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Under National H ghway Traffic Safety Adm nistration Model

Speci fications for Screening Devices To Measure Al cohol in Bodily
Fluids (59 FR 39382), Al cohol Screening Devices are devices which
sanple fluid froma human subject to indicate whether or not

al cohol is present in the blood of that subject at or above a
concentration of 0.02 BAC (grans al cohol per 100 nl). Any bodily
fluid my be used for this determ nation, provided that a
denonstrated scientific nmethod for converting the neasurenent
into BAC is avail abl e.

One device was subnmitted to the U S. Departnent of Transportation
Vol pe National Transportation Systens Center for evaluation in
August 2000 but is reported in this reporting period:

Devi ce Manuf act ur er
ABI (Al cohol Breath Indicator) Han International Co., Ltd.
Kor ea

The submitted screening device is a hand-held unit that uses a
sem -conductor to detect breath al cohol. The device was found to
neet all applicable requirenents. Test results are tabul ated

bel ow.

The Mbdel Specifications are appended.



Han International Co. Ltd. August 2000
ABI (Alcohol Breath Indicator)
Test Pass
1. Precision & Accuracy. yes
20 trials at 0.008 BAC # positive 0
20 trials at 0.032 BAC # negative 0
2. Blank Reading: yes
20 trials at 0.000 BAC # positive 0
# negative 0
3. Light Conditions *NA
4. Cigarette Smoke. yes
5 trials at 0.000 Bac # positive 0
5. Temperature.
5.1 at 10degC yes
20 trials at 0.008 BAC # positive 0
20 trials at 0.032 BAC # negative 0
5.2 at 40degC yes
20 trials at 0.008 BAC # positive 0
20 trials at 0.032 BAC # negative 0
6. Vibration. yes
20 trials at 0.008 BAC # positive 0
20 trials at 0.032 BAC # negative 0

BAC: grms alcohol /210 liters air @34degC
Requirements:

Not more than one negative at 0.032 BAC
Not more than one positive at 0.008 BAC

Not more than one negative greater than zero and no positives at 0.00 BAC

No positives in Test 4

*Not applicable. Device read-out does not require interpretation.




Appendi x: Model Specifications for Screening Devices to Measure
Al cohol in Bodily Fluids (59 FR 39382-39390).
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DEPARTMENT OF TRANSPORTATI ON
Nat i onal Hi ghway Traffic Safety Adm nistration
[ NHTSA Docket No. 94-004; Notice 2]

H ghway Safety Prograns; Mpdel Specifications for Screening
Devi ces To Measure Al cohol in Bodily Fluids

AGENCY: National H ghway Traffic Safety Adm nistration (NHTSA),
DOT.

ACTI ON: Noti ce.

SUMVARY: This notice establishes Mddel Specifications for the
performance and testing of al cohol screening devices. These
devices test for the presence of alcohol, and may use breath or
ot her bodily fluids, such as saliva, to do so. NHTSA is
establishing these specifications to support State | aws that
target youthful offenders (i.e., “zero tolerance” |aws) and the
Departnent of Transportation's regul ations on Al cohol M suse
Prevention, and in recognition of industry efforts to devel op new
technol ogies (e.g., non-breath devices) that neasure al cohol
content frombodily fl uids.

A Conform ng Products List (CPL) will be published
identifying the devices that neet NHTSA's Mdel Specifications.
The CPL can serve as a guide for those interested in purchasing
devi ces that screen for the presence of al cohol.

DATES: The Moddel Specifications established by this notice becone
ef fective August 2, 1994.

FOR FURTHER | NFORMATI ON CONTACT:

Ms. Lori A Mller, Ofice of Al cohol and State Prograns, NTS-21,
Nati onal H ghway Traffic Safety Adm nistration, 400 Seventh
Street, SW, Washi ngton, DC 20590. Tel ephone (202) 366-9835.

SUPPLEMENTARY | NFORMATI ON: On Decenber 15, 1992 (57 FR 59382),
the U. S. Departnment of Transportation (DOT) published a notice of
proposed rul emaking (NPRM to inplenment the “Omibus
Transportation Enpl oyee Testing Act of 1991,” which requires

al cohol testing prograns in the aviation, notor carrier, rail,
and mass transit industries. The Research and Special Prograns
Adm ni stration (RSPA) proposed simlar regulations for the

pi peline industry. In general, the NPRM proposed to prohibit
covered enpl oyees from perform ng safety-sensitive functions
when test results indicate al cohol concentration |evels of 0.04
or greater. The NPRM proposed to apply slightly different
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consequences to enpl oyees havi ng al cohol concentration |evels of
0.02 or greater but |less than 0. 04.

To determ ne al cohol concentration, the NPRM proposed to use
breath as neasured by those evidential breath testing devices
(EBTs) listed on NHTSA' s Conform ng Products List (CPL) which are
capabl e of providing a printed result, sequentially nunbering the
tests conducted, and distinguishing al cohol from acetone at the
0.02 BAC level. EBT's listed on NHTSA's CPL have been tested and
determ ned to neet the agency's Mdel Specifications for EBTSs,
whi ch were | ast anmended on Septenber 17,1993 (58 FR 48705).

In a final rule published on February 15, 1994 (59 FR 7340),
DOT anended its regul ati ons and added procedures for conducti ng
al cohol testing in transportation workplaces (49 CFR Part 40).
This final rule differed fromthe NPRMin a nunber of respects.
The final rule required the use of breath testing devices |isted
on the CPL for EBTs. For screening devices, it permtted the use
of EBTs on the CPL that do not print the result, but only if
confirmation tests are conducted using EBTs |isted on the CPL
whi ch are capable of providing a printed result.

(These devices nust al so be capabl e of distinguishing al cohol
fromacetone at the 0.02 BAC | evel and sequentially nunbering the
tests conducted.)

NHTSA publ i shed a separate notice in the sanme issue of the
Federal Register (59 FR 7372) proposing to adopt WMbdel
Specifications and a CPL that would permt additional al cohol
testing devices to be used for screening purposes. In its notice,
NHTSA proposed to establish Model Specifications for al cohol
screeni ng devices, which differ fromthe Mdel Specifications for
Evidential Breath Testing devices in a nunber of inportant
respects. It stated that the proposed Mdel Specifications
are designed to test whether devices are suitable for screening,
not evidential, purposes and that they are designed to test the
per formance of devices that may use bodily fluids other than
breath (such as saliva) to determ ne the presence of al cohol

NHTSA requested comrents on these proposed Model
Speci fi cati ons.

Comment s Recei ved

The agency received twenty conments in response to the notice.
Comments were received from manufacturers of screening devices
and rel ated equi pnent, persons representing sectors of the
transportation industry subject to the DOT regul ations (i ncluding
rail, transit, notor carriers and pipelines) and substance abuse
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program adm ni strators, an interested individual and a health
pr of essi onal .

A) Ceneral Conments

The coments, in general, were supportive of the agency's
proposed Model Specifications. Some of the comrents praised the
notice for proposing to increase flexibility, stinmulate
devel opnment and reduce barriers and cost for those charged with
i npl enenting DOT's new al cohol testing rules.

