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April 26, 1994
i

Dr. Donna Bush
Chief, Drug Testing Section
Division of Workplace Programs
Substance Abuse and Mental Health Administration
5600 Fishers Lane (Room 13-A-54)
Rockville, Maryland 20857

Dear Dr. Bush:

Forwarded for your action in accordance with Section 2.8(e) of Appendix A to 10 CFR
Part 26 are reports of unsatisfactory testing results involving HHS-certified
testing laboratories. Copies of the reports are attached.

1. The New Ycrk Power Authority (NYPA) March 21, 1994 letter concerns a known
positive blind test specimen (Kit #3109, SSN.029-23-2930) which was submitted

,

by the Fitzpatrick Nuclear Power Plant and subsequently reported as negative
by Roche Biomedical Laboratories, Raritan, New Jersey. The specimen's batch
was formulated by Forensic Control Company in November,1993 with a target
level of 150 ng/ml carboxy-THC. Prior to the specimen's submission to Roche,
the batch was tested eight times by three separate DHHS labs using GC/MS over4

the period from November 25, 1993 to January 19, 1994. The test results were:
159, 150, 139, 120, 144, 135, 146, and 141 ng/ml. Roche received the specimen
on February 5, 1994, found it contained "an immunoassay response of 99 ng/ml
equivalents," and submitted a negative report on February 7, 1994 as being
under the 100 ng/ml screening cutoff. Roche GC/MS analysis of an aliquot of
the specimen yielded a quantitative level of 9-carboxy-THC of " exactly 100
ng/ml." The Roche investigation concluded that the sample had been properly
reported as negative, that the assay was within the 120% tolerance limits for
the screening cutoff point, that positive blind test specimens should'contain
" concentrations of analyte sufficiently above the screening cutoff so the
!aboratory's process can be effectively challenged," and that the analyte may
have degraded due to " adsorptive losses." On February 17, 1994, NYPA
suspended services with Roche until the NYPA Corporate Quality Assurance
office completes an audit of the Roche program. (Enclosure 1)

2. The Niagara Mohawk April 13, 1994 letter concerns testing by Compuchem Labs,
Inc., Research Triangle Park, North Carolina. In November 1993, discrepancies
began occurring between on-site Syva ETS (EMIT) screening and Compuchem
confirmation tests. Within a few weeks, four "non-negatives" were reported by
-Compuchem as negatives. Subsequent investigation found that the acquisition
of Compuchem by Roche Labs (about a year ago) had also caused Compuchem to
switch from the EMIT technology to Roche's proprietary ON-LINE technology.
This change in testing technology violated the contract between Niagara Mohawk

eand Compuchem and, in conjunction with the " inordinate number of unexpected
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negative results," lead Niagara Mohawk to cancel their contract with Roche-
Compuchem. The response from Roche-Compuchem as to causes of the testing
differences was:

"The EMIT Cannabinoids d.a.u. kit (used at NM) technology utilizes a
'polyclonal' antibody which has significant cross-reactivity with many
metabolites excreted as the result of cannabinoid metabolism. The lack
of specificity for the primary metabolite (THC-COOH) often results in a
lower GCMS value than might be expected from the screening result. The
ONLINE Cannabinoids kit (used at R-CCL) utilizes a 'monoclonal' antibody
which has great specificity for the THC-COOH metabolite, resulting in
consistent screening and GCMS findings. ... The differences in
specificity for the specific metabolite (THC-COOH) which is identified
and quantified in the GCMS procedure would account for the differences
which were observed."

It appears that Niagara Mohawk is currently using SmithKline Beacham as its
certified testing lab. (Enclosure 2)

If Roche's ONLINE technology is as specific for THC as Dr. Peat claims, it may be
appropriate to use a lower screening cutoff for that technology to eliminate false
negative test results. I recognize that different screening technologies can yield
different results, and that HHS decided to establish one cutoff level for all
screening technologies to avoid confusion on the part of the public and the judicial
system. However, the evolution of technology suggests that the "one-screening-
level" issue might be revisited.

If you have any questions, please call me at 301-504-2944.

Sincerely,

Original signed by

Loren L. Bush
Reactor Safeguards Branch
Office of Nuclear Reacttr Regulation

Enclosures:
As stated
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