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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Mandatory Guidelines for Federal
Workplace Drug Testing Programs

AGENCY: Substance Abuse and Mental
Health Services Administration
(SAMHSA), HHS.

ACTION: Revised Mandatory Guidelines
by the Secretary of Health and Human
Services.

SUMMARY: The Department of Health and
Human Services (“HHS” or
“Department”) has revised the
Mandatory Guidelines for Federal
Workplace Drug Testing Programs
(Guidelines), 73 FR 71858 (November
25, 2008) for urine testing.

DATES: Effective Date: October 1, 2017.
FOR FURTHER INFORMATION CONTACT:
Charles LoDico, M.S., F-ABFT, Division
of Workplace Programs, Center for
Substance Abuse Prevention (CSAP),
SAMHSA mail to: 5600 Fishers Lane,
Room 16N03A, Rockville, MD 20857,
telephone (240) 276—2600 or email at
charles.lodico@samhsa.hhs.gov.
SUPPLEMENTARY INFORMATION: In
particular, these revised Mandatory
Guidelines for Federal Workplace Drug
Testing Programs using Urine (UrMG)
allow federal executive branch agencies
to test for additional Schedule II drugs
of the Controlled Substances Act (i.e.,
oxycodone, oxymorphone, hydrocodone
and hydromorphone) in federal drug-
free workplace programs, remove
methylenedioxyethylamphetamine
(MDEA) from the authorized drugs in
Section 3.4, add
methylenedioxyamphetamine (MDA) as
an initial test analyte, raise the lower pH
cutoff from 3 to 4 for identifying
specimens as adulterated, require MRO
requalification training and re-
examination at least every five years
after initial MRO certification, and
allow federal agencies to authorize
collection of an alternate specimen (e.g.,
oral fluid) when a donor in their
program is unable to provide a sufficient
amount of urine specimen at the
collection site. Many of the wording
changes and reorganization of the UrMG
were made for clarity, to use current
scientific terminology or preferred
grammar, and for consistency with the
OFMG.

Background

The Department of Health and Human
Services (HHS), by the authority of
Section 503 of Public Law 100-71, 5
U.S.C. Section 7301, and Executive

Order No. 12564, has established the
scientific and technical guidelines for
federal workplace drug testing programs
and established standards for
certification of laboratories engaged in
urine drug testing for federal agencies.
As required, HHS originally published
the Mandatory Guidelines for Federal
Workplace Drug Testing Programs
(Guidelines) in the Federal Register
[FR] on April 11, 1988 [53 FR 11979].
The Substance Abuse and Mental
Health Services Administration
(SAMHSA) subsequently revised the
Guidelines on June 9, 1994 [59 FR
29908], September 30, 1997 [62 FR
51118], November 13, 1998 [63 FR
63483], April 13, 2004 [69 FR 19644],
and November 25, 2008 [73 FR 71858]
with an effective date of May 1, 2010
(correct effective date published on
December 10, 2008; [73 FR 75122]). The
effective date of the Guidelines was
further changed to October 1, 2010 on
April 30, 2010 [75 FR 22809].

The proposed Mandatory Guidelines
for Federal Workplace Drug Testing
Programs using Urine (UrMG) published
in the Federal Register on May 15, 2015
(80 FR 28101) include revisions to the
initial and confirmatory drug test
analytes and methods for urine testing,
the cutoff for reporting a urine specimen
as adulterated based on low pH, and the
requalification requirements for
individuals serving as Medical Review
Officers (MROs) and, where appropriate,
include references to the use of an
alternate specimen in federal workplace
drug testing programs. References to an
alternate specimen are not applicable
until final Guidelines are implemented
for the use of the alternative specimen
matrix. The Department published a
separate Notice in the May 15, 2015
Federal Register (80 FR 28054)
proposing Mandatory Guidelines for
Federal Workplace Drug Testing
Programs using Oral Fluid (OFMG) to
allow federal agencies to collect and test
oral fluid specimens in their workplace
drug testing programs. There was a 60-
day public comment period for both
Federal Register Notices, during which
125 commenters submitted comments
on the proposed changes to the
Guidelines. These commenters were
comprised of individuals, organizations,
and private sector companies. The
comments are available for public view
at http://www.regulations.gov/. All
comments were reviewed and taken into
consideration in the preparation of the
revised Guidelines. The issues and
concerns raised in the public comments
for the UrMG are set out below. Similar
comments are considered together in the
discussion.

Summary of Public Comments and
HHS’s Response

The following comments were
directed to the information and
questions in the preamble.

Costs and Benefits

The Department requested comments
on costs and benefits. One commenter
disagreed that the cost increase for
laboratories to add analytes to regulated
testing will be minimal, stating that
significant costs would be incurred for
information technology (IT)
development, as well as incremental
costs for additional immunoassays (if
required); for additional calibrators,
controls, and internal standards; and for
increased confirmatory testing costs
(including data review and result
certification) based on an expected
increased positivity rate for opioids.
One commenter disagreed with the
Department’s estimated 3% cost
increase for Medical Review Officers
(MROs) and estimated that the increase
will be 10%. The commenters did not
provide any substantive evidence or
data to support these comments. The
Department recognizes that there will be
start-up costs to laboratories to
implement testing for the additional
analytes for regulated specimens
including administrative costs, and
agrees that the estimated increased costs
for some MROs may exceed the 3%
estimate. The Department’s cost analysis
was based on information provided by
multiple HHS-certified laboratories and
MROs, as well as the estimated number
of additional positives resulting from
the inclusion of the new opioid
analytes. Costs are expected to vary
among individual laboratories and
MROs, depending on their processes
and testing populations. Additional
information on the estimated costs
associated with these Guidelines is
included under Regulatory Impact and
Notices below.