A nunber of commenters raised concerns about the schedul e
NHTSA woul d foll owi ng publishing the final Mdel Specifications.
DOT's final rule beconmes effective for |arge enployers (in
general, with 50 or nore safety-sensitive enployees) on January 1,
1995. The commenters, therefore, urged the agency to issue the
Model Specifications and approve conform ng devices prior to that
date. Two conmenters reconmended that if final rules and product
eval uations are not conpleted within a specified period of tine
(one conment er suggested August 1 1994, another m d-1994), the
effective date of DOI's final rule should be del ayed.

In response to these comments, NHTSA has sought to publish
the final Mbdel Specifications as quickly as possible. As
described further below, we intend to begin testing i medi ately,
and hope to publish within 30 days fromtoday's date a Conform ng
Products List (CPL) of screening devices that have been tested to
date and conformto these Mddel Specifications. The CPL will be
updat ed and published periodically, as further testing is
conpl et ed.

A nunber of commenters raised issues that pertain to other
notices that were published in the Federal Register on February
15, 1994, such as DOT's final rule (59 FR 7340) on Procedures for
Transportati on Wrkpl ace Drug and Al cohol Testing Prograns (49
CFR Part 40) or the final rules and conmon preanble (59 FR 7302)
on the Limtation on Al cohol Use by Transportation Wrkers.

O hers raised issues that are al so outside the scope of NHTSA' s
noti ce and request for coments. For exanple, one respondent
commented that all al cohol testing should be performed by | aw
enforcenment representatives. Another respondent urged the
Department to permt testing to be conducted only using
evidential breath testing devices. Qther commenters suggested
that the use of non-breath al cohol tests (which use blood, saliva
or urine sanples) as a condition for enploynent is an invasion of
privacy and a violation of individual rights.

NHTSA' s Model Specifications contain the performance criteria
and nethods for the testing of al cohol screening devices. It does
not address whet her such devices are permtted to be used to
perform screening tests, who is authorized to adm nister such
tests or who is subject to them These issues are addressed
instead in DOT's final rules.
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O her commenters rai sed questions or concerns regarding the
Model Specifications for Evidential Breath Testing Devices, |ast
revised on Septenber 17, 1993 (58 F. R 48705), or the Model
Specifications for Breath Al cohol Ignition Interlock Devices
(BAI'l Ds), published on April 7, 1992 (57 F.R 11772).

| ssues such as these are outside the scope of the notice
publ i shed in February proposi ng Model Specifications for alcohol
screeni ng devi ces, and therefore have not been addressed in this
noti ce adopting

B) Specific Coments on Mddel Specifications

No comrents were received regardi ng sone portions of the
proposed Model Specifications. These portions have been adopted
wi t hout change. For further discussion regarding these portions,

i nterested persons should review the February notice. Portions of
t he proposed Moddel Specifications that generated comment, and the
issues raised in the coments, are discussed bel ow

1. Purpose, Scope, Cassification and Definitions

Inits February 15, 1994 notice, NHTSA proposed to define an
al cohol screening device as a device that is used to detect the
presence of 0.020 or nore BAC, and that indicates the test result
by nunerical read-out or by other nmeans, such as by the use of
| ights or color changes. Al comments addressing these aspects of
t he Model Specifications supported the definition. They have been
adopt ed wi t hout change.

The notice proposed that the Mddel Specifications would
provi de that devices may neasure any bodily fluid (including
bl ood, breath or saliva), but that the output nust be in blood
al cohol concentration (BAC) units. It explains that NHTSA
believes the relationship between BAC and the bodily fluid being
nmeasured i s properly established so that a neans for eval uating
t he device can be devised, and that NHTSA considers use of a one-
t o-one conversion factor between blood and saliva to be
appropriate. NHTSA requested comments in the February 15
notice on the proposed use of a one-to-one conversion factor for
saliva, and on what may constitute acceptable criteria for bodily
fluids other than saliva, blood and breath.

Al'l conmments regardi ng the one-to-one conversion factor and
the applicability of the proposed Mddel Specifications to bl ood,
breath and saliva were supportive of NHTSA s proposal. These
aspects of the Mddel Specifications have been adopted w thout
change.

Comments were received fromthe manufacturer of an al cohol
screeni ng device that uses ocul ar vapor analysis. The type of
anal ysis used by this device nmeasures al cohol using vapors from
the surface of the eye. The conmenter requested that the nodel
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specifications include the ocular vapor analysis technique as an
accept abl e and recogni zed net hod.

The Mbdel Specifications, as proposed in the agency's
February 15 notice and as finally adopted in today's Federal
Regi ster notice, define an al cohol screening device as a device
that nmay neasure “any bodily fluid” for the purpose of detecting
the presence of 0.020 or nore BAC. This definition is clearly
broad enough to include use of the ocul ar vapor anal ysis
t echnol ogy.

NHTSA did not include in its proposal, however, testing
procedures for all conceivable types of screening technol ogies.
Rat her, it proposed testing procedures for the types of screening
technol ogies currently nost conmonly avail able. The notice
expl ai ned that the agency would nodify and i nprove the Model
Speci fications as new data and test
procedures becone available, and that it would alter the test
procedures, if necessary, to neet uni que design features of
specific devices. If the test procedures need to be altered to
test the ocul ar vapor analysis technol ogy, NHTSA woul d make such
alterations. Any needed alterations would be published in the
Federal Register.

One commenter, a manufacturer of alcohol breath testing
devi ces, raised concerns about devices that are not capabl e of
detecting ethyl alcohol and isopropyl alcohol. The commenter
stated that if devices cannot identify all three of these
al cohols, they will produce fal se negative al cohol readings.

The definition of alcohol included in the proposed Mdel
Specifications permts al cohol -screening devices to detect
different types of al cohol (including ethyl alcohol, nethyl
al cohol and isopropyl alcohol), but does not require that devices
nmust be capabl e of distinguishing between each type. To determ ne
conpliance with the Mddel Specifications, the agency proposed
that it would conduct tests using ethanol.

NHTSA does not disagree that the potential for false negative
results may exi st should be a technol ogy be enployed in a
screening device that is specific to ethanol only and an
i ndi vi dual has consuned net hyl or isopropyl alcohol. However, the
agency is aware of no screening devices using such a technol ogy.
Rat her, the screening devices avail abl e today on the narket
general ly enpl oy technol ogies that are not specific to any single
type of alcohol, and, therefore, are capable of detecting (but
not di stingui shing between) ethanol and the other al cohols.

As a result, and since ethanol is the al cohol npbst often
consuned, we believe that the probability of obtaining false
negative results by screeners that conformto these Mdel
Specifications is extrenely | ow. The proposed definition has been
adopt ed wi t hout change.

2. Statistical Accuracy
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Inits February 15 notice, NHTSA proposed to test al cohol -
screeni ng devices at 0.008 and 0.032 BAC under normnal | aboratory
conditions to determne their precision and accuracy at detecting
the presence of 0.020 or nore BAC (Test 1), and at 0.000 BAC to
determ ne the performance of these devices when providing bl ank
readi ngs (Test 2).

