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PREFACE

On September 15, 1986, President Reagan issued lixecutive Order (EO)
#12564, which required all Federal agencies to develop programs and
policies to achieve a drug-free Federal workplace. One of the requirements
of the EO was that asgencies institute employee drug testing under specified
circumstances. The responsibility for developing technical and scientific
guidelines for these drug testing programs was assigned to the Secretary
of lealth and Human Services (HHS) and delegated to the National
Institute on Drug Abuse (NIDA).

On Februury 19, 1987, the Secretary (HHS), Dr. Otis Bowen, issued the
required set of technical and scientific guidelines for I'ederal drug testing
programs. As there was significant opposition to Federal employee drug
testing in the Congress, legislation was proposed in the House of
Representatives to prohibit the expenditure of "appropriated funds" to
implement EQ #12564. Several months of negotiation between the
Administration and the Congress resulted in the passage of a new law (PL
100-71, sec. 503).

Enacted on July 7, 1987, this law permitted the President’s program to go
forward only if a number of administrative prerequisites were met.
Included in the list of required administrative actions was that the
Secretary (11HIS) must publish the IIHS technical and scientific guidelines
in the Federal Register for notice and comment [for a period of not less
than 60 days], and to expand the "Guidelines” to include standards for
laboratory certification.

On August 13, 1987, the "Guidelines" were published in the Federal

Register as required, and the comment period closed on October 13, 1987,

Approximately 150 comments were received during this period, some of

which were extremely detailed and lengthy. Several months were required

to evaluate the advice received, make the appropriate revisions, and to

fully develop the standards for laboratory certification. The revised

"Guidelines" and "Lab Certification Standards” were cleared through HIIS -
and the Office of Management and Budget, and were published in the

Federal Register as the finul "Mandatory Guidelines for Federal Workplace

Drug Testing Programs”, on April 11, 1988 (See Appendix D).

In July 1988, utilizing the certification standards, a National Laboratory
Certification Program was implemented by I11IS/NIDA, and since that
time approximately 50 laboratories have been certified, with another 100
or more still in process.



During 1988-89, both the Department of Transportation and the Nuclear
Regulatory Commission issued regulations which require employee dr -
testing in their regulated industries. Furthermore, these regulations
require the use of a laboratory that has been certified by HIIS/NIDA, and
that these private sector organizations follow the technical and scientific
procedures set out in the "Mandatory Guidelines” with minor exceptions.

In 1988, 1989, and again in 1990, legislation has been proposed in both
the Tlouse and the Senate, which would impose Federal standards for drug
testing in the private sector. Congressmen Dingle (D-MI) and Bliley (R-
VA) have introduced HR33 which would require the Secretary HIS to
establish a Federal standard for test procedures and require the use of
certified laboratories for all employee Jrug testing conducted in the Uunited
States. Similar legislation has been introduced in the Senate by Senators
Hatch (R-UT) and Boren (D-OK). In January 1999, a House version of
the Hatch/Boren bill was introduced as 11R3940.

There appears to be general support for the concept of a single Federal
stanaard for all employee drug testing. Business is supportive of a
preemptive Federal statute that would eliminate the various state laws
that have been enacted within the last 2-3 years. Since these state
statutes vary consilderably, businesses that have multistate operations must
have a dilferent policy for each state in which they operate. Business and
industry appear ready to support Federal legisiation, if such legislation will
allow sufficient flexibility to employers. Labor is supportive of Federal
legislation that would provide protections for employees, guiarantee due
process, and state required procedurai standards for collection and
analysis of specimens. At this juncture, it seems reasonable to helieve that
if consensus can be achieved on the details of procedures and analysis, a
single Federal standard could be developed to apply to all employee drug
testing,



INTRODUCTION

As authorized by Executive Order 12564 and PL 100-71, the Department
of Health and Human Services (H1IS), has issued “Mandatory Guidelines
for Federal Workplace Drug Testing Programs”. These "mandatory
guidelines” established federal standards for conducting urine drug testing
on Federal employees, and certification stundards for laboratories which
would test these specimens. The institution of these standards, together
with the National Laboratory Certification Program, was nove! for clinical
chemists and toxicologists, It established a precedent and souund basis
requiring good laboratory practices in conducting employee drug testing
in cases which must withstand legal scrutiny. It was difficult and stressful
for those laboratory scientists involved at the outset. The decade of the
80s manifested a remarkable Sequence of events driven ' - a serious
determination to address drug abuse problems in the workpiace. Karly
on, there was clear recognition that accurate, reliable, and precise
laboratory analysis of appropriate body fluid specimens wouid be the key
to deterrence, the early detection of drug use, and employee assistance,
treatment, and rehabilitation programs.

Scientists from NIDA, together with forensic toxicologists worked steadily
to define a practical laboratory program, expanding, constricting, defining,
refining, and finally culminating in a paradigm which permits testing of
human urine for five commonly abused drugs, with a minimum of error
and a maximum of protection for {ndividual employecs. No single event,
individual, discovery, or discipline can be identified as the sole contributor
to this accomplishment; rather, a combination of technological advances
and management techniques were applied in the context of forensic science
to a rapidly expanding drug abuse problem of urgent concern to society,

A great benefit of the development and implementation of the "guidelines”,
and the laboratory certification program is that they have illuminated the
process by which drugs and metabolites are analyzed (in bedy fluids) with
such brilliance and in such detail that they focus the attention of analysts,
lawyers, politicians, und many lay persons on those aspects of non-medical
drug testing which are essential to forensic credibility. The concepts of
chain-of-custody, security, the use of validated methods, quality
control/assurance, purity of reference standards, qualified personnel, record
keeping and other factors beyond the actual analytical method itself are
elucidated, al! of which have long been of concern to the forensic scientist.
Now, after some reluctance, non-forensic analysts have learned the value
of these concepts not only to meet certification standards, but because
their clients are demanding this standard of practice.



1t is difficult to convey the magnitude of the changes in the approach to
forensic drug testing that have occurred in the last three years. They have
truly revolutionized laboratory practices. However, despite all efforts to
ensure the best possible program, the proof of any plan is in the
execution, and it is vever perfect. The current NIDA guidelines are not
perfect, nor should they be considered immutable. As experience in their
application has been gained, it is recognized that improvements are needed
to respond to practical considerations, technological advances, and the goal
of effectively identifying drug use. A number of operational issues have
been raised which require resolution; particularly at a time when federally
mandated testing is rapidly expanding beyond the Federal workplace into
the private sector.  The government, and HHS/NIDA in particular,
urgently need the opinions of the professionals who are involved in all
aspecis of this program, and after 18 months of operations, it seems
appropriate to assess and evaluate whether the program is maturing
rationally and concurrently wich identified practical concerns. In addition,
the pending legislation that would require IIIIS to set Federal
requirements for all private sector testing demands that HHS assess the
needs and capabilities of private sector employers and their workers.

To achieve this assessment and develop recommendations for change,
NIDA’s Division of Applied Research sponsored a Consensus Conference
at which key technical, scientific, and procedural issues of employee drug
testing could be discussed. The conference brought together © “-erse
group of interested parties including: politicians and government ¢ "icials,
representatives of business, industry and labor, as well as laboratory
scientists and physicians. Four major subject areas related to testing
guideline issues, and three major subject areas of concern related to
laboratory certification were discussed in both working groups and in
plenary sessions. All participants, therefore, contributed to the consensus
opinions of the conference, but the working groups and the group leaders
were responsible for reducing the issues, discussion, and conflicting
opinir -s to < coherent, balanced, consensus statement [wheve possible].
The specific topics discussed, a synopsis of the critiques developed from
the proceedings, the consensus statements and the recommendations to
HIIS have been synthesized into the report that follows.

Bryan S. Finkle, Ph.D.
Robert V., Blanke, Ph.D.
J. Michael Walsh, I'h.D

N.R. We discovered in editing this document that 8 number of terms were
used interchangeably by the working groups. In order to provide
uniformity of terminology, a glossary of terms was developed (See
Appendix A) and those defined terms are used throughout.

1]
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EXECUTIVE SUMMARY
OF GENERAL_RECOMMENDATIONS

The seven working groups, with significant assistance from the general
sudience participants, were able to reach consensus and make many
recommendations for the improvement of the present NIDA Guidelines.
All of these consensus statements are presented in detail together with
their vationale in the following chapters of this report. This section
presents some of the salient recommendations only.

A, There were some issves which were considered by multiple working
groups; these included on-site testing, additional drugs, cut-off
(analytical threshold) values, and laboratory inspections. It is
interesting that the separate groups expressed very similar
opinions or: these issues and their independent assessments lend
weight to their collective consensus recommendations.

ON-SITE, INITIAL SCREENING-ONLY TESTING FACILITIES

. These facilities should only be allowed where safety issves
demand the most rapid turnaround time, justifying the
risks to the client inherent in unconfirmed test results and
the considerable difficulties in achieving accurate testing
that such facilities create.

. On-site urine screening can reliably identity negative
specimens provided appropriate safeguards are built into
the procedure. These precautions include:

« meeting the basic forensic standards for specimen

collection, chain-of-custody documentation, and

security.

splitting the collected urine specimen into two portions.

puarticipation in open and blind proficiency testing.

a rigorous quality assurance program.

being subje:t to site inspections.

using an FDA approved screening test that provides

objective and documentable results.

+ use of the same cut-off concentrations as used in NIDA
certified laboratories.

+ submitting all presumptive positive specimens to a
NIDA certified laboratory for confirmation.

. If laboratory testing is performed on-site, all MRO
functions should remain the same as at present. Other
recommendations associated with this issue are given in
the body of the report.

ERIC -7- 143




ADDITIONAL DRUGS

. Additional drugs should be considered for inclusion in
urine testing protocols when they can be juc.itied as
special problems in particular workplace environments.

. Drugs that might be considered include the
benzodiazepines, barbiturates, and other selected psycho-
active agents.

. The option to include additional drugs should be decided
by the employer but all testing must be at a NIDA
certified laboratory, and the criteria for the analytical
methods and laboratory procedures must meet the present
NIDA Guidelines in every respect.

CUT-OFF (ANALYTICAL THRESIIOLD) VALUES

. Any immunoassay should have an assay specific threshold
concentration based on agreement with 8 GC-MS reference
method.

. The present cut-off levels should be reviewed and possibly

revised based on operational data to date, but any changes
must meet program administrative needs and protect the
employee from any possibility of false positive results.

. The screening cut-off value for cannabinoids (delta-9-
THC-acid) could be reduced from 100ng/ml to SOng/ml; the
confirmativn cut-off remaining at 15ng/ml.

. The present screening cut-off value for cocaine
(benzoylecognine) could be reduced to 200ng/mil and the
confirmation to 10dng/ml.

LABORATORY INSPECTIONS AND CERTIFICATION

. Beginning from the time of certification, inspection should
occur at 6, 12, 18, and 24 months; following these two
years, inspections should occur annually.

. A minimum of three inspectors should puarticipate in the
initial inspection, before certification of a laboratory, and
then a minimum of two inspectors for routine,
maintenance inspections after certification.

ERIC 4




. Inspectors should be carefully selected and trained to meet
the same standards, and training programs should stress
the critical need for inspection criteria to be applied
uniformly, without bias.

. An exit summation conference between the inspection
team and the person responsible for the laboratory
operations should present any deficiencies and other
identified problems. At the conference the luhoratory
person should have the opportunity to clarify
misunderstandings.

. Supportive analytical data from the prior 60 days should
be readily available for inspectors to review,

. The cost of laboratory inspections should be reduced to
a reasonable level and reflect the shortened time, and
fewer inspectors necessary for small laboratories.

. The Department of Ilealth and Iluman Services (HIIS)
should have an o-ersight function to monitor certification
agencies, and the Secretary of IIIIS should rapidly
establish methods to grant equivalency to acceptable
certifying agencies.

. Laboratories seeking certification should be subject to the
same standards even though they may be monitored by
different certiflication agencies.

There was only one issue on which consensus pro- 3d impossible; that was
whether the Medical Review Officer (MRO) should continue to receive,
review and release all positive and negative drug test vesults. Both the
MRO and the Specimen Collection working groups discussed this issue
intensely, separately and together. It was agreed that positive results
should be released by the MRO as soon as possible but no consensus was
reached on whether MROs should continue to receive and review all
negative drug tests as at present. Serious concerns were raised about
confidentiality issues caused by direct transmission of results to an
employer rather than sending them to the MRO. Several a'ernative
compromise procedures were acceptable to the Specimen Collection
working group but not to the MROs. Consensus co4ld not therefore be
achleved.

B. The following represents an Executive Summary of the principal
recommendations on issues considered by the individual working
groups.  However, for complete consensus statements the
appropriate section in the body of the report should be read.

«9.
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ANALYTICAL METHODS

Initial screening and confirmation methods must be based
on different principles of analytical chemistry or different
chromatographic separations.

Laboratories should be allowed to establish their own
analytical procedures, but they must provide statistical
validation and meet all of the criteria required of the
present immunoassay screening methods and GC-MS
confirmation procedures.

Urine continues to be the best specimen for analysis in the
context of detecting drug use in the workplace. There are
insufficient data to support a recommendation for
alternative specimens such as hair or saliva.

SPECIMEN COLLECTION AND REPORTING RESULTS

THE ROLE OF

A urine volume of 30ml should be an acceptable specimen
volume. provided that it does not create any technical
problems for the laboratory.

Split urine specimens should be permitted provided they
are both part of the saume specimen and handled with
identical safeguards,

Testing urine specimens at the collection site for
acceptable pll, specific gravity and creatinine values should
be permitted but not required, at the option of the
employer. The temperature measurement requirement
siould he maintained, the acceptable range should be 90° -
100° F.

Negative results should be reported to the employer
promptly by direct means, but in a manner which ensures
confidentiality of the information,

THE MEDICAL REVIEW OFFICER (MRO)

MROs should be licensed doctors of medicine or
osteopathy.

A comprehensive continuing education program that

addresses all aspects of MRO functions (not just drug
abuse recognition) should be developed.

- 10 -



Guidelines should be developed to define confidentiality
when any new high technology electronic transmitting
equipment i- .sed in a urine drug testing program.

Action should be taken in a drug deterrence program only
after a specimen is confirmed positive and verified to be
a true positive by the MRO.

In unusual circumstances MROs should be able to
request, in consultation with a laboratory director,
additional tests on positive specimens that may aid in a
complete identification of the drug, metabolite, or of the
specimen.

PERFORMANCE TESTING

Proficiency testing (T) is necessary to establish
laboratory performance before as well as after certification.

Blind proficiency testing is the ultimate method for
demonstrating the competence of a laboratory since it tests
the entire laboratory operation as applied to routine
specimens.

The specific analytes and their concentrations in the T
specimens must be prepared and verified by an
independent agency unknown to the laboratory.

Urine used for the preparation of PT specimens should be
human, drug-free urine.

For all PT challenges a false positive result shall be cause
for disqualification from certification,

For all PT challenges the concentration for each analyte
should be determined from the mean of the results
obtained fromn the reference laboratories’ analyses.

In the initial PT series before certification, guuintitative
results may differ by no more than 50% from the target
value. If one result differs by more than this amount, the
laboratory should demonstrate that appropriate remedial
action was taken and successfully complete an additional
PT cycle of 20 specimens. After achieving certification a
laboratory is permitted one quantitative result differing by
mese than 50% from the target value within three
consecutive cycles of T,

- 11 - ] --l«



Methods of keeping costs to the client at a minimum while
maintaining maximum proficiency monitoring should be
investigated. A centralized, blind PT program may serve
this purpose, but details of such a program would need to
be carefully defined.

MONITORING LABORATORY PERFORMANCE (AFTER
CERTIFICATION) ‘

A single agency should monitor the performance of all
laboratories certified for urine drug testing. The agency
should be supported by an advisory group representing all
appropriate, involved professionals, meeting frequently at
regularly scheduled intervals to provide policy advice and
problem review.

The monitoring agency should return a report which
summarizes the laboratory performance as compared to
the group mean result, within 30 calendar days following
receipt of the laboratory performance test results.

A uniform set of specifications for blind PT specimens
should be developed. These would include a mechanism
for submitting the specimens and receiving'evaluating
reports of blind PT results. These specimens should be
introduced proportionally over time to include 2 minimum
of 3% of the number of client specimens.

A variety of communication systems, such as a newsletter,
electronic bulletin boards, regularly scheduled meetings of
representatives of certified laboratories and the monitoring
agency, should be explored and developed in order to
share information of importance in urine drug testing,

Detection of an apparent false positive test result is of
such importance that immediate action should be initiated
to investigate the cause. The investigation should be
completed by the laboratory within seven calendar days of
receipt of notice.

When certification of a laboratory is suspended, the
laboratory should immediately notify all clients of the
suspension; failure to do so should result in revocation of
certification. If revocation occurs then the entire initial
certification process should be completed before further
testing is resumed.

15
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. The monitoring agency should pub'’sh an updated list of
certified laboratories monthly.

Those laboratories which conform to the NIDA Guidelines and are
certified as competent continue to demonstrate that test results which are
credible in the forensic context can be produced routinely on very large
numbers of urine specimens. The experience of the past two years has
made it abundantly clear that almost all of the demands which are made
on the analytical process and administrative system which supports urine
drug testing in the workplace can be quickly satisfied by thoughtful,
imaginative scientists and managers. Automated immunoassays can
reliably discriminate between negative and potentially positive specimens.
Microprocessor or computer controlled GC-MS instruments can specifically
confirm structures, resolve isomers and quantitate drugs and metabolite
concentrations at parts per billion and smaller with remarkable accuracy.
Conscientious application of a rigorous quality assurance program and
management dedicated to the principles of fail-safe practices can insure
success in detecting and deterring drug use in the workplace.

.13 -



REPORT ON SCIENTIFIC/TECHNICAL GUIDELINE ISSUES
L ANALYTICAL METHODS
1.1 Specific 1ssues

. Should laboratories be allowed to establish their own
initial (screening) test procedures?

. Are current cut-off concentrations for initial test
procedures appropriate?

. Is on-site initial screening feasible?

. Are mass spectrometric (MS) methods the only acceptable
analytical procedures for confirming initial test results?

. Is quantitative gas chromatography-mass spectrometry
(GC-MS) necessary?

