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GPU Nuclear Corporation
Nuclear R
Parsippany, New Jersey 070564

201-216-7000
TELEX 136-482
Writers Direct Dial Numbar

November 29, 1990

Roche Biomedical Laboratorlies
Donald W. Long Ph.D.

6370 Wilecox Road

Dublin, Ohie 43017

SUBJECT: Title 10 Code of Federal Regulations Part 26, Appendix A,
Section 2.8 (e) (4) Fltness-For-Duty Investigations

Dear Dr. long,

On September 14, 1990, the CPU Nuclear (GPUN) acting Medical Director, Judy
Venet, contacted you regarding the processing of specimen # 228.488.5027 which
was a splked sample from Elsolay Laboratory and reported back to GPUN by Roche
as "negative". 10CFR26 requires an investigatlon to determine the cause and
corrective actions for the unsatisfactory perfcrmance test,

Roche Biomedical Laboratories responded to Judy Venet on September 17, 1990
indicating a clerical error and not a testing error caused this incident.

Roche Biomedical Laboratories further responded in the November 17, 1990 letter
with corrective action as follows:

"In this case the reviewer did perform the task but failed to find and
correct the initial error, We have met with the staff to reemphasize
the critical nature of the review process. In addition we are now
performing random audits of the data by o third reviewer to insure
that the process is being completed properly.

Tn 1991 ve will Introduce an on line computer system which will
eliminate the clerical function "

Based upon this response GPU Nuclear sccepts thie corrective action,

Per 10CFR26, this letter and its attachments shall be filed as & record made of
the investigative findings #~d corvective actlons., As required by law, this
record shall be signed and dated by the individual(s) responsible for the day
to day management and operations of the DHHS certified laboratory.

GPU Nuclear Corporatio  a subsidiary of Genera! Public Utilities Corporation
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Please countersign this page, signifying your review of the records of this
investigation and your commitment to fmplement the corrective actions as in
your November 17, 1990 letter. This investigation will then be reported to the
Nuclear Regulatory Commission (NRC) as cequired by 10CFR26, Appendix A, § <tion
2.8 (e) (4) since the results achieved were not what was expected., The NR'®
will ensure notification of the finding to DHHMS.
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Results of Investigation Reviewed and Concurrence by:
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Donald W. Long, Ph.D.
Director of Toxicology
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Alatary - QA Audits Manager

Brandt - Administrator, FFD

Fenton - Director, Human Resources
Fiedler - Director, Nuclear Assurance
CGurican - Engineer Sr. 1 Licensing
Hosking « QA Manager, Three Mile lsland
Long « Director, Corporate Services
Venet - Acting Medical Director

Wilson + Legal Services Director
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FALSE NEGATIVE RESULT
REFERENCE 10 CFR PART 26(e)4
*LIGENSEE BLIND PERFORMANCE TEST PROCEDURES"

Date Septenber 27, 1990

Judy Venet Location Oyster Creek
Medical Director (Acting) 6330-M90-097

Cortney Smyth T™I-1
Licensing Manager

Cn September 14, 1990 the licensee MRO was notified that an aberrancy
between & blind sauwple with a known quantity of secobarblital and the
testing laboratory (Roche) results occurred on August 17, 1990, The
lcensee notifled the followlng:

Donald W. Long, Fh.D.

Director of Toxlcology

Roche Blomedical Laboratories, Inc,
Dublin, Ohio

Mahmoud A. ElSohly, Ph.D.
Presldent /Laboratory Divector
ElSohly Laboratorles, Inc.
Oxtord, Mississippl

Also notifled were the following:

QA Englneering Manager, Parsippany
Manager, Human Resources Prograw Development
Nuclear Assurance Divislion Dirvector

Dr. Long and Dr. ElSehly conducted investigatiors within thelr own
organizations and the results are attached. Roche Ildentifled the root
cause as human error at thelr facility. Please make appropriate NRC
notification of this event,

1f 1 way be of any further assistance, please contact we.

( udy (Vene t

(ext. 4890)
Attachments
JV/ple
ce: B, W, Alatary - QA Engineering Manager
M. A. ElSohly, Ph.D. - ElSohly Laboratories
P. B. Fledler - Director, Nuclear Assurance
D. W. Long, Ph.D. - Roche Blomedical Laboratories, lnc.
§. 8. Singleton - Manager, Human Resources Program Development
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" Roche Biomedical
Laboratories

@ 8 subsihary ol Holimann La Roche Inc Roche B cedwcal Loboralones,
6379 W gon Road
Dt Qo 43017
September 17, 1990
Telephone (614) BB9 1061

Judy Venet

GPU Nuclear

P. 0. Box 388

Forked River, NJ 08731

'

Dear Ms. Venet,

I have revieved the original screening results for specimen
b 228-488-5027. This specimen screened positive by Emit and by
Radioimmunoassay screen methods for barbiturates., However, the
data was recorded incorrectly and the results were entered as a
negative rather than as tne positive which it truly was,

Because the results vere entered as negative the sample
never reflexed to GC/NS for final testing. This was clearly a
clerical error and not a testing error. 1 hope that this is
adequate response to tover your investigation into this sample.

Respectfully,
/ "' '/)
C/OV\LL.!f((-‘uO] A v

Donald W. Long, Ph.D,
Director of Toxicology
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ElSohly Laboratorles, Incorporated

1216% Jackson Avenue . I UAN'
Oxford, Mississippl 38655

(601) 236 2600
September 17, 1990

Ms. Judy Venet, RN
Occupational Medical Manager
GPU Nuclear Corporation

P.0, Box 480

Route 441 South

Middletown, PA 170570191

Dear Ms. Venet:
RE: Batch 020990C, SS #289-16-7885, Secobarbital @ 628 ng/mlL

As you requested, 1 am providing for your records the following
information on our blind quality control batch #020990C which
contains secobarbital at 628 ng/mL.

This batch was prepared on February 9, 1990, and certified in our
laboratory by GC/MS triplicate analysis at 628 ng/ml on February 14,
1990, At the same time, the material was submitted to Northwest
Toxicology for reanalysis. Their certification showed 641 ng/ml
secobarbital on February 21, 1990. On May 15, 1990, a reanalysis
in our laboratory showed secobarbital at 625 ng/mL, and still

another reanalysis on September 10, 1990, showed secobarbital at 586
ng/ml .

As you are aware, we take an aliquot of the batch on the day each
shipment is made. The aliquot taken when specimen SS #289-16-7885
was shipped indicates no problems whatsoever with the specimen. Raw
data supporting all the above information are available, of course,
should you desire copies.

Please let me know if we may provide you with additional information
or be of assistance to you at any time.

With best regards.

Sincerely,

SCabar Y] /4;0?»
Mahmoud A, E1Sohly, Ph.D’

Presidenk’
Laboratory Director