The notice explained that the .008 and .032 BAC | evel s were
sel ected based on criteria for precision and accuracy that are
equi valent to those used for EBTs. The criteria require that
devices performat a |evel of accuracy within +/-0.005 of 0.020
BAC (thereby establishing target valves within 0.015 and 0. 025
BAC), and a |l evel of precision which yields a standard devi ati on
not greater than 0.0042. To achieve a confidence rate of
approximately 95%in the results of these 20 tests, we proposed
to establish neasurenent points at 1.73 standard deviations (or
0. 007 BAC) bel ow and above the | ower and upper val ues,
respectively (i.e., 0.015-0.007=0.008 BAC and 0. 025+0. 007=0. 032
BAC) .

One commenter expressed the opinion that the proposed nethod
of testing does not truly reflect the accuracy standard of
+/-0.005 BAC with standard deviation not to exceed .0042 BAC.
This commenter reconmended that instruments should be tested
instead at the .020 BAC level, that results should fall within
the 0.15 and .025 BAC range, and that a deviation of not nore
than . 0042 shoul d be maintained. The comrenter's response further
stated that, to achieve a confidence rate of 95% only 5% of the
tests conducted should be outside the .015 to .025 BAC range.

The net hod proposed by this conmenter woul d require that
devices identify the precise BAC | evel detected by the instrunent.
The Mbdel Specifications do not include such a requirenent.

Rat her, they sinply require that devices are capable of detecting
the presence of al cohol at the 0.020 or greater BAC | evel. To
accomodat e the use of non-numerical as well as nunerical al cohol
screeni ng devi ces, the Mdel Specifications use two test points
that are 1.73 times the maxi num al | owed standard devi ati on on

ei ther side of 0.020 +/-0.005 BAC (0.008 and 0.032). The nunber
of false positives and fal se negative

al | oned were obtained based on the use of Student's distribution
(a small sanple approximtion to the normal distribution).

One commenter illustrated a range of error that woul d be
permtted under the proposed Mddel Specifications, and suggested
that the Mbddel Specifications be anmended to permt a snaller
range of error. Another comrenter, addressing the sane concern,
proposed that the Mddel Specifications be amended to provide for
the adjustnent of the test at .032. This commenter recomrends
that we conduct 20 tests at .025 with no nore than one fal se
negative result and 20 tests at .015 with no nore than two fal se

10
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positives. NHTSA believes these proposals would require that
screeni ng devices performat a higher |evel of precision

than is required for EBTs. The procedures contained in the
proposed Model Specifications have been adopted w t hout change.

3. Test Met hods

NHTSA proposed to use a Breath Al cohol Sanmple Sinul ator
(BASS), non-al cohol human breath, and a calibrating unit to test
breath devices. For non-breath devices, the agency proposed to
use preparations of bodily fluids or scientifically acceptable
substitutes. For exanple, the agency proposed to use agueous
al cohol test solutions equivalent to blood or saliva on a one-to-
one basis to test saliva devices.

One commenter, a manufacturer of a saliva device, expressed
its viewthat there are no fluids that are scientifically
accept abl e equivalents to bodily fluids. The conmenter asserted
t hat aqueous al cohol test solutions lack the viscosity, solid
content and inhibitors that are present in bodily fluids such as
saliva, and recommended that the agency instead collect saliva
speci nens fromindividuals known to be al cohol-free. According to
the comenter, the non-al cohol saliva pool could then be spiked
wi th various al cohol solutions for device eval uation.

NHTSA di sagrees with this respondent's comment. The agency
has data finding that aqueous al cohol test solutions are
accept abl e substitutes for saliva-al cohol testing purposes.EI In
addition, while we agree that aqueous solutions and saliva do
have different characteristics, we have no reason to believe that
these difference would interfere with the agency's ability to
test the capability of saliva screening devices to detect al cohol
content. The final Mdel Specifications continue to provide that
aqueous al cohol test solutions will be used.

Two commenters recomended that NHTSA use al cohol reference
material 1828, obtained fromthe National Institute of Standards
and Technology (NIST), to prepare all standard solutions. One of
t hese commenters al so suggested that, follow ng preparation
t hese sol utions should thensel ves be anal yzed agai nst a referee
met hod (enzymatic or gas chromatography), which has been
calibrated using N ST standards.

NHTSA does not plan to use N ST 1828 material in its standard
sol utions. However, the agency presently uses the material for

! Flores, A L., Spicer, A and Frank, J.F., " Laboratory
Testing of a Saliva-Al cohol Test Device by Enzymatics, Inc.,'
Washi ngton, D.C., U S. Departnent of Transportation, National

H ghway Traffic Safety Administration, Technical Report No. DOT-HS 807 893,
Decenber 1992.

11



Federal Register / Vol59, No. 147 / Tuesday, August 2, 1994 / Notices

the purpose for which it was intended, as a reference nmateri al
for calibration purposes, and will continue to do so.

The agency proposed to conduct 40 trials under Test 1 (20
at .008 BAC and 20 at .032 BAC) and 20 trials under Test 2
(at .000 BAC). For reusable devices, these 60 trials would be
conducted using a single unit. For disposable devices, these 60
trials woul d be conducted using 60 separate units.

NHTSA' s notice expl ai ned that sonme al cohol screening devices
i ndi cate the presence of alcohol in a manner that is unanbi guous
and requires no interpretation, such as by the use of a light or
nunerical reading. For these devices, NHTSA proposed that Tests 1
and 2 (at .008, .032 and .000 BAC) woul d be perforned by an
investigator at the DOT Vol pe National Transportation Systens
Center (VNTSC). To conformto the Mddel Specifications, the
notice stated that the device nmust performw th no positive
results at .000 BAC, not nore than one positive result at .008
BAC and not nore than one non-positive result at .032 BAC. If the
device is capable of providing a reading of greater than 0.000
BAC and | ess than 0.020 BAC, the device nust performwth not
nore than one such result at .000 BAC

NHTSA' s noti ce expl ai ned that other devices indicate the
presence of alcohol in a manner that requires interpretation and
may involve sonme anbiguity, such as by the use of col or changes.
For these devices, NHTSA proposed that Tests 1 and 2
(at .008, .032 and .000 BAC) would be perforned by ten
i ndi vidual s who have no know edge of test BACs and qualify as
test interpreters. VNTSC woul d sel ect these individuals using
manuf acturer's restrictions, if any. These individuals wuld be
asked to read the manufacturer's instructions for the
interpretation of the device's read-out, and interpret the test
results i ndependently.

To conformto the Model Specifications, the notice proposed
that the device nmust perform wth each interpreter, with no
positive results at .000 BAC, not nore than one positive result
at .008 BAC and not nore than one non-positive result at .032 BAC.
If the device is capable to providing a reading of greater than
0. 000 BAC and | ess than 0.020 BAC, the notice proposed that the
device nmust perform wth each interpreter, with not nore than
one such result at .000 BAC. These aspects of the Mdel
Speci fications have been adopted w t hout change.

