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RE: Comments Relative to Non-Instrument. On-Site Drua Testina

Dear Mr. Bush:
,

t

| Roche Diagnostic Systems, Inc. ("RDS"), a subsidiary of Hoffmann-La Roche Inc.,
("Roche") is a company dedicated to improving human health care by developing,
manufacturing and marketing diagnostic test kits, reagents, and analytical
instrumentation in a number of diagnostic fields. The field of toxicology and specifically
drug abuse testing is a specialty in which RDS has over twenty years' experience. Both

| Hoffmann-La Roche and RDS are strong proponents of a drug-free workplace and
' believe drug testing plays a vital role in the responsible management of 'the problem of

| drug abuse in the work setting.

Roche offers a number of drug testing products based on various technologies, as well
as laboratory services for the detection of illicit drug use. Among our product lines is
Abuscreen OnTrak which is specifically designed to meet the needs of the on-site

| market, whether it be criminal justice or workplace. These tests are based upon latex
agglutination inhibition, used on a non-instrument dependent self contained, single test
" slide"; a simple, yet proven technology similar to many urine pregnancy tests. OnTrak
prevides a highly accurate qualitative assessment of whether the testing subject has
ingested any of eight illicit drugs with a simple "yes" or "no" (positive or negative) result
and requires minimal operator skills and interpretative judgment. RDS is proud of the

| quality and caliber of the OnTrak product line because it meets a strong market need in
; an efficient and simple system. RDS recently introduced the OnTrak TESTCUP which

is also a non-instrument test which incorporates the collection device and test
| mechanism into one integrated unit. The TESTCUP allows for simultaneous detection

| of multiple drugs in as little as 5 minutcs with no reagent mixing or urine handling.
I Furthermore, it has always been RDS' policy, even before the mandate from the Food

and Drug Administration, to recommend that all positive OnTrak screening results be
~

confirmed by an altemate methodology, preferably GC/MS.

On behalf of some of our colleagues in the non-instrument, on-site drug testing I
*

business, its imperative you review the facts and issues below which clearly

!
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demonstrates the utility of an onsite drug test and more importantly the superior
accuracy and reliability of these tests. We have some concem that the preliminary
comments depict non-instrument, on-site drug tests as not being accurate. This is (
absolutely not true and in some instances, the non-instrument test is more reliable than
the instrument based test.

1. The purpose of drug abuse testing in the workplace is to identify behavior that
unquer.anably is illegal and clearly constitutes a danger to the work force
collectively and its individual members. Likewise, the purpose of drug abuse testing
in the correctional setting is not diagnosis or treatment, but rather to monitor and
control a prisoner's or probationer's illegal and dangerous behavior.

2. Drug abuse testing is of critical importance to the identification of illegal, dangerous
behavior in the workplace and correctional settings, and provides a unique aid to
alcohol and drug rehabilitation counseling. When performed in the management of
probation, parole, prison, drug and alcohol rehabilitation or management of
workplace policies, drug abuse screening provides detection of drug or alcohol use;
it does not assess disease, immediate impairment or other health-related diagnosis
requiring medical judgment or treatment. Drug abuse testing is also qualitatively
different from testing for purposes of treatment or diagnosis. This is because the
patient being tested is fully aware of what the outcome of the test should be. The
principles of diagnosis are then irrelevant for this type of testing.

3. Businesses which have an acute need to hire casual, short-term labor while
ensuring a safe workplace for all employees can benefit greatly from on-site drug
abuse testing. There were 6,101,924 small businesses (1 to 999 employees) in the
Unites States in the last available census of 1989. Of these. 1,494,820 were
engaged in retail trade, 546,848 were engaged in construction,28,248 in textiles,
6,864 in the maritime industry, 8,893 in security services, and 12,381 were in the
temporary help industry. These small businesses are examples of facilities unlikely
to include occupational health laboratories and which must typically hire casual
labor immedia;ely, often for a shorter time period than the turn-around-time
necessary for laboratory results. Those businesses which utilize employees in
" safety sensitive" type positions, such as nuclear powerplants benefit tremendously
from on site testing, since the test ie immediate those individuals testing negative
can be put to work and those that test positive can be further evaluated.

