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RETAILED DISCUSSION:
Certification:

The audit team examined certification documents to verify that Elsohly
Laboratories, Incorporated (ELI) is appropriate.y ~ertified to conduct
laboratory analyeies (and produce blind samples). Documents reviewed include a
certificate from the College of American Patholougiste (CAP) and a Clinieal
Laboratory License (No. 23-1025) issued on 7/1/89 by the Department of Health
and Human Services for Toxicology and Urinalyeis procedures. The audit ter
aleo examined NIDA letter dated 6/26/89 signed by Charles R. Schuster, Ph.D,
Director, National Institute on Drug Abuse (NIDA) notifying Elsohly
Laboratories of its meeting requirements. ELI ie included under the » , ent
list of laboratories which meet minimum standards to engage in urins -}
testing for federal agencies in Federal Register / Vol. %5, No. 46 , March 8,
1990. The audit team concluded that ELI is adequately certified.

Capabilaty:

The audit team examined documents and equipme it operating procadures to verify
that ELI is capable of testing for at least :he following five classes of
druge:

1) Marijuana

2) Cocaine

3) Opiates

4) Amphetamines
$) Phencyclidine.

ELI utilizes Syva Emit Screening Equipment for preliminary screening of urine
samples. THC is tested ueing the Abbott TDx System., The TDx generates a
calibration printout for operator verificaiion. The laboratory also uses the
Hewlett Packard 5370B MSD with 5890 Gas Chromatograph and UNIX Chem Station.
There are operating procedures for these items of equipment. The audit team
concluded that procedures and equipment are sufficient to test for the listed
classes of drugs.

Rexsonnel:

The audit team examined resumes and training documents to veritfy that ELI
personnel meet the ruquirements of paragraph 2.3, FR-11970.

The position described as "Day~to-Day Management"” is filled by M. A. Elsohly,
Ph.D. He is responsible for assuring that adequate trained personnel and
equipment are available, assuring that the laboratory has an up to cate
procedures manual, maintaining the laboratory's QA Program and taking remedial
actions necessary to maintain satisfactory performance. Dr. Elsohly has a Ph.D
in Pharmacy (1975) from the University of Pitteburgh, He has the necessary
experience, training and certifications to meet the requirements.
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The position deecribed ae "“Day~to-Day Oparatione and Supervision of Analysis"
is filled by D. F. Stanford, M.§8. This individual is responsible for
day~to-day operations and supervisee analysis., Mr. Stanford hae a Masters
Degree in Biological Scier- , University of Misciesippi. He has the requisite
training and experience to fill this position.

Test validation responesibilitiee are shared betwsen Dr. Elgohly and Mr.
Stanford, who review all pertinent data and guality control results in order to
attest to the validity of laboratory results.

Training files for a sample of three laboratory technicians were examined. All
were trained in the equipment and analysis functions that they are responeible
for. 1In all instances training records were signed by Dr. Elsohly.

The audit team conciuded that personnel gqualifications and training exceed the
regquirements,

Quality Assurance/Quality Control:

The audit team examined documents and interviewed personnel to verify that ELI
has a documented program that encompasses all aspects of the laboratory
analytical preocess. Procedural coverage was found to cover:

a, Chain of Custody

b. Security

¢. Reporting of Results

d. Validation of analytical processes.

The document generally describing the laboratory program ir the “Standard
Operating Procedure for Quality Control Samples/Drugs in Urine; Preparation,
Handling and Shipping". The document covers the range of activities: reagents,
urine, reference compounds, urine eclutions, certification, computer records,
filling orders, storage, blank preparation and certification, QC sample
preparation and certification, certificstion of analysis, specimen control snd
chain of custody. Implementing procedures have been issued to describe the
activities described in section 2.5, FR-11970: analytical rune, initial
testing, confirmatory testing, linearity of results and prevention cof carryover
of contamination between specimens. ELI participates in teeting surveys by
which the laboratory's performance is compared with peers and reference
laboratories, see discussion on "Standard Requirements", following.

The audit team examined in detail the methods used at ELI to prepare quality
control samples. While some details of this process are proprietary, the
following description summarizes the highlights. All reagents used in the
process are ACS or purified grade. Demineralized water is used in the
preparation of aqueous solutions. The primary source of blank urine ie from
individuale in Dr. Elsohly's immediate family; other sources are employees and
their families. Prior to use the urine is filtered through a 0.2 micron
filter, ecreened by immuncaseay teeting at ELI and a second NIDA approved
laboratory to confirm the absence of drug metabolites, and verified to be
regative for the presence of HIV virue. Drug metabolites are obtained from
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Fictitious names and s L4l ecurit imberes are erived from three data bases:

=] sal Becur.t imbers.,
Fictitious mobinations are derived via a random generator using these data
ases, ‘he audit team believes that the possibility of duplicating an actual
mbination of firet name, las* name and social security whict ould cause
‘ nfusion between an actual specimen and a blind sample is highly remote.
takllity Study
ELI has conducted stabiiity studies for quality ntrol samples ntainin
metabolites of marijuana, aine piates, amphetamines, and phencyclidine.
The results of these studies show that quality control samples are etable for
At least One month. A procedure, Blind Quality ntrol Specimens Stability
l Study" prescribes the process. ntrole exercised ciude container
preparaticn and labelling, batch ntrol and ildentification stability ontr
testing and sequencing, hair £ istody and records requiremente. The audit
team examined in detail data from batch #122589A, THC metabolite/urine, data
indicates that the metabolite is
+ stable at room temperature for ne th
+ stable when refrigerated for at least three months
+ stable when frozen for more than four monthe*
*NOTE: tability stud: f the frozen batch is ntinuing

)




m Nuclear A JDIT NOTIFICATION

cate: une 8,

o isonly Laboratories rporated
dddS~1/% ackec Avenue
)(f 1'4’ MQ s5E
Attn! 8. Bettye Galloway

Subject: Notification of GPUNC-QA Audit O=COM=-90~-13

Project: yeter reek/TMI1

Contract Noi TPOBS999

Dear Me. Gallowavy:

Audit Team Leader: P B Magitz 201 1€

Audit Team Members: M i raven SCS

Date of Pre~Audit Conference: une 28 199
Location of Pre~Audit Conference: Elsohlay

Scope of Audit: Verif

Lfy that appropriate controls have been establis
And impiemented to provide urine blind performance samples

Anticipated Completion Date: une 29 99C

Any questions concerning this audit shall be transmitted t the Audi
Leader.
Very truly ure,

re

r@am

NBSJTS |