. Are test specimens other than urine useful for testing?
. Is there a need for certified reference muterials?
1.2 Critique

The approuch to screening for abused drugs embodied in the current
Federal guidelines for laboratories permits rapid identification of
presumptively positive urine specimens within a framework of extensive
and uniform quality control. ‘The specifications in the guidelines for
screening methods and threshold (cut-off) concentrations have provided an
appropriate choice for sereening large numbers of urine specimens, given
available technologies. However, these methods are limited to various
immunoassay techniques and there are good arguments for permitting
other well-established methods such as thin-layer chromatography or high
performance liquid chromatography if they can satisfy the acceptance,
performance criteria presently defined for immunonssays. Such methods
might be of benefit to small laboratories and those which perform limited
numbers of analyses. In addition, when other drugs are considered, the
availability of immunoassays may be limited,

Methods cannot and must not be changed whimsically, without careful
evaluation and regard to their effects on particular programs. In addition
to meeting legal and scientific requirements, implementation of any
alternative screening method must be accompanied by dissemination of
appropriate information to employers und employees, so that those subject
to the requirements of a urine drug testing program do not perceive any
diminution of safeguards in the testing process,

5 L)




For immunoassays, it is important to define carefully their differing
specificities, and the use of a single threshold concentration for a given
analyte may not be appropriate. A single threshold value does not take
into consideration that the differences in cross reactivity of a given assay
may give a different, although consistent, result with another assay. It
becomes very important that the determination of any immunoassay
threshold value be based upon agreement with a fixed reference method,
such as gas chromatography-mass spectrometry (GC-MS). This would
provide a more consistent determination of positives and negatives. The
same rationale should apply to other, non-immunoassay methods which
may be used for initial screening of samples.

Given the broad range of qualitative screening methods available, it is
reasonable that laboratory scientists should be allowed to establish their
own procedures. If they choose to do so, these must be reproducible,
objective, and have specifically designated cut-off concentrations. A
laboratory which develops its own initial test procedure or the commercial
manufacturer of that procedure should establish the cut-off concentration
based upon a comparison with the threshold values of their mass
spectrometric confirmation method. This comparison and establishment
of the initial test cut-off concentration must be based on accepted
statistical procedures using real specimens, not fortified urine samples.
Validation should be documented by the laboratory or the manufacturer,
but the cut-off concentration cannot be higher than the values indicated
in the NIDA Guidelines. Any laboratory which establishes a new
procedure must satisfy all of the blind and open performance testing
requirements.

The present requirement that the initial and confirmatory test procedures
should be different, that is, based on different chemical principles or
chromatographic separations is well-founded in good laboratory practices
and provides an important additional level of assurance that the results
are correct. GC-MS is capable of providing accurate, qualitative, specific
identification of drugs and metabolites at very low concentrations (ng/ml
and less) as well as accurate quantitative results. At present there does
not seem to be any other technique which can match its suitability as a
confirmation reference method. The linearity of the method around the
threshold concentration must be established and documented. Analysts
however, should not become dogmatic and closed-minded, and they should
remain alert to new developments that could provide alternative methods
in the future.

It is perhaps desirable to consider alternative specimens for analysis.
Although not strictly invasive, collection of urine (see Specimen Collection)
is not without difficulties, and it has been reported in the scientific and
medical literature for many years that certain drugs of abuse can be
detected in hair and saliva. Blood is undoubtedly the most appropriate
sample for some applications, but the invasive sampling technique makes
it unsuitable for use in mass screening.

21
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Saliva, a biological fluid generally collected from the parotid gland in the
mouth iias perhaps even more difficulties and variables than a urine
specimen, and, therefore, may not provide any advantage other than
convenience of collection. The biodisposition and kinetics of abused drugs
in saliva are not well understood and therefore interpretation of analytical
data cannot be made reliably. Recent research reports on the analysis of
hair have clearly indicated that there is a great deal yet to be learned
about the pharmacokinetics of drugs in hair and the adequacy of hair as
a specimen for drug and metabolite analysis. Drugs of abuse and their
metabolites can be detected in hair but studies have raised many questions
about the nature and specification of the hair sample, the dispositional
kinetics and reproducibility of results from hair analysis. It is, therefore,
too soon to adopt these alternative specimens because there is clearly
insufficient, established data available, at present, for their use in mass
screening.

For any analytical method accuracy, precision and sensitivity, that is, the
statistical base which establishes the method, relies upon certitied
reference material. With the exception of the delta-9-carboxylic acid
metabolite of delta-9-TIIC no such materials exist at present tor abused
drug analysis in urine samples. This is a critical issue which needs to be
addressed if present methods are to be adequately defined and,
particularly, if new alternate procedures are to be introduced.

The working group recognized that on-site screening may be appropriate
in certain situations, and were of the opinion that on-site screening, with
clearly defined safeguards, could reliably identify negative specimens.
There are, however, several important caveats. The probability that the
result of a test is correct is dependent upon a number of factors, including
the specificity and sensitivity of the assay used. The frequency of "false
positive” and "false negative" results detected on-site is likely to be greater
than that from & certified laboratory. This is because there is a lower
probability of a result from a procedure which relies on a single test being
correct compared to one requiring two methods based on different
chemical principles, such as immunoassay and gas chromatography-mass
spectrometry.

The determination of those situations in which on-site screening may be
appropriate is a policy rather a scientific decision, and must balance the
recognition of the potential for greater error with the need for rapid
results. On-site screening could be performed at either the collection site
or in a separate facility nearby. Obviously, if this separate facility
performs both screening and confirmation, it should be considered as a
laboratory subject to NIDA certification requirements.

1.3 Consensus Statements
. General: Initial screening and confirmatory methods must

be based on different chemical principies or different
chromatographic separations.
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Laboratories should be allowed to establish their own
procedures, but they must provide statistical validation and
meet all of the criteria required of the present
immunoassay screening methods and GC-MS confirmation
procedures.

Any immunoassay should have an assay specific threshold
concentration (cut-off) based on agreement with a GC-
MS reference method.

Mass spectrometric method coupled with a
chromatographic separation is currently the only suitable
confirmatory procedure.

Urine continues to be the best specimen fo," analysis in the
context of detecting drug use in the workplace. There are
insufficient data to support a recommendation for
alternative specimens such as hair or saliva,

National Institute for Science and Technology (U.S.
Department of Commerce), private organizations or both
should be encouraged and funded by agencies such as
NIDA to acc:lerate the development of a urine based
reference material for abused drug analysis. This material
must be suitable for both screening and confirmation
methods.

On-Site Screening: On-site screening can reliably identify
negative specimens provided appropriate safeguards are
built into the procedure. These safeguards include:

* A rigorous quality assurance program including the
analysis of performance testing samples.

+ Security of the facility to preserve the integrity of the
specimens.

o Chain of custody documentation.

o Availability of trained personnel to perform the tests
and document results.

o Use of an FDA approved screening test that provides
objective and documentable results.

o Use of the same cut-off concentration as used in
certified laboratories.

+ Retention of all records relating to the screening
procedure, including chain-of-custody documentation,
quality control results and results on all specimens
analyzed.

+ Forwarding under chain of custody of all "presumptive
positive” specimens to a certified laboratory for testing
by their screening and confirmatory test procedures.
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The working group also strongly recomniended that a percentage of the
specimens that screened negative be sent to a certified laboratory for
testing. A review of these data would allow an oversight inspection team
to determine the incidence of false negatives.
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2. SPECIMEN COLLECTION AND REPORTING RESULTS

2.1 Specific Issues
J Is the present collection procedure appropriate?
J What is the optimal volume of urine required?
. Are observation and same gender collector necessary?
J Are current record-keeping forms and procedures
appropriate?
. What are the criteria for an acceptable specimen?
J Do current procedures for reporting results require
modification?
2.2 Critique

The specimen is considered to be the total volume of urine collected and
supplied to the laboratory, and any aliquot or portion taken from it. The
specimen particularly, and aliquots taken from it, constitute the physical
evidence upon which analytical procedures are used to produce information
to decide whether drug use has occurred. A decision that drug use has
occurred can be challenged; it nust be defendable in a legal setting and,
therefore, specimen management is a critical issue. Inadequacies in the
specimen which are a result of mismanagement, can negate or reverse any
decision made from the testing procedure. Management problenis are the
most common and most successfully challenged deficiencies in forensic
urine drug testing. They include misidentification of the specimen, non-
identification, contamination, substitution, adulteration, and loss. It is the
responsibility of the laboratory to maintain an audit trail for the specimen
which includes external and internal chains-of-custody, and security at the
laboratory characterized by restricted, authorized access, and
documentation of access. At present, specimen collection procedures often
follow instructions from the laboratory which may include collection
vessels as part of a kit and instructions for transportation.

All drug testing specimens are potentially legal evidence.  Their
management must include recognized forensic procedures, and is a shared
responsibility of staff at the collection site and the laboratory. The current
requirement for collection of a minimum of 60ml of urine has led to some
difficulties in a substantial number of cases in which the donor is required
to wait and provide additional urine, so that the final specimen becomes
accumulated volumes collected intermittently.  Consideration should,
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therefore, be given to collecting a smaller volume which is still adequate
for the laboratory and program needs. This would eliminate the practice
of collecting and combining partial specimens, Many employers in the
private sector have binding agreements with labor which require split
specimens (see glossary), but this is not covered in the present NIDA
Guidelines. Split specimens do not compromise the drug testing program
provided both samples are handled with identical security, confidentiality,
and chain-of-custody safeguards. If the volume and quality of the
specimen collected is appropriate then analyses for additional drugs could
be made on the same specimen used for the currently authorized drugs.

The NIDA Guidelines require, in certain circumstances, that specimens be
obtained under the direct observation of a collection site person of the
same gender as the employee, and also require a higher level supervisor
to review and agree in advance with a decision to obtain the specimen
under direct observation. This sometimes presents personnel difficulties
for those involved, and the working group considered cavefully the
necessity for this requirement. It might facilitate matters, without loss of
specimen validation, if the collection site staff person was permitted to use
a same gender "witness" to obtain the specimen under direct observation,
but only allowed after obtaining appropriate authorization from the
appropriate senior individual within the agency (employer).

Specimen acceptance criteria such as pll, specific gravity and creatinine
values are performed at the laboratory and the specimen accepted or
rejected uccording to the results, Officially, NIDA procedures do not
permit examination of the specimen in this manner at the collection site,
The specimen can be physically examined and the temperature of the urine
measured at collection but it is possible that some employers would find
testing pll, specific gravity and creatinine useful, particularly as a
deterrent to specimen adulteration. Such testing at the collection site,
however, is dependent on the availability of convenient and accurate test
methods.

Adequate record-keeping at the collection site is very important and
involves at least fully completed chain-of-custody forms or a separate
bound log-book in which identifying data on each specimen collected at
the site are permanently recorded in the sequence of collection. ‘The NIDA
Guidelines are not clear and precise on this issune but these are the
records which initiate the legal chain-of-custody for each and every
specimen, ' When analytical results are reported, they are in a batch
consisting of all specimens submitted at the same time to the laboratory.
Reporting both positive and negative results awaits completion of the

' A new chain-of-custody form is now available which eliminates the

requirement for a permanent record book.

042 -



batch. It is thought that this delays, unnecessarily, reporting of negative
results. Although there is no apparent evidence of prejudicial treatment
based on the time required to receive completed test results, obviously
those which test negative are known significantly earlier than the positive
results. Confidential, direct transmission of negative resulls to the
employer by secure teleprinters, facsimile or computers, might significantly
alleviate this problem. This would mean that the Medical Review Officer
would not receive all results, and this caused considerable debate between
the MRO and the Specimen Collection working groups. At present, the
actual review of negative results by the MRO is permitted but is not a
requirement in the NIDA Guidelines. Serious concerns were raised
however, about confidentiality issues caused by direct transmission of ail
results to an employer rather than sending them to the MRO. Several
alternative compromise procedures were acceptable to the Specimen
Collection working group but not to the Medica! Review Officers.
Consensus could not therefore be reached.

23 Consensus Statements

. A urine volume of 30ml should be un acceptable specimen
volume, provided that it does not create any technical
problems for the laboratory.

. Split urine specimens should be permitted provided they
are both part of the same specimen and are handled with
identicai safeguurds.

. In the event that additional drugs are authorized for
testing, then analysis should be on the same specimen
used to determine currently authorized drugs.

’ Testing urine specimens at the collection site for
acceptable pll, specific gravity and creatinine values should
be permitted but not required, at the option of the
employer. The temperature measur¢ment requirement
should be maintained, the acceptable range should be 90° -
100° K.

. When necessary, the collection site staff person shor.}d be
permitted to us: a same gender "witness" to obtain a urine
specimen under direct observation but only after obtaining
authorization from the appropriate senior individual in the
agency. The "witness" as well as the collection site staff
person must sign the chain-of-custody form.



The requirement that the analytical results for all
specimens submitted at the same vime to the laboratory
shall be reported back at the same time should be deleted.
The NIDA Guidelines should be revised to make it clear
that review of negative resulis by Medical Review Officers
is permitted but is not a requirement.

Negative results should be reported to the employer
promptly by direct means, but in a manner designed to
ensure confidentiality of the information.

Specimen collection should be performed in accordance

with a set of detailed written procedures which are
available at the collection site at all times.

[}
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3. ADDITIONAL DRUG AND CUT-OFF LEVELS
3.1 Specific Issues

. Is there a nced for threshbld, cut-off concentrations for
urine drug testing protocols?

. Should cut-off concentrations for different drugs and
assays be uniform?

. Are present cut-off values for each drug and metabolite
appropriate?
. Should additional drugs be included in the present

analytical protocols?

. Is it feasible to add other drugs, and what are the
requirements for doing so?

3.2 Critique

It is well-recognized that many other drugs in addition to the five which
are tested under the present NIDA Guidelines, are misused or abused.
Some of the drugs are kr.own to impair behavior and this might well occur
in the workplace. The most common and of greatest consequence is ethyl
alcohol, but others including: the benzodiazepine sedative and anti-
anxiety drugs, barbiturates, and some antihistamines which have sedative
properties, methaqualone, methadone, and illicit drugs, new (MDMA and
other substituted amphetamines) and old (LSD) are readily available, It
can also be argued that tobacco (nicotine) and caffeii. ., particularly in
withdrawal, cause behavioral changes that can be seriously detrimental.
The illicit drugs such as the substituted amphetamines and LSD are not
problems in all parts of the country, and there is little evidence that they
ave widely used by the employed population.

In contrast, the legal prescription and nonprescription drugs noted are
widely used and many of them are poent pharmacological agents. Their
inclusion in drug testing protocols would raise many ethical issues of
confidentiality, employer and employee rights, and the likely involvement
of physicians who treat these employees as patients, In uddition to the
social and legal complexities, additional drugs to be tested would
necessitate major changes in analytical protocols, would require
cousiderable work to develop and validate new assays, and would add
major costs to testing programs which are already very expensive, Alcohol
has long been known as a drug in the workplace and many companies and
federal agencies have the means for identifying and assisting problem
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drinkers in their workforce. Alcohol is, therefore, in a sense a separate
issue which is 1..anaged by other well-established means. Nevertheless, in
some special workplace settings such as in transportation or other defined
high-risk occupations, it might well be justified to include some additional
drugs, particularly selected sedatives.

The option to request analysis for additional drugs could reside with the
employer provided all necessary safeguards for the employee are taken and
validated laboratory procedures are in place. Employer’s requests to test
for any drug within the context of workplace safety is obviously not
justified, practical or worthwhile.

Every analytical procedure has a cut-off or threshold concentration
associated with it, ‘hat being the limit of detection or the limit of
quantfication. Establishing cut-off values is, therefore, a necessary part
of the definition of any analytical method and cannot be avoided.
Determination of statistical accuracy and precision of the method for each
drug and metabolite at or about the cut-off concentration is required by
existing NIDA Guidelines, and is appropriate. Threshold concentrations
have additional utility; they provide safeguards to the employee because
they define a positive or negative result well within the ultimate capability
of the analytical method, and, therefore, help reduce false results to a
minimum. Over time, the cut-off concentrations of various analytical
methods have been reduced as the methods have been improved and
refined. The levels should not be regarded as immutable, and as existing
methods are improved and new techniques become available, threshold
levels should be redefined, but always with the conservative approach that
the risk of a false positive result must be eliminated. There are sufficient
data for some of the present drugs, and the analytical methods used to
detect them, to support reducing the cut-off concentrations, perhaps for
the metabolites of THC (marijuana) and cocaine. In contrast, although
present cut-off values for amphetamine(s) are apparently high, there are
insufficient data to support a significant reduction fo. this group of drugs.
Undoubtedly, some employees who have used drugs escape detection
because of the cut-off levels, but the overriding consideration of avoiding
indictment of an innocent employee must remain paramount.

3.3 Consensus Statements

. Additional drugs should be considered for inclusion in
urine testing protocols when they can be justified as
special problems in particular workplace environments.

. Drugs that might be considered included the
benzodiazepines, barbiturates, and other selected
psychouactive agents.

. The option to include additional drugs should be decided
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by the employer, but all testing must be at a NIDA
certified laboratory, and the criteria for the analytical
methods and laboratory procedures must meet the present
Guidelines with respect to an initial screening method and
independent confirmatory test.

For each candidate drug, screening and confirmation cut-
off concentrations remain to be determined. These levels
should be national in their application, as for the present
ITHS cited drugs.

PT, open and blind QC programs must be in place for
each additional drug before any testing of employee urine
samples is undertaken. Laboratory performance on any
additional drugs should be subject to NIDA inspection
when the laboratory is inspected under the present
program.

Screening and confirmation cut-off values are justified for
all analytical procedures, and, whenever possible, should
be uniform for each assay and drug.

The cut-off levels for the present 5 drugs should be
reviewed and possibly revised based on operational
experience to date.

Any cut-off value should be supported by accuracy and
precision data at or around the cut-off concentration, but
should also meet administrative needs and protect the
employee from any possibility of fulse positive results.

Recommended Revised Cut-Off Values

Cannabinoids (delta-9-THC.acid) - reduce the screening
cut-off from 100ng/ml to S0ng/ml; the confirmation cut-
off level should remain unchanged at 15ng/ml. Cocaine
(benzoylecgonine) - reduce the present screening cut-off
level to 200 ng/ml and the confirmation level to 100 ng/ml.
No changes are recommended for the opiates and
phencyclidine.

For the amphetamine(s) a study should be undertaken to
critically evaluate present data for the purpose of
recommending lower cut-off levels for both screening and
confirmation. Laboratories should be able to resolve the
d- and l-isomers of methamphetamine and amphetamine.

All of the present cut-off levels should be retained until
a careful laboratory evaluation of the recommended
chunges has been completed.
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4, TIIE ROLE OF TIIE MEDICAL REVIEW OFFICER (MRO)
4.1 Specific Issues

. What are the appropriate professional qualifications and
training requirements?

. What are theMRO’s responsibilities concerning laboratory
results?

. What should the MRO’s professional relationship be with
employers and employees?

. Should MROs review on-site testing results?

. What issues for the MRO are raised by the addition of

other drugs and tests?

4.2 Critique

The Medical Review Officer is an integral part of any employee drug
testing program based on concerns for health and safety in the workplace
and for drug deterrence. The MRO assesses and determines whether an
alternate medical explanation can account for a drug test result.
Additional important functions of the MRO are to review fairness and
credibility of test results and provide for the privacy and confidentiality of
the employee’s personal medical history during the course of reviewing
drug test results. Clearly, an MRO must be a licensed doctor of medicine
or osteopathy, and have a strong professional interest and experience in
drug abuse programs, and in the role of urine testing as a part of these
programs. The MRO is the lynch-pin between the client and laboratory,
and therefore carries a responsibility which requires diplomacy,
understanding technical and social issues, and being able to insure that
all aspects of a urine test result are valid. The MRO may find it
necessary to delegate authority with regard to his or her functions from
time to time, but ultimate responsibility for determination of negative,
positive, and non-contact positive results, remains that of the Medical
Review Officer.