4. On-site drug abuse testing is also performed on a " random" basis to ensure not only
the safety of the community and corrections settings, but also to ensure a safe
workplace by providing a means to immediately identify high risk individuals and to
immediately retum safe individuals to their ongoing activities. It is interesting to note
that a recent American Management Association survey on Workplace Drug
Testing showed that nearly 28% of companies said they used periodic or " random"
testing, an increase of 435% compared to 1989. " Random" testing is especially
important not only to the workplace but also to the management of offenders and

i
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rehabilitation clients in these settings, on-site diug testing unquestionably deters
drug use.

5. On-site "for cause" drug abuse testing provides protection to the community and the
workplace by allowing immediate assessment where drug abuse is suspected in
cases of unsafe behavior or accidents. Individuals under the influence of illegal
substances can be identified and prevented from operating machinery or vehicles
immediately, thus eliminating exposure and risk to others. This would be of
particular relevance in non-DOT regulated, intrastate transportation settings, such
as school bus drivers, or in other areas where heavy equipment is in use, such as
forestry, manufacturing, construction and maritime settings.

6. On-site drug abuse testing provides the rr.ust effective means of uncovering illegal
and unsafe behavior because the testing takes place in the presence of the
individual being tested. This minimizes denial, provides immediate feedback, and
eliminates the cost, delay and " chain-of-custody" problems that accompany referrali

iof all urine samples to off-site laboratories. In short, effective drug abuse testing
and management should and does begin in places where no laboratory typically
exists.

.

Non-Instrument. On-Site Drua Tests

Non-instrument, on-site drug tests such as OnTrak are cleared by the US Food and.

Drug Administration for commercial distribution as a medical device for in vitro i

diagnostic use. The FDA 510 (k) notification supports the product as being safe
and effective. The Roche OnTrak test was subject to the identical FDA review
process that an instrument test must go through. There is no abbreviated process, ,

nor are there lower standards for a non-instrument, on-site drug test.

The Roche OnTrak tests (where applicable) are optimized at the current established.

and legally defensible SAMHSA (formerly NIDA) cutoff detection levels. This is ;

consistent with the Federal Guidelines mandated by former President Ronald
Reagan in the late 1980's. The cutoff detection levels for the OnTrak tests are
identical to those cutoffs utilized in an instrument based test system.

OnTrak test results have been upheld in court, in fact OnTrak test results have*

been upheld in several Federal Courts.

OnTrak tests utilize immunoassay technology to provide clear cut, easy to read.

results with a high degree of accuracy.

OnTrak and TESTCUP incorporate a quality control to verify the integrity and.

performance of the reagent system.

In many instances, a non-instrument test such as OnTrak has been compared.

extensively against instrument based testing and alsc against the gold standard,

-
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| "GC/MS" confirmation. The results of these comparative studies clearly demonstrate ;

i the reliability and accuracy on a non-instrument test such as OnTrak.

. Roche maintains a client list of approximately 5,000 customers that utilize a non-i

| instrument, on-site drug test. The applications for these tests vary from criminal -

|

justice workplace, drug treatment and clin' cal testing programs.,
,

i

Non-instrument, on-site drug tests are simple and easy to use and require far less j.

| training than an instrument operator. This aspect greatly reduces the operational |
- issues surrounding a legal since there are no questions regarding instrument'

calibration, maintenance and reliability. The non-instrument test is used once and |
; simply discarded if the sample is negative or in the case of OnTrak, a positive result

can be photocopied for evidence. ;

i
Non-instrument, on-site drug test reagents are not subject to ;.

dilution %xtension/ enhancement processes like the instrument based reagents. In
some instances those labs that utilize an EIA drug test modify the FDA cleared test

,

by adding extender reagents to simply obtain more tests from a single test kit. For !
,

'

example, a typical 300 test EIA kit can be diluted to yield 1,500 or more tests. This
practice is not supported by the manufacturer of the kit and is used outside the
intended use of the product.

|
;

! In conclusion Mr. Bush, I hope this information is useful and can be utilized once all the
'

comments are collected. I have enclosed some product literature for your review, if you
would like to discuss this further or if you have any questions, please feel free to !
contact me at 908-253-7720. !

