(SP-97-044, June 1997, O her, Transportation)
DATED: JUNE 12, 1997 SI GNED BY: RICHARD L. BANGART
FOR PAUL H. LOHAUS

ALL AGREEMENT STATES
OHI O, OKLAHOVA, PENNSYLVANI A

TRANSM TTAL OF STATE AGREEMENTS PROGRAM | NFORMATI ON ( SP-97- 044)
Your attention is invited to the enclosed correspondence which contains:
I NCl DENT AND EVENT | NFORMATION. ........
PROGRAM MANAGEMENT | NFORMATI ON. . .
TRAI NI NG COURSE | NFORMATION. . ...........
TECHNI CAL I NFORMATION. .. ..o

OTHER INFORMATION. . . .. e XX CONFI RVATORY
ACTI ON LETTER TO
AMERSHAM
CORPORATI ON
CONCERNI NG
TRANSPORTATI ON
PACKAGE TESTI NG

Suppl emrentary information: Enclosed for your information is a Confirmatory
Action Letter sent to Amersham Corporation on June 10, 1997. The letter
identifies NRC concerns with the adequacy of transportati on package tests and
Qual ity Assurance Program i npl ementation under the provisions of 10 CFR Part
71, "Packagi ng and Transportation of Radioactive Material." It also
identifies actions to be taken by Amersham whi ch includes, as specified in
item (3) on page 2, notification to all users of Amersham packages.

I f you have any questions or coments regarding this letter, please contact ne
or the individual named bel ow

PO NT OF CONTACT: Tom O Bri en

TEL EPHONE: (301) 415-2308
FAX: (301) 415-3502
| NTERNET: TJO@NRC. GOV

Paul H. Lohaus, Deputy Director
O fice of State Prograns

Encl osur e:
As st ated



DATED: JUNE 10, 1997 SIGNED BY: JOHN T. GREEVES
FOR CARL J. PAPERI ELLO

CAL No. 97-7-005

Amer sham Cor por ati on

ATTN: M. WIlliam M MDanie
Facility Manager

40 North Avenue

Burlington, Massachusetts 01803

SUBJECT: CONFI RMATORY ACTI ON LETTER
Dear M. MDani el :

On June 4-6, 1997, U.S. Nucl ear Regulatory Comm ssion staff conducted an

i nspection at Anersham Corporation, in Burlington, Massachusetts. Anmersham
Corporation has a Quality Assurance Program approved by the NRC under the
provi sions of Subpart H of 10 CFR Part 71 (Docket No. 71-0040). Amersham
Corporation is also the holder of several NRC Certificates of Conpliance for
transportati on packages. The inspection was related to testing under 10 CFR
Part 71.

The inspection identified problens regarding testing performed for

hypot heti cal accident conditions under 10 CFR Part 71.73, including: a)

whet her the steel puncture bar was properly mounted on the test pad; b)

whet her the condition of the drop test pad used for the tests constituted an
essentially unyielding surface; c) whether free-drop tests were perforned in

t he nost damaging orientation; d) whether puncture tests were performed in the
nost damaging orientation; and, e) whether the test conditions and results
were accurately and fully recorded, assessed, and reported to the NRC

The problenms we identified with the conduct of your test programcall into
guestion the adequacy of the tests perforned in support of Amershami s
transportati on package designs. Further, we are concerned that the

i mpl enentati on of your Quality Assurance Program did not disclose those
probl ens.
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For the reasons stated above, and pursuant to tel ephone conversations between
you and Dr. Susan Frant Shankman on June 9 and June 10, 1997, it is our
understanding that you will take the follow ng actions which will be conpl eted
by the dates specified:

(1) Ef fective i medi ately, suspend fabrication of all NRC-certified
transportati on packagi ngs, until you receive authorization to resune
fromthe NRC

(2) For all Amersham packages that are certified by the NRC, justify why
there are no i nmedi ate health and safety concerns regarding the
continued use of the packages. This action will be conpleted and
submitted to the NRC by June 16, 1997.