Proposed New Analytes: Oxycodone,
Oxymorphone, Hydrocodone, and
Hydromorphone

Seven commenters specifically agreed
with the addition of these drugs to the
Guidelines. Two commenters expressed
concerns over the added drugs,
indicating that individuals who follow
their physician’s treatment plan of
taking legally prescribed medication
would produce positive tests, leading to
greater reliance on MROs to determine
whether tests are truly positive (as a
result of illegal use) or are positive due
to prescribed usage of the drugs, and a
greater number of workers will be
subject to scrutiny and their medical
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records examined at length. One of the
commenters maintained that such
testing would exceed the legal mandate
under Executive Order No. 12564 and
the promulgation of scientific
Guidelines by HHS pursuant to it. The
Guidelines include requirements to
protect individuals’ privacy while
maintaining public safety, including
procedures for MRO review to verify
legitimate drug use and maintain the
confidentiality of donor drug testing
records. The Department provides
additional guidance in the Medical
Review Officer Manual for Federal
Workplace Drug Testing Programs. The
inclusion of these additional drugs in
the Guidelines is within the scope of the
Department’s regulatory authority to test
for illegal drug use under Section
503(a)(1)(A)(ii)(II) of Public Law 100-71
and Executive Order No. 12564.

New Analytes—Cutoff Concentrations

Eight commenters addressed the
proposed cutoffs for the added drugs:
Three commenters agreed with the
proposed cutoffs; four disagreed with
the cutoffs for one or more of the added
drugs. Of these, three commenters stated
that the cutoffs are too low: Two of
these commenters believe that these
cutoffs will unnecessarily identify
workers using prescription drugs and
one commenter noted that these cutoffs
will affect accurate quantitation in
routine specimens. The Department
recognizes that the added analytes will
result in an increased number of
positive opioid results requiring MRO
review, and has incorporated
requirements for MRO requalification
and retraining at least every five years.
Additional guidance and information on
the added drugs will be provided in the
Medical Review Officer Guidance
Manual for Federal Workplace Drug
Testing Programs. The Department
disagrees that the cutoffs will affect
accurate quantitation in routine
specimens. Information from HHS-
certified laboratories indicates that
testing at these cutoffs can be
accomplished with current
instrumentation. However, the
Department has raised the confirmatory
test cutoffs for oxycodone and
oxymorphone from 50 ng/mL to 100 ng/
mL. These higher cutoffs are supported
by a single dose study which showed
similar detection rates for oxycodone
and oxymorphone using either a 50 ng/
mL or 100 ng/mL cutoff.* Use of the 100
ng/mL confirmatory test cutoffs is
expected to be less analytically
challenging for laboratories.

One commenter suggested changing
the oxycodone and oxymorphone initial
test cutoff to 300 ng/mL and changing

the hydrocodone and hydromorphone
initial test cutoff to 100 ng/mL, to
equate the detection times for these
drugs. One commenter requested that
the Department provide the justification
and data used to determine the cutoff
levels for the added opioids. The
Department raised the oxycodone and
oxymorphone confirmatory test cutoffs
to 100 ng/mL as described above. The
Department has evaluated the comments
and has concluded that no further
change is needed. The selection of
cutoff concentration is not based solely
on the factor of detection times and
must take into consideration a variety of
factors, both pharmacological and
chemical. Drug potency, disposition in
urine, impact and prevalence must be
considered. For example, oxycodone is
approximately twice as potent as
hydrocodone and may be prescribed in
lower doses, thus a cutoff lower than
that for hydrocodone is warranted.
Therefore, in selecting the cutoffs, the
Department considered the detection
times of equipotent doses as well as
dispositional patterns of each drug in
urine. Data on the disposition of
hydrocodone and oxycodone in urine
following administration of a single
dose can be found in two recently
published scientific articles.!2

Medical Review Officer (MRO)
Requalification—Continuing Education
Units (CEUs)

The Department requested comments
on requiring MRO requalification
continuing education units (CEUs) and
on the optimum number of credits and
the appropriate CEU accreditation
bodies should CEUs be required as part
of MRO requalification. Three
commenters agreed with requiring MRO
recertification, but disagreed with the
addition of CEU requirements to the
Guidelines. Two commenters disagreed
with specifying the number of CEUs
required. Two commenters indicated
that certification entities already enforce
training requirements and
recommended that acceptance of CEUs
be handled by MRO certification boards,
not the Department. Two commenters
recommended a requirement of annual
CEUs: One suggested 16 CEUs and the
other recommended three CEUs. One
commenter recommended 12 CEUs
prior to initial certification, eight CEUs
every five years, and also recommended
two CEUs related to the new
requirements/topics within two years of
implementation of the revised
Guidelines. The Department has
evaluated the comments and has
concluded that requirements for
continuing education units will remain
with the MRO certification entities and

will not be included in the Guidelines.
The Department has removed references
to MRO training entities in Sections
13.2 and 13.3, because training
documentation is maintained by MRO
certification entities. The Department
agrees with the comment that MROs
should receive training on revisions to
the Guidelines, and has added item
Section 13.3(b) to require such training
prior to the effective date of revised
Guidelines.