An organi zation that represents substance abuse program
adm ni strators suggested that, if practical, the ten individuals
select to interpret the devices should have no nedi cal training
since it is |likely that the persons who will be adm nistering the
tests in the field will have no such training. The agency pl ans
to select individuals with varying backgrounds and experience.
While we do not believe there is justification for inposing a
restriction on the selection of individuals who have nedi cal

12
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training, it is likely that fewif any of the individuals
selected wll have such training.

A manuf acturer of saliva screening devices suggested that the
Model Specifications should provide for a famliarization period,
to ensure that investigators and individuals who will be
eval uating these devices are famliar with the manner in which
t he devi ces shoul d operate.

The preanble to the proposed Mddel Specifications expl ai ned
that individual evaluators will be asked to read the
manuf acturer's instructions before they performtheir evaluations.
These individuals will be provided sufficient tine to becone
famliar with these instructions, and will also be given
instructions for conducting the evaluations. Investigators w ||
al so provide thenselves with sufficient time to read the
manuf acturer's instructions and becone famliar with the devices
they are testing, as well as the evaluation procedures. NHTSA
stated in the February 15 notice that, through the independent
interpretation by ten individuals, it believed the Mdel
Speci fications would ensure that the results of tested devices
are visible and will remain so for a reasonable period of tine
and are likely to be interpreted in a consistent nanner. The
notice indicated that the tests would require approximately two
hours to run. The agency requested conments on these aspects of
t he proposed Mobdel and Specifications.

The comments were supportive of these aspects of the proposed
Model Specifications, except that two comenters objected to the
requi renent that screening results renmain visible for two hours.
One of the commenters considered this to be an unreasonabl e
requi renent, particularly when (according to the comrenter) the
primary basis for the requirenent is the conveni ence of the
testing facility that will be evaluating the device. The ot her
commenter was concerned that this two-hour period could
invalidate the results, since sonme devices require that the user
read and record the test result within a specific period
of time (such as two m nutes).

Upon further consideration based on these comments, NHTSA has
decided to nodify the requirement that results nust renain
visible for two hours. It is not feasible, however, for the
agency to elimnate the requirenment altogether. In part to
facilitate the evaluation of these devices, and also to be
consistent with the DOT Al cohol Testing Procedures (49 CFR Part
40), which provide that the waiting period between screening and
confirmation tests nust be at |east 15 m nutes but should be no
| onger than 20 m nutes, NHTSA will nodify its testing nethods so

that the interpretation of results will be acconplished within 20
m nutes of dosing. Accordingly, the results of disposable
interpretive devices will need to remain visible for a period of

only 20 m nutes.
The notice explained that, to NHTSA' s knowl edge, no reusabl e

13
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devices currently use interpretive readings and the agency
believes it is unlikely that manufacturers would begin to use
such readings in reusabl e devices. Accordingly, NHTSA proposed
that the Mbdel Specifications would not include a nethodol ogy for
testing reusable interpretive devices. W requested conments on
this aspect of the proposed Mddel Specifications. The commenters
that addressed this issue agreed with the agency's proposal.

For di sposabl e devices that use interpretive readi ngs, NHTSA
proposed to conbine Tests 1 and 2, and nunber the units and
expose themto the three BAC | evel s using a nethodol ogy t hat
woul d not reveal to the person interpreting the test the dosage
received by any particular unit. NHTSA requested comments on this
proposed net hodol ogy. No conments were received. The proposed
nmet hodol ogy has been adopted w t hout change.

The February notice proposed to test devices to determ ne
whet her acetone or, in the case of breath or saliva devices,
cigarette snoke affects the functioning of the instrunments. The
notice al so requested comments on whet her devices should be
tested for interference from other substances.

Wth regard to the test for acetone interference, one
commenter agreed that there is a need for such a test. Another
comenter strongly recomended that the test be deleted fromthe
Model Specifications. The commenter argued that acetone is
unlikely to interfere wwth the neasurenent of breath al cohol and,
if persons have | evels of acetone that are sufficiently high to
cause interference, such persons should not be perform ng safety
sensitive functions. In addition, the cormmenter stated that
requi ring devices to distinguish between al cohol and acetone
woul d greatly increase instrunment cost and restrict participation
for certain instrunents.

NHSTA has reconsidered its position on this issue, and
deci ded that al cohol -screening devices should not be required to
di stingui sh between al cohol and acetone, particularly since the
instrunments used for confirmation testing are capabl e of
di stingui shi ng between t hese substances. Based on existing dataa
we do not expect a high incidence of acetone interference and, in
the unlikely event that a device indicates a positive result due
to the presence of acetone; this will be detected in the

2Flores, AL and Frank, J.F., “The Likelihood of Acetone
Interference in Breath Al cohol Measurenent,” Washington, DC, U S
Department of Transportation, National H ghway Traffic Safety
Adm ni stration, Technical Report No. DOl HS 806 922, 1985. Frank,
J.F. and Flores, A L., “The Livelihood of Acetone

Interference in Breath Al cohol Measurenent,” Alcohol, Drugs, and
Driving, 3 (2), 1-8, April-June 1987.

14
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confirmation test. The Mddel Specifications have therefore been
anended to elimnate the acetone test.

Wth regard to cigarette snoke and other interfering
subst ances, we received only one comment, which stated that non-
interference from snoking, eating and drinking should not be a
conformance requirenent since these activities can be avoi ded
before a test is perfornmed. If the evaluation of cigarette snoke
is retained in the Mddel Specifications, this commenter
reconmended that it be perforned for information purposes only.

NHTSA expects the likelihood of cigarette snoke interference
will be much greater than acetone interference, and has deci ded
to retain the cigarette snoke test. As provided in the Mde
Specifications, the test will be performed in accordance with the
manuf acturer's instructions. Any waiting period specified in the
manuf acturer's instructions will be strictly observed. The test
will be performed within one mnute after the person snokes the
cigarette where no waiting period is specified in the
manuf acturer's instructions. NHTSA did not propose to conduct a
test for interference fromeating and drinking, and we have not
added any such test in the final Mdel Specifications.

The commenter al so suggested that, if the Mde
Specifications continue to include a cigarette snoke test, that
the nethod used for conducting this test on saliva screening
devi ces should be simlar to that used for breath screening
devi ces. NHTSA concurs that this comment, and has revised the
Model Specifications to clarify its application to both saliva
and breath devi ces.

The agency al so proposes to conduct high (40 deg.C) and | ow
(10 deg.C) anbient tenperature and vibration tests for al cohol
screening devices to determne their ability to function under a
range of environnmental conditions. NHTSA proposes that these
tests would be perfornmed by an investigator at VNTSC. Five trials
woul d be conducted at .000 BAC under Test 3.2. Forty trials
(including 20 at .008 and 20 at .032 BAC) woul d be conducted
under each of these other tests.