,

Sincerely,

f i
! o

.!
'

f% N _

'

,

\<

Robert L. Aromando, Jr. |
Intemational Marketing Manager i

Drug Abuse Testing Business Unit I

|
;
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Selected ONTRAK Court Challenges

Commonwealth of Pennsylvania vs. Twyman. Numbers 2557-87,*

2695-89, 3179-87. Court of Common Pleas of the County of
Chester, Pa.

Sanctions were imposed on defendant due to a positive ONTRAK
cocaine result. The officer was able to testify successfully to the training
received, the test procedure and principles as well as the reliability of
ONTRAK. The positive ONTRAK test result was upheld as evidence to
establish the defendant was in violation of his probation and parole.

State of Arkansas vs. Gary Chandler. Pulaski County Court, Floyd*

J. Lofton; Circuit Judge.

The defendant tested positive for cocaine using the ONTRAK
immunoassay. The defendant vsequently admitted he had used <

cocaine. The Judge ruled the defendant was in violation of his
suspended sentence.

People vs. Joe Weccele. Numbers 87-CF16, 87-CF 17, 90-CM 121,*

2nd Judicial Circuit Court, Wayne County, Illinois.

The defendant tested positive for amphetamines using the ONTRAK
immunoassay. The specimen was subsequently rescreened and
confirmed positive at a certified reference laboratory. The toxicologist
testified that the ONTRAK immunoassay was equivalent to the EMIT
screening test utilized by the lab. The court upheld the ONTRAK result.

Kimball vs. Stotts, et al. Case Number 92-3413-DES, United States*

District Court for the District of Kansas.

Kimball challenged the accuracy of the prison drug testing procedure.
He also contended that the initial ONTRAK THC positive immunoassay
result should have been confirmed. The Judge ruled that similar
urinalysis test results in prison drug surveillance have consistently found
the test results sufficiently accurate.

,
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_- _ _- _-. _ _ _ _ _

.

.

State of Georgia vs. Boykin Cobb. Superior Court of Newton*

| County, State of Georgia, Protiation Revocation, December 13,
1994.

| The defendant contested the validity of two OnTrak cocaine positive
results conducted on two separate occasions. Dr. Sal Salamone of
Roche Diagnostic Systems provided testimony regarding the scientific

|

principles of the ONTRAK test. Both test results were deemed

| acceptable by the court.

United States. of America vs. Diana Ceasar-Gonzalez. Criminal |! *

Action Number 93-10020-Z, United States District Court for the |!

District of Massachusetts, October 21,1993. |

) During pre-trial supervision, the defendant was tested for cocaine use

i and subsequently determined to be positive by the ONTRAK |

immunoassay. The officer that performed the test had testified to ;

validate the procedure, the training and the interpretation of the result. i

| The ONTRAK result was upheld. ;

Knight vs. Roberts. Case Number 90-C-094, District Court of*

Leavenworth County Kansas.

j The defendant took issue with the lack of any sort of confirmation test

| conducted by the defendant's agents after subsequently testing positive
for THC by the ONTRAK immunoassay. The ONTRAK THC result was
upheld.

'

United States of America vs. Keith Nicholas Marchezak. Criminal*

Number 92-108, United States District Court for the Western
District of Pennsylvania, May 23,1994.

|

| During probation the defendant tested positive for cocaine on four
subsequent occasions by the ONTRAK immunoassay. Additional testing
on other occasions by a certified !aboratory established a consistent
trend of drug abuse. The court ruled that all the drug tests performed
were upheld.