Discussion of Sections

The Department has not included a
discussion in the preamble of any
sections for which public comments
were not submitted or where minor
typographical or grammatical changes
were made.

Subpart A—Applicability

1.5 What do the terms used in these
Guidelines mean?

One commenter disagreed with the
definition for “dilute specimen”
because it does not include numerical
values for creatinine and specific
gravity. The Department has concluded
that no change is needed; the analytical
(numerical) criteria for a dilute
specimen are provided in Section 3.8.

One commenter requested that
“external service provider” be defined,
because this is a new term included in
the proposed Guidelines. The
Department agrees and has added the
definition.

The Department has added the
definition for “gender identity” to
Section 1.5. This term is now used in
Guidelines sections addressing observed
and monitored collections as described
in this preamble under Sections 4.4, 8.1,
8.10, and 8.12. Gender identity means
an individual’s internal sense of being
male or female, which may be different
from an individual’s sex assigned at
birth.

Two commenters disagreed with the
proposed definition for “invalid result”
which indicated that an invalid result
was reported only when an HHS-
certified laboratory could not complete
testing or obtain a valid drug test result.
The Department agrees with the
commenters and has reinstituted the
definition from the Guidelines effective
October 1, 2010 (73 FR 71858).

To address comments described in
this preamble under Section 13.1, the
Department deleted the definition for
“non-medical use of a drug.”

Two commenters found the definition
of “specimen” confusing, because the
term “‘sample’” used in the definition
was also defined as a representative
portion of a donor’s specimen. The
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Department agrees, and has reinstituted
some wording for the definition of
“specimen” from the Guidelines
effective October 1, 2010 (73 FR 71858)
for clarity.

1.6 What is an agency required to do
to protect employee records?

One commenter suggested that the
non-applicability of the Health
Insurance Portability and
Accountability Act (HIPAA) and the
Health Information Technology for
Economic and Clinical Health Act
(HITECH) should be clearly stated in the
Guidelines. The Department has
evaluated the comment and has
concluded that the applicability of
HIPAA and other relevant privacy laws
is clearly stated in Section 1.6.
Accordingly, except for minor
rewording for clarity, no further
revisions are necessary.

1.7 What is a refusal to take a federally
regulated drug test?

One commenter noted that, per
Sections 8.4(c) and 8.9(b), when a
collector finds an adulterant or
substitution product or observes an
attempt to substitute a urine specimen,
this prompts a direct observed
collection, not a refusal to test. The
commenter suggested bringing an
adulterant or a substitution product to
the collection should be a refusal to test.
The Department has evaluated the
comment, and agrees that the collector
must report a refusal to test when a
donor brings materials for adulterating,
substituting, or diluting the specimen to
the collection site, or when the collector
observes a donor’s clear attempt to
tamper with a specimen. The
Department has revised Sections 1.7,
8.3(h), 8.4(c), and 8.9(b) accordingly.

One commenter noted that the
collector does not report a refusal to test
when a donor leaves the collection site
before the collection process begins for
a pre-employment test. The commenter
recommended defining the beginning of
the pre-employment test collection
process as the point at which the donor
is asked to present photo identification.
The Department agrees with the
suggestion to define the beginning of the
collection process specifically for this
situation. However, the Department has
designated the beginning as the step
described in Section 8.4(a), when the
collector provides or the donor selects a
specimen collection container. The
Department has revised Sections
1.7(a)(2) and (3) to include a reference
to this section. All subsequent items in
Section 1.7(a) (i.e., items 4—-13) apply
once the donor has arrived for the pre-
employment test collection.

1.8 What are the potential
consequences for refusing to take a
federally regulated drug test?

The Department reworded Section
1.8(b) to clarify that the requirements in
this section apply to donors who fail to
appear at the collection site in a
reasonable time for any test (except a
pre-employment test), as described in
Section 1.7(a)(1).

Subpart B—Urine Specimens

2.1 What type of specimen may be
collected?

Two commenters requested
clarification on the collection/testing
scenario where the federal agency
authorizes collection of an oral fluid
specimen, but the contracted laboratory
does not perform oral fluid testing. The
Department has evaluated the comments
and has concluded that no change is
needed. This will be addressed in the
federal agency plan.

2.2 Under what circumstances may a
urine specimen be collected?

One commenter suggested that the
cost of mandatory random drug and
alcohol testing among airline pilots
outweighs the benefit. The Department
has evaluated the comment and has
concluded that no change is needed.
Airline pilots are subject to drug and
alcohol testing under DOT regulations.
Therefore, this public comment is not
relevant to the Guidelines. In regard to
drug testing of federal agency employees
and applicants, each federal agency
establishes its agency plan based on its
mission, its employees’ duties, and the
potential consequences to the public
health and safety or national security
that could result from the failure of an
employee to adequately perform their
duties and responsibilities.