The MRO receives, reviews, and releases positive and negative drug test
results. It is a matter of some concern that significant time and costs are
involved in the review of negative drug tests and the issue of whether this
function could be delegated or is a necessary part of MRO responsibilities
is deserving of discussion. The MRO, however, must make a diligent
attempt to contact any employee with a positive test result. When this is
not possible within a rezsonable time the MRO contacts the employer to

Q
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request assistance in finding the employee. If this is unsuccessful, the
MRO reports the result to the en.ployer as a "non-contact positive." The
employer is then free to follow administrative procedures to deal with the
employee. A method of secure electronic transmission of results from the
laboratory to the MRO would be of considerable assistance in improving
MRO responsiveness to employers.

Medical Review Officers may request quantitation of any confirmed
positive urine specimen or re-analysis if they deem it necessary. The issue
of urine tampering is handled, at present, in tnree different ways;
specimens determined to be adulterated at the collection site require a
second urine collection, specimens not conforming to pH limits are dealt
with at the laboratory, and specimens not conforming to creatinine or
specific gravity limits, or both, are handled by the MRO.

The major issue for Medical Review Officers continues to be employee
confidentiality, particularly regarding the identification of drug-positive
employees in safety-sensitive positions. A working definition of a safety-
sensitive position would be helgpful, but has not been made a part of
present programs. Although the present urine drug testing program is
designed as a deterrent program, policies at particular companies may
dictate the necessity of a "fitness for duty” program, and urine drug testing
plays a part in these programs. MROs have a professional role in these
programs and have to take into account the different purpose and
perspectives, However, it is not the responsibility, of the MRO to
determine drug dependence or nondependence, Generally, where an
employee assistance program (EAP) exists, the MRO, with due diligence,
refers drug-positive employees to that program for further assessment and
evaluation. If an EAP does not exist, the MRO is responsible for
referring the employee to a community based substance abuse assessment
program. Similarly, the MRO does not usually determine if an empi. ee
may return to work after participation in a drug substance abuse
assessment program; however, MROs may elect to perform this function
if it is within their area of professional competence. If any form of on-
site testing occurs then the same rationale which support MRO functicns
in the present laboratory based program will dictate the necessity for
equivalent MRO functions even though the laboratory is on-site, that is,
at the employee’s place of work.

4.3 Consensus Statements

. Medical Review Officers should be licensed doctors of
medicine or nsteopathy.

. A comprehensive, continuing education program that

addresses all aspects of MRO function (not just drug
abuse recognition) should be developed.
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Professional associations, forensic toxicologists and others
should be involved in developing guidelines for continuing
education.

Maintenance of adequate continuing education and
training in MRO functions should be required for MROs.

MROs should be required to develop standard operating
procedures that clearly define how all MRO functions are
addressed.

The working group on MRO issues recognized that
concerns exist about the time and costs associated with the
review of negative test results and that efforts should be
made to minimize these factors. Positive results should
be released as soon as possible, but no consensus was
reached on the issue of whether MROs must be required

“to receive and review all negative drug test results, Until

this controversy is resolved, the MROs should continue
to receive, review and release positive and negative test
results,

Guidelines should be developed to define confidentiality
when any new high technology, electronic transmitting
equipment is used in a urine drug testing program.

While it is recognized that forensic urine drug testing is
designed to be part of a drug deterrence program, not a
"fitness for duty" program, action should not be taken by
an employer or MRO as an employer’s agent, on a
presumptive-positive (initial screening) only.

Action should be taken in a drug deterrence program only
after a specimen is confirmed positive and verified to be
a true positive by the MRO.,

The requirement to report all results as a batch (that is,
all samples collected at the same place on the same day
reported by the MRO to the employer at the same time)
should be discontinued for preemployment and for-cause
testing, but remain for random testing.

All MRO functions and requirements should remain the
same as at present if laboratory ¢csting (screening) is
performed on-site,

In unusual circumstances MROs should be able to
request, after consultation with the laboratory Director,
additional tests on positive specimens that may aid in a
complete identification of the drag, metabolite, or of the
specimen.
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REPORT ON LABORATORY CERTIFICATION ISSUES

S, PERFORMANCE TESTING
51 Specific Issues
. How should Proficiency Test challenge specimens be
prepared?
. Open performance testing:

a. How frequently should open performance testing be
conducted?

b. What are the criteria for acceptable performance?

. Blind performance testing:

a. How frequently should blind performance testing be
conducted?

b. How should blind PT specimens be prepared and
monitored?

c¢. How can costs of blind performance testing be
controlled?

§.2 Critique

It is generally acknowledged that an external quality control program, or
proficiency testing program, is an essential component for the assessment
of labcratory competence. Such a program requires the preparation of
authentic human urine specimens containing realistic concentrations of the
drugs or metabolites to be measured. These specimens should be sent to
the laboratory at intervals of sufficient frequency to detect deviations in
performance as methods or personnel change or other factors affecting
laboratory performance are modified.

An effective PT program contains both open and blind specimen challenges
to the laboratory. Open proficiency test specimens are identifiable to the
laboratory as PT specimens and contain drugs, metabolites or both in
solution. The matrix may be water, "synthetic" urine or water solutions
to which certain salts and urinary constituents have been added, or urine
itself. Drug-free urine is ideal but difficult and costly to acquire. It has
the virtue, however, of simulating a real specimen most closely as to
interferences and extraction efficiency, thereby challenging the method
used. It is desirable to encourage laboratories to treat open PT challenges
exactly like real specimens, Realistically, in most cases, they are not
treated exactly the same since continued certification depends upon
obtaining correct results. Generally the results which laboratories report
on open PT challenges can be viewed as the best performance of that
laboratory.
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In order to assess the true proficiency of a laboratory, the PT challenge
must be blind to the laboratory. Only then will a PT challenge be
received, stored, accessioned, processed and reported as a routine
specimen. This is generally recognized but it is a very difficult and costly
program to implement. Blind challenges must be human urine rather
than "synthetic" or aqueous solutions and must possess no features which
allow the analyst to identify them as PT challenges. They must be
introduced into the laboratory by clients in a fashion identical to real
specimens. The client must then interpret the laboratory performance or
transmit the blind PT results to the certifying agency for review and
action,

In both open and blind proficiency testing, an effective but realistic
number of challenges must be introduced to the laboratory to provide an
adequate level of confidence. It is possible to show statistically that an
enormous number of blank challenges must be submitted to a laboratory
using an assay claimed to have 99.5% accuracy, to establish the probability
that a Talse positive result may be reported. False negative or false
positive resulis are more likely to occur when the concentration of the
analyte is targeted near the defined threshold of the assay since a broad
standard deviation at these concentrations is less disciiminating. The
more time and energy laboratories must expend on PT challenges, the
more cost is passed through to the client; thus, the number of challenges,
together with the concentration of the analyte, are debatable but important
considerations in designing a proticiency testing program.

Finally, performance criteria must be developed which are acceptable to
the laboratories as well as to the certifying agency. Reporting a PT
challenge as positive or negative depends, in part, on the standard
deviation of the metiiod used by the laboratory. A maximum acceptable
standard deviation for a specific analyte at the threshold of the assay can
be used to dictate the limits of analyte concentration above or below the
threshold acceptable for PT challenges. False positive results are
unacceptable because of the implied consequences such a result may have
on the tested subject. False negative results are tolerable (up to a limit)
but the limit needs to be defined, Establishing the true concentration of
the analyte can be done in a variety of ways, such as replicate analyses by
selected reference laboratories; using the mean value obtained after ail
participating laboratories have reported their results, Clients who must
submit blind PT challenges may contract with vendors to prepare and
monitor the laboratory blind PT results. When this is done, vendors
preparing the challenges may be required to establish independent
validation of the quality and reliability of prepared PT specimens. On-
site testing presents unique problems to the concept of proficiency testing.
Open PT challenges can be presented to most on-site, screening-only
laboratories. Since quantitation is not done, quantitative accuracy cann’t
be assessed in this situation, Blind PT challenges will be ditncult to
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accomplish with most on-site, screening-only laboratories as presently

envisioned.
53 Consensus Statements
531 General:

. Proficiency testing is necessary to establish laboratory
performance before certification as well as after
certification.

. The specific analytes and their concentrations in the
specimens must be prepared and monitored by an
independent agency and be unknown to the laboratory.

. PT specimens should be processed by the laboratory in the
same manner as ciient specimens.

5.3.2 Specimens:

. Urine used for the preparation of P'T specimens should be
human, drug-free urine.

. PT specimens should contain verified concentrations of
drug, metabolite or both, to enable reliable assessment of
PT results.

533 Open Proficiency Testing:

. For all PT challenges, a false positive result shall be cause
for disqualification,

. For all PT challenges, the target concentration for each
analyte should be the mean resuit of the reference
laboratories.

. For all PT challenges, laboratories should identify and

confirm 90% of total drug challenges, quantitate 80% of
total drug challenges within +/- 20% or +/- 2 standard
deviations of the target value, whichever is greater, and
successfully detect and quantitate 50% of the total drug
challenges for any ind'vidual drug.
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In the initial PT before certification, a laboratory should
analyze 20 PT specimens per cycle for three testing cycles.

There should be a minimum of 20 challenges [analyte(s)]
within a three cycle testing period.

In the initial PT series before certification, quantitative
results may differ by no more than 50% from the target
value. If one quantitative result differs by more than this
amount, the laboratory should demonstrate that
appropriate remedial action was taken and successfully
complete an additional PT cycle of 20 specimens.

After achieving certification, a laboratory should analyze
10 maintenance PT specimens every two months.

After achieving certification, a laboratory should be
permitted one quantitative result that differs by more than
50% from the target value within three consecutive cycles;
demonstration that appropriate remedial action was taken,
should be required.

Blind Proficiency Testing:

Blind proficiency testing is the ultimate method for
demonstrating the competence of a laboratory since it tests
the entire laboratory operation as applied to routine
specimens.

Methods of keeping costs to the client at a minimum while
monitoring proficiency effectively should be investigated.
A centralized, blind PT program may serve this purpose,
but details of such a program would need to be carefully
defined.

The results of blind PT should be sent to the parti.ipating
laboratory as well as to the certifying agency.

If the current practice of clients purchasing blind PT
specimens from vendors is continued, these specimens
should be evaluuted by a definitive method (e.g., testing by
a minimum of three certif. . laboratories) before they are
sent to client lahoratories. The vendor should maintain
supperting docunentation of stability of the specimens by
re-assay throughout the shelf-life of the specimens.
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Positive blind PT challenges should contain a drug,
metabolite, or both at concentrations at least 25% above
the threshold for those analytes,

In order to provide a high degree of confidence that
performance errors will be detected, the number of blind
PT challenges should be adequate. (N.B. Although the
Working Group did not suggest a definition of "adequate”,
floor discussion in a plenary session suggested that blind
I chalienges should be 3% of the total submitted
specimens by a client, up to a maximum of 100 per
month.)

On-Site Testing:

Any on-site, screening-only program must participate in
open and blind proficiency testing programs.



6. LABORATORY INSPECTIONS
6.1 Specific Issues
. What is the most appropriate number of inspections,

number of inspectors for each inspection team, and
estimated cost of inspections?

. How can laboratory inspections be conducted fairly and
uniformly?
. Can turnaround time between completion of an inspection

and informing the laboratory of certification or non-
certification be improved?

. Should there be an exit interview with the laboratory
director by the inspection team and what limitations, if
uny, should be placed on topics for discussion?

. Are there alternatives to inspections to ensure that
laboratories meet criterin and standards set by the
certification program?

. What should be the residency requirements for the
scientific director of the laboratory?

. Is a baccalaureate degree in medical technology
appropriate for a certifying scientist?

6.2 Critique

Laboratory inspections appear to be unavoidable as part of the laboratory
certification process. Some aspects of laboratory operations such as size,
workload, stuffing and types of equipment, can be described relatively
easily in written form. Other important features such as security,
accessioning techniques, chain-of-custody and many others are less easily
described but must be visualized in order to determine if they meet pre-
set standards.

Since laboratories vary widely as to size, workload and staffing needs, the
number of inspectors and the time allotted for an inspection may also
vary, Some urine drug testing laboratories occupy multi-story buildings,
operate more than one shift each day and process thousands of specimens
cuch week. Inspection of such an operation is more demanding than that
of a three room laboratory, managing a workload of hundreds of
specimens with a relatively small staff. ‘The differences between these
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examples are obvious, yet both laboratories must meet the same standards.
Since standards required for certification are the same but the manner by
which laboratories meet these standards may vary, it is important that
different inspectors carry out all inspections uniformly. How can this be
achieved? Some have suggested that laboratory directors serve as
inspectors of other laboratories; however, some laboratories object to being
inspected by a competitor. Another plan is to select qualified individuals
and train them to a set of uniform criteria designed to identify flaws and
allow judgements as to how standards should be met. Such trained
inspectors, in turn, may be lost to the pool of inspectors since they become
lcading candidates for commercial laboratory director positions. Obviously,
inspectors must be experienced, qualified scientists; however, such
individuals are accustomied to thinking independently and may judge
laboratory performances according to their own, unique standards.

The number and quality of inspectors and the time spent conducting an
inspection contribute to the cost of a certification program. Should the
inspectors be paid for the time they spend conducting this service? Should
inspectors be selected from a geographical location near to the laboratory?
How frequently must a certified laboratory be re-inspected? The cost of
the program is ultimately passed through to clients but high costs impact
most unfavorably on small laboratories.

The size or complexity of a laboratory operation may also contribute to
strikingly different approaches to meeting certification standards.
Personnel qualifications may vary in individuals conducting tasks of equal
responsibility,  Should educational training carry more weight than
forensic experience or technical skill at the beiwch? Are automated,
computer-controlled operations equal to manual manipulations? If urine
drug testing is only a small part of a laboratory operation, must the
scientific director be present at all times? These are but a small sample
of the differences in laboratory operations which inspectors must assess
in judging laboratory acceptability.

Once the inspection is complete, other factors become evident and require
debate. Should the inspectors share their findings with the laboratory
director before they leave? Do the inspectors make pass or fail decisions
or should this be left to a higher level of review? Perhaps a deficiency is
$0 minor it can be corrected easily. An exit interview might also lead to
rapid correction of a misinterpreted observation by an inspector. Is the
basic purpose of the inspection regulatory in nature or to improve
laboratory operation? Is it both? Laboratories need to rectify deficiencies
rapidly to remain competitive. Can the process of filing an inspector's
report, reviewing the report and arriving at a decision and notification of
the luboratory be shortened?

Finally, are there alternatives to the inspection process for evaluating
laboratory credibility? Certification standards are set as a public service
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to identify 4 technical operation as meeting certain minimum standards to
enable individuals not trained in technical matters to make intelligent
choices for laboratory services.

The costs and imperfections of the inspection process must be balanced
against the bencfits of rectifying errors and improving substandard
operations which, unless corrected, blunt the deterrent effect of urine drug

testing,
6.3 Consensus Statements
6.3.1 Eligibility Requirements:
. To be eligible for inspection, a laboratory should:
a. Satisfactorily complete 3 performance testing surveys
(See: Performance Testing).
b. Have a scientific director with the following educational
and (or) experience qualifications:
1. Certified in toxicology by ABFT, ABCC-T or by
other, comparable certifying agencies, OR possess
a doctorate degree and two years experience in the
toxicological analysis of biological material, OR
possess a master of science or baccalaureate degree
and six years experience in the toxicological
analysis of biological material, two or more yem's
of which were as a supervisor with responsibility
for interpretation of results.
2. Knowlcdgeable in forensic matters and experienced
in:
- judicial or administrative proceedings in drug
or medical issues, OR
- author of research publications or presentations
at scientific meetings on drugs of abuse.
3. Capable of reviewing, validating and certifying test
data.
4, Al of the above requirements should be
documented and available for review.
6.3.2 Frequency of Inspections:
. An initial inspection should occur before certification.
. Beginning from the time of certification, inspections should

occur at six, twelve, eighteen and twenty-four months;
following these two years, inspections should occur
annually.




6.3.3

6.34

6.3.5

More frequent inspections of particular laboratortes may
be required if the certifying agency deems it necessary.

Inspectors:

A minimum of three inspectors should participate in the
initial inspection, before certification of the laboratory.

A minimum of two inspectors should participate in
routine, maintenance inspections after certification of a
laboratory.

The designated team leader of the inspection team should
have qualifications equivalent to a laboratory scientific
director.,

If inspectors are carefully selected and trained to meet the
same standards, there should be no difference in the
objectivity and ability of paid or volunteer inspectors.
Training programs however should stress the critical need
for inspection criteria to be applied uniformly.

Exit Interview:

An exit summation conference between the inspection
team and the person responsible for the toxicology
laboratory operations should present the detected
deficiencies and any other identified problems.

The laboratory should have the opportunity to clarify
misunderstandings at the summation conference.

Laboratory Facilities:
The laboratory should be secure at all times.

The test of security should require evidence that urine
specimens, aliquots and records are maintained in an
environment that assures reasonable freedom from
tampering, alterations and substitution. Any breach of the
security system should be readily detectable.

Available laboratory space should not compromise the

quality of work, quality control activities or the health and
sufety of the employees.
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6.3.6

6.3.7

6‘3‘8

Data Review:

During an inspection, the inspectors should review data
supporting positive and negative reports from urine drug
testing.

Supportive analytical data from the prior 60 days should
be readily available for inspectors to review in the
laboratory.

Reporting Negative Results:

The individual who reports validated negative resuits of
initial (screening) tests, may be appointed by the
Responsible Person.

The individual who validates the initial (screening) test
results should have the following training and experience:

a. The minimum of a baccalaureate degree in the
chemical or biological sciences or medical
technology or equivalent.

b. Training, experience and thorough understanding
of the theory and practice of the initial (screening)
procedures used, including:

- quality control practices and procedures

. the review, interpretation and reporting of
negative Initial (Screening) test results

- maintenance of chain-of-custody, and

. proper remedial actions to be taken in response
to test systems being out of control limits or
detecting aberrant test or quality control results.

Reporting Positive Results:

The individual who validates the confirmatory test results
should have the following training and experience:

a. The minimum of a baccalaureate degree in the
chemical or biological sciences or medical technology
or equivalent.

b. Training, experience and thorough understanding of
the theory and practice of the confirmatory procedures
used, as well as the initial (screening) procedures used
including:
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6.3.9

6.3.10

6.3.11

- quality control practices and procedures

- the review, interpretation and reporting of
confirmation test results

- maintenance of chain-of-custody, and

- proper remedial actions to be taken in response to
test systems being out of control limits or detecting
aberrant test or quality control resuits.