.
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ABSTRACT
l

EVALUATION OF ABUSCREEN ONTRAK ASSAYS:
CORRELATION WITH RlA AND GC/MS

Derek P. Baker *, D.C. Guintu, D.A. Mendoza, M.E. Calderone,
P.F. Shepp, M.S. Murphy, M. Greene

Damon Reference Laboratories, Newbury Park, California 91320

The Abuscreen ONTRAK" Assay is a self-contained, single test unit
employing a sensitive latex agglutination system. The asray provides a
rapid test system that gives qualitative results with urine samples within 3
to 4 minutes, without need for instrumentation. ONTRAK Assays for
Amphetamines, Barbiturates, Cocaine, Morphine, and THC (Cannabinoids) I

were evaluated in this study.

Qualitative drug screening results obtained by testing with ONTRAK l

were compared to quantitative results obtained by Abuscreen RIA
methodology. All positive ONTRAK" and/or RIA results were confirmed
by GC/MS.

Patient urine samples (n=635) were assayed for each of the five drugs to
evaluate sensitivity and specificity. Sensitivity was evaluated by
comparison of ONTRAK results with those obtained by GC/MS: '

Amphetamines 88.2 % (82/93), Barbiturates 100 % (90/90), Cocaine 100%
(129/129), Opiates 99.2 % (113/114), and THC 98.6 % (142/144). The '

specificity of the ONTRAK Assay was 100% when results were
compared to those obtained by RIA: Amphetamines (418/418),
Barbiturates (417/417), Cocaine (375/375), Opiates (392/392), and THC
(334/334). There was 100% agreement between the ONTRAK*
positive samples confirmed by GC/MS.

These results show the Abuscreen ONTRAK Assays for
Amphetamine, Barbiturates, Cocaine, Morphine, and THC can provide
reliable screening results with urine.
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ABSTRACT

' EVALUATION OF ABUSCREEN ONTRAK ASSAYS:
CORRELATION BETWEEN CLINICALLY TRAINED PERSONNEL l

AND NON-CLINICAL PERSONNEL IN THE FIELD !
1 !

Derek P. Baker *, D.C. Guintu, D.A. Mendoza, M.E. Calderone, i

P.F. Shepp, M.S. Murphy, M. Greene
Damon Refeence Laboratories, Newbury Park, California 91320

4

The Abuscreen ONTRAK Assay is a self-contained, single test unit employing
a sensitive latex agglutination system. The assay provides a rapid test system
that gives qualitative results with urine samples within 3 to 4 minutes, without
need for instrumentation. ONTRAK* Assays for Amphetamines, Barbiturates,
Cocaine, Morphine, and THC (Cannabinoids) were evaluated in this study.

Qualitative drug screening results obtained by testing with ONTRAK* at non-
clinical off-site facilities by non-clinical personnel were compared to those
obtained by technically trained personnel using ONTRAK" and Abuscreen RlA
methodology. All positive ONTRAK* and/or RIA results were confirmed by
GC/MS.

Aliquots of previcusly screened urine samples (n=6945) were assayed at non- !

clinical sites (n=3) by ONTRAK5 for each of the five (5) drug classes.
Specificity was evaluated by comparison of ONTRAK results with those
obtained by RIA: Amphetamines 99.7 % (1160/1163), Barbiturates 99.6%
(1105/1109), Cocaine 98.7% (1088/1102), Opiates 99.8% (11W 1143), and THC
98.2% (747/761). The sensitivity of ONTRAKS was evaluated oy comparison of
results obtained by GC/MS: Amphetamines 87.6 % (247/282), Barbiturates,

98.8% (415/418), Cocaine 97.6% (378/387), Opiates 98.8% (335/339), and THC
99.3 % (415/418). There was 98.6% (EE50/6945) agreement between the 4

ONTRAK" Assay results obtained in the field and results obtained by
technically trained personnel in a clinical laboratory.