Subpart C—Urine Specimen Tests

3.1 Which tests are conducted on a
urine specimen?

One commenter suggested changing
the term “‘opiates” to “‘opioids” in the
Guidelines. The Department agrees with
the commenter and has changed the
term “‘opiates” to “opioids’” where
appropriate to refer to oxycodone,
oxymorphone, hydrocodone, and
hydromorphone in addition to codeine,
morphine, and 6-acetylmorphine (6-
AM).

3.2 May a specimen be tested for
additional drugs?

The Department reworded Section
3.2(a) to clarify the additional drug tests
that may be performed on federal
employee specimens.

3.3 May any of the specimens be used
for other purposes?

Section 3.3 states that specimens
collected pursuant to Executive Order
12564, Public Law 100-71, and these
Guidelines may not be used for
purposes other than drug and validity
testing in accordance with Subpart C of
the Guidelines. One commenter
disagreed with prohibiting employees
from using their drug test specimens for
other purposes (e.g., deoxyribonucleic
acid, DNA, testing). The Department has
evaluated this comment and has
concluded that no change is needed.
While the Guidelines do not authorize
the release of urine specimens, or
portions thereof, to federal employees,
the Guidelines afford employees a
variety of protections that ensure the
identity, security and integrity of their
specimens. For example, see Sections
8.5(b), 8.8, and 15.1(a).

In addition, under Public Law 100—
71, Section 503(a)(1)(A)(@1i)(I), HHS is
mandated to establish “strict procedures
governing the chain of custody of
specimens collected for drug testing
.. . .” Sections 11.7(a) and 11.20(a)
also provide that an “HHS-certified
laboratory must control access to the
drug testing facility, specimens,
aliquots, and records,” and must retain
specimens that, among other things,
have been reported “drug positive” for
a minimum of one year. Therefore, the
release of specimens to employees, or to
an employee’s designee, is inconsistent
with the mandates of the federal drug
testing process, and could significantly
compromise a specimen’s integrity,
security, and an HHS-certified
laboratory’s ability to fulfill its
regulatory duties under the Guidelines.

One commenter requested further
clarification of the phrase “unless
authorized in accordance with
[applicable] federal law”” in Section 3.3.
The phrase “unless otherwise
authorized in accordance with
applicable law in Section 3.3(a) does not
represent a significant change from the
intent of the prior Guidelines language.
Section 3.3, among others, is intended
to prohibit the use of specimens for
purposes other than those specifically
authorized by the Guidelines. However,
there may be circumstances in which
federal law authorizes an HHS-certified
laboratory to handle a specimen in a
manner that differs from the Guidelines.
Therefore, the phrase ‘“unless
authorized in accordance with
applicable federal law” in Section 3.3 of
the Guidelines is intended to avoid
conflict with other applicable federal
law.
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It should be noted that Section 3.3
specifically prohibits conducting
deoxyribonucleic acid (DNA) testing on
urine specimens, unless authorized in
accordance with applicable federal law.

3.4 What are the drug test cutoff
concentrations for urine?

The Department proposed
methylenedioxyamphetamine (MDA)
and methylenedioxyethylamphetamine
(MDEA) as initial test analytes. Three
commenters disagreed with the addition
of MDA and MDEA as target analytes,
stating this change would require
modification of current immunoassay
reagents, laboratory processes, or both.
The commenters noted that this imposes
an unnecessary burden for compounds
with such low incidence in workplace
testing. The Department has evaluated
the comments and has removed MDEA
from the Guidelines (i.e., MDEA is no
longer included as an authorized drug
in Section 3.4). The number of positive
MDEA specimens reported by HHS-
certified laboratories (i.e., information
provided to the Department through the
NLCP) does not support testing all
specimens for MDEA in federal
workplace drug testing programs.
Because MDEA is a Schedule I drug, a
federal agency may test specimens for
MDEA in accordance with Section 3.2
(i.e., on a case-by-case basis for
reasonable suspicion or post accident
testing, routinely with a waiver from the
Secretary). The Department understands
that MDA and some other analytes also
have a low incidence, but believes that
continued testing for these analytes is
warranted in a deterrent program. In
particular, inclusion of MDA as an
initial and confirmatory test analyte is
warranted because, in addition to being
a drug of abuse, it is a metabolite of
MDEA and MDMA.

An HHS-certified laboratory or
Instrumented Initial Test Facility (IITF)
may group analytes for initial testing.
For clarity, the Department has defined
the term ‘““grouped analytes” where used
in footnote 1 of the table in Section 3.4:
“(i.e., two or more analytes that are in
the same drug class and have the same
initial test cutoff).”

