 3 of the license.
Letters of 22 February 1991 and 13 December 1990 are also enclosed.) .

As we discussed, our move date is subject to completion of the 64 Sidney Street production facility's'

.. q, construction and certification. Move of the irradiator will be the final step of the process. Assuming
:M' ' construction completion by 12 July, the earliest possible irradiator move date would be about 31 July - 2 -

), .
- August. I will keep you informed as things develop and fix the exact move date more precisely. Please ,

!

remember that moving the unit is likely to be a 2-3 day process, the most difficult part being rigging the unit
out of One Kendall Square's basement location. ,

Sincerely,

.

.

. 18
D rector, Regulatory Affairs

;

1

Encs.: US NRC Materials Ltc No 20-28072 02 Amendment No 2a

Blosurface Technology, Inc. letter dated 22 February 1991 - 1

BloSurface Technology, Inc. letter dated 13 December 1990 ._

cc: O. Kehinde, VP Tech Ops & RSU Q |: fh Mk -

>

W. Kuri-Harcuch, VP, Ops & Proc Dev f -

-|

JQ(g - ydd-T. Surgenor, VP, Finance & Admin -

N. Weil, Dir, Engineering -,
,

Me, Q k M'
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HAZARO INFORMATION . EMERGENCY RESPONSE FORM . For rail and road transisortation
~

i

Plwrd Notauen:' R ADICACT!vE
'

IP TO: j $ HIPPER:

I SICSURFACE TECHil0 LOGY. 8 BIQSURFACE TECHil0 LOGY Ific.
64 SIDilEY STREET 1 KEflCALL SQUARE

BUILDING 200 -

CAMBRIDSE, MASSACHUSETTS |

U.S.A. : CAMERIDGE, PASSACHUSETTS 02139 !

.U.S.A. I

|

QATE: OROER NO:
91 AUGUST 27 PS SE346

CLASSIFICATION: (7) RAQtOACTlvE MATERIAL CAR NO:

@ Normal Form O soecial Form
t

COBALT-60 ROUTING:R ACIONUCL10E:

4,712 CURIES 07s TuaT.CURIE CONTENT,

LABEL: O RAQlOACTIVE I (White)
O R ADICACTIVE || (Yellow)
C RADIOACTIVE Ill (Yellowl

*

TRANSPORT INDEX: ORidlN 't@D%Q||0ididgX:M CAP 8P.IDGE, PASS.
O Type'A' O Type '5'

9,700 LDS.208II WEIGHT OR VOLUME:MODEL: GC-220 SERIAL NO:
'

?M 3dBIIJI'. REV.7 6125/Blul, REY.7Os Carnficate: CDN/ % Cerdficate: USA /V
RADIOACTIVE PLACARD SHIPPEM'$ CERTIFICATION
IN CANAD A: Placard road vehicles / rail cars when tranmorting TNs is to eartify $st me shave named materials are property
Radioactive 1 (weite) OR Aactosctive || (yeelowl CR Radiosetive ill ciaesified, ductihed, MW marked and labelled. and are in
(yellowl labelled packages. procer condition for trancortation ancorshng to the applica0ie
IN USA: Placarts road vericles/ rail cars when transpoedng regulations of Traipert Canade and Ine Uniseef States Depariment
Radioactive ill (yellowl labelled packages only, of Transportation.

.

SHIPPER'S $1GNATURE:

POTENTIAL HAZARDS

HEALTH Radiation heaard may be lasernal due to breseing vapour or dust or contamination of skin, opericuts, etc. Mediation
hasard may be estemal (like z<sys) ham contamination on skin or exposure to unshielded material. Protonged
exposure may es a erset to nemie or life. Effects of radiation may be deisyed. -

EMERGENCY ACTION

ICaec unnecenary peaHe swey. Keep uowind. Isolen hasard arue (at least 50 riisters .1M fC, Wear self<:ommaned broseing apparatus
and fuit protective cf oming. Def ey cleanup unif1 arrived of casadified radiation monitoring anaestance.