(3) Prepare a notice to all users of Anmersham packages notifying them of
the followi ng: a) the questions that were raised by NRC regarding the
packages; b) that retesting will be performed; and, c) any
admi ni strative controls that the users should take prior to conpletion
of Anershami s retesting. This notice will be issued by June 16, 1997.

(4) Have an independent assessnent performed of the drop test pad that was
used in the testing program The report fromthis independent
assessment will be submitted to the NRC by June 16, 1997.

(5) Prepare detailed test plans and procedures for the packagi ngs that
will be retested. Amershamwill obtain the services of an independent
testing expert to assure that the proposed testing, acceptance
criteria, and post-test exam nations will be in accordance with the
requi rements of 10 CFR Part 71. The nane and qualifications of the
expert will be sent to the NRC by June 16, 1997, for revi ew and
approval. The test plans and procedures will be devel oped and
submitted to the NRC within 30 cal endar days after NRC approval of the
expert. Followi ng submittal of the plan and procedures, Amersham w ||
nmeet with the NRC to discuss the details of the testing. Retesting
wi Il not proceed w thout agreement fromthe NRC.

(6) Conduct retesting of Type B transportation packages to denonstrate
that the designs neet the requirenments of 10 CFR Part 71. Mddels to
be tested include the 660 series, 650 series, 650L, 702, 676, 680,
715, 920 and ot her appropriate packages. The retesting will be
performed utilizing a puncture bar that is nmounted on an essentially
unyi el di ng surface. Amershamw ||l propose the priority for retesting
t hese designs, considering such factors as nunber of existing units
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and estimated frequency of shipments. A schedul e of proposed testing,

with dates, will be provided to the NRC upon conpletion of item nunber
5, above. Anershamwill give NRC two days notice prior to each test.
Al testing will be conpleted by not later than six nmonths from NRC

approval of the test plan in item nunber 5, above.

(7) Devel op a plan to nodify the Amersham Quality Assurance Program for
Transportation to assure adequate packagi ng design and testing. This
plan will be submtted to the NRC by June 23, 1997.

(8) Preserve all packagi ng, conponents, specinmens, and records from
testing perforned on NRC-certified package designs. Amershamw [l not
perform any tests on or nodifications to test specinmens.

You will also:

(1) Notify me imrediately if your understanding differs fromthat set

forth above;

(2) Notify M. WIIliam Kane, Director, Spent Fuel Project Ofice, if for
any reason you cannot conplete the actions within the specified
schedul e and advise me in witing of your nodified schedule in advance
of the change; and

(3) Notify me in witing when you have conpleted the actions addressed in
this Confirmtory Action Letter

| ssuance of this Confirmatory Action Letter does not preclude issuance of an
order formalizing the above commitnments or requiring other Certificate-hol der
actions; nor does it preclude NRC fromtaking enforcenent action for

viol ati ons of NRC requirenments that may have pronpted the issuance of this
letter. In addition, failure to take the actions addressed in this
Confirmatory Action Letter may result in enforcenent action

In accordance with 10 CFR 2.790 of the NRC s "Rules of Practice," a copy of

this letter and your response will be placed in the NRC Public Document Room
(PDR). To the extent possible, your response should not include any persona
privacy, proprietary, or safeguards information, so that it can be placed in

t he PDR wi t hout redaction

| f personal privacy or proprietary information is necessary to provide an
accept abl e response, then pl ease provide a bracketed copy of your response
that identifies the information that should be protected and a redacted copy
of your response that deletes such information. |f you request withhol ding of
such material, you nust specifically identify the portions of your response
that you seek to have withheld and provide in detail the bases for your claim
of withholding (e.g., explain why the disclosure of information will create an
unwarrant ed i nvasi on of personal privacy or provide the information required
by 10 CFR 2.790(b) to support a request for w thhol ding confidential com
mercial or financial information). |If safeguards information is necessary to
provi de an acceptabl e response, please provide the |level of protection
described in 10 CFR 73.21

Si ncerely,

Carl J. Paperiello, Director
Ofice of Nuclear Mteria
Saf ety and Saf eguards
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cc: R Hallisey, State of Massachusetts
A. Roberts, Department of Transportation

Dockets 71-0040, 71-9029, 71-9033