The Department proposed criteria for
immunoassays for grouped analytes
such as opioids and amphetamines,
specifying the minimum cross-reactivity
to the other analyte(s) within the group.
Two commenters disagreed with the
added cross-reactivity requirements,
noting this section should not attempt to
provide equivalence between
immunoassay and other initial testing
technologies. One of these commenters
suggested the Department develop
separate requirements for initial test

methods using an alternate technology
or, alternatively, require the combined
cross-reactivity of low-reacting
compounds (e.g., hydrocodone and
hydromorphone for an opiate assay;
MDA and MDEA for an amphetamines
assay) to be equal to or greater than the
cutoff. The other commenter
recommended not allowing methods
other than immunoassay for urine initial
testing. One commenter stated that
cross-reactivity specifications for
hydromorphone are not necessary,
based on their non-regulated testing
results (i.e., confirmatory test
concentrations detected after using an
immunoassay with 60% cross-reactivity
for hydromorphone). The Department
has evaluated the comments and has
concluded that no change is needed for
immunoassay cross-reactivity
requirements. The requirements in
Section 3.4 are necessary to ensure
consistency in testing among
laboratories using different
immunoassay kits, as well as those
using different test methods for initial
drug testing. Cross-reactivity must be
demonstrated and documented by the
manufacturer (e.g., package insert) and
by the HHS-certified laboratory or IITF
(i.e., assay validation studies, reagent lot
verification, and batch quality control
for any analyte that exhibits less than
100% cross-reactivity). The Department
will continue to allow the use of
methods other than immunoassay for
initial testing.

However, the Department has revised
Section 3.4 regarding the use of
alternate technology initial tests for
THCA and benzoylecgonine. Depending
on the technology, the confirmatory test
cutoff (i.e., 15 ng/mL for THCA, 100 ng/
mL for benzoylecgonine) must be used
as the cutoff for an initial test using an
alternate technology to ensure
consistent treatment of specimens. For
these analytes, the immunoassay test is
not specific for the target analyte for the
confirmatory test. For example,
immunoassays for cannabinoids react
with multiple compounds that are
excreted as a result of marijuana use.
Therefore, it is necessary to use an
immunoassay cutoff higher than that of
the confirmatory test in order to detect
the target analyte (THCA) at or above
the confirmatory test cutoff. An initial
test using an alternate technology with
specificity comparable to the
confirmatory test requires use of the
confirmatory test cutoff.

Also in Section 3.4, the Department
did not specify the target analyte to be
used to calibrate an initial test for
grouped analytes such as amphetamines
or opioids. Three commenters noted
that when an immunoassay is calibrated

with a low-reacting drug, other analytes
may exhibit high cross-reactivity,
leading to false initial test positives.
Two of these commenters also noted
that this may result in possibly different
cross-reactivity profiles for some
structurally unrelated and
concomitantly used prescription and/or
over the counter drugs. One commenter
noted that the option to “include a
control containing the lowest reacting
analyte at its cutoff concentration in
each batch” was described in the
preamble to the proposed Guidelines,
but was not specified in Section 3.4 of
the Guidelines. It was not the
Department’s intent for the laboratory or
IITF to calibrate an immunoassay test
using an analyte other than that
specified by the manufacturer. In the
preamble to the proposed UrMG, the
Department described using a control
containing the lowest reacting analyte at
its cutoff concentration to establish the
decision point (i.e., when an
immunoassay for grouped analytes did
not demonstrate at least 80% cross-
reactivity to each analyte). The
Department has determined that this
approach is not necessary, and will not
be permitted. There are current
immunoassays that meet the
requirements of this section for two or
more analytes in a group (i.e., analytes
in the same drug class that have the
same initial test cutoff). As indicated in
Section 3.4, the laboratory or IITF may
use multiple test kits or a single kit to
meet the requirements.

3.5 May an HHS-certified laboratory
perform additional drug and/or
specimen validity tests on a specimen at
the request of the Medical Review
Officer (MRO)?

One commenter recommended that
HHS maintain a list of allowable
additional tests and reporting criteria
(e.g., threshold for reporting as positive,
adulterated, substituted, and/or invalid,
and a limit of detection as appropriate),
to ensure consistency among
laboratories and within the testing
program. The Department has evaluated
the comment and has concluded that no
change is needed. The Department does
not want to limit the analytes that may
be tested, and will provide guidance to
laboratories as needed. It is also noted
that the section requires all tests to meet
appropriate validation and quality
control requirements. The procedures
and specimen records for such tests will
be reviewed at NLCP inspections. The
Department will continue to maintain a
list of HHS-certified laboratories that
choose to perform additional tests for
regulated specimens.
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One commenter asked whether an
MRO could submit a blanket request to
perform additional testing (e.g.,
additional opioid metabolites) for all
confirmatory specimens (i.e., would
laboratories be permitted to monitor the
additional compounds in all
confirmatory test assays?). The
Department believes that testing all
specimens for additional analytes may
not be appropriate for some tests,
especially hydrocodone,
hydromorphone, oxycodone and
oxymorphone. Recent studies show that
testing for norhydrocodone and or
noroxycodone is not necessary for the
interpretation of all results.! 2
Norhydrocodone and noroxycodone
metabolites may be helpful for the MRO
to interpret test results only when a
donor’s prescription does not support
the test results. For example, a
hydrocodone dose may result in urine
concentrations of only hydromorphone
metabolite above the cutoff. The
presence of norhydrocodone metabolite
would support the use of hydrocodone
and validate the donor’s prescription.
The same could be said for interpreting
test results following an oxycodone
dose. The presence of noroxycodone
metabolite would support the use of
oxycodone when only oxymorphone
was reported as positive. The
Department will provide guidance on
these and other additional tests that may
provide useful information for the MRO
in the Medical Review Officer Guidance
Manual for Federal Workplace Drug
Testing Programs. The Department has
revised Section 3.5 to clarify that HHS-
certified laboratories are authorized to
perform additional tests upon MRO
request on a case-by-case basis, but are
not authorized to routinely perform
such tests without prior authorization
from the Secretary or designated HHS
representative, with the exception of the
determination of D,L stereoisomers of
amphetamine and methamphetamine.
The Department will continue to allow
HHS-certified laboratories to test for D,L
amphetamine and methamphetamine
routinely or upon MRO request. The
Department will provide guidance on
these and other additional tests that may
provide useful information for the MRO
(e.g., tetrahydrocannabivarin) in the
Medical Review Officer Guidance
Manual for Federal Workplace Drug
Testing Programs.

