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L-91-252
10 CFR 26

U. S. Nuclear RegulatoryACOmmission
Attn: Document Control Desk
Washington, D. C. 20555

Gentlemen:

Re: Turkey Point Units 3 and 4
Docket Nos. 50-250 and 50-251
St. ILucie Units 1 and 2
Docket Nos. 50-335 and 50-389
10 CFR 26 Unsatisfactory Performance
Testing Incident Reports

Pursuant to 10 CFR 26, Appendix A, Section 2.8(e) (4), Florida Power
and Light Company (FPL) is submitting to the NRC the enclosed
reports of unsatisfactory performance testing incidents. FPL
submitted blind performance test specimens to FPL's contract
Department of Health and Human Services (DHHS) certified
laboratory, Roche Biomedical Laboratories. The enclosed reports
detail the investigative analysis of unsatisfactory blind specimen
results, the identification of causes, and the corrective actions
taken by the laboratory to prevent recurrence.

Please contact us if additional information is required.

Very truly yours,

W. H. Bohlke
Vice President
Nuclear Engineering and Licensing

WHB/DMB
Attachments
cc: Stewart D. Ebneter, Regional Administrator, Region II, USNRC

Senior Resident Inspector, USNRC, Turkey Point Plant
Senior Resident Inspector, USNRC, St. Lucie Plant







" Roche Biomedical
Laboratories

a subsidiary of Hoffmann-La Roche Inc. Roche Biomedical Laboralories, Inc.
° 1912 Alexander Drive
Research Triangle Park, North Carolina 27709

Telephone: (919) 361-7700

September 6, 1991

Dr. Kendall Green

Medical Review Officer

Florida Power and Light Company
700 Universe Boulevard

Juno Beach, FL 33408

RE: BLIND PT SAMPLE #224-000-5521
RBL #225-700-7302

Dear Dr. Green:

I have prepared the enclosed report following your telephone call
of August 13, 1991 concerning the specimen referenced above. The
report was incorrectly send as negative. The amended report
reflects the result as positive for phencyclidine (135 ng/mL).

The enclosures include photocopies of the data files and supporting
documents. If you need additional information, please call me at
(800) 533-0567, extension 7712.

Sincerely yours,

%&\JC&M:/

Paula S. Childs, Ph.D., D-ABFT
Co-Director, Toxicology




Blind Quality Control Sample #224-000-5521
PROBLEM:

The computer report for blind quality control sample #224-000-5521
(RBL# 225-700-7302) indicated that the specimen was "NEGATIVE".
The specimen was positive for Phencyclidine.

ANATYSIS:

The blind quality control sample identified above was received at
the Roche Biomedical Laboratory in Research Triangle Park, NC, on
August 13, 1991. The Accessioning Clerk assigned the laboratory
number 225-700-7302 to the chain of custody request and blind
quality control sample bottle.

The blind quality control sample was screened (using EMIT reagents
and the Olympus analyzer) on August 13, 1991 and found to be
positive for phencyclidine. The re-screen was also positive for
phencyclidine using the Olympus analyzer.

During the transcription of information from the Olympus worksheet
to the computer worksheets, a "NEGATIVE" result was entered for
this specimen on the PCP worksheet. The information is routinely
verified immediately after the data has been entered into the
computer. However, on that day, the computer went down and the
routine verification could not be performed until the computer was
back on line. The results were sent to Florida Power and Light
before the verification could be completed. The verification of
results took place as soon as the computer was available, and the
erroneous result was brought to the attention of the supervisor,
Nan Coates.

The erroneous report was brought to the attention of Dr. Paula
Childs, Co-Director of Toxicology. She initiated a review of the
data, and noted that the specimen had been identified as needing an
amended report, pending the completion of the GC/MS confirmation
for Phencyclidine. The GC/MS analysis was completed, and an
amended report, indicating the presence of Phencyclidine (135
ng/mL) was issued.

IDENTIFTICATION OF THE CAUSE:

The Screening staff perform the task of transferring the result
information from the Olympus sheets (raw data) to the computer
worksheet, then from the computer worksheet the information is
transferred into the database in the 1100 computer system. The
correct entries are verified after the information has been entered
into the computer system, by verifying that all the "screen
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positive" results have been placed on hold, pending the GC/MS
confirmation. If an incorrect entry has been made, the
verification procedure allows the incorrect entry to be corrected.
In this case, the computer was down, and no verifications could be
completed. The computer system allowed the incorrect result to be
sent to the client prior to the completion of the review.

CORRECTIVE ACTION:

The programming team has been requested to provide two additional
safeguards for the reporting systemn.