Cost:

The cost of laboratory inspections should be reduced to
a reasonable level. (N.B. The Working Group does not
recommend an estimated cost amount, but expresses the
opinion that present costs are too high.)

Inspection costs should reflect the shortened time and
fewer inspectors necessary for small laboratories.
Uniform Certification Standards:

Laboratories seeking certification should be subjected to
the same standards even though they may be monitored
by different certification agencies.

The Department of Health and Human Services should
have an oversight function to monitor the certification

agencies,

Certificates should be issued by the Secretary of Ilealth
and Human Services.

The Secretary of Health and Human Services should
rapidly establish methods to grant equivalency to
acceptable accrediting agencies.

On-Site Testing (Screening Only) Laboratories:

On-site laboratories should meet the basic forensic
standards for specimen collection, chain-of-custody

documentation, and security.

On-site laboratories should be subject to inspection.
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Validation of test results and reporting should be done by
an individual meeting the criteria of a laboratory
supervisor.

All presumptive positive specimens should be submitted
to a certified laboratory for confirmation, while
maintaining documented chain-of-custody.

On-site laboratories should participate in open and blind
performance testing surveys.
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7. MONITORING LABORATORY PERFORMANCE

71 Specific Issues

. Are there alternate methods for monitoring laboratory
performance?

. How does open performance testing monitor laboratory
performance?

. How do laboratory inspections relate to monitoring

laboratory performance?

. How does blind performance testing monitor laboratory
performance?

. What support systems are important?

. What sanctions should be imposed against laboratories not

in compliance?

o What is the balance between loss of certification and
remedial action?

. How can on-site (screening only) testing focilities be
monitored?

72 Critique

Traditionally, laboratory performance has been monitored by the triad of
open proficiency testing, inspection and blind proficiency testing. Other,
practical procedures for accomplishing this task have been elusive but
innovative methods may be feasible,

Performance testing and laboratory inspections have been dealt with
individually elsewhere in this report. ! The judicious use of these tools
may be the best procedure for monitoring total laboratory performance.
Open proficiency testing can focus on optimal analytical accuracy,
particularly quantitative, confirmation procedures. Inspection provides a
means of confirming that laboratories are using all aspects of good
laboratory practices effectively and appropriately. For example, the best
analytical technique is useless if applied to the wrong specimen; or, the
legal defense of a test result by testimony of personnel with limited

! See Chapters 5 and 6.
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knowledge and experience may negate a positive result. -How large
numbers of specimens are managed and confirmation of personnel
qualifications are two example items best verified by personal observation.

Blind proficiency testing can ensure that a laboratory handles routine
specimens in a credible manner.

If, indeed, these are the only effective means by which laboratory
performance can be monitored, perhaps they can be utilized more
effectively and economically. The high cost of laboratory certification is
a frequent criticism. The slowness of the process is annoying to aggressive
laboratories eager to gain access to markets restricted to certified
laboratories. The reluctance of regulatory programs to assist laboratories
in rapidly indentifying deficiencies and improving their performance,
frustrates some laboratory directors with limited experience in forensic
affairs. After almost two years of experience in applying inspections and
open and blind PT programs to 'aboratory certification decisions, it may
be possible to look at the process with a view to fine-tuning, eliminating
redundancy and gaining the maximum return from each aspect of
iaberatory performance monitoring.

The problem of remedial action against a laboratory which no longer
meets minimum standards is most difficult. Should there be degrees of
penalties, depending upon the seriousness of the infraction? Are technical
errors more serious than clerical ones, even though either may be
responsible for ascribing drug use to the wrong individual? What type of
error should mandate decertification of a laboratory? Should a grievance
procedure be established to permit laboratories to defend themselves
against alleged improper accusations? What happens to the specimens
being sent to the suspect laboratory during the grievance process? What
about the positive results reported by the suspect laboratory before the
infraction was discovered? These, and other problems, must be anticipated
in any certification program. If laboratories which no longer meet
minimum certification standards continue to operate, the credibility of the
progrum is seriously damaged. In addition, the public must be made
aware of laboratories which may not be able to consistently meet minimum
standards for urine drug testing.

Finally, the difficult problem of monitoring on-site (screening only)
laboratory performance must be addressed. The rare, but important
situations which require rapid decisions relating to drug use by workers
in responsible, safety-related positions, frequently cannot wait for the
necessary delay required by confirmation testing. Since the test itself may
be conducted at a portable laboratory, in the field or at the job site,
monitoring such a laboratory is a unique challenge. The effectiveness of
this type of arine drug testing must be maintained without unduly
restricting the rights of the worker.

9
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7.3

7‘3‘1

7‘3‘2

7.3.3

Consensus Statements

The Working Group identified its task as defining a process
which monitors laboratory performance after the laboratory is
certified but does not deal with laboratory performance before
certification.

Organization of the Program:

After certification, a single agency should monitor the
performance of all laboratories certified for urine drug
testing.

Criteria for performance should include open PT, blind PT
and inspections.

The monitoring agency should be supported by an advisory
group, representing all appropriate involved professions
meeting frequently at regular scheduled intervals to
provide policy advice and problem review.

Open Performance Testing: (See: Performance Testing
Section)

Specimens should be processed as closely as possible to
the laboratory’s standard operating procedure for client
specimens, with only minor accommodations such as
chain-of-custody forms, reporting forms, container labels,
made as necessary.

Frequency of tesiing should be quarterly.

Results should be completed and delivered to the
monitoring agency no later than the 10th day following
receipt of the open PT specimen in the laboratory.

The monitoring agency should return a report which
summarizes the laboratory’s performance as compared to
the group mean result, within 30 calendar days following
receipt of the result,

Laboratory Inspections: (See: Laboratory Inspection
Section)

Inspections should be performed every six months for the
first two years after initinl certification, and annually
thereafter.

1 {\,
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7.3.5

7‘3‘6

There should be rapid and detailed feedback to
laboratories of their perfurmance.

The inspection team should be permitted to provide
feedback of information to the laboratory’s responsible
person while the inspectors are on site, in accordance with
established policies of the monitoring agency.

Major changes in the laboratory operation, such as change
in the physical plant or location, change in the responsible
person, change in ownership or name of the laboratory or
other, substantive changes, should be reported to the
monitoring agency within five working days of the change.

Blind Performance Testing: (See: Performance Testing
Section)

Develop a uniform set of specifications for blind PT
specimens.

Target values of blind PT specimens should be validated
and monitored throughout the shelf-life of the specimen
batch.

Develop a mechanism to submit blind PT specimens and
to receive and evaluate reports of blind P results.

Develop a mechanism to return blind PT performance
results to the laboratory.

Introduce blind PT specimens proportionally over time to
include a minimum of 3% of the number of client
specimens.

Communication:

A variety of communication systems, such as a newsietter,
electronic bulletin boards, regularly scheduled meetings of
representatives of certified laboratories and the monitoring
agency, should be explored and developed in order to
share information such as statistical trends and evaluation
of PT results, as well as notice of timely and contemporary
issues of importance in urine drug testing,

Response to Failure of Certified Laboratories:
Detection of an apparent false positive test result is of

such importance that immediate action should be initiated
to investiy ate the cause.
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Investigation should be completed by the laboratory within
seven calendar days of receipt of notice.

Failure to resolve the cause of a false positive result to the
satisfaction of the monitoring agency should result in
placing the laboratory on probation; failure to satisfy the
conditions of probation may result in suspension or
revocation of certification.

Failure or inability of a laboratory to adequately identity
and quantitate analytes (i.e., analytical errors) may result
in probation, suspension or revocation of certification.
Analytical errors include false negatives, failure to identify
and confirm 90% of total drug challenges, filure to
quantitate at least 80% of total drug challenges at the
greater of +/- 20% or +/- 2 standard deviations of the
participant group mean, or inability to successfully detect
and quantitate 50% of the total drug challenges for any
individual drug. (Failure to quantitate within 50% of the
calculated reference group mean is not an analytical error
for this purpose.)

Failure of a laboratory to pass an inspection may resuit
in probation, suspension or revocation of certification.

Failure of a laboratory to notify the monitoring agency of
substantive changes in the laboratory operation may result
in probation, suspension or revocation of certification.

During probation, a laboratory remains certified while the
monitoring agency reviews data and develops a corrective
action plan and timetable; failure to satisfy the conditions
of probation results in suspension.

During suspension of certification, a laboratory may test
PT specimens, but may not process or test any client
specimens, such specimens on hand may be forwarded to
another certified laboratory for analysis.

When a certified laboratory is suspended, the laboratory
should immediately notity all clients of the suspension;
failure to notify clients should result in revocation of
certification.

If a laboratory suffers revocation of crrtification, the entire
initial certification process should be completed before
further testing can be initiated.

'The monitoring agency should publish an updated list of
certified laboratories on a monthly basis,
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Screen Only Initial Testing Facilities:

The Working Group assumed that various elements of the
regulatory system for these facilities and their work activities
will be developed by other groups and in other forums. They,
therefore, Emited their consideration to monitoring drug
screening only. They emphasize that these facilities should
only be allowed where sqfety issues demand the most rapid
turnaround time, justifying the risks to the client inkerens in
unconfirmed test results and the considerable difficulties in
achieving accurute testing that such facilities create.

Performance monitoring criteria  should include
perfi:'mance testing, facility inspections and split sampie
re-analysis at a certified laboratory.

The analytes to be tested include those drugs and
metabolites autherized through the HIIS program.

The facility should be inspected and certified initially, then
re-inspected annually.

The collected urine specimen should be split into two
equal portions, with appropriate chain-of-custody and
sealed containers.

The facitity may choose one of the two following
procedures after proper collection of the split specimen:

a. Complete re-analysis of all samples.

1. The facility should analyze one of the two
concurrently collected specimens. The facility
should submit the other specimen to a certified
luboratory for analysis, including screening and
confirmation.

2. Reports of both test results should be forwarded
to the agency designated to monitor facility
performance for review and appropriate action.

b. Partial re-analysis of samples.

1. The facility should analyze one of the two
concurrently collected specimens. For all
specimens which screen positive, and 20% of those
which screen negative, the facility should send the
other specimen to a certified laboratory for
analysis, including screening and confirmation.

2. Performance testing specimens should be analyzed
with each batch. PT specimens should comprise
a minimum of 10% of the number of specimens
per batch (or at least 1). PT specimens should
challenge all drugs tested.
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3. Specificutions for performance testing specimens
should be comparable to those utilized by certified
laboratories.

4. Reports of performance test specimens from the
facility, as well as the certified laboratory, will be
forwarded to the agency which monitors facility
performance, for review and appropriate action.

The monitoring agency should develop appropriate
sanctions for inadequate performance.
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APPENDIX A

GLOSSARY OF TERMS
NIDA CONSENSUS CONFERENCE REPORT

ABCC-T - The American Board for Clinical Chemistry in Toxicology. A
group of competent clinical chemists which establishes qualifications for
clinical chemists who conduct toxicological tests. Clinical chemists who
mect these qualifications and pass a written examination earn the privilege
of identifying themsclves as Diplomates of the Board.

ABFT - The American Board of Forensic Toxicology. A group of
competent  forensic toxicologists which establishes qualifications for
certification in this ficld.  Forensic toxicologists meeting these
qualifications who pass a written examination, earn the privilege of
identifying themselves as diplomats and using the acronym DABFT as a
means of identifying achievement of this status.

Aberrant Results - Analytical results which deviate from a normal or usual
trend. These are not necessarily false results but may indicate a quantity
of drug much greater or less than that reported by other laboratories.

Accessioning - A process by which a laboratory receives, identifies, and
properly removes a portion of a specimen for testing while maintaining
the true identity of the specimen.

Accrediting Agencies - Organizations, either public or private, professional
socictics or government agencies, which establish standards for certain
operations, select applicants who wish to become accredited and examine
them by a varicty of methods to determine whether the minimum standards
are mct or exceeded. Accrediting agencics may also revoke accreditation
if minimum standards are not maintained.

Accuracy - The closeness with which results agree with a known true value
of the quantity being measured.

Agency - An organization, or administrative office, which is empowered
to act for another, usually with specific functions.

Aliquot - A portion of a specimen or sample used for testing,

Amphetamines - A term gencrally used to include amphetamine and
methamphetamine.  Other phenethylamines, not all of which are abused,
may cross-react with some antibodies used in immunoassay test Kits and
may be included in this group.

d-Amphetamine - Amphctamine is a specific phenethylamine of known
structure which exists in two isomeric forms. The d, or dextro form
(rotates polarized light to the right), is a potent central nervous system
stimulant and is subject to abuse,



I-Amphetamine - The 1, or levo, isomer of amphetamine (rotates polarized
light to the left), is not a potent central nervous system stimulant and is
not subject to abuse,

Analyte - The chemical component being measured in an analysis.
Assay - The measurement of the quantity of a chemical component.

Barbiturates - A class of drugs used in medicine as hypnotic agents to
promote slcep or sedation. Some are also useful in the control of
epilepsy. All are central nervous system depressants and are subject to
abuse. Depending upon their potency they are classified as Schedule 11
or Schedule III drugs.

Batch Reporting - Urinc specimens for drug testing are frequently sent to
the laboratory in groups or "batches.” Test results are gencrally reported
on all specimens in a batch simultaneously, rather than reporting the
negatives first then, after a delay while they are confirmed, reporting the
positive results. Batch reporting improves confidentiality by helping to
avoid identifying those individuals whose test must be confirmed.

Batch Requirement - Sce BATCH REPORTING.

Benzodiazepines - A class of drugs used in medicinc as minor tranquilizers
which are frequently prescried to treat anxicty. They are central nervous
system depressants and are subject to abusc.

Benzoylecgonine - A metabolite of cocaine which is readily excreted in the
urine where its detection implies cocaine use.

Blind Performance Testing - Sce PERFORMANCE TESTING. When
conducted in a blind fashion, the laboratory, and particularly, the analyst,
is not aware that the specimen being tested has been subinitted specifically
to monitor laboratory performance.

Blind Proficiency Testing - See BLIND PERFORMANCE TESTING.

Blind QC - Contro! material which is introduced into a batch of specimens
in such a manner that 1he analyst is unaware that it is not a real specimen.
This is done by the laboratory director or by the quality control supervisor
in order to make surc that the control material is not given special
treatment.

Cannabinoids - The psychoactive substances found in the common hemp
plant, or Cannabis sativa. Most of the psychological effects are produced
Dy delta-9-tetrahydrocannabinol. Tu urine drug testing, the prior use of
cannabinoids is - “tablished by the detection of metabolites of car nabinoids.
These are generally inactive but are present in greater quantities. The most
abundant metabolite is 11-nor-delta-9-tetrahydrocannabinol-9-carboxylic acic,
sometimes referred to as 9-carboxy-THC, toward which most immunoassays
and confirmation procedurcs are directed.
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Certified Copy - A copy of a document (NOT the original), such as a
laboratory report or chain of custody form, which is attested as being a
true copy by a responsible official.

Certified Laboratory - A laboratory which has met certain minimum
performance standards set by an accrediting agency, and has received a
certificate to verify this fact.

Certified Reference Material - A material or substance or drug, one or
more of whose property values are certified by a valid procedure, or
accompanied by, or tsaceable to, a certificate or other documentation
which is issued by a certifying body.

Certifying Official - The individual who reviews all test results, quality
control results and other appropriate data relating to testing a specific
specimen and, if acceptable, certifies in writing that the test result is
correct.

Chain-of-Custody - Procedures to account for the integrity of each urine
specimen, or aliquot thereof, by tracking its handling and storage from
point of specimen collection to the final disposition of the specimen.
Documentation of this process must include the date and purpose each
time a specimen or aliquot is handled or transferred and identification of
each individual in the chain of custody.

Challenge - A urine specimen submitted to a laboratory as part of a
Performance Testing program,

Chromatography - Any of 1 variety of techniques used to scparate raixtures
of drugs and their mectabolites and other chemicals into individual
components based on differences in their relative affinities for two different
media: a mobile phase and a stationary phase. In gas chromatography, the
mobile phase is an inert gas such as nitrogen or helium and the stationary
phase is a high-boiling liquid bound to fine particles packed in a glass
column, or bound to the inner surface of a glass capillary column,

Cocaine - An alkaloid, methylbenzoylecgonine, obtained from the leaves
of the coca tree (Erythroxylon sp.). It is a central nervous system stimulant
that produces euphoric excitcment; abuse and dependence constitute a
major drug problem. It is used as the hydrochloride salt as well as the
free base.

Coeflicient of Variation - The relative standard deviation or the standard
deviation expressed as a percentage of the mean. The coefficient of
variation (cv) is commonly used as a measure of precision for laboratory
procedures.

Collection Site - A place designated where individuals present themselves
for the purpose of providing a specimen of their urine to be analyzed for
the prescnce of drugs.
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Confirmation - The process of using a second analytical procedure to
identify the presence of a specific drug or metabolite which is independent
of the initial test and which uses a different technique and chemical
principle from that of the initial test in order to ensure reliability and
accuracy.

Creatinine - A substance formed by the spontaneous breakdown, in the
body, of phosphocreatine and is excreted in the urine. The rate of
creatinine excretion is a function of body muscle mass and is relatively
constant but dependent on the health, sex and age of the individual.

Cross Reactivity - The degree to which an antibody interacts with antigens
other than the one used to produce the antibody. This is a property of
nearly all naturally derived antibodies.

Cut Off - The defined concentration of analyte in a specimen at or above
which the test is called positive and below which it is called negative. (See
THRESHOLD) This concentration is usually significantly greater than the
sensitivity of the assay ( See SENSITIVITY and LIMIT OF
DETECTION).

DABFT - SEE ABFT.
Delta-9-THC Acid - See CANNABINOIDS,

I.Desoxyephedrine - The levo isomer of desoxyephedrine which is another
name for methamphetamine. The 1 isomer is used as a nasal decongestant
in inhalers available for purchase without a prescription. It has little, if
any, abuse potential but may give a positive test result with some
immunoassay antibodies. Special procedures must be used during
confirmation by GCMS in order to avoid confusion with
d-desoxyephedrine or methamphetamine.

Deterrent Pregram - A program, such as a urine drug testing program,
which has as its goal to deter individuals from the abuse of drugs.

Documentation - A printed or written record retained as support or proof
of claims made in reporting test results or in the laboratory certification
process.

Drug Challenge - See CHALLENGE.

Drug Metabolite - A modificd form, or degradation product of a drug
produced by a metabolic process.

EAP - Scc EMPLOYEE ASSISTANCE PROGR AM.

Electronic Bulletin Board - A networking system which enables computcr
operators to rapidly conmunicate by means of personal computers with
other opcrators having access to the same "bulletin board."  Access
gencrally requires the use of a password but may not be sufficiently secure
to ensure confidentiality.

H¢ A-4



Employee Assistance Program - A program designed to assist employees
with drug abuse, or other problems by means of counseling, trcatment or
referral to more specific centers.