These results show the Abuscreen ONTRAK* can provide reliable
|

screening results in a non-technical setting by non-technical personnel.
,

|

:
|

|
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ONTRAK Technical review -

!

l

_

Screening for Drugs of Abuse with the Roche
ONTRAK Assays ,

I

(Armbruster, DA and Krolak, J.M., Journal of Analytical Toxicology,16, pp.172-175, May/ June 1994.) |

In this study, ONTRAK for cocaine and THC were extensively compared to.

RIA, which is considered the gold standard in drug testing by the U.S.
Department of Defense, and the Abbott TDx fluorescent polarization (FPIA)
system.

. The ONTRAK assays exhibited excellent correlation to both RlA and GC/MS.
'

Table Ill in the paper documents 100% specificity and predictive value for a
positive test among the three technologies.

FPIA and ONTRAK results agreed in all cases for both cocaine and THC.

assays.

ONTRAK for amphetamines, barbiturates and morphine assays were studied.

on fewer samples and compared favorably to FPIA.

This study attests to the high quality of ONTRAK, a qualitative, on-site, non-.

instrument testing system. The excellent correlation of results with
instrument-based technologies which are considered to be highly accurate
demonstrates the confidence ONTRAK users should have in their test results.

"We conclude that the ONTRAK BSSays produce results that usually agree
with typical automated immunoaSSays and GC/MS confirmatory

procedures."

.

l

1

|
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ONTRAK TESTCUP Technical review,

|

l ONTRAK TESTCUP: A Novel, On-Site, Multi-Analyte
| Screen for the Detection of Abused Drugs
|

| (International Drug Monitoring Business Unit, Roche Diagnostic Systems, Inc.,1080 U.s. Highway 202,
Somerville, NJ 08876, Journal of Analytical Toxicology, Vol.19, pp. 504-510, October 1995.)

in this study, the correlation's of clinical sample results using TESTCUPe

versus results by GC/MS and the ONTRAK and ONLINE assays were
assessed.

. There was 100% agreement between samples prescreened positive by
GC/MS and positive by TESTCUP for all three assays.

There was 100% agreement between TESTCUP and ONTRAK results and.

; between TESTCUP and ONLINE results when testing clinical samples positive

| and negative for cocaine (benzoylecgonine) or THC.

Greater than 99% agreement was observed between TESTCUP and ONTRAK| .

! results and between TESTCUP and ONL:NE results when testing samples

| positive and negative for morphine

| This study attests to the high correlation of TESTCUP results, a qualitative,.

on-site, non-instrument testing system to other well established and highly
accurate drug testing technology. TESTCUP permits simultaneous detection

,

| of THC, cocaine and morphine directly within the collection device.

"The ONTRAK TESTCUP assay system is an easy-to-use and
reliable method for the detection of cocaine, opiates, and THC in urine. When

compared with other ROCHE immunological assays for drugs of abuse, whether
i they be instrument or non-instrument based, there is good agreement between

clinicalresults."
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Drua Detection Cut-off Levels

Substance Abuse and Mental Health Services Administration (formerly 1

NIDA), Mandatory Guidelines for Federal Workplace Drug Testing I
| Programs

(e) Initial Test. (1) The initial test shall use an immunoassay which
meets the requirements of the Food and Drug Administration for
commercial distribution. The following initial cutoff levels shall be
used when screening spacimens to determine whether they are
negative for these five drugs or classes of drugs:<

|

|
* Marijuana metabolites 50 ng/mL

e Cocaine metabolites 300 ng/mL
1

Opiate metabolites 300 ng/mL.

Phencyclidine 25 ng/mLe

Amphetamines 1,000 ng/mL|
*

L

I 1

l

(Federal Reaister Part V. Thursday June 9,1994)

4
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Helping solve the problems of drug abuse

! WARNING:
|

| THE STATE
OF THE ART'

|
- OF DRUG

| TESTING ._
~

L -HAS -

s
''

CHANGED
. FOREVER .

.

..

! ...WITH ONTRAK TESTCUP!
j .

- . , - -.

|

| The new OxTRAK TesTcui from Iloche Diagnostic Systems offers...