One commenter, a manufacturer of a passive al cohol sensor,
noted that the proposed tenperature range for testing is nore
severe than that for EBT testers. This comrenter is correct. The
tenperature range i s nore severe because it is anticipated that
screening tests may be performed outside in wdely varying
tenperature conditions. Tests perfornmed with EBTs are generally
performed i ndoors where tenperatures are controlled. The proposed
tenperature range has been adopted w thout change.

Anot her commenter, a manufacturer of a saliva test device,
suggested that the specinens for saliva testing should be held at
body tenperature (37 deg.C) while performng the tw anbi ent

tenperature evaluations “to stinulate real-life situations.”
NHTSA di sagrees with this comment. Wen saliva tests are being
conducted in the field, the tenperature of the saliva will change
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soon after the sanple is taken fromthe person's nouth. NHTSA
therefore believes the procedures contained in its proposed Model
Specifications nore accurately sinulate the conditions under

whi ch actual testing will be conducted. This portion of the Mdel
Speci fications has been adopted w thout change.

The manufacturer of an al cohol breath-testing device
comment ed that di sposabl e devices, which cannot be checked for
calibration on a periodic basis, should be eval uated throughout
their useful life. This manufacturer also recommended that
devices which require that results be checked through a visual
i nspection should be tested under a variety of |ight conditions,
such as fluorescent, nercury vapor, sodium vapor and daylight.

NHTSA di sagrees that the Mddel Specifications should provide
for the evaluation of disposal devices throughout their useful
life. As explained in the February 15 notice, manufacturers of
al cohol screening devices nust neet the requirenents contained in
FDA' s Good Manufacturing Practices regulations for devices used
for nedical purposes (21 CFR Part 820), and they nust include
| abel s on their devices that neet the requirenments contained in
FDA' s Labeling regul ations for devices used for medical purposes
(21 CFR 809.10), even if the devices are not to be used for
nmedi cal purposes.

The Labeling Instructions for Al cohol Screening Devices
i ncl uded as an Appendi x to the February notice instructed, anong
ot her things, that the | abel “Provide the reagent's shelf life
and opened expiration dating, if applicable.” In addition,
manuf acturers nust determine shelf |ife and expiration dating in
accordance wth FDA s regul ati ons on Good Manufacturing Practices.

NHTSA has asked users of al cohol screening devices to provide
both acceptance and field performance data to the agency's Ofice
of Al cohol and State Prograns (OASP) when such data are avail abl e.
As we explained in the February notice, if information gathered
i ndicates that a device on the CPL is not performng in
accordance with the Mdel Specifications, that a manufacturer is
not conplying with FDA's Good Manufacturing Practices, or that a
device's | abel does not conply with FDA s Labeling regul ations,
an investigation would be conducted and appropriate neasures
woul d be taken. For these reasons, the Mdel Specifications have
not been amended to provide for the evaluation of disposable
devi ces throughout their useful life.

NHTSA accepts the reconmendation that certain devices should
be tested under a variety of light conditions. The Model
Speci fications have been anmended to provide that interpretive
devices which require that results be checked through a visual
i nspection should be tested under incandescent, nercury vapor,
sodi um vapor and daylight as well as
fluorescent conditions.

To conformw th the Mddel Specifications, the notice proposed
that the device nmust performw th no positive results at each
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test performed at .000 BAC, not nore than one positive result at
each test perfornmed at .008 BAC and not nore than one non-
positive result at each test performed at .032 BAC. If the device
is capable of providing a reading of greater than 0.000 BAC and

| ess than 0.020 BAC, the notice proposed that the device nust
performw th not nore than one such result at .000 BAC. No
comments were received regarding this aspect of the proposal.

It has been adopted w thout change, except that the final Model
Specifications clarify that there can be no nore than one “can't
Tell” result for disposable interpretive devices.

4. FDA I nvol venent

When al cohol screening devices are used for nedical purposes,
t he manufacturers of the devices are required to obtain marketing
cl earance fromthe Food and Drug Adm nistration (FDA), in
accordance with FDA regul ati ons that address issues such as
qual ity assurance in manufacturing, shelf-life and | abeling.
Currently, FDA does not assert jurisdiction (provide nmarketing
cl earance) for al cohol screening devices used for |aw enforcenent
pur poses and wor kpl ace testing.

However, because of the nature of al cohol screening devices
and the conditions under which they are to be used, NHTSA stated
inits February 15 notice that it is inportant for manufacturers
of these devices to conformwith certain requirenents, inposed by
FDA on devices used for nedical purposes, prior to the inclusion
of the devices on NHTSA s CPL.

Accordingly, NHTSA proposed to require that each device
submtted for testing under the Mdel Specifications be
acconpani ed by a self-certification fromthe manufacturer,
certifying that it neets the requirenents contained in FDA's Good
Manuf acturing Practices regul ations for devices used for nedical
pur poses (21 CFR Part 820), and that the device's |abel neets the
requi renents contained in FDA' s Labeling regul ations for devices
used for nedical purposes (21 CFR Part 809.10), even if the
devices are not to be used for nedical purposes.

NHTSA recei ved a nunber of comrents regarding this aspect of
its proposal. One commenter favored direct FDA regul ation of al
wor kpl ace al cohol testing products and, if necessary, FDA
enforcenent. This comenter encouraged DOT and NHTSA to conti nue
their discussions with FDA. Another commenter agreed that the
guidelines witten in FDA's Good Manufacturing Practices
regul ati on could be useful as a basis for |abeling and
manuf acturing requirenments, but this and other comenters
reconmended that FDA not get involved. According to one comrenter
“FDA is already overl oaded, and |ong delays could result from
their involvenent in this project.” Another comrenter recommended
that, “if an instrunent is not to be used in the nedical
field . . . FDA [should] not assert jurisdiction.”
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By requiring a self-certification, NHTSA was not proposing to
require that manufacturers obtain FDA marketing cl earance, but
sinply that the manufacturers self-certify that they neet the
above-referenced requirenents. NHTSA stands by this aspect of its
pr oposal .

For technical assistance or a copy of the Device Good
Manuf acturi ng Practices Manual for Medical Devices, manufacturers
shoul d contact FDA's Division of Small Mnufacturers by calling
toll free at 1-800-638-2041.

NHTSA' s February notice included, as an Appendi x, a proposed
set of Labeling Instructions for Al cohol Screening Devices that
had been prepared in consultation with FDA to assi st
manuf act urers of al cohol screening devices in devel oping a | abel
that conforns to 21 CFR Part 809.10. The | abeling instructions
addressed i ssues such as restrictions that nay apply to operators
of the device and conditions under which the device should or
shoul d not be operated.

One respondent commented on certain aspects of the | abeling
i nstructions. The conmenter supported the inclusion of details on
calibration, calibration frequency, and the manufacturer's nane,
address, and tel ephone and fax nunbers, but di sagreed that an
“800” nunber is necessary. In addition, the commenter stated that

frequency is subject to use, and sone users will prefer to return
a unit to the manufacturer rather than engage in its calibration.
For the conveni ence of users, many of who will be conducting

al cohol screening tests in the field, the Labeling Instructions
for Al cohol Screening Devices, which are included as an Appendi x
to today's notice, continue to provide that manufacturers list an
800 nunber the user may contact for further information or
techni cal assistance. Wth regard to the calibration of devices,
the Labeling Instructions continue to provide that disposable
devices are pre-calibrated, and need no additional calibration.
They al so continue to provide that reusabl e devices require
calibration, and instruct that the | abels on such devices provide
i nformation regardi ng how calibrations are to be conducted,
instructions for calibration and recalibration and the criteria
for acceptability of calibration.