Ethy! Alcohol - Ethanol, or C;H;OH, the member of the alcohol series of
chemicals which is used in alcoholic beverages. It is less toxic than other
members of this series, but it is a central nervous system depressant and
has a high abuse potential.

False Negative - A test result which states that no drug is present when,
in fact, a tested drug or metabolite is present in an amount greater than
the threshold or cut-off amount.

False Positive - A test result which states that a drug or metabolite is
present when, in fact, the drug or metabolite is not present or is in an
amount less than the threshold or cut-off value.

FDA Accepted Screening Assay - Test kits designed to be used on body
fluids for diagnostic purposes must be approved by the FDA for
commercial distribution and used according to the manufacturer’s
instructions.

For-Cause Testing - Urine drug testing of an employee or subject who
shows behavioral changes or other evidence of probable drug usc.

Forensic - Suitable for a court of law or public debate or argument.

Fortified Samples - Urinc or other specimens to which drugs or
mctaboliles have been added in addition to what may already be present.

GC-MS - An abbreviation for the instrumental technique w .ich couples
the powerful scparation potential of gas chromatography with the specific
characterization ability of mass spectroscopy.

Guidelines - Standards by which a policy or course of action is dctermined.
In urinc drug testing, this term generally refers to the Mandatory
Guidelines for Federal Workplace Drug Testing Programs as published in
the Federal Register, volume 53, Number 69, pp 11970-11989, April 11,
1988,

Immunoassay - The mcasurement of an antigen-antibody interaction
utilizing such procedures as immunofluorescence, radioimmunoassay,
cnzyme immunoassay or other nonradioisotopic techniques.  In drug
testing, the antigen is a drug or metabolite and its corresponding labeled
analog; the antibody is a protein grown in an animal and directed towards
a specific drug, metabolite or group of similar compounds.

Initinl Testing Procedures - Thc initial test, or screcning test, is used to
identify thosc specimens which are negative for the presence of drugs or
their metabolites. These specimens need no further examination and nced
not undergo a more costly confirmation test.

;1
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d-, I-Isomer Issue - Many drugs exist in more than one isomeric form.
Optical isomers are identical except that their functional groups are
oriented in spuce differently. They are frequently described as mirror
ima%es of each other and rotate polarized light in opposite directions (See
AMPHETAMINE). Generally only one isomer is active and exhibits a
potential for abuse. Since most immunoassays fail to discriminate between
these isomers, the confirmation test must do so which may require a
procedure other than GC-MS.

Limit of Detection - The minimum amount of an analyte which can be
detected with confidence by a testing procedure.

Limit of Quantification - The minimum amount of an analyte which can
be quantified by a testing procedure, while conforming to the required
coefficient of variation of the procedure.

Linearity - A straight-line relationship between analyte concentrations and
the instrument response, in which a change in concentration causes a
proportional change in the response.

Mass Spectrometry - Analysis using an analytical instrument that provides
accurate information about the molecular mass and structure of complex
molecules. This technique can identify and quantify extremely small
amounts of drugs or metabolites by their mass-fragment spectrum.

Mean Result - If replicate analyses arc conducted on a specimen, the sum
of all of the quantitative results divided by the number of replicate
analyses gives the mean result.

Medical Review Officer - A licensed physician responsible for receiving
laboratory results generated by a drug testing program who has knowledge
of substance abuse disorders and has appropriate medical training to
interpret and evaluate an individual’s positive test result together with his
or her medical history and any other relevant biomedical information.

Methadone - A synthetic opiate with action similar to that of morphine
and heroin except that withdrawal is morc prolonged and less severe. It
is used in methadone maintenance programs as a substitute for heroin in
the treatment of addicts.

d-Methamphetamine - The optical isomer of methamphetamine
(desoxyephedrine) which rotates polarized light to the right (dextro) and
is the active isomer. It is a central nervous system stimulant and has a
strong potential for abuse. Recently it appears to be gaining popularity
for illicit use in the form of "ice."”

Methaqualone - A hypnotic drug unrclated to the barbiturates but used
as a sedative and sleeping aid. Formerly it was a widcly abused drug but
seems to be less popular in recent years. It is also known by its trade
name Quaalude.
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Minimum Performance Criteria - Although the HHS Guidelines and
standards set by other certifying agencies are criticized, at times, for their
detail and rigor, laboratories which achieve certification are identified as
having met the minimum gerformance criteria of the certifying agency and
may, in fact, mect sclf-imposed criteria of a higher standard.

Monitoring - To check constantly on the accuracy and general performance
of a laboratory, instrument or analyst.

NIDA - The National Institute on Drug Abuse.

NIST - The National Institute of Standards and Technology (formerly the
National Bureau of Standards).

Non-Contact Positive - When a medical review officer receives a positive
test result, extensive cfforts are made to centact the employce before
reporting the result. If it is not possible to contact the employee, the
result will be reported to the cmployer as a "non-contact positive" result,

On-Site Screening - In those situations in which it is desirable to learn
urine drug test results quickly, the preliminary immunoassay screening test
may be conducted at the worksite.

Open Performance Testing - Performance testing which is done with the
knowledge of the analyst (see PERFORMANCE TESTING).

Open Proficiency Testing - Scc OPEN PERFORMANCE TESTING.

Open QC Program - A quality control program designed by the quality
control supcrvisor or responsible person which is known to the analysts
and technologists and is implemented to detect the random and systematic
errors which may occur throughout the drug testing process.

Opiate - A term used to designate drugs derived from opium such as
morphine and codeine, together with the semisynthetic congeners such as
heroin. Immunoassay kits for opiates arc generally dirccted to detect
morphinc but crossreact with other opiates as well,

Osteopathy - A branch of medicine that utilizes a system of therapy based
on accepted medical practices and emphasizes the importance of normal
body mechanisms and manipulations to detect and treat discasce.

Oversight Inspection Team - A group of cxperienced individuals who
monitor the performance of on-site screcning laboratorics.

Passive Inhalation - The innocent exposure of non-smoking subjects to
side-strcam smoke from active smokers, thereby raising the possibility that
a non-user of marijuana may test positive for mctabolites of
delta-9-tetrahydrocannabinol.
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Peer Review Committee - A committee made up of individuals with similar
training and experience to that of a Responsible Person, to review the
performance of the Responsible Person or the laboratory under the
direction of a Responsible Person.

Performance Testing - A program designed to monitor the analytical
accuracy and precision of a drug testing laboratory. This is done by
periodically submitting challenges of human urine fortified with drugs or
metabolites of drugs to the laboratories being monitored. Test results
must conform to predetermined limits of accuracy and precision when
compared to the test results of reference laboratories or to the mean result
of all participating laboratories.

pll - The ncgative logarithm of the hydrogen ion activity in solution.
This is a measure of acidity of a specimen. The lower the number, the
more acidic is the specimen. The pH of random urine may range between
4.5 and 8 pH units.

Phencyclidine - One of the most dangerous of the hallucinogenic, illicit
drugs, most often referred to as PCP. Psychotic reactions such as extreme
anxiety or panic and hypertensive crisis and scizures are common; many
fatalities have occurred through its abuse.

Precision - A mecasurement of the agrecment between repeated
mecasurcments. The standard deviation, variance or coefficient of variation
may be used as a measure of precision.

Pre-Employment Testing - The widespread practice of conducting urine
drug testing on applicants for jobs in order to minimize the likelihood of
employing a drug abusecr.

Presumptive Positive - A positive screening or immunoassay test is
presumptive and then should be confirmed by a different, more specific
test.

Primary Standard - A reference matcrial or, better, a certificd reference
material upon which a test procedure is based.

Probation - The time during which a certificd laboratory is given an
opportunity for informal review of procedures suspected of being in
violation of certification criteria which could lead to suspension or
revocation of the laboratory’s certification.

PT Program - Scc PERFORMANCE TESTING.

Qualitative Analysis - Relating to a test or measurement that determines
the presence or absence nf specific drugs or metabolites in the specimen.

Quality Assurance - A program by which good technical procedures are
provided to ensure good quality laboratory scrvices. These procedures
include pre-analytical conditions and variables, analytical vaiiables and
control of the analytical quality by statistical mcthods.
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Quality Control - A system instituted to maintain the output of a technical
operation at a level that has been established as acceptable. It invelves
the setting of quality standards, continual appraisal of conformance to
these standards, and, in the absence of conformance, taking corrective
action to establish or maintain the predetermined levels of performance.
Both intra- and interlaboratory quality control (QC) are utilized.

Quantitative Analysis - The accurate determination of the quantity of drug
or metabolite present in a specimen.

Racemic - A mixture of two, mirror image, optical isomers of a drug or
metab_lite resulting in optical inactivity of the mixture.

Random Testing - Unannounced, random selection of candidates to be
tested.

Real Samples - Urine specimens collected from real subjects for testing
purposes in contrast to open or blind PT specimens, control specimens,
calibrators, etc.

Reanalysis - A specimen which is taken from storage for a repcat analysis
by request of the medical review officer or because of a legal challenge.

Reference Group - A group of laboratories testing the same PT specimens
in order to establish the mean concentration of analyte.

Remedial Action - a) Action taken by a laboratory to correct a deficiency
observed during an inspection. b) Action taken by an analyst to correct
an assay procedure when a control specimen is found to be out of control.

Responsible Person - A responsible person is an individual with defined
qualifications who assumes professional, organizational, educational and,
administrative responsibility for the laboratory’s urine drug testing facility.

Revocation of Certification - A certified laboratory may have its
certification revoked if such a step is necessary to ensure full reliability
and accuracy of drug tests and the accurate reporting of drug tests, The
factors to consider prior to revocation are variable as are the period and
terms of the revocation,

Safety Sensitive Positions - Occupational positions which arc deemed
acutely sensitive to safety considerations such as airline pilots, nuclear
reactor operators, train crews, etc.



Schedule 1 Drugs - Refers to drugs in Schedule II of the Controllcd
Substance Act which have a high potential for abuse with severe liability
to cause psychic or physical dependence, but have some approved medical
use.

Scientific Director - The person responsible for the technical operation of
the laboratory. This individual must be knowledgeable in QC procedures
and appropriate remedial action, analytical procedures and all aspects of
the testing process.

Screening - Sce INITIAL TESTING PROCEDURES.

Security - The process by which specimens are protected from tampering,
conta.nination and mix-up while maintaining confidcntiality of the iest
results. The process should be organized in such a way that unauthorized
persons do not have access to specimens and any breach of security is
immediately recognizable.

Sensitivity - The smallcst concentration of a drug or metabolite which can
be reliably dctected by a particular assay method (See LIMIT OF
DETECTION).

Specific Gravity - The ratio of the density of urine to the density of water
at a specified temperature. The specific gravity of random urine specimens
ranges between 1.002 and 1.030 at body temperature, depending on fluid
intake.

Specificity - The ability of a particular test to identify a drug or metabolite
without interference or cross reactions.

Specimen - The entire quantity of material (e.g., urine, blood) collected
for analysis.

Split Specimen - The practice of dividing a urine specimen into two
portions, one of which may be submitted for analysis and the other
preserved by freezing for the confirmation analysis or reanalysis.

Substance Abuse Assessment - A medical and psychological review and
examination of a subject to determine the extent, if any, of chemical
dependency (Sce EAP).

Survey - A cycle of PT challenges.
Suspension of Certification - If revocation of a laboratory’s certification is
contemplated and immediate action is decmed nccessary, suspending the

laboratory’s certification may be instituted until certification is reinstituted
or revoked.
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Target Value - The amount of analyte weighed into a specimen during the
preparation of a PT specimen which results in an intended concentration.
The concentration is confirmed by analysis in a reference laboratory. (See
VERIFIED DRUG CONCENTRATION.)

Team Leader - The designated leader of a team of laboratory inspectors.

Testing Cycle - The time during which a group of PT challenges are
submitted and processed by a laboratory.

Testing Protocol - The standard operating procedure (SOP) by which a
laboratory conducts a specific drug analysis,

THC - Delta-9-tetrahydrocannabinol, the most active cannabinoid (See
CANNABINOIDS).

Threshold - See CUT-OFF.

Turnaround Time - The amount of time between receiving a specimen
and reperting the test result.

Validation - The process by which an analytical technique is proven as to
its accuracy, precision, sensitivity, linearity and selectivity.

Verified Drug Concentration - The confirmation that a target value has
been achieved in preparing PT specimens, calibrators or blind controls.
This is generally done by careful analyses by reference laboratories.

Volatile Solvents - Low boiling liquids which evaporate rapidly. The fumes

from these solvents may be inhaled deliberately by individuals who have
developed a dependency to these chemical substances.
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Specimen_Collection Working Group
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Alan Jones, Ph.D,
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MRO Issues Working Group
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Subpart A—General
L1 Applicahinty.

(1) These mandatory goidelines apply
to:

(1) Executive Agencies as defined in 5
U.5.C. 105:

{2} The Uniformed Services, as
defined in 5 US.C, 2101 (3) (bot
excluding the Armed Forces as defined
in 5 U.S.C. 2101(2)});

{3] And any other employing unit or
anthurity of the Federal Government
except the United States Poatal Service,
the Postal Rate Commission, and
employing unite or autherities in the
Judicial and Legislative Branches.

{b) Any ugency or component ot an
agency with a drug testing program in
exigtence as of September 15, 1966, and
the: Departments of Transportation and
Unergy shall take such action as may be
necessary ta ensure that the agency ig
brought into compliance with these
Guidelines no lnter than 90 days after
they tuke effect, except that any judicial
challenge that affects these Guidelines
shall not affect drug testing programs
subject to this paragraph,

(¢) Except as provided in 2.8, Subpart
C of these Guidelines (which establishes
laboratory certificition standards)
applies ) any laboratory which hus or
seeks certification to perform urine drug
testing for Federal agencies under o drig
testing program conducted unrer F.Q).
12564, Only laboratones certified under
these standards are authorized to
perform urine drug testing for Federal
agencies,

- -
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{d) The Intelence Comninity w5
defined by Execative Qrder No. 12332
shall be subyect to these Guidelives only
to the axtent agreed 1o by the head of
the affected wgency.

{1*) These Guidelines do not wpply 1
diig testing cond-eted under legal
authority ether than E.O 12561,
including testing of persons in the
criminai jusiice system, sw h as
arrestess, detainees, prabationers,
incarcerated persnng, ar paraices,

1Y Agencies may not deviste from the
pravisions of these Guid: lines without
the wntt . approval of the Secratary In
requesting approval for a devistion, an
agency must petitian the Secretary in
writing aad descritiv the spag
provision or provisions for which a
deviation is sought and the rationale
therefur. The Secretary may approve the
reqoest upon o finding of good conse ag
determined by the Secretary

1.2 Definitions.

Far purpuses of these Guidelines the
following definitions are adnpted:

Aligaot A portion of 4 specimen used
for testing.

Chain of Custody Procedurus to
sccount for the integrity of envh urine
specimen by tracking its handling and
storage from point of specimen
rollection to final disposition of the
specimen. These procedures shall
require thut un approved agency chain
of custody forni be used from time of
collection to receipt by the lnhoratory
and that upon receipt of the lahoratory
an appropriate laboratory chain of
custody form(s} account for the sample
or sample aliqunts within the laboratory.
Chair of costody forms shall. at a
minimuny, include an entry documenting
date and purpose cach time a specimen
or aliguot is handled or transferced and
identifying every individual in the chain
of custody.

Collection Site A place design ted by
the agency where individuals pregant
themsrelves for the purpose of providing
a specimen of their wone to be analyaed
for the presence of drugs.

Collection Stte Person A person who
instructs and assists indwviduals at a
collection site and who rereives and
makes an initial exanination of the
urine gpecimen provided hy those
individnals. A collection ite person
shall have suceessfully completed
trainmng to carry out this funchion

Confirmatury Test A aeoupd
analytical procedure to dencfy the
vresenee of a specifie drug or ne tubolite
which is independent of the initiol test
and which usea a diffrrent tedhnigue
und chemical principle from that of the
intitial teat in order Lo ensire relighility
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and accuracy. {A! this time gus
chromatography/mass spectrometry
{GC/MS) is the only authorized
confirmation method for cocaine,
marijuana, opiales, amphetamines, and
phencyclidine.)

Initial Test (also known us Screening
Test) An immunossay screen to
eliminate "negative” v..ne specimens
from further consideration,

Medical Review Officer A livensed
physician responsible for receiving
laborutory results generated by an
agency's drug testing program who has
knowledge of suhstance abuse disorders
and has appropriate medical training to
interpret and evaluate an individual's
positive test result together with his or
her medical history and any other
relevant biomedical information.

Permanent Record Book A
permanently bound book In which
identifying data on each specinien
collected at a collection site are
permanently recorded in the sequence of
collection.

Reason to Believe Reason to believe
that a particular individug! may alter or
substitute the urine specimen as
provided in section 4(c) of E.O. 12564,

Secretary The Secretary of Health and
Human Services or the Secretary's
designee. The Secretary's designee may
be contractor or other recognized
organization which acts on behalf of the
Secretary in implementing these
Guidelines.

1.3 Future Revisions.

Itt order to ensure the full relialility
und accuracy of drug assays. the
ac.urate reporting of test results, and
the integrity and effi.acy of Federal drug
testing programs, the Sectelisry may
make changes to these Guidehines to
reflect improvements io the available
acience and technology. These changes
will be published in final as i notice in
the ‘ederal Register.

Subpart B—Scientific and Technical
Requirements

21 The Drugs.

(a) The President’s Executive Order
12904 defines “illegal dmgs™ as thase
meluded in Schedule For 11 of the
Cuntrolled Substances Act (CSA) but
not when used pursnant ta e vabd
preseription o when ased as otherwise
authorized by low Houdreds of dings
wre cavered under Sehedule Fand [ and
while it s not Feasibte tn test rontioely
te wll of them. Federal drug testing
progrems shall test for drgs as follows.

(1) Federal agerey appheant wnd
random diug Vesling proguans hall at a
minimum test for marijuana and
vocgine:

Q
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{2) Federal agency applicant and
random drug lesting programs are ulso
authorized to test for opiates,
amphetaniines, and phencyclidine; and

{3) When conducting reasonable
suspicion, accident, or unsafe practice
testing. a Federal agency may test for
any drug listed in Schedule L or I of the
CSA.

{b) Any agency covered by these
guidelines shall petition the Secretary in
writing for approval to include in its
testing protocols any drugs (or classes of
drugs) not listed for Federal agency
testing in paragraph (a) of this section,
Such approval shall be limited to the use
of the appropriute science and
technology and shall not otherwise limit
agency discretion to test for any drugs
covered under Schedule Tor 1f of the
CSA.

{¢) Urine specimens collected
pursuant to Executive Order 12584, Pub.
I.. 100-71. und these Guidelines shall be
used only to test for those drugs
included in ngency drug-free workplace
plians and may not be used to conduct
any other analysis or test unless
otherwise authorized by law.

(d) These Guidelines are not intended
to limit any agency which is specifically
authorized by law to include additional
categories of drigs in the drog testing of
its own employees or employees in its
regulated industries.