1) A single worksheet unique to .Florida Power and Light
Company specimens is being provided. All specimens from
Florida Power and Light Company are accessioned together
as a batch, and analyzed in Screening as a batch. Thus,
the worksheet relating to Florida Power and Light Company
specimens will include all the drugs tested in the panel,
and only specimens from FP&L will appear on this
worksheet. (The previous system which was utilized did
not segregate FP&L specimens on a single worksheet, and
there were two worksheets which had to be completed for
each specimen - one with THC, AMP, COC, and OPI, and

s another with PCP.)
|

2) Each FP&L specimen includes a "HOLD" code which can be
released only by a Certifying Official once the screening
results have been entered. This "HOLD" code is routinely
used for specimens processed under NIDA guidelines to
prevent the release of results prior to certification and

1 review by a Certifying Official. (Prior to introduction

| of this code, FP&L results were available for
transmission as soon as the results were posted in the
computer system.)

These programming changes were completed by August 28, 1991. A
preliminary audit of the programming change for item 2) indicates
that the release of data following review by the Certlfylng
Official is successfully in place at this time.

Respectfully submitted,

Paula S. Childs, Ph.D., D-ABFT
Co-Director, Toxicology

()
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" Roche Biomedical
Laboratories

a subsidiary of Hoffmann-La Roche Inc. Roche Biomedical Laboratories, Inc.
1912 Alexander Drive
Research Triangle Park, North Catolina 27709

Telephone: (919) 361-7700

August 16, 1991

Dr. Kendall Green

Medical Review Officer

Florida Power and Light Company
700 Universe Boulevard

Juno Beach, FL 33408

RE: BLIND PT SAMPLE #206-000-5062 )
RBL #206-700-7225

Dear Dr. Green:

The enclosed report was prepared in response to your telephone call
of July 29, 1991 concerning the specimen referenced above. The
original report will be amended to reflect the positive Amphetamine
(2,842 ng/mL) result.

If you need additional information, please call me at (800) 533~
0567, extension 7712.

Sincerely yours,

(ot At

Paula S. Childs, Ph.D., D-ABFT
Co-Director, Toxicology
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Blind Quality Control Sample #206~000-~5062
PROBLEM: |

The report for blind quality control sample #206-000-5062 (RBL#
206~700~7225) indicated that the specimen was "NEGATIVE". The
specimen was positive for Amphetamine.

ANALYSTS:

The blind quality control sample identified above was received at
the Roche Biomedical Laboratory in Research Triangle Park, NC, on
July 25, 1991. The Accessioning Clerk assigned the laboratory
number 206-700-7225 to the chain of custody request and blind
quality control sample bottle. ;

The blind quality control sample was screened (using EMIT reagents
and the Olympus analyzer) on July 25, 1991 and found to be positive
for amphetamine(s). The re-screen was also positive for
amphetamines using the Olympus analyzer. The procedure for
screening amphetamine positives includes pouring a separate aliquot
for the TDx analyzer for amphetamine screening. During the
preparation of the TDx aliquot, the accessioning clerk poured an
aliquot from the bottle identified as RBL #205-700-7225. This
aliquot was tested using the TDx analyzer, and was found to be
negative. Thus, no further testing was performed on the specimen,
and the report of "NEGATIVE" was issued.

The erroneous report was brought to the attention of Mr. John
Irving, Co-Director of Toxicology. He initiated a review of the
data, and noted the discrepancy for the amphetamine TDx result.
The correct specimen was re-aliquoted for amphetamine TDx analysis.

"Following the positive result, the specimen was scheduled for GC/MS

analysis for amphetamine and methamphetamlne. The GC/MS analysis
confirmed the presence of amphetamine (2,842 ng/mL). This analysis
was completed on July 30, 1991.

An amended report has been issued following completion of the
investigation.

IDENTIFICATION OF THE CAUSE:

The review of the data in the Screening Lab does not include a
comparison of the bottle identification with the transcription of
the bottle identification. Thus, the incorrect allquot was not
recognized as such by the reviewers of the screening.
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CORRECTIVE ACTION:

The form which is used to initiate the aliquots for TDx analysis
has been amended to include a column for the transfer of the bar-
code label number from the bottle to the aliquot tube. This
procedure will allow for the verification of the aliquot identity
prior to release of the specimen result. A copy of the original
form and the amended form are included for your review.

+ SUMMARY 2

This problem affected only the amphetamine re-screening protocol.
An audit of the re-screening files for amphetamines indicates that
the procedure which was initiated has successfully prevented
incorrect re-screen aliquots for amphetamines.

Respectfully submitted,

Lioute A0t

Paula S. Childs, Ph.D., D-ABFT
Co-Director, Toxicology
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