These Mbdel Specifications are not regul ations. Organizations
and agenci es may adopt these Mddel Specifications and rely on
NHTSA's test results or nay conduct their own tests according to
their own procedures and specifications. It should be noted,
however, that transportation enpl oyers covered by 49 CFR Part 40,
Procedures for Transportation Wrkplace Drug and Al cohol Testing
Prograns, are required to use only al cohol testing devices that
neet the criteria established by that regul ation.

NHTSA intends to begin testing of al cohol screening devices
i mredi at el y, and hopes to publish a CPL of devices that have been
tested to date and conformto these Mddel Specifications within
30 days fromtoday's date. The CPL will be updated and published
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periodically, as further testing is conpleted. Once the first CPL
is published, DOT will devel op and issue procedural rules for
usi ng approved al cohol -screening devices in transportation

wor kpl aces, including provisions for how and where such devi ces
can be used and the steps that nmust be taken to collect bodily
fluids. Enployers are rem nded that these screening devices are
not authorized for use under 49 CFR Part 40 until that regul ation
i s anmended.

Pr ocedur es

The procedures proposed in the February 15 notice have been
adopt ed wi t hout change. Testing of products submtted by
manuf acturers to these Mddel Specifications will be conducted by
the DOT Vol pe National Transportation Systens Center (VNISO),
DTS- 75, Kendall Square, Canbridge, MA 02142. Tests will be
conducted sem annual ly, or as necessary. Manufacturers are
required to apply to NHTSA for a test date by witing to the
O fice of Alcohol and State Prograns (QOASP), NTS-21
NHTSA, 400 Seventh Street, S.W, Washington, D.C 20590. Nornally,
at least 30 days wll be required fromthe date of notification
until the test can be schedul ed.

One week prior to the scheduled initiation of the test
program nmanufacturers will be required to deliver their devices
to VNTSC. If the devices are disposable, the manufacturer nust
deliver 300 such devices; if the devices are disposabl e,
interpretive and require that results be checked through a visual
i nspection (and therefore nmust be tested under various |ight
conditions), the manufacturer nust deliver 600 such devices; if
t he devices are reusable, the manufacturer nust submt only a
single device. If a manufacturer of a reusable device w shes to
submt a duplicate, backup instrunment, it may do so. The
manuf acturer shall be responsible for ensuring that the devices
operate properly and are packaged correctly. The manufacturer
nmust al so deliver the operator's manual (or instructions) and the
mai nt enance manual (if any) normally supplied with the purchase
of the device, as well as specifications and draw ngs, which

fully describe these devices. Proprietary information will be
respected. (See 49 CFR Part 512, regarding the procedure by which
NHTSA wi I | consider clains of confidentiality.)

In addition, the manufacturer nust submt a self-
certification, certifying that the manufacturer neets the
requirenents in FDA's Good Manufacturing Practices regul ations
for devices used for nedical purposes (21 CFR Part 820), and that
the device's | abel neets the requirenments in FDA s Labeling
regul ati ons for devices used for nedical purposes (21 CFR Part
809. 10), even if the devices are not to be used for nedical
pur poses. See the Appendix to this notice.
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The manufacturer has the right to check its devices between
the tine of their arrival at VNISC and the start of the tests,

but will have no access to the devices during the tests. Any
mal function of a device, which results in failure to conplete any
of the tests satisfactorily, will result in a determ nation that

t he device does not conformto the Mddel Specifications. If a
device is found not to conform it may be resubmtted for the
next testing series after appropriate corrections have been nade.

NHTSA pl ans to begin testing of al cohol screening devices
imediately to determ ne whether they conply with the performance
criteria included in the Mddel Specifications.

A Conform ng Products List (CPL) will be updated and
publ i shed periodically. It will include a |ist of alcohol
screeni ng devices that were submtted with the proper
certifications and found to neet or exceed the Model
Speci fi cati ons.

One comenter requested that nmanufacturers shoul d be
permtted to commercialize their products as soon as they receive
notification from NHTSA that their product has been found to neet
or exceed the Mddel Specifications, rather than wait until the
CPL listing their device is published. NTSHA intends to notify
manuf acturers that their devices neet the Mdel Specifications,
and manufacturers may receive such notices and an eval uation
report prior to the publication of a CPL listing their instrunent.
A deci sion about the point at which it would
be appropriate for manufacturers to comrercialize their
i nstrunments, however, is outside the scope of this notice.

NHTSA intends to nodify and inprove these Mdel
Speci fications as new data and test procedures becone avail able
and to alter the test procedures, if necessary, to neet unique
design features of a specific device. For each such nodification
NHTSA woul d provide notification in the Federal Register and
woul d retest devices when necessary.

OASP is the point of contact for information about acceptance
testing and field performance of devices. NHISA requests that
users of these devices provide both acceptance and field
performance data to OASP when such data are avail abl e.
Information fromusers will help NHTSA nonitor whether al cohol -
screeni ng devices are perform ng according to the NHTSA Mdel
Speci fi cati ons.

If information gathered indicates that a device on the CPL is
not performng in accordance with the Mddel Specifications, NHISA
will direct VNTSC to conduct a special investigation. An
investigation may include visits to users and additional tests of
t he device obtained fromthe open market. |If the investigation
i ndicates that the devices actually sold on the market are not
neeting the Mddel Specifications, the manufacturer will be
notified that the device may be renoved fromthe list. In this
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event, the manufacturer will have 30 days fromthe date of
notification to reply. Based on the VNISC i nvestigation and any
data provided by the manufacturer, NHTSA will decide whether the
device should remain on the list. If the device is renoved from
the list, the manufacturer will be permtted to resubmt an

i nproved device to VNISC for testing when it believes the

probl ens causing its failure have been resol ved. Upon subm ssion,
the manufacturer nust submt a statenent describing what has been
done to overcone the problens, which led to

failure of the device.

If informati on gathered indicates that the manufacturer of a
device on the CPL does not conply with the requirenents in FDA's
Good Manufacturing Practices regulations for devices used for
nmedi cal purposes or that the device's |abel does not conply with
the requirenents in FDA' s Labeling regul ations for devices used
for medical purposes, NHTSA will investigate the matter in
consultation with FDA and will notify the manufacturer that the
device may be renoved fromthe [ist. The manufacturer wll have
30 days fromthe date of notification to reply. Based on any data
provi ded by the manufacturer and investigative findings, NHTSA
wi || decide whether the device should remain on the list. If the
device is renoved fromthe list, the manufacturer wll be
permtted to resubmt a self-certification, certifying that the
manuf acturer conplies with these FDA requirenents when it
bel i eves the problens causing its non-conpliance have been
resol ved. Upon resubm ssion, the manufacturer nust submt a
st at enent descri bi ng what has been done to overcone the problens,
which | ed to non-conpliance.