2.2 Specimen Collection Procedures.

{a] Designation of Collection Site.
Each agency drug lesting program shall
have one or more designated collection
sites which have all necessary
personnel, matenials, equipment,
facilities, and supervision to provide for
the collection, security, temporary
storage. and shipping or transportation
of arine specimens to a certified drug
testing laboratary.

{h) Security Procedures shall provide
for the designated collection site to be
secure. I a collection site Facility is
dedicated solely to nring collection, it
shall be secare atull imes. 1Fa facility
camiol be deditated solely to drug
testing, the portion of the faelity psed
for testing shall be seawed during drug
testing.

(v} Chain of Custody. Chain of
custody standardized forms shall be
properly eaecoted by authorized
collection site persomel upon ceceipt of
speamnens. Handlmg and transportation
of urine specimens f-om one anthonzed
individval or place o arther shall
always be accomphshed through chain
of custody procedures kyvery effort shall
he made to mimmize the numbher ol
petsnns hadling specimens.

() Aceess tov Nuthorized Personnel
Only No unauthorized personnel shall

-3

94

be pertnitted in any part of the
designated collection site when urine
specimens are collected or stored.

(¢} Privacy. Procedures for collecting
urine specimens shall allow individual
privacy unless there is reason to believe
that a particular individual may alter or
substitute the specimen to be provided.

{f) Integrity and Identity of Specimen.
Agencies shall take precautions to
ensure that a urine specimen not be
adulterated or diluted during the
collection procedure and that
information on the urine bottle and in
the record bnok can identify the
individual from whom the specimen was
collected. The following minimum
precautions shall be taken to ensure that
unadulterated specimens are obtained
und correctly identified:

{1) To deter the dilution of “pecimens
at the collection site, toilet  .1ng agents
shudl be placed in toilet tanks wherever
pussible, so the reservoir of water in the
toilet buw! always remains blue. There
shall be no other source of water {e.g.,
no shower or sink) in the enclosure
where urination occurs,

{2) When an individual arrives at the
collection site, the collection site person
shall request the individual to present
photo identification. If the individual
does not have proper photo
identification, the collection site person
shi! contact the supervisor of the
indivinual, the coordinator of the drug
testing program, or any other agency
officiat who can positively identify the
individual. If the individual's identity
cannot be established, the collection site
person shall not proceed with the
collection.

(3) If the individual fils to arrive at
the assigned time, the collection site
person shall contact the appropriate
antharity to obtain guidance on the
action to be taken.

(4) The colleetion site person shall ask
the individual to remove any
unnecessiry ovler garments such a8 a
coat or jacket that might concead items
or substinces that coutd he used to
tumper with or adalterite the
individual's uriae specimen. The
collection site person shall ensure that
all personal belongings such as a purse
or hriefense remain with the outer
garments. The individual may retain his
or her wallet.

15) The individual shall be instrocted
to wash and dry his or her hands prior
{o urmation.

{6) After washing hands, the
individual shdl remiin in the presence
of the collection site person and shall
not have aceess to uny waler fountuin,
fiucet, sonp dispenser, cleaning agent or
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any other materials which could be used
to adulterate the specimen,

(7) The individual may provide his/
her specimen in the privacy of a stall or
otherwise partitioned area that allows
for individual privacy.

(8) The collection site person shall
note any unusual behavior or
appearance in the permanent record
book.

(9) In the exceptlional event that an
agency-designated collectiun site is not
accessible and there is an immediate
requirement for specimen collection
(e.g.. an acciden! investigation), a public
rest room may be used according to the
following procedures: A collection site
person of the same gender as the
individual shall accompany the
individual into tne public rest room
which shall be made secure during the
coliection procedure. If possible. a toilet
bluing agent shall be placed in the bow!
and any accessihle loilet tank. The
collection site person shall remain in the
rest room, but outside the stall, until the
apecimen is collected. If no bluing agent
is available o deter specimen dilution,
the collection site person shall instruct
the individual not to flush the toilet until
the specimen is delivered to the
collection site person. After the
collection site person has pussession of
the specimen, the individual will be
instructed to flusk the toilet and to
participate with the collection site
person in completing the chain of
custody procedures.

(10) Upon receiving the specimen from
the individual, the collection site person
shall determine that it cantains at least
60 milliliters of urine. If there is less than
60 milliliters of urine in the container,
additional urine shall be collected in a
separale container tu reach a total of 60
nulliliters. (The temperature of the
partial specinien in each separate
contiiner shall be measured in
accordanee with paragraph (1{12) of this
section, and the partial specimens shall
be combined in one container.) The
individual may he given a reasonable
amount uf liquid ta drink for this
putpose (e.g., o glass of water). If the
mdividual fails for any reason to
provide 60 milliliters of nrine, the
collechon site person shall contact the
appropriate authonty to nhtain guidance
on the action to be teken

(11) After the specimen has been
provided and submitted to the collection
site pe son, the individual shall he
allowed to wash his or her hands.

(12) fmuinediately after the specimen s
collected. the collection site person shall
measure the temperature of the
sprecimen. The temperature measurmg
deviee used must accurately reflest the
temperature of the specimen and not
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contaminate the specimen. The time
from urination to temperature
measurement i critical and in no case
shall exceed 4 minutes.

(13) If the temperature of a specimen
is outside the range of 32.5°-37.7°C/
90.5'-99.8°F, that is & reason to believe
that the individual may have altered or
substituted the specimen. and anuther
specimen shall be collected under direct
observation of a sane gender collection
site person and both specimens shall be
forwatrded to the laboratory for testing.
An individual may volunteer to have his
or her oral temperature taken to provide
evidence to counter the reason to
believe the individual may have altered
or substituted the specimen caused by
the specimen’s temperature falling
outside the prescribed range.

(14) Immediately after the specimen is
collected, the collection site person shall
u#lso inspect the specimen to determine
its color and look for uny signs of
contaminants. Any unusual findings
shali be noted in the permanent record
boak.

(15) All specimens suspected of being
adulterated shall be forwarded to the
laboratory for testing.

(18) Whenever there is reason to
believe that a particular individual may
alter or substitute the specimen to he
provided, a second specimen shall be
ohtained as suon us possible under the
direct observation of & same gender
collection site person.

{17) Both the individual being tested
und the collection site person shall keep
the specimen in view at ull times prior to
its being sealed and labeled. If the
specimen is transferred to a second
bottle, the collection site person shall
request the individual to observe the
transfer of the specimen and the
placement of the tamperproof seal over
the bottle cap and down the Lides of the
bottle.

(18) The collection site person and the
individual shall be present at the same
time during procedures outlined in
paragraphs (N({19)-({22) of this section.

(19) The collection site person shall
plare securely on the bottle an
identification Lbel which contains the
date, the individual's specinen numnber,
and any other identifying infarmation
provided or required by the agency.

{20) The individual shall imtial the
identification label on the specimen
bottle for the purpuse of certifying that it
is the specinten collected from him or
her.

(21) The callection site person shall
enterin the permanent record hook all
information identifying the specimen.
‘The collection site person shall sign the
permanent record hook next to the
identifying information.
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(22) The individual shall be asked to
read and sign a statement in the
permanent record book certifying that
the specimen identified as having heen
collected from him or her is in fact that
specimen he or she provided.

(23) A higher level supervisor shall
review and concur in advance with any
decision by a collection site person to
obitain a specimen under the direct
observatiun of a same gender cotlection
site person based on a reason to believe
that the individual may alter ur
substitute the specimen to be pravided.

{24) The collection site person shall
complete the chain of custody form.

(25) The urine specinen and chain ol
custudy form are now ready for
shipment, If the specimen is not
immediately prepared for shipment, it
shall be appropriately safeguarded
during temporary storage.

(26) While any part of the above
¢hain of custody procedures is heing
performed, it is essential that the urine
sprcimen and costody documents be
under the contrul of the involved
collection site person. If the involved
collection site persan leaves his or her
waork station monientarily, the specimen
and custody form shall be taken with
him or her or shall be secured. After the
collection site person returns to the
work station, the custody process will
continue. i the collection sie person is
leaving for an extended period of tine.
the specimen shall be packaged for
mailing before he or she leaves the site.

{e) Collection Contral. To the
maximum extent possible, collecion site
personnel shall keep the individual's
specimen bottle within sight hoth hefore
and after the mdividaal has vrinated.
After the specimen is colle cted. it shall
bie properly sealed and lubeled. An
approved chain of custody forra shall be
used for maintaining control and
acconntability of ecach speamen from
the point of collechan to final
disposition of the specimen. The dite
and purpose shall be tlocumented on an
approved chan ol custndy form each
tine a specimen s handled or
transferred and everv iadwidual i the
cham shall bedentlied. Every offort
shall be made to mimmize the nuinber of
persons handling specinens.

(0] Transportation o La'wsrciony
Collection site personnel shall arvisnge
ta ship the collected specimens to the
diug Testing lahoddory. the speamens
shali be placed i eontainers designed to
nunurize the poss.nhity of durmage
dunng sbapment. for exanple. spocineen
boxes of padided manlars, and those
containers shall be securedy sealed to
ehmmnate the possibilty of nndetected
tumperng. On the tape sealing the
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container, the collection site supervisor
shall sign and enler the data specimens
were sealed in the containers for
shipment. The collection site personnel
shull ensure thut the chain of custody
documentation is attached to each
contsiner sealed for shipment to the
drug testi. g luboratory.

2.3 Leboratory Personnel,

{a) Day-to-Day Management.

{1) The laboratory shall have a
qualified individual to assume
prolessional, organizational.
vducational. and administrative
responsibility for the laboratory’'s urine
drug testing facility.

(2) This individual shall have
ducuniented scientific yualifications in
analytical forensic toxicology. Minimum
qualifications are:

(i) Certification as a laburatory
director by the State in forensic or
clinical laburatory toxicology: or

(ii) A Ph.D. in one of the natural
sciences with an adequate
undergraduate and graduate education
in biology. chemistry. and pharmacology
or toxicology. or

(ili) Training and experience
comparable to a Ph.D. in one of the
natural sciences, such as a medical or
scientific degree with additional training
und laborutory/research experience in
biology, chemistry. and pharmacology or
toxicology: and

(iv) In addition to the requirements in
(1), (ii)s and (iii) above, minimum
qualifications :!.0 require;

(A) Apprupri -(e experience in
unalytical forensic toxicology including
experience with the analysis of
biological material for drugs of abuse,
and

{B) Appropriate training and/or
experience in forensic applications of
analytical toxicology. e.g.. publications,
courl! testimony. research concerning
analytical toxicology of drugs of abuse.
or other factors which qualify the
individua! a8 an expert witness in
furensic toxicnlogy.

{3) This individual shall be engaged in
ind responsible for the day-to-day
management of the drug testing
luboratory even where nnother
individuul has overall responsibility for
an entire multispecialty laboratory.

(4} This individual shall be
respunsible for ensuring that there are
enough personnel with adequate
training and experience to supervise and
conduct the work of the drug testing
labotatory. 1e ur she shall assure the
continued compr:tency of laboratory
personnel by documenting their
inservice traning, reviewing their work
preriormance, and verifying their skills,

Q
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(5) This individual shall be
responsihle for tha laboratory's having a
procedure manual which is complete,
up-to-date, available for personnel
performing tests. and followed by those
personnel. The procedure manual shall
be reviewed, signed. and dated by this
responsible individual whenever
procedures are first placed into use or
changed or when a new individual
assumes responsibility for management
of the drug testing laboratory. Copies of
ull procedures and dates on which they
are in effect shall be maintained.
(Specific contents of the procedure
manual are described in 2.4(n){1).)

(8) This individual shall be
responsible for maintaining a quality
assurance program to assure the proper
performance and reporting of all test
results: for maintaining acceptable
analytical performance for all controls
and standards; for maintaining quality
control lesting: and for assuring and
documenting the validity, reliability.
accuracy. precision. and performance
characteristics of each test and test
system.

{?) This individual shall be
responsible for taking all remedial
actions necessary to maintain
salisfactory operation and performance
of the laboratory in ruaponse to quality
control systems not being within
performance specifications, errors in
result reporting or in analysis of
performance testing results. This
individual shall ensure that sample
results are not reported unti all
corrective actions have been taken and
he or she can assure that the tests
results provided are accurate and
reliable.

(b} Test Validation. The laboratory’s
urine drug testing facility shall have a
qualified individual({s) who reviews all
pertinent data and quality control
results in order to attest to the validity
of the luboratory's test reports. A
laboratory may designate more than one
person to perform this function. This
individual(s) may be any employee who
is qualified to be responaible for day-to-
day management or operation of the
drug testing laboratory.

{c) Day-to-Day Operations and
Supervision of Annlysts. The
laboratory‘s urine drug testing facility
shall have an individual to be
responsible for day-to-day operations
and to supervise the technical analysts.
This individual(s) shall have at least a
buachelor's degree inn the chemical or
biological sciences or medica}
technology or equivalent. He or she
shall have training and experience in the
theory and practice of the procedures
used in the laboratory. resulting in his or
her thorough understanding of quality

3O
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control practices and procedures; the
teview, interpretation, and reporting of
test results; maintenance of chain of
custody: and proper remedial actions to
be taken in response to test systems
being out of control limits or detecting
aberrant test or quality contro! results.

{d) Other Personnel. Other
technicians or nontechnical staff shall
have the necessary training and skills
for the tasks assigned.

(e} Training. The labosatory's urine
drug testing program shall make
available continuing education programs
to meet the needa of laboratory
personnel.

(f] Files. Luboratory personnel files
shall include: resume of training and
experience: certification or license. if
any; references; job descriptions:
records of performance evaluation and
advancement; incident reports: and
results of tests which establish
employee competency for the position
he or she holds. such as a test for color
blindness, if appropriate.

-2.4 Laboratory Analysis Procedures.

(a) Security and Chain af Custady. (1)
Drug testing laboratories shali be securc
at all times. They shall have in place
sufficient security measures to control
access to the premises and lo ensure
that no unauthorized personnel handle
specimens or gain acceas to the
laboratory processes or to areas where
records are stored. Arcess to these
secured areas shall be limited to
specifically authorized individuals
whose authorization is documented.
With the exception of personnel
authorized to conduct inspections on
behalf of Federal agencies for which the
laboratory is engaged in urine testing o’
on behalf of the Secretary. all authorized
visitors and maintenance and service
persunnel shall be escorted at all tiries.
Documentation of individuals accessing
these areas. dates, and time of entry and
purpose of entry must be maintained.

{2) Laboratories shall use chain of
custody procedures to maintain control
and accountability of specimens from
receipt through completion of testing.
reporting of results, during storage. and
continuing until final disposition of
specimens. The date and purpose shall
be documented on an appropriate chain
of custody form each time a specimen is
handled or transferred. and every
individual in the chain shall he
identified. Accordingly. authorized
technicians shall be responsible for cach
urine specimen or aliquot in their
pussession and shall sign and complete
chain of custody forms for those
specimens or aliquots as they are
received.
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{b) Receiving. (1) When a shipment of
specimens is received, labnratory
personnel shall inspect each package for
evidence of pouibﬁz tampering and
compare information on specimen
bottles within each package to the
information on the accompanying chain
of custody forms. Any direct evidence of
tampering or discrepancies in the
information on apecimen bottles and the
agency's chain of custody forms
attached to the shipment shall be
immediately reported to the agency and
shall be noted on the faboratory’s chain
of custody form which shall accompany
the specimens while they are in the
laboratory's possession.

(2) Specimen bottles will normally be
retained within the laboratory’s
accession area until all analyses have
been completed. Aliquots and the
laboratory's chain of custody forma
shall be used by laboratory personnel
for conducting initial and confirmatory
tests.

{c) Short-Term Refriyerated Storage.
Specimens that do not receive an initial
test within 7 days of arrival at the
laboratory shall be placed in secure
refrigeration units. Temperatures shall
not exceed 8°C. Emergency power
equipment shall be available in case of
prolo’ ged power failure.

(d) Specimen Processing. Laboratory
facilities for urine drug testing will
normally process apecimens by grouping
them into batches, The number of
specimens in each batch may vary
significantly depending on the size of
the laboratory and its workload. When
conducling either initial or confirmatory
tests. every batch shall contain an
appropriate number of standards for
calibratirg the instrumentation and a
minimum of 10 percent controls. Both
quality control and blind performance
test samples shall appear as ordinary
samples to laboratory analysts.

{e] Initial Test. (1) The initial test
shall use an immunoassay which meets
the requirements of the Food and Drug
Administration for conmercial
distribution. The following initial cutoff
leve's shall be used when screening
speciniens to determine whether they
are negative for these five drugs or
classes of drugs:

frutidl
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level
{ng/ml)
Meruana melabolles .. 100
Cocaine meiatohtey 300
Opate metabolles 1300
Phencychdine 25
Amphetamines 1700

1 25ng/ml d immunoassay specilic fot (ree mor.
phine

Q
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(2) These test levels are subject to
change by the Department of Health and
Human Services as advances in
technology or other considerations
warrant identification of these
substances at other concentrations.
Initial test methods and testing levels for
other drugs shall be subniitted in writing
by the agency for the wri'ten approval
of the Secretary.

{f) Confirmatory Test. (1) All
specimens Identified as positive on the
initial test shall be confirmed using gas
chromatography/mass spectrometry
(GC/MS) \ecfmlq ‘es at the cutoff values
listed in this paragraph for each drug.
All confirmations shall be by
quantitalive analysis. Concenlrations
which exceed the linear region of the
standard curve shall be documented in
the laboratory record as “greater than
highest standard curve value.”

Contema-
tory test
tevet (ng/
mi)
Manjuana metabolte ' . ... .. .. ... 15
Cocaine metabolite® ... . ... . ... 150
ales
300
‘300
Amphetansnes:
Amphetamwne ... .. . . ... ... 500
Methamphetaming 500
1 D;n- G.tet LI,:"MI" [ 10 o r lCOd
1 Benzoylecgonine.

(2) These test levels are subject to
change by the Department of Health and
Human Services as advances in
technology or other considerations
warrant identification of these
substances at other concentrations.
Confirmatory test methods and testing
levels for other drugs shall be submitted
in writing by the agency for the written
approval of the Secretary.

/g) Reporting Results. (1) The
lahoratory shall report test res its to the
agency's Medical Re view Officer - *ithin
an average of 5 working days after
receipt of the specinien by the
laburatory. Before any test result is
reported (the results of initial tests.
confirmatory tests, or quality control
deta). it shall be reviewed and the test
certified as an accurate report by the
responsible individual. The report ghall
identify the drugs/metabolites tested
for, whether positive or negative, and
the cutoff for each, the specimen number
ussigned by the agency. and the drug
teating laboratory specimen
identification number. The results
[positive and negative) for all specinens
submitted at the same time to the
laboratory shall be reported hack 1o the
Medical Review Officer at the same
time,

()
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{2) The laboratory shall report as
negative all specimens which are
negalive on the initial test or negative
on the confirmatory test. Onlv
specimens confirmed positive shall he
reported positive for a specific drug.