Additional drug and specimen
validity testing under Section 3.5 does
not include DNA testing.

3.6 What criteria are used to report a
urine specimen as adulterated?

Two commenters agreed and one
disagreed with raising the lower pH

cutoff from 3.0 to 4.0 for identifying
specimens as adulterated. One
commenter advised caution in changing
specimen validity test cutoffs, and
indicated that the proposed change will
require updates to computer systems for
reporting, calibrators, and controls. One
commenter indicated that previous
review of data (more than 10 years ago)
indicated this change would have more
than doubled the number of low pH/
adulterated results reported. The
commenter that disagreed with
changing the pH cutoff believes HHS
does not have enough scientific
evidence supporting the change. The
Department has evaluated the comments
and has concluded that no change is
needed to the proposed cutoff (i.e., 4.0).
As stated in the preamble to the
proposed Guidelines (80 FR 28101), this
decision is based on the fact that the
physiologically minimum achievable
urine pH that can be produced by the
kidneys is about pH 4.5. Furthermore,
the Department is not aware of any
medical conditions or medications that
would cause urine pH to be less than
4.5.

3.8 What criteria are used to report a
urine specimen as dilute?

One commenter suggested removing
the three-decimal place criteria for
reporting a specimen as dilute. One
commenter indicated that the criteria for
reporting a specimen as dilute in
Section 3.8 and 11.19(f) were not
consistent, and that Section 3.8 does not
address the situation when creatinine is
between 5 and 20 mg/dL and the
specific gravity is less than 1.0020. This
section was intended to clarify that only
HHS-certified laboratories (and not
HHS-certified IITFs) may report a
specimen as dilute when the creatinine
concentration is greater than or equal to
2.0 mg/dL and less than or equal to 5
mg/dL, and the laboratory must use a
four-decimal place refractometer for the
specific gravity test. The Department
will retain the three-decimal place
criteria in Section 3.8(a) because both
HHS-certified IITFs and laboratories
may use a three-decimal place
refractometer for a specific gravity
screening test when the creatinine
concentration is greater than 5 mg/dL
and less than 20 mg/dL. However, the
Department agrees that this section did
not address all situations, so has revised
the wording in Section 3.8(b) to be
consistent with the wording in 11.19(1).

3.9 What criteria are used to report an
invalid result for a urine specimen?

One commenter suggested increasing
the acceptable pH range upper end from
9.0 to 9.5 due to heat during summer

months. One commenter recommended
that the Department define requirements
to be met before a new validity marker
is implemented. One commenter
suggested that additional biomarkers
used to support a result of invalid
should be standardized across all HHS-
certified laboratories and one solution to
donor subversion might be random
assignment of collection of alternative
specimens. The Department has
evaluated the comments and has
concluded that no change is needed. A
2006 study on the stability of regulated
drug analytes in urine slightly below
and within the high pH invalid range
supports the pH 9.0 decision point due
to the loss of drug analytes at a pH
between 9.0 and 9.5.3

Subpart D—Collectors

4.4 What are the requirements to be an
observer for a direct observed
collection?

One commenter disagreed with the
requirement for an observer to be the
same gender as the donor, and suggested
that a physician or health care
professional (regardless of gender)
should be allowed to function as an
observer. The commenter indicated that
gender determination can be
challenging (i.e., transgender
employees). The Department has
evaluated these comments and agrees
that all observed collections must be
conducted in a professional manner that
minimizes discomfort to the donor. The
Department has revised Sections 4.4(b),
8.1(b), and 8.10 to allow the donor to be
observed by a person whose gender
matches the donor’s gender, which is
determined by the donor’s gender
identity (defined in Section 1.5). The
donor’s gender identity may be the same
as or different from the donor’s sex
assigned at birth. The Department also
revised Sections 8.1(b) and 8.12 for
monitored collections, to allow the
donor to be monitored by a person
whose gender matches the donor’s
gender, unless the monitor is a medical
professional (as described in Section
8.12).

The Department disagrees with the
commenter’s suggestion to allow an
individual to serve as an observer based
solely on their credentials as a
physician or health care professional.
Such credentials alone would not
guarantee that these individuals could
appropriately perform the functions of
an observer (i.e., as specified in Section
4.4).