This action has been anal yzed in accordance with the
principles and criteria contained in Executive Oder 12612 and it
has been determned that it has no federalisminplication that
warrants the preparation of a federalism assessnent.

In accordance with the foregoing, the Mddel Specifications
for performance testing of al cohol screening devices are set
forth bel ow

Authority: 23 U . S.C. 402; delegations of authority at 49 CFR
1.50 and 501.
M chael B. Brownl ee,
Associate Adm nistrator for Traffic Safety Prograns.

Model Specifications for Al cohol Screening Devices
1. Purpose and Scope

These specifications establish performance criteria and
nmet hods for testing of al cohol screening devices. Al cohol

screeni ng devices use bodily fluids to detect the presence of
0.020 or nmore BAC with sufficient accuracy for screening purposes.
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These specifications are intended primarily for use in the
conformance testing of al cohol screening devices.

2. Classification

2.1 Disposabl e Al cohol Screening Devices

Al cohol screening devices designed for a single use.
2.2 Reusabl e Al cohol Screening Devices

Al cohol screening devices designed to be reused.

3. Definitions.

3.1 Al cohaol

The intoxicating agent in beverage al cohol, ethyl alcohol or
ot her | ow nol ecul ar wei ght al cohol s including nethyl or isopropyl
al cohol .

3.2 Al cohol Screening Device

A device that is used to detect the presence of 0.020 or nore
BAC. The device may neasure any bodily fluid for this purpose,
but shall provide output in BAC units. Test results my be
i ndi cated by nunerical read-out or by other neans, such as by the
use of lights or color changes.

3.3 Blood al cohol concentration (BAC

G ans al cohol per 100 mlliliters of blood or grans al cohol
per 210 liters of breath in accordance with the Uniform Vehicle
Code, Sectio&
11-903(a)(5)= (BrACis often used to indicate that the
measurenent is
a breath measurenent); or granms al cohol per 100 mlliliters of
sal i va.

3.4 Calibrating Unit

A devi ce that produces an al cohol-in-air test sanple of known
concentration that neets the NHTSA Mbddel Specifications for
Calibrating Units (49 FR 48865).

3.5 Breath Al cohol Sanple Simnulator (BASS)
A device that provides an alcohol-in-air test sanple with
known and adj ust abl e al cohol concentration profile, flow rate,

3 Avai l able fromthe National Commttee on Traffic Laws and
Ordi nances, 405 Church Street, Evanston |IL 60201.
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and air conposition at 34 deg. centigrade. (See NBS Speci al
Publ i cati gn 480-41,

July 1981% for a description of a BASS unit suitable for use in
the required testing.)

3.6 Bodily Fluid

Any bodily fluid capable of being used to estimte al cohol
concentration, provided the rel ationship between such bodily
fluid and BAC has been established according to scientifically
accept abl e standards. Such fluids include but are not limted to
bl ood, exhal ed deep lung breath and saliva.

3.7 Scientifically Acceptable Substitutes

Fluids that have been scientifically accepted as equival ent
to bodily fluids for testing purposes, such as aqueous al cohol
test solutions on a one-to-one basis for blood or saliva.

4. Test Methods and Requirenents

Testing will be performed according to the instructions which
normal | y acconpany the submtted device and under the conditions
specified in the tests bel ow

4.1 Test 1. Precision and Accuracy

Perform 40 trials under normal | aboratory conditions using
fluorescent light, including 20 trials at 0.008 BAC and 20 trials
at 0.032 BAC. Use the BASS device for breath devices and
preparations of bodily fluids or scientifically acceptable
substitutes for non-breath devices.

For di sposabl e al cohol screening devices that indicate the
presence of alcohol in a manner that requires interpretation,
conbine Tests 1 and 2, in accordance with 4.3 bel ow

For al cohol screening devices that indicate the presence of
al cohol in a manner that does not require interpretation, perform
the test using a VNTSC i nvestigator. To conform at 0.008 BAC, not
nore than one positive result. To conformat 0.032 BAC, not nore
t han one non-positive result.

4.2 Test 2. Blank Reading

Perform 20 trials under normal | aboratory conditions using

“ Avai |l abl e from Superi ntendent of Docunents, U S. Governnent
Printing Ofice, Washington, D.C 20402.
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fluorescent light at 0.000 BAC. Use non-al coholic hunman breath
for breath devices and preparations of non-al coholic bodily
fluids or scientifically acceptable substitutes for non-breath
devi ces.

For di sposabl e al cohol screening devices that indicate the
presence of alcohol in a manner that requires interpretation,
conbine Tests 1 and 2, in accordance with 4.3 bel ow

For al cohol screening devices that indicate the presence of
al cohol in a manner that does not require interpretation, perform
the test using a VNTSC i nvestigator. To conform no positive
results. If the device is capable of providing a reading of
greater than 0.000 BAC and |l ess than 0.020 BAC, not nore than one
such result.

4.3 Methodol ogy for Conmbining Tests 1 and 2 for Disposable
Interpretive Devices

Performthe test under normal |aboratory conditions using
fluorescent light using ten individuals who qualify as test
interpreters (according to the manufacturer's restrictions, if
any) and who have no know edge of test BACs. Ask each individual
to read the manufacturer's instructions for interpretation of the
device's read-out.

Label sixty devices from1 to 60 and randomy separate them
into three groups of twenty. Record the nunbers in each group.
Use two of the groups of devices for Test 1 and the renaining
group for Test 2. Dose each group at the BAC | evel s specified in
Tests 1 and 2. Order the sixty devices into a single set from1
to 60 and ask each individual to independently interpret the
results of these trials.

Ask each individual to record each result as being one of the
follow ng: “at .00 BAC'; “above .00 and below. 02 BAC'; “at or
above .02 BAC'; or “can't tell”. Dosing of devices and
interpretation of results wll be acconplished within a twenty-

m nut e peri od.

To conform to each interpreter, no positive results at .000
BAC, not nore than one positive result at .008 BAC, not nore than
one non-positive result at .032 BAC and not nore than one “can't
tell” result. If the device is capable of providing a reading of
greater than 0.000 BAC and less than 0.020 BAC, with each
interpreter, not nore than one such result at .000 BAC

4.4 Test 3. Light Conditions (only interpretive devices, which
require that results be checked through a visual inspection)

Perform Tests 1 and 2, in accordance with 4.3, under each of
the following Iight conditions: incandescent |ight; nercury vapor
| ight; sodiumvapor |ight; and daylight.

Under each light condition, the device nust neet the criteria
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established in 4.3. To conform wth each interpreter, no
positive results at .000 BAC, not nore than one positive result
at .008 BAC, not nore than one non-positive result at .032 BAC
and not nore than one “can't tell” result. If the device is
capabl e of providing a reading of greater than 0.000 BAC and | ess
than 0.020 BAC, with each interpreter, not nore than one such
result at .000 BAC.