{3) The Medica! Review Officer may
request from the laboratory and the
labora.»rv shall provide gnantitation of
test results. The Medical Review Officer
may not disclose quantitation of test
results to the agency but shall report
only whether the test was positive or
negalive.

(4) The laboratory may transmit
results to the Medical Review Officer Ly
various electronic means (for exaniple,
teleprinters. facsimile. or computerj in a
manner designed to ensure
confidentiality of the information.
Results may not be provided verhally by
telephone. The laboratory must ensure
the security of the data transmission
and limit access to any data
transmission, storage, and relrieval
system.

(5) The !aboratory shall send only to
the Medical Review Officer a certified
copy of the original chain of custody
form signed by the individual
responsibie for day-to-day management
of the drug testing laboratory or the
individual responsible for attesting to
the validity of the test reports.

(8) The laboratory shall provide to the
agency official responsible for
coordination of the drug-free workplace
program a monthly statistical summary
of urinalysis testing of Federal
employees and shall not include in the
summary any personal identifying
information. [nitial and confirmation
data shall be included from test results
teported within that month. Normally
this summary shall be forwarded by
registered or certified mail not more
than 14 calendar duys after the end of
the month covered by the summnary. The
summniary shall contain the following
information:

(1} Imtial Testing:

{A) Numibee of specimens receiyed:

(B) Nutuber of specimens reported out:
and

(C) Number of speemens sereened
positive for:

Marijnana metabolites

Cocaine metabohtes

Opiate metabolites

Phiencyohdime

Anmphetaimney

(v Conhrmatory Testing

[A) Number of specimens ceceved for
confirmanon;

(H) Number of specimens confirmed
positive for:

Marijitana metabolite
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Cocdine metabolite

Morph‘ne. codemne

Phencychidine

Amphetamine

Methamph stumine

("1 The labuoratory shall mahe
avalable copies of all analytical results
fur Federal Jdrug testing programs when
requested by DINIS or any Federal
agency for which the faboraiory is
performing drug testing services.

{8) Unless utherwise instructed by the
agency in writing, all recueds pertaining
ta a given urine specimen shall be
retained by the drug testing laboratory
for a nunimum of 2 years.

thj Lo Term Storage. Long term
frozen storage {20 °C or less) ensures
that posiiive urine specimens will be
available fur any necessary retest
during admimistrative or disciplinary
procevdings. Unless otherwise
authorized in writing by the agency.
drag testing laburateries shall retain and
plece in properly secured long-term
frozen storage for a mesimum of 1 vear
ail specimens confirmed positive.
Within this 1-year peniod an agerncy may
request the laboratory to retain the
~pecimen for an additional period of
tine, but if no such request is received
the Laboratory miay discard the
specamen after the end of 1 year. except
ot the laboratory shall be required to
e nnkain any speomens under legal
chailenge for an indefimte prrod.

1) Betesteag Specivens. Because
sonme analytes deterivrate or are lost
danin, frevzing andfor storage.
drantitation tor a retest is not subject to
a specilie catofl requirement but must
provide duta sufftcient to confum the
piesence of the drug or metabohte,

1) Sabvontracting. Drug testing
iaboratonies shail not subcont gt and
sbadl pertonn all work with their own
petsonnel and equipment unless
othersw:se aithonized by the agency. The
Labioratery must be capable of
perfornuag testing for the five classes of
QRS (MR cocatie. opites,
phe neyehidine, wnd amphetamaes) using
tho i tal wesusoessay and
contimatory GE/MS inethads speaified
1 these Guidetines,

oty Faeirlities (1)

1 horatery Tacnees shall comply with
cppitcabide peosions of any State
teensere regqaemnents,

(2} Labaraiares cortfied in
werordanee soth Schoast Coof dhuese
Coadelimiea st vave the capatulity. at
Y me Dibaratory prennses, of
performing mutial anG coplirmato: s tests
for each dig or et diohte for which
setviee 18 olfered.

{1 inspection s The Secretary, any
Federal ageney utilizing the lshoratory.

Q
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or any organization performing
laboratory certification on behalf of the
Secretary shall reserve the right to
inspect lf\e laboratory at any time.
Agency contracts with laboratories for
drug testing, as well as contracts fot
vollection site services, shall permit the
agency to conduct unannounced
inspections. In addition, prior to the
award of a contract the agency shall
curry vut pregwurd inspections and
evaluation of the procedural aspects of
the laboratory's drug testing operation.

{m) Documentation. The drug testing
luboratories shall maintain and make
uvailable for at least 2 years
documentation of all aspects of the
testing procese. This 2-year period may
he extended upon written notification
by DHHS or by any Federal agency for
which laboratory services are being
provided. The required documentation
shall include personnel files on all
individuals suthorized to have access to
specimens; chain of custody documents:
quality assurance/quality control
recocds: procedure manuals; all test data
{including calibratic n curves and any
caleulutions used in determining test
results): reports: performance records on
performance tesling: performunce on
certification inspections: and hard
copies of computer-generated dats The
laboratory shall be required to maintain
documents for any specimen under legal
challenge for an indefinite period.

(1) Additivnal Requireme.nts for
Certified Luboratories.—(1) Procedure
Munuol. Each laburatory shall have a
procedure manual which includes the
principles of each test. preparation of
reagents, standards and controls.
calibratio procedures. derivation of
results, linearity of methods, sensitivity
of the methods, cutoff values.
mechanismns for reportirg results.
contrals, criteria for unacceptable
specimena and results. remedial actions
to be tuken when the test syatems are
outside of acceptable limits. reagents
anel expirat’ an dates. and references.
Coptes of all procedures and dates on
which they are in effect shall be
nuuntained as part of the manual.

{:2) Srandards and Controls.
Lihoratory standards shall be prepared
with pure drug standards which are
properly labeled as to content and
concentration. The standatds shall be
labeled with the following dates: when
reeened: when prepared or upened:
when placed in services: and expiration
date.

1) tnstraments and Equipment. (i)
Volumetric pipettes and measuring
deviers ghall be certified for accuracy or
be checked by gravimetric, colorimetric.
or other venfication procedure.
Automatic pipettes and dilutors shall be

A7

checked for accuracy and
reproducibility before being placed in
service and checked periodically
thereafter.

(i} There shall be written procedures
for instrument set-up and normal
operation. a schedule for checklng
critical operating characteristics for all
instruments. tolerance limits for
acceptable function checks and
instructions for major trouble shooting
and repair. Records shall be available
on preventive maintenance.

(4) Remedial Actions. There shall be
written procedures for the actions to be
taken when systems are out of
accceptable limits or errors are
detected. There shall be documentation
that these procedures are followed and
that all necessary corrective aclions are
taken. There shall also be in place
systems to verify all stages of testing
and reporting and documentation that
these procedures are followed.

(5) Personnel Available To Testify at
Proceedings. A laboratory shall have
qualified personnel available to testify
in an adm;nistrative or disciplinary
proceeding against a Federal employee
when that proceeding is based on
positive urinalysis results reported by
the laboratory.

2.5 Quality Assurance and Quality
Control.

{a) General. Drug testing laboratories
shall have a quality assurance program
which encompasses all aspects of the
testing process incloding but not limited
to specimen acquisition. chain of
custody. security and reporting of
results, initial and confirmatory testing.
and validation of analytical procedures.
Quality assurance procedures shall be
designed. implemented, and reviewed to
monitor the conduct of each step of the
process of testing for drugs.

(b} Lahaoratory Quality Control
Requirements for Initial Tests. Each
analviical run of specimens to be
screened shall include:

(1) Urine specimens certified to
contain no drug;

(2) Urine specimens fortified with
known standards; and

(3) Positive controls with the drug or
metabolite at or near the threshold
{culolf).

In addition. with each batch of samples
a sufficient numher of standards shall
be included to ensure and document the
linearity of the assay method over time
in the concentration area of the cutoff,
After acceptuble values are obtained for
the known standards. those values will
be used lo calculnte sample data.
Implementation of procedures to ensure
tha! carryover does nol contaminate the
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testing of an individual's specimen shall
be documented. A minimum of 10
percent of all test samples shall be
quality control specin‘ens. Laboratory
quality control samples, prepared from
spiked urine samples of determined
concentration shall be included in the
run and should appear us normal
sumples to taboratory analysts. One
percent of each run, with 8 minimum of
at least one sample, shall be the
laboratory’s own quality control
samples.

(c) Laboratory Quality Control
Requirements for Gontirmation Tests.
Edach analytical run of specimens to be
confirmed shall include:

(1) Urine specimens certified to
contain no drug:

(2) Urine specimens fortified with
known standards; and

(3) Pusitive controls with the drug or
metabolite at or near the threshold
{cutolf}.

The linearity and precision of the
method shall be periodically
documented. Implementation of
procedures to ensure that carryover
does not contaminate the testing of an
individual's specimen shall also be
documented.

(d) Agency Blind Perfermance Test
Procedures. (1) Agencies shall purchase
drug testing services only from
laboratories certihied by 'MHS or a
DHHS Recognized certification program
in accordance with these Guidelines.
faboratory participation is encouraged
in other performunce testing surveys by
which the luboratory's performance is
compared with peers and reference
laboratories,

(2) During the initial 90-day period of
uny new drug testing program, cach
ngency shall subm; ¢ blind performance
test specimens to each laboratory it
contracts with in the amount of at least
50 percent of the total number of
sumples subnutted (up to o maxinmum of
500 samples) and thereafter a minimum
of 10 percent of all sumnples {to a
maxinmum of 250) submitted per quarter.

(4) Approximately 80 percent of the
hhad performance test samples shall be
blank (i.e. cenified to contain no drug)
and the remaning saniples shall be
positive fur one or more drugs per
sample in a distribution such that all the
drugs to be tested are included in
approximately equal frequencies of
chatlenge. The positive samples shall he
spiked only with those drugs for which
the ugency 18 testing.

{4) The Scoretary shallinvestigate any
unsatisfactory perfarmance testing
result and, based on this investigation,
the lahoratory &'l tiuke action to
correct the cause uf the unsatisfuctory

Q
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performance test result. A record shall
be muke of the Secrelary’s investigative
findings and the corrective action taken
by the laboratory, and that record shalt
be dated and signed by the individuals
responsible for the day-to-day
management and operation of the drug
testing laboratory. Then the Secretary
shall send the document to the agency
contracting officer as a report of the
unsatisfactory performance testing
incident. The Secretary shall ensure
notification of the finding to alt other
Federal agencies for which the
laboratory is engaged in urine drug
testing and coordinate any necessary
gction.

(5) Should a false positive error oceur
on a blind performance test sprcimen
and the error is determined tobe an
administrative error (clerical, sample
mixup. etc.), the Secretary shall require
the laboratory to take corrective action
to minimize the occurrence of the
particular error in the futore; and. if
there is reason to believe the error could
have been systematic, the Secretary
may also require review und reanalysis
of previously run specimens.

(8) Should a false positive error oceur
on a htind performance test specimen
and the error is determined to be a
technical or methodological error, the
laboratory shall submit all goality
control data from the batch of
specimens which included the false
positive specimen. In addition, the
laboratory shall retest all specimens
analyzed positive for that drug or
metabolite from the tine of final
resolution of the error back to the time
of the last satisfactory performance test
cy:le. This retesting shall be
documented by a statement signed by
the individual responsible for day-to-
day management of the luboratory’s
urine drog testing. The Secretary may
require an on-site review of the
laboratory which may be conducted
unannounced during any hours of
operations of the laboratory. The
Secretary has the option of revoking
(3.13) or suspending (3.14) the
laborate s certificition or
recommending that no further action be
taken if the case is one of tess serions
error in which corrective action has
already been taken, thus reasonably
assuring that the error will not occur
again.,

26 Iuterun Certification Procedures.

During the interim certification period
asdetermined under paragraph (c).
agencies shall ensure luboratery
competence by one of the following
nivthods:

(1) Agencies may use uReney or
contract faborato,ies that have been

certified for urinalysis testing by the
Department of Defense; or

(b) Agencies inay develop interim s lf-
certificition procedures by establishing
preaward inspections and petformince
testing plins approved by DHHS

{¢) The period during which these
interim certfication procedures will
apply shall be determined by the
Secretary. Upon noticed by the
Secretary that these interim certicidion
procedures are no lunger availihle, all
Federal agem ics subject to these
Guidelines shall only use luboratories
that have been certiied in accordance
with Subpan C of these Guidelines and
all taboratories approved for intenm
certification under paragraphs (a) and
{(b) of this section shall become certified
in accordance with Subpart C within 120
days of the date of this notice.

2.7 Reporting and Review of o osulls.

(a) Medical Review Officer Shadl
Review Results. Anessential part of the
drug testing progran is the final review
of reaults. A positive test result does not
automatically identify an employee/
applicant as an illegal drug user. An
individual with a detaited knowledge of
possible alternate mnedical explanations
is rssential to the review of results. This
review shall be performed by the
Medical Review Officer prior to the
transmission of resalts to agency
administrative officials.

(b) Medical Review Officer—
Quualifications and Responsibilities. The
Medical Review Officer shall he a
licensed physician with knowledge of
substance abuse disorders and may be
an agency of contract employee. The
role of the Medical Review Officer is to
review and intei pret positive: test results
obtained through the agency's testing
program. In carrying out this
responsibility. the Medical Review
Officer shall examine alternate medicat
explanations for any positive test result.
‘I'hs action could include conductmg a
medical interview with the individual,
review of the individual's medical
history, at review of any other relevant
biomedical factors. The Medical Review
Officer shall review wll medical records
made avalable by the tested indis rdual
when a confirmed positive test could
have resnlted from tegalty prescriliced
medication, The Medical Review Officer
shall not, howes er. consider the results
of urine samples that are not abtained ar
processed in accordance with these
Guidelhnes.

() Positive Fest Result Prior to
making o final devision to venfy o
pusitive test result, the Medical Review
Officer shalt give the i nadual an
opportumity to discuss the test result
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with him or her. Following verification
af a positive test resuit, the Medical
Review Officer shall refer the case to
the ugenc * Employee Assistunce
Program and to the management official
empowered to recommend or take
a#dministrative action.

(d} Verification for opiates: review for
prescription mediation. Before the
Medical Review Officer verifies a
¢ mfirmed positive result for opiates, he
or she shall determine that there is
clinical evidence—in addition to the
urine test—of illegal use of any opium,
upiate, or opiutn derivative {e..,
morphine/codeine) listed in Schedule 1
or {1 of the Controlled Substances Act.
(This requirement does not apply if the
agency's GC/MS confirmation testing
for opiates confirms the presence of 6-
monoacetylmorphine,)

{ed Recnalysis Authorized. Should
any question arise as to the accuracy or
validity of & poswtive test result, only the
Medicul Review Officer is authorized to
order 4 reanalysis of the original sumple
and such retests ure uothorized only ut
laboratones certified onder these
Guidelines.

{f) Result Consistent with Legal Drug
Use. If the Medical Review Officer
determines there is a legitimate medical
explanation for the positive test result,
he or she shall determine that the result
is consistent with legal drug use und
take no further action.

() Result Scientifically Insufficiont.
Additionally, the Medical Review
Officer, based on review of inspection
reports, quality control data, multiple
sumples. and other pertinent results,
may determine that the result is
scientifically insufficient for further
action and declare the test spocimen
negative. In this situation the Medical
Review Officer may request reanatysis
uf the ongmal sample before making this
decision. {The Medical Review Officer
may request that reanalysis be
performed by the same laboratory or, as
provided in 2.2{¢]. that an aliquot of the
ariginal specimen be sent for reanalysis
to an alternate faboratory which is
certified in accordance with these
Guidelines ) Th laboratory shall assist
in this resiew process as requested by
the Medicid Review Officer by making
av itlable the individaal responsibile for
day-to-day management of the urine
drag testing laboratory or other
emplovee who s a furensic toxicologist
of whu has equnvalent forensie,
expernience mounne drog teshing, to
provide specific consulation ws required
by the ageney The Medical Review
Officer shall report to the Secretary ol
negative findings based on scantific
insufficiency but shall not inclode any
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personal identifving information in such
reports,

2.8 Protection af Employee Records.

Consistent with 8 U.S.C. 622a{m) and
48 CFR 24.101-24.104, all laboratory
contracts shall require that the
contractor comply with the Privacy Act,
5 U.S.C. 552a. In addition, laboratory
contracts shall require compliance with
the patient access and confidentiality
provisions of section 503 of Pub. L. 100-
71. The agency shall establish a Privacy
Act System of Records or modify an
existing system, or use any applicable
Government-wide system of records to
cover both the agency's and the
laboratory's records of employee
orinulysis results, The contract and the
Privacy Act System shall specifically
require that employee records be
maintuined and used with the highest
regard for employee privacy.

289 Individug! Access to Test and
Laburatory Gertification Resulls.

In accordunce with section 503 of Pub,
1.. 100-71, any Federal employee who is
the subject of a drug test shall. upon
written request, have access to any
records relating to his or her drug test
und any records relating o the reaults of
any relevant certification, review, or
revocation-of-certification proceedings.

Subpart G~Certification of Laboratories
Engaged in Urine Drug Tesling for
Federal Agencies

3.1 Introduction.

Urine drug testing s a critical
component of efforts to comhat drug
abuse in our society. Many lahoratories
are familiar with good laboratory
practices but may be unfamiliar with the
special procedures required when drug
test resolts are used in the employment
context. Accordingly. the following are
minimum standards to certify
laboratories engaged in urine drug
testing for Federal agencies.
Certification, even at the highest level,
dors not guarantee accuracy of each
result reported by a laboratory
conducting urine drug testing for Federul
agencies, Therefore, results from
luboratories certified under these
Guidelines must be interpreted with a
complete understanding of the total
collection, analysis, and reporting
process before u final canclusion is
made.

A0 Gouls and Objectives of
Certtfieation.

(o) Uses of Urine Drug Testing. Urine
drig testing is an important tool to
identify drug vscrs in a variety of

setlings, In the proper ccatext. urine
drug testing can be wsed tc deter drug
abuse in genera). To ue a uselu tool. the
terting procedare rust b copable of
detecting drugs or their metabolites a!
concentrations indicated in 2.4 {e) and
{n.
{b) Need to Set Stundards:
Inspections. Reliable discrimination
between the presence, or absence. of
specific drogs or theiv metubolites is
critical, not only to achieve the goals of
the testing prograr but to prolect the
rights of the F *ueral employees being
tested. Thus. 1 .andards have been set
which laborateid:.2 .ngaged in Federal
employee urine drug testing must meet
in order to achleve maximum accuracy
of test results, These labcratories will be
evaluated by the Secretary or the
Secretary's designee as defined in 1.2 in
accordance with the:: Suidelines, The
qualifying evaluation will involve three
rounds of perforinance testing plus on.
site inspection, Maintenance of
certification requires participation in un
every-other-month performance testing
program plus periodic, on-site
inspections. Ona Inspection following
successful completion of « performance
testing regimen is required for initial
certification. This must be followed by a
second inspection within 3 months, after
which biannual inspections will be
required to maintain certification.

