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Smithl{hine Bio-Science Laboratories
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January 21, 1988

Bruce S. Mallett, Ph.D

Chief, Nuclear Materials Safety and
Safeguards Branch

United States Nuclear Regulatory Commission
799 Roosevelt Road

Glen ENlyn, I11inois 60137

RE: License No. 24-13.39-01
Dr. Mallett:

We are in receipt of your letter of December 23, 1987, itemizing our
NRC license violations observed by Ms. T. L. Simmons during her recent
visit. We have bcen very diligent and have begun corrective actions
with each. Our progress is noted for each area below. Please also note
that we have restructured our management forces to better reflect our
committment to our responsibilities in radiation safety.

Violation (1): While quarterly audits of all users were not
performed in a timely manner, all audits on records
have now been conducted. A Radiation Safety
Committee meeting was held on January 7, 1988 and the
measures outlined in Attachment A were adopted as a
means to assure compliance.

Violation (2): A1) laboratory personnel using radicactive materials
have received training during their employment with
SmithKline Bioscience Laboratories, but we have not
been in compliance with Section H of our license.
Therefore, a comprehensive training course and
examination is scheduled to be given to all users of
radicactive material by March 31, 1988,

Violation (3): Personnel in the shipping and receiving area have
been instructed in the procedures outlined in Section
) and are currently performing external package
surveys (Steps Al through 5). RIA staff have been
instructed in the procedures outlined in Section 0
and are concluding these surveys (Steps A6 and 7).,
Records of these sruveys are now being maintained.
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| Or. Bruce S. Mallett
| January 19, 1988

Violation (4): Leak testing of all sealed sources was performed on

January 20, 1988, and satisfactory results received
on January 21, 1988.

Viclation (5): The raw disposal data Ms, Simmons observed on Dec. 2,
and 4th quarter, 1987 data have now been calculated
and sewerage disposal records are up-to-date.

Violation (6): Weekly wipe-tests are now performed in all areas
where greater than 100 microcuries are used. In
addition, weekly surveys are to be performed in
storage areas, as of January 25, 1988.

; B. Corrective Action to be Taken to Aveid Further Violations:

On January 7, 1988, a Radiation Safety Committee meeting was held to
| discuss the process of management control of Radiation Safety.
| Attachment A outlines the azsignment of responsibility for

comprehensive implementation of our Radiation Safety Program.
Furthermore, it delineates review processes, responsibilities and
frequencies.

C. A1l of our records have been reviewed and updated and are available
for your inspection. Our personnel training will be completed by
March 31, 1988, and will bring us to full compliance at that time.

hesitate to contact me. '
Sincere.y,

Bona J 2tnid

| Roman L. Patrick, M.D.
Laboratory Director

|
|
|
i
If you have any questions or additional suggestions please do not
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SUPERVISOR, RIA:

- Assure that appropriate procedure and pertinant records are
maintained in a timely fashion.

a. Personnel exposures (Quarterly)
b. Radioactive materials receipts (Monthly)
¢. Sewerage disposal records (Quarterly)
d. Wipe tests and area surveys (Weekly)

= Assure that users in RIA remain in constant compliance with the
regulations of 10CFR 20 and with the procedures included in the
Radiation Safety Manual.

- Hold Radiation Safety training sessions with users in KIA on 2
quarterly basis so that retraining on an annual basis is
assured. Training records will include dates, topic covered, who

attended and who presented the topic.

SUPERVISOR, MAILROOM AND SUPPLY:

- Assure that personnel handling radicactive materials shipments
are properly trained in the procedures outlined in Section 0.

- Assure that incoming shipments of Radioactive materials are

appropriately handled, and that pertinant records are properly
maintained.
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