The same commenter expressed
concerns over the requirement for an
observer to have received training,
indicating that this would require
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documentation and may make finding
short notice observers more difficult.
The Department disagrees with this
comment. These are the same
requirements as in the Guidelines
effective October 1, 2010 (73 FR 71858).
As stated in the preamble to those
Guidelines, the training elements are
included to ensure that the observer
interacts with the donor in a
professional manner, respecting the
donor’s modesty and privacy, and that
the collector maintains the
confidentiality and integrity of
collection information.

Subpart F—Federal Drug Testing
Custody and Control Form (CCF)

6.1 What federal form is used to
document custody and control?

Two commenters recommended that
the Department provide instructions on
recording results for the added drugs on
the CCF until the Federal CCF is
revised. Three commenters
recommended that the CCF be revised to
address the addition of the oral fluid
specimen matrix. One commenter
encouraged SAMHSA to modify the
CCF to account for collections where
multiple specimens are collected during
a single collection event. The
Department will publish a Federal
Register Notice with the revised Federal
CCF, including changes for the added
analytes, with the same effective date as
these Guidelines. Guidance on the use
of the revised Federal CCF will be
posted on the SAMHSA Web site http://
www.samhsa.gov/workplace. In regard
to when the collector submits multiple
urine specimens (i.e., different voids)
collected during the same testing event,
the Department has concluded that no
change is needed; the collector must use
a separate Federal CCF for each
specimen.

6.2 What happens if the correct OMB
approved Federal CCF is not available
or is not used?

One commenter questioned the
purpose of a Memorandum for the
Record (MFR) obtained from the
collector when an incorrect CCF was
used for the collection. The commenter
suggested that if certain information is
required to be in the MFR, these
requirements should be specified in the
Guidelines. The commenter suggested
that if the purpose of the MFR is to
correct the collector’s behavior (i.e.,
using an incorrect form), then it would
be more effective to reject the specimen
upon receipt and indicate that it was
rejected due to the use of an incorrect
form. The Department has evaluated the
comments and has concluded that no

change is needed. Section 6.2 describes
the information required in the MFR
from the collector. However, the
Department reworded items 6.2(b) and
(c) for clarity.

Subpart H—Urine Specimen Collection
Procedure

8.1 What privacy must the donor be
given when providing a urine
specimen?

As described in this preamble under
Section 4.4, the Department has revised
Section 8.1(b) to require that the gender
of the observer matches the donor’s
gender, and that the gender of the
monitor matches the donor’s gender
unless the monitor is a medical
professional as described in Section
8.12.

8.3 What are the preliminary steps in
the urine specimen collection
procedure?

One commenter was concerned that
the Guidelines do not mention alcohol
testing, which was added to the
Department of Transportation (DOT)
program in 1991. Alcohol testing is
outside of the scope of the Department’s
regulatory authority granted by
Executive Order 12564 and Public Law
100-71.

In response to comments described
under Sections 1.7 and 8.4 in this
preamble, the Department revised
Section 8.3(h) to require the collector to
report a refusal to test when a donor
brings materials for adulterating,
substituting, or diluting a specimen to
the collection site.

8.4 What steps does the collector take
in the collection procedure before the
donor provides a urine specimen?

The proposed section included the
same requirement as the Guidelines
effective October 1, 2010 (73 FR 71858)
for the collector to perform an observed
collection when the donor exhibits
conduct that clearly indicates an
attempt to tamper with a specimen (e.g.,
substitute urine in plain view or an
attempt to bring into the collection site
an adulterant or urine substitute). One
commenter stated that if the collector
finds an adulterant or substitution
product or observes the donor attempt
to substitute a urine specimen, this
should be a refusal to test. As noted
under Section 1.7 in this preamble, the
Department agrees that the collector
must report a refusal to test when a
donor brings materials for adulterating,
substituting, or diluting a specimen to
the collection site, or when the collector
observes a donor’s clear attempt to
tamper with a specimen. The

Department has revised Section 8.4
accordingly.

8.5 What steps does the collector take
during and after the urine specimen
collection procedure?

8.6 What procedure is used when the
donor states that they are unable to
provide a urine specimen?

Comments on these two sections are
addressed here. Numerous commenters
expressed concern with the
Department’s urine collection policy,
stating that 7 to 10% of Americans have
a condition (““paruresis”), described as a
social anxiety disorder which prevents
a person from producing urine on
demand or in the presence of other
people. These commenters stated that if
the government wants to seek the largest
group of qualified applicants, the
Guidelines should specify that a
diagnosis of paruresis means non-urine
(i.e., oral fluid) testing will
automatically be provided, and that
donors should not have to attempt to
provide a urine specimen first. The
Department has evaluated the comments
and has concluded that no change is
needed. The Guidelines will allow a
federal agency to use any authorized
specimen types (e.g., urine, oral fluid, or
both) in their drug testing programs. The
Guidelines will continue to require that
the donor be allowed reasonable
attempts to provide a urine specimen as
described in Sections 8.5 and 8.6, and
allow collection of an authorized
alternate specimen (i.e., oral fluid).

Three commenters disagreed with the
requirement for the collector to contact
the agency representative for
authorization to collect an alternate
specimen each time a donor is unable to
provide a sufficient volume. These
commenters suggested that the
Guidelines allow this to be addressed in
established standard protocols for the
agency. The Department agrees with the
commenters. Each federal agency may
decide whether to require notification in
each case or whether to provide a
standard protocol for collectors to
follow. Sections 8.5 and 8.6 have been
revised accordingly.