{c) Urine Drug Testing Applies
Analytical Forensic Taxicology. The
possible impact of a posilive test result
on an individual's livelihood or rights,
together with the possibility of a legal
challenge of the result, sets this type of
test apart from most clinical laboratory
testing. In fact, urine drug testing should
be considered a special application of
analytical forensic toxicology. That Is. in
addition to the application of
appropriate analytical methodology. the
specimen mus! be treated as evidence,
and all aspects of the testing procedure
must be documented and available for
possible court testimony. Laborutories
engaged in urine drug testing for Federal
agencies will require the services and
udvice of a qualified forensic
toxicologist, or individual with
equivalent qualifications (both training
and experience) 1o address the specific
nceds of the Federal drug testing
program. incloding the demunds of chain
of custody of specimens, security,
property documentation of all records.
storage of positive specimans for later or
independent testing. presentation of
evidence in court, and expert witness
testinony,
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3.3 General Certification
Reguirements.

A laboratory must meet all the
pertinent provisions of these Guidelines
in order to qualify for certification under
these standards.

3.4 Capability to Test for Five Classes
of Drugs.

To be cerlified, a laboratory must be
capable of testing for at least the
following five classes of drugs:
Marijuana, cocaine, opiates,
amphetamines, and phencyclidine, using
the initial immunoassay and
quantitative confirmatory GC/MS
methods specified in these Guidelines.
The certification program will be limited
to the five classes of drugs (2.1(a) (1)
and (2)) and the methods (2.4 (e) and (f))
specified in these Guldelines. The
laboratory will be surveyed and
performance tested only for these
methods and drugs. Certification of a
laboratory indicates that any test result
reported by the laboratory for the
Federal Governmer:: meets the
standards in these Guidelines for the
five classes of using the methods
specified. Certified laboratories must
clearly inform non-Federal clients when
procedures followed for those clients
conform to the standards specified in
these Guidelines.

3.5 Initial and Confirmatory
Capability at Same Site.

Certified laboratories shall have the
capability. at the same laboratory site.
of performing both initial immunoassays
and confirmatory GC/MS tests (2.4 (e)
and (f)) for marijuana, cocaine. opiates,
amphetamines, and phencyclidine and
for any uthar drug or metabolite fur
which agency drug testing is authorized
(2.1(a) (1) and (2)). All positive initial
test results shall be confirmed prior to
reporting them,

3.8 Personnel.

Laburatory personnel shall meet the
requirements specified in 2.3 of these
Guidelines. These Guidelines establish
the exclusive standards for qualifying ur
certifying those laboratury personnel
involved in urinalysis lesting whose
functions are prescribed by these
Guidelines. A certification of A
laboratory under these Guidelines shall
be a determination that these
qualificatiun requirements have been
met.

3.7 Quality Assurance and Quality
Control.

Drug testing laboratories shall have a
quality assurance program which
encumpasses all aspects of the testing
prucess, including but nut limited tu

Q
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specimen acquisition, chain of custody.
security and reporting of results. initie)
and confirmatory testing, and validation
of analytical procedures. Quality control
procedures shall be designed.
implemenrted, and reviewed to monitor
the conduct of each step of the process
of testing for drugs as specified in 2.5 of
these Guidelines.

3.8 Security and Chain of Custody.

Laboratories shall meet the security
and chain of custody requirements
provided in 2.4(a).

3.9 One-Year Storage for Confirmed
Positives.

All confirmed positive specimens
shall be retained in accordance with the
provisions of 2.4(h) of these Guidelines.

3.10 Documentation.

The laboratory shall maintain and
make available for at least 2 years
ducumentation in accordance with the
specifications in 2.4(m).

3.11 Reports.

The laboratory shall report test results
in accordance with the specificatiuns in
2.4(g).

3.12 Certification.

{a) General. The Secretary may cerlify
any laboratory that meets the standurds
in these Guidelines to conduct urine
drug testing. In addition, the Secretury
may consider to be certified and
laburatory that is certified by a DHHS-
recognized certification program in
accordance with these Guidelines.

(b) Criteria. In determining whether to
certify a laboratory or to accep! the
certificatiun uf 8 DHHS-recognized
certification program in accordance with
these Guidelines, the Secretary shall
consider the followin criteria:

(1) The adequacy oflhe laburatory
fucilities;

(2) The experti.e and experience of
the laboratory personnel:

(3) The exce'lence of the laboratury's
quality assurnnce/quality cuntrol
prograny:

(4) The performance of the laboratury
on any performance tests;

(5) The laboratory's compliance with
standards s reflected in any laboratory
inspections; and

(8) Any other factors affecting the
reliability and accuracy of drug tests
and repotting done by the laboratory.

313 Revocation.

(1) General. The Sectelury shall
revoke certification of any labutatory
certilied under these provisions or
acceplt revocation by a DHHS.
recognized certification program in

fi0
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accurdance with thes : Guidelines if the
Secretary determines “hal revucation is
necessary to ensure the full reliability
and accuracy of drug tes's and (he
accurate reporting of test results.

(b) Factors to Consider. The Secretury
shall consider the following favicrein
determining whether revocation is
necessary:

(1) Unsatisfactory performance in
analyzing and reporting the resul'. uof
drug tests; for example. a fals pusitive
error in reporling the results of an
employee's drug test;

(2) Unsatisfactory participation in
perfurmance evalualions ur laburatury
inspections:

(3) A material violation uf a
certificatiun standard or e contract term
or other condition imposed un the
laboratory by a Federal agency using
the laboratory's sefvices;

(4) Conviction for any criminal uffense
committed as an incident to operation of
the laburatory: or

(5) Any other cause which materially
affects the ability of the laboratury to
ensure the full reliability and accuracy
of drug lests and the accurate reporting
of results.

(¢) Perivd and Terms. The period and
terms uf revocatiun shall be determined
by the Secretary and shall depend upan
the facts and circumstances of the
revocation and the need to ensure
accurate and reliable drug testing of
Federal employees.

kL)

{u] Criteria. Whenever the Sectetary
has reasun to believe that revocation
may be required and thatimmediate
achion {s necessary :n order to protect
the interests uf the United States and its
enpluys 28, the Secrctary may
immediately suspend a laborutury's
certification to conduct urine drug
testing for Fed~ral agencies. The
Secretary may alse accept suspension of
certification by 8 DHIS-recognized
cerbfication program in accordance with
these Guidelines.

(b1 Period and Terms. The penod and
terms of suspension shall be determined
by the Secretary and shall depend upon
the facts and circumstances of the
suspension and the need to ensure
accurate and reliable drug testing of
Federal employees.

Suspension.

315 Notice; Opportunity for lieview

() Written Notire, When a laboiatory
is suspended or the Secretary seeks to
revoke cethification, the Secrelary shall
immediately serve the luboratory with
wrilten notice of the suspension or
proposed revocation by personid service
or registered ur certified mail, relurn
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receipt requestid This nutice shall state
the foilowing.

(1) The rcasors fur the suspension or
propused revacation:

{21 The terms of the suspension or
proposed revocation; and

(3} The petiod of suspension or
propuosed revoration,

(5] Opportunty for Intormal Review.
‘The written nutice shall state that the
luboratory will be ifforded un
opportunity for an informal review of
the suspension or proposed revecation if
it 80 requests in writing within 30 davs
of the dute of mailing or service of the
notice. The review shali be by a person
or persons designated by the Secretary
and shall be based on wnitten
submissiona by the laboratory and the
Department of Health and Human
Services and. nt the Secretary's
discretion. may include an opportunity
for an oral presentation. Formal rules of
evidence and procedures applicable to
proceedings in 8 court of law shall not
apply. The decision of the reviewing
official shull be fina).

{c) Effective Date A suspension shall
be effective immediately. A propused
revocation shall be eflfective 30 days
after written notice is given or, if review
is requested. upon the reviewing
official’s decision to uphold the
proposed revocution. If the reviewing
official decides not to uphold the
suspension or proposed revocation. the
suspension shall terminate immediately
and any proposed revocation shall not
tuke effect.

{ed) DIIHS-Recognized Cectification
Program. The Secrelury's responsibility
under this section may be carried out by
a DHHS-recognized certification
program in ac.ordunce with these
Guidelines,
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Following the termination or
eapiration of any suspension or
revocution, a luboralory may apply for
recertification. Upon the submission of
evidence satisfaclory to the Secretary
that the laboratory is in compliance with
these Guidelines or any DHHS-
recognized certification program in
accordance with these Guidelines, and
any other conditions imposed as part of
the suspensian or revocation, the
Secictary may recertify the laboratory
ot accepl the recertification of the
laboratory by a DHHS-recugnized
cortification program

Hecertification

217 Peiformaeee Test Requirement for
Certificolion,

(o) An Initial and Continuing
Requiremeat. The performance testing
program is a part of the initial
ev.luation of a tahoratory seeking
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certification (both performance testing
and laboratory inspection are required)
and of the continuing assessment of
laboratory performance necessary to
maintain this certification.

{b) Three Initial Cycles Required.
Successful participation in three cycles
of testing shall be required before a
luboratory is eligible to be considered
for inspection and certification. These
initial three cycles (and any required for
recertification) can be compressed into a
3-month period (one per month).

{c) Six Challenges Per Year. Alter
certification, laboratories shall be
challenged every other month with one
sel of at least 10 specimens a total of six
cycles per year.

{d) Laboratory Procedures Identical
for Performance Test and Routine
Employee Specimens. All procedures
associated with the handling and testing
of the performance test specimens by
the luboratory shall to the grealest
exten! possible be carried out in a
manner identical to that applied to
routine laboratory specimens. unleas
otherwise specified.

(e) Blind Performance Test. Any
certified laboratory shall be subject to
blind performance testing (see 2.5(d)).
Performance on blind test specimens
shall be at the same level as for the
open or non-blind performance testing.

{f) Reparting—Open Performance
Test. The laboratory shall report results
of open performance tests to the
certifying organization in the same
manner as specified in 2.4(g)(2) for
routine laboratory specimens.

3.18 Performance Test Specimen
Composition.

(a) Descriptian of the Drugs.
Performance test apecimens shall
contain those drugs and metabolites
which each certified laboratory must be
prepared to assay in concentration
ranges that allow detection of the
analyte by commonly used
immunoassay screening techniques.
These levels are generally in the range
of cuacentrations which might be
expected in the utine of recent drug
users. For some drug analy!les. the
specimen composition will consist of the
parent drug as well as major
metaholites. In some cases, more than
one drug class may be included in one
specimen container, but generally no
more than two drugs will be present in
any one specimen in order lo imitate the
type of specimen which a laboratory
normally encounters. For any particular
performance te.ting cycle. the actual
composition of kits going to different
lahoratories will vary but, within any
annual period. all laboratories
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participating will have analyzed the
sama total set of specimens.

{b) Concentrations. Performance test
specimens shall be spiked with the drug
classea and thelr metabolites which are
required for certifications: marijuana,
cocaine, opiates. amphetamines. and
phencyclidine, with.concentration levels
set at least 20 percent zbove the cutoff
limit for either the initial assay or the
confirmatory test, depending on which is
to be evaluated. Some performance test
specimens may be identified for GC/MS
assay only. Blanks shall contain less
than 2 ng/ml of any of the target drugs.
These concentration and drug types may
be changed periodically in response to
factors such as changes In detection
technology and patterns of drug use.

3.19 Evaluation of Peformance Testing.

(u) Initial Certification. (1) An
upplicsat laboratory shall not report any
lalse positive result during performance
testing for initial certification. Any false

ositive will automatically disqualify a
aboratory from further consideration.

(2) An applicant laboratory shall
maintain an overall grade level of 80
percent for the three cycles of
performance testing required for initial
certification, i.e.. it must correctly
Identify and confirm 80 percent of the
total drug challenges for each shipment.
Any laboratory which achieves a sore
on any one cycle of the initial
certification such that it can no longer
achieve a total grade of 90 percent over
the three cycles will be immediately
disqualified from further consideration.

(3) An applicant laboratory shell
obtain quantitative values for at least 80
percent of the total drug challenges
which are +20 percent or 2 standard
deviations of the calculated reference
group mean (whichever is larger).
Failure to achieve 80 percent will result
in disqualification.

(4) An applicant laboratory shall not
obtain any quantitative values that
differ by iore than 50 percent from the
calculated reference group mean. Any
quantitative values that differ by more
than 60 percent will reault in
disqualification.

(5) For any individual drug. an
applicant laboratory shall successfully
detect and quantitate in accordance
with paragraphs (a)(2). (a)(3). and (a)(4)
of this section a1 least 50 percent of the
totul drug challenges. Failure to
successfully quantitate at least 50
percent of the challenges for any
individua! drug will result in
disqualification.

{b) Ongoing Testing of Certified
Laboratories.—{1) False Positives and
Procedures for Dealing With Them. No
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false drug identifications are acceptable
for any drugs for which a laboratory
offers gervice. Under some
circumstances a false positive test may
result in suspension or revocation of
certification. The most serious false
positives are by drug class, such as
reporting THC in a blank specimen or
reporting cocaine in a specimen known
to contain only opiates.
Misidentifications within a class (e.g.,
codeine for morphine) are also false
pusitives which are unacceptable in an
appropriately controlled laboratory, but
they are clearly less serious errors than
misidentification of a class. The
following prucedures shall be followed
when dealing with a false positive:

(1) The agency detecting a false
pusitive error shall immediately notify
the laboratory and the Secretary of any
such ertor.

(i) The laboratory shall provide the
Secretary with a written explanation of
the reasons for the error within §
working days. If required by paragraph
(b)(1)(v) below, this explanation shall
include the submission of all quality
control data from the batch of
specimens that included the false
positive specimen.

(iii) The Secretary shall review the
laboratory's explanation within §
working days and decide what further
action, if any, to take.

{iv) If the error is determined to be an
administrative error (clerical, sample
mixup, etc.), the Secretary may direct
the luboratory to take corrective action
tu minimize the occurence of the
particular error in the future and. if there
is reason to believe the error could have
been systematic. may require the
laboratory to review and reanalyze
previously run specimens.

(v) If the errur is determined tc be
technical or methodological error. the
laboratory shall subinit to the Secretary
all quality cuntrol data from the baich of
specimens which included the false
ronilive specimen. In addition. the

ahoratory shall retest all specimens
analyzed positive by the laboratory from
the time fu final resolution of the error
back to the time of the last satisfactory
performance test cycle. This retesting
shall be ducumented by a statement
signed by the individual responsible for
the day-tu-day management of the
laboratury's urine drug testing.
Depending on the type of error which
caused the false pusitive. this retesting
may he limited to one analyte or ma
include any drugs a laboratory certilied
under these Guidelines must be
prepared 1o assay. The laboratory shall
immediately notify the agency if any
result on a retest sample must be
corrected because the critieria fora
positive are nut salisfied. The Secretary
miay suspend or revoke the laboratory's
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-certification for all drugs or for only the

drug or drug class in which the error
ocourred. However, if the case is one of
a less serious error for which effective
corrections have already been made,
thus reasonably assuring that the error
will not occur again, the Secretary may
decide to take no further action.

(vi) During the time required to
resolve the error, the laboratory shall
remain certified but shall have a
designation Indicating that a false
positive result {s pending resolution. If
the Secretary determines that the
laboratory's certification must be
suspended or revoked. the laboratory's
official status will become “Suspended”
or "Revoked" until the suspension or
revocation is lifted or any recertification
process is complete.

(2) Requirement to Identify and
Confirm 90 Percent of Total Drug
Challenges. In order to remain certified.
laboratories must successfully complete
six cycles of performance testing per
year. Failure of a certified laboratory to
maintain a grade of 80 percent on any
required performance test cycle, i.e.. to
identify 80 percent of the total drug
challenges and to comc“i confirm 80
percent of the total drug challenges, may
result in svspension or revocation of
certification.

{3) Requirement to Quantitate 80
Percent of Total Drug Challenges at
420 Percent or +2 standard deviations.
Quantitative values obtained by a
certified laboratory for at least 80

ercent of the total drug challenges must

e 20 percent or +2 standard
deviations of the calculated reference
group mean (whichever is larger).

{4) Requirement to Quantitate within
50 Percent of Calculated Reference
Group Mean. No quantitative values
obtained by a certified laboratory may
differ by more than 50 percent from the
calculated reference group mean.

(5] Requirement to Successfully
Detect and Quantitate 50 Percent of the
Total Drug Challenges for Any
Individual Drug. For any individual
drug, a certified laboratory must
successfully detect and quantitate in
accurdance with paragraphs (b)(2).
(b)(3), and (b)(4) of this section at least
50 percent of the total drug challenges.

(6) Procedures When Requirements in
Paragraphs (b){2)-({b)(5) of this Section
Are Not Met. If a certified laboratory
fuils to maintain a grade of 90 percent
per test cycle after initial certification as
required by paragraph (b)(2) of this
section or if it fails lo successfully
quantitate results as required by
paragraphs (b)(3). (b)(4). or (b)(5) of this
section. the laboratory shall be
immediately informed that ite
performance fell under the 90 percent
level or that it failed to successfully
quantitale test results and how it failed
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to successfully quantitate. The
laboratory shall be allowed 5 working
days in which to provide any
explanation for its unsuccessful
performance, including administrative
error or methodological error. and
evidence that the source of the poor
performance has been corrected. The
Secretary may revoke or suspend the
laboratory's certification or take no
further action, depending on the
seriousness of the errors and whether
there is evidence that the suurce of the
poor performance has been corrected
and that current performance meets the
requirements for a certified luboratory
under these Guidelines. The Secretary
may require that additional performance
tests be carried out to determin:
whether the source of the poor
performance has been removed. If the
Secretary determines to suspend or
revoke the laboratory's certification. the
laboratory's official status will become
"Suspended” or "Revoked" until the
suspension or revocation is lifted or
until any recertification process is
complete,

{c) 80 Percent of Participating
Laboratories Must Detect Drug. A
laboratory's performance shall be
evaluated fur all samples for which
drugs were spiked at concentrations
above the specified performance test
level unless the overall response from
rarllclpallng laboratories indicates that
ess than 80 percent of them were able
to detect a drug.

(d) Participation Required. Failurc to
participate in a performance test or to
participate satisfactorily may result in
suspension or revocation of
certification.

3.20 Inspections.

Prior to laboratory certification under
these Guidelines and at least twice a
year after certification. a team of three
qualified inspectors, at least two of
whom have been trained as laboratury
inspectors, shall conduct an on-site
inspection of laboratory premises.
Inspections shail document the overall
quality of the laboratory setting for the
purposes of cerlification to conduct
urine drug testing. Inspection reports
may also contain recommendations to
the laboratory to currect deficiencies
noted during the inspection.

3.21 Results of Inadequate
Performance.

Failure of a laboratory to comply with
any aspect of these Guidelines may lead
1o revocation or suspensiun of
certification as provided in 3.13 and 3.14
of these Guidelines.
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