FIRE Smeft fires: Ory Chemical or CO2
Large fires: Foam or water ;

Fight fire from maximum dirtmes. Mose undarnaged packages from fire arse if without risk. Do NOT move damaged
packages.

.

:|

9 OR Qo not touen spilled material or lesiting or damaged packages.
wN Small $oills: Take up witn send, este or amor noncombustible actoreent material

Large Soills: Dika for letar decantwninstion and dispossi. Do not enter me spell area unissa aosolutely necessary ta
save life. Limit entriot to shormst possible ome. Altemate persons for entry if possible.

N

FIRST AIO Calt petyscian. Use standard first and procedures. Remove contuminated doming and cower wim soap and werer.

OT0@ iNI gGIGHOK !.C69 U69 CIDG Ct:ti 16<90<to
Page 3 of 6
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, . . , . . . _ .

i iCAQl!NUCLIOE: COBALT,60
_g

CualE CONTENT: 4,712 CURIE 3 (175 TBd

!LABEL: O MAOlOACTIVE i(White)
O RADIOACTIVE 11 (Yellow)
O R AclOACTIVE lll (Yellow)

.

|.

TRANSPORT INDEX: ORIGIN: 7,6 iDtr@QXLG4 CAMBRIDGE, 55. |C Type 'A' O Type s-
g ;

MOOEL: G M 20 SERIAI. NO: 2E
WEIGHTOR VOLUME: b *

AECE Certificate: CON /_ prq3/g @J rey 7
USA Cordracam: USA / 6125/B(U), REY.7

CADICACTIVE PLACARD
SHIPPER *S CERTIFICATION

IN CANADA: Placard roiad wenicles/ rail cars wegen trartsportmg This 'es to cordfy est 1he above named materials art property
Radioactrve I (weiite) OR Radloocdw II lyellow) OR Radioactive ill dassified, described, waravdmarked aMI labelled, and arv irt -(ye(fow) tabelled packages.

proper condidon for transportacon sia;ortting to me applicatWe
IN USA: Ptacard road vensclet/ rail cars when tropapordng rupsistans of Trangert Canute and ee United $ rates Department
Radioecdvs til (yenow) latwHed packasas only, of Transportadon.

.

SHIPPER S SIGNATURE:

POTENTIAL HAZARDS

H EALTH Radieden hasard may be inumal due to armatning vapour or dust or contsninetion Gf sk!n. egen cuzz, sa:. Radiation
hazard may be ex1emal (lika moreys) from contsninstion on skin or espesure to unehielded matsrial. Prolongeo
exposure may be e erest to heelm or life, Effects of redletion may be daisyed.

EMERGENCY ACTION

Keep unnecenery peccle swsy, Kaso usrudnd, Isolate hatard area (at least 50 meurs 144 ft) Wear self<oritained traseing apparatus
11 protective cloming. Delay c#eerne until arrival of auelir.ed redleden rnonitoring amistatus.

FIRE Small fires: Ory Chemical or CO
2Luge firve: Foun or weter .

Fight fire from maaumum distance. Move undamaged packages from fire area if wlmout risk, Do NOT move damaged
packages.

Spit.L OR Do not toucn milled meterial or looking or damaged packages. ILIAX Small 5pitts: Take up wim sand, eartn or ott er nancomtmstabia accornent material.

Large Soills; Dike for later decontamination and disposal. Do not enter the spill area uniese aceolutely necessary to
save life, Limit entries to shortert possible ome immate Persons for entry if poss4ble.

FIAST AfD Call anysician. Use standard first a6d procedures,' Remove contaminated clothing and shower with scao and weter.
Advise rescue personnel and physicians that person or souiprnent may be radioactively contaminated.

EMERGENCY . TELEPHONE

IN CANADA: 1. Local Police ANo NORDION IflTERNATIONAL IftC. 1-613-592 2790
2. Transport Canada (Canvisc) (613) 9964866 (24 hour)

IN U.S.A.:
1. Stata Police AND Chemtrec (800) 424 9300 (toit free)

OR Coast Guard National Response Centre (8001424 8502 (toit freel
WO .103 1 1987 May 01
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DATE: / halffutb A$
{|

TO P. DOWD

FROM: B. ENGLEHART

RE: PS 8984b
~ DOCUMENTATION COVERING SHIPMENT OF d d 226 /'lBf[

.