Also in regard to Section 8.6, one
commenter indicated that some
employers may wish to retain urine
testing as the primary test due to a
longer detection window. This
commenter raised concern that some
donors may claim they are unable to
provide a urine specimen so that an
alternative specimen (i.e., OF) with a
shorter detection window will be
collected. The commenter suggested
that the Guidelines be changed to
indicate that an alternative specimen
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may be collected when a donor is
physiologically unable to provide a
urine specimen, and not just when the
donor states that they are unable to
provide a urine specimen. The
Department disagrees; collectors are not
qualified to conduct a medical
evaluation to verify or refute the donor’s
claim. It will be the agency’s decision to
collect urine or an authorized alternate
specimen, and Sections 13.6 and 13.7
include procedures for medical
evaluation as needed during the MRO
review process.

The Department reworded Section
8.5(d) to clarify that the collector must
record comments on both CCFs when
two specimens from the same collection
event are forwarded to a laboratory.

8.7 If the donor is unable to provide a
urine specimen, may another specimen
type be collected for testing?

The Department proposed within
Section 8.7 that when the donor is
unable to provide a urine specimen,
another specimen type may be collected
only if specifically authorized by the
agency. One commenter disagreed with
the Guidelines as written and suggested
that when a donor cannot provide the
primary specimen type, an alternate
specimen should be collected
immediately. The commenter cited the
additional time and cost (evaluation of
donor for “shy bladder”) as well as the
fact that the collector may not know the
agency’s policy on alternate specimen
types. The Department has concluded
that no change is needed for Section 8.7
in response to this comment. The
Guidelines will continue to require that
the donor be allowed reasonable
attempts to provide a urine specimen as
described in Sections 8.5 and 8.6. The
Department has revised those sections
to allow a federal agency to either
require notification in each case or
provide a standard protocol for
collectors to follow when the donor is
unable to provide a urine specimen. The
Department has reworded this section to
state “Yes, if . . .” rather than “No,
unless. . . .” in response to a federal
agency’s comment and to enhance
clarity. The meaning of this section
remains the same.

8.8 How does the collector prepare the
urine specimens?

In response to a federal agency
comment, the Department deleted a
sentence in item 8.8(h) that required the
collector to send a copy of the Federal
CCF to the HHS-certified laboratory or
IITF. The Department agreed with the
federal agency that this instruction is
redundant because item 8.8(g) instructs

the collector to distribute copies of the
Federal CCF as required.

8.9 When is a direct observed
collection conducted?

The proposed section included
requirements for the collector to
perform an observed collection when
the donor exhibits conduct that clearly
indicates an attempt to tamper with a
specimen or the collector observed
materials brought by the donor to the
collection site for the purpose of
adulterating, substituting, or diluting
the specimen. One commenter stated
that if the collector finds an adulterant
or substitution product or observes the
donor attempt to substitute a urine
specimen, this should be a refusal to
test. As noted in this preamble under
Sections 1.7 and 8.4, the Department
agrees that the collector must report a
refusal to test when a donor brings
materials for adulterating, substituting,
or diluting the specimen to the
collection site, or when the collector
observes a donor’s clear attempt to
tamper with a specimen. The
Department has revised Section 8.9
accordingly.

8.10 How is a direct observed
collection conducted?

To address a comment described in
this preamble under Section 4.4, the
Department has revised Section 8.10 to
allow the donor to be observed by an
observer whose gender matches the
donor’s gender. At the beginning of the
observed collection, the collector
requests that the donor document the
donor’s gender on the Federal CCF and
initial the annotation. An observer of
the same gender is provided, and the
collector records the name and gender
of the observer on the Federal CCF.

8.12 How is a monitored collection
conducted?

To address a comment described in
this preamble under Section 4.4, the
Department has revised Section 8.12 to
allow the donor to be monitored by a
monitor whose gender matches the
donor’s gender, unless the monitor is a
medical professional (e.g., nurse, doctor,
physician’s assistant, technologist, or
technician licensed or certified to
practice in the jurisdiction in which the
collection takes place). As described in
Section 8.10, at the beginning of the
monitored collection, the collector
follows the same procedure as for
observer selection in Section 8.10(b).
That is, the collector requests that the
donor document the donor’s gender on
the Federal CCF and initial the
annotation. A monitor of the same
gender is provided, and the collector

records the name and gender of the
monitor on the Federal CCF. A medical
professional may serve as the monitor,
regardless of gender.

Subpart I—HHS Certification of
Laboratories and IITFs

9.5 What are the qualitative and
quantitative specifications of
performance testing (PT) samples?

One commenter noted that, because
proposed initial test requirements allow
calibration with a low-reacting analyte,
PT schemes would likely need to be
designed based on the specific
implementation at each laboratory. The
commenter provided an example: When
an immunoassay is calibrated with a
drug/metabolite that exhibits 50% cross-
reactivity, the intended target analyte
(“calibrant”) at the cutoff concentration
would elicit a response well in excess
of the cutoff. This could result in
inaccurate initial test results (i.e., a
positive initial test result for a speci