4.5 Test 4. G garette snoke interference (only breath and saliva
test devices)

Performfive trials at 0.000 BAC. Sel ect an al cohol -free
person who snokes cigarettes for this test. Ask the person
sel ected to snoke approximately one half of a cigarette. Wthin
one mnute after snoking, or after a waiting period specified in
the manufacturer's instructions, adm nister the al cohol screening
device test according to the manufacturer's instructions. Then
ask the person to snoke another inhalation and repeat the test to
produce a total of five trials. To conform no positive results.

4.6 Tenperature
Test at | ow and hi gh anbi ent tenperature.
4.6.1 Test 5.1 Low Anbient Tenperature

Perform40 trials at 10 deg.C, including 20 trials at 0.008
BAC and 20 trials at 0.032 BAC. Use a calibrating unit for this
test for breath devices and preparations of bodily fluids or
scientifically acceptable substitutes for non-breath devices.

To conform at 0.008 BAC, not nore than one positive result.
To conformat 0.032 BAC, not nore than one non-positive result.

4.6.2 Test 5.2 H gh Anbient Tenperature

Performtrials of 40 devices at 40 deg.C, including 20
trials at 0.008 BAC and 20 trials at 0.032 BAC. Use a calibrating
unit for this test for breath devices and preparations of bodily
fluids or scientifically acceptable substitutes for non-breath
devi ces.

To conform at 0.008 BAC, not nore than one positive result.
To conformat 0.032 BAC, not nore than one non-positive result.

4.7. Test 6. Vibration

Perform40 trials, including 20 trials at 0.008 BAC and 20
trials at 0.032 BAC. Use a calibrating unit for this test for
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breath devices and preparations of bodily fluids or
scientifically acceptable substitutes for non-breath devices.
Mount the screening device on a shake table and vibrate the
table in sinple harnonic notion through each of its three nmgjor
axes, as specified below. Sweep through each frequency range in
2.5 mnutes, then reverse the sweep to the starting frequency in
2.5 minutes. The 40 di sposable testers may be placed in a
sui tabl e box nounted on the shake table. Test after vibration.

Anmpl i tude (inches, peak to peak) Frequency (hertz)

0. 30 10 to 30
0.15 30 to 60

To conform at 0.008 BAC, not nore than one positive result.
To conformat 0.032 BAC, not nore than one non-positive result.

Appendi X

Labeling Instructions for Al cohol Screening Devices |Intended Use

Provi de the intended use including the specinen matrix (e.g.
saliva, breath), the assay type (quantitative, sem-quantitative)
t he purpose of perform ng the assay and the individual designated
to performthe assay.

e.g. this product is intended for the (quantitative,
sem -quantitative) determ nation of alcohol in--define matrix for
e.g., saliva, breath, sweat) to perform screening al cohol assays.
This product is recormended for use by individuals who have been
trained in the admnistration of screening devices.
Description of Testing System

Provide the principles of the procedure for performng the
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al cohol screening assay. e.g. this product uses al cohol
dehydrogenase, infrared technology, etc. to performthe test.

Chem cal Reaction Sequence

Descri be the chem cal reaction sequence, if applicable.
Reagents: List the concentration, strength, and conposition of
the reactive ingredients.

Li st the non-reactive ingredients.

Reagent Preparation and Storage

Provide instructions for preparing the reagents, if applicable.
Provide instructions for storing the reagents, if applicable.
Provi de any signs of deterioration of the reagents, if applicable.
Provide the reagent's shelf life and opened expiration dating, if
appl i cabl e.

e.g. Unopened tests are stable until the date printed on the
product contai ner when stored at 22-28 deg.C. Opened test nust be
used at once.

Provide a caution not to use the reagents beyond the expiration
dati ng.

Precauti ons:

1. Li st any reagents that may be hazardous such as caustic
conpounds, sodi um azi de or other hazardous reagents and
instructions for disposal, if applicable.

2. If visually read, warn the user the result should not be
interpreted by readers who are color-blind or visually
i npai r ed.

3. Provide warning to user to treat all sanples as potentially
infective. Include instructions for handling and di sposal of
t he sanpl e.

Speci men Col |l ection

Provide instructions for collecting and handling the sanple.
Provide criteria for specinmen rejection, if applicable.

Cali bration
Di sposabl e tests are pre-calibrated. No additional calibration is
requi red. Reusabl e(Instrunented) tests require calibration.

Provi de information regardi ng how calibrations are to be
conducted, if applicable, including the nunber and concentration

27



Federal Register / Vol59, No. 147 / Tuesday, August 2, 1994 / Notices

of calibrators, and the frequency of calibration. Provide
instructions for calibration and recalibration. Provide the
criteria for acceptability of calibration.

Test Procedure (D sposable)

Provi de adequate step-by-step instructions for performng the
test. If the test is disposable (non-instrunented) and invol ves a
color reaction, include the tine frame for which the test nust be
read and recorded. e.g. read within 15 m nutes.

Test Procedure (Reusabl e/l nstrunented)

Provi de adequate step-by-step instruction for performng the test.
Provide the installation procedures and, if applicable, any
speci al requirenents.

Provi de the space and ventilation requirenents.

Provi de the description of the required frequency of equi pnent

mai nt enance and function checks.

Provide the instructions for any renedial action to be taken when
t he equi pnent perforns outside of operating range.

Provi de any operational precautions and limtations.

Provide instructions for the protection of equipnent and
instrunmentation fromfluctuations or interruptions in electrical
current that could adversely affect test results and reports, if
appl i cabl e.

Quality Control (QO)

Di sposabl e Tests

| f applicable, the function and stability of the test can be
determ ned by exam nation of the procedural “built in” controls
contained in the product. If these controls are not working, the
test is invalid and nust be repeated.

Di sposabl e/ I nstrument ed Devi ces

If external quality control naterials are used, provide nunber
type, matrix and concentration of the QC materials.
Provide directions for performng quality control procedures.
Provi de an adequate description of the renedial action to be
taken when the QC results fail to neet the criteria for
acceptability.

Provide directions for interpretation of the results of
quality control sanples.

Resul ts
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Descri be how the user obtains the test results, froma col ored
bar, instrunent read-out, printout, etc.
Describe the results in terns of blood al cohol concentration.
Descri be what concentration indicates a positive result and what
concentration indicates a negative result.
Limtations

Li st the substances or factors that nay interfere with the

test and cause false results including technical or procedural
errors.

Dynam ¢ Range

Provi de the operating range of the product.

Preci sion and Accuracy

Preci sion and Accuracy specifications are included in the
Nat i onal Hi ghway Traffic Safety Administration's (NHTSA s) Model
Speci fications for Al cohol Screening devices. Only devices that
neet these nodel specifications will be included on NHTSA s
Conform ng Products List for alcohol screening devices.
Specificity

Li st the substances that have been evaluated with your
product that do or do not interfere at the concentration
i ndi cat ed.
Ref er ences

Provi de pertinent bibliography
Techni cal Assi stance

Li st an 800 nunber the user may contact for further
information or technical assistance.
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