FROM M.Lu ( I/ /49M
'

/ h%t.dhu shamu n faMaubre > rla x
f /

TO QNO.U.)9 U) -e / rA.J.A.Qd
M %d 'u.a L4tLuZ //,-lin A'm WsW. 4

A det.<.c..L..x.. M'i tu1LM kts.Lu lo Oce'f b
Attached please find the folyowing documentation),t-<Aist - - YT *.dhl.

:

W }/,(,, ,{A.laAs(UlaeALLJ GUEWI?*
.

/ Shipping Labels (Red) A
t/ Stowage Labels (Green) 1

Empty Labels
3 / Category Labels (II tr III) 4 L/ut e/

'Truck Placards
Highway Route Controlled .

Not Highway Route Controlled
Seafreight Container Placards

t/ Yellow Danger Tags /_
Red Danger Tags-Do Not Open

*/ Wire Seals 44

>' v'' Truck Bill of Lading o2

f,EmergencyResponseForm /

CDN/ .20/3 / 8 (ficategktd. Y /
Package Ce3tiv

M)
~

USA / L./A f /nlu) 4d 7 __
/

SPECIAL FORM CERT. CDN/0010/S
/' U.S. Shipper's Export Declaration 4

,

g Canada Customs Invoice y-

LShipping Instructions-for the Return ofpd Cobalt 60
Cammacells
-Empty Cobalt Containers

0D
. J.XINOIagpe5of6 ' " O'IO-g
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K]HLJK.RVINTERNATIONAL INC. MfOT '

Ienocecaew , vw
.v

IIOSURFACE '"PrTPKHOGY INC. VM.Tm FREIGFZU SYSTEM D7C.- PREPAID 91 AtR9=k2
WT ofXIE F9J4 SQUPRE **cu ~a

NJIIL. ..G 200 p,
_W4ERIDCS, MASSACESEITS 02139

~ ue ""= 50-5075F J.D. BUeIABDY
.o w

DIOSURF74E 'IEORDILG? INC. NEr 30 DAYS
"MS

OtTE KDOAIL SQUAPE EK YORKS KAMATA, 071ARIO
59346BUILDING 200

CN4 BRIDGE, MASSALsust ns 02139,U.S.A * * S o" * * 'o^4 cw S * "a A N "* D^re

ATIN: ACODUNTS PATABLE P.O. 4298-35 84662
i e om T on we | mur mes aucunt

u pa x w nas. car.so

1 PELOCATION OF CNT4ACELL 220 S/N 208R LCrl ICP 10035.00'

FPa4 'lD
BIOSURFACE 'IECICOIOGY BIOSURFICE TEXEDICCI
1 KEDALL SQUAFE 64 SIDNEY STREET
BUILDnc 200 CNGRIDGE, MASS.
CT+mRIDGE, MASS. 02139

453.0!i
2 SHIPPING MATERIAL CHATES BY TRUCK TRANSPOIC FCR

PACKAGING FPO4 KA!4ATA, OTTARIO, CANADA 'IO CAMBRIDGE,
L M Ubt: rid.

,

V

.

|

woo at No. ' LWE CC"m'4R ""E "O O'PA * E3 N"08 j
U.S. rS 10,488.05

L

WW N W NO
kj:f:APoeM MEAS DArg

i

nrv.ne.I .me.J

MMXATON

HEM. FQMM

rACg _-._ u RJ L v0U,eAE SessNENT CATE

av;mre

MAN
(

- - - -v

447 MARCH RO AD. P O. GCX 13500
KANATA, CAPLACA K2K1X8

TELEX 053 4162

C IO 2
. . IA 17"C'OA /A7"/AA/d / /A/C TELEPHONE (6'?! 5 A? 2 730

*

INI NOIGMON !.C69 C6S CT90, St:tI t6/20<t0
Page 6 of 6