* Simultaneous detection of cocaine, morphine, and THC

|
* Integrated collection and testing device for every sample

* Iloom temperature storage

|
* No urine or reagent handling

! * Ilesults in under 5 minutes tvilhout timing
,

| * Clear positive / negative results
,

| For more information on the nete state of the art in drug testing,

| call the Iloche Ilesponse Center" at 1-800-526-1247.

i -

ONTRAK men

TES CUP ~; ,_,. - --
The National Association of
li?inparary and Staffing Sen' ices. Collection / Urinalysis Panel

I
. . _ . _ . . _ _ _ . . _ _ - - - - _. - _ _
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Helping solve the problems of drug abuse
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1. Add specimen to cup. 2.Close lid by turning to " test" 3. Tilt cup forward for 10 seconds.
Minimum 30 mL recommended. position. Do not imen cup.

4 5 6
c; =>
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_
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!!! 'I
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}511=1 s_ osesc
J65556 OO5E 09690

e .. . e ... ,
.g.

,

e c .

-n Wait for " test valid" bands to 5 Peel off label and read each 6 Close lid by turning to stop"
appear. Timing is not result. position for storage.
required

Ordering Information
To order the nem state of the art in drug testing, call the Roche Response Center at
1-800-526-1247.

Package Size Order Number Art. No.

ONTRAK TesTcer 25 cups 47226 07 5561 3

@ Roche Diagnostic Systems
AMemberof theRocheGroup

Roche Diagnostic. Systems. Inc
Branchburg Township
1080 US Highway 202
Somervme. NJ 08876-3771

n.mJn luwot>oR 1-800 526-1247 in Canada 1 800 268-0482
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Helping solve the problems of drug abuse

'I

! REVOLUTIONIZE
! YOUR DRUG TESTING. SIMPLY
| AND ECONOMICALLY. ON SITE.
! IN SIGHT. ON TIME. ANYTIME.
;

'

.
.

j Abuscreen'

! ON RAK~
~

Rapid Assays for Drug Aause
'
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THE ASSAY DESIGNED |

TO DRAMAT CALLY
CHANGE YOUR DRUG ;

TESTING CAPABILIT ES... ;

; fast setup with results in approximately three Abuscreen ONTRAK kits are designed to reliably )

| minutes. detect cocaine, THC, morphine, amphetamines, ;

barbiturates, PCP and benzodiazepines-accurately '

Convenient to perfonn on the spot, at any providing professionals with an objective "yes" or 1

location. "no" response in approximately three minutes, I

with no special equipment. !
Simple procedure-anyone on your professional i

staff can perfonn the test in just four simple steps. As a fast, simple-to-use, self-contained source
of patient drug-status infonnation, ONTRAK can

| Economical testing with no special equipment- provide professionals with results on site, in hospi-
a test kit and pipette are all you need. tal emergency rooms and STAT laix>ratories.'

| ONTRAK is also invaluable for use in rehabilitative
j Clear, objective, easy-to-read "yes" or "no" monitoring, intake screening, crisis intervention,

results-negative results fama panicles prenatal screening, delivery room evaluation-any
(agglutination occurs); positive results have a situation in which immediate drug-status infomia-

.

! smooth, milky appearance. tion can make a critical difference.

Reliable-proven in clinical studies.

i
i

Track Opening
|

p)
:

/
|
<

! 4

p"| _,

i
i

| y ( Viewing Chamber
,
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J 'F W
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|g/ Mixing Well

I

1

l
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Abuscreen ;

ON RAC:

THIS SIMPLY... Rapid Assays for Drug Abuse

* ' & & O
4 4^ ^ ^.

%? D4 ? Dub?^

=

Place urine Add one drop each of reagents A,-
specimen in B and C.
mixing well. ..

\34

i

i

k I
'%

*--
,

_

Stir and gently push mixture into
track opening.

,

d ' t..; "*
g

1 g % ..
" b{ * y-

~

'

}<

,;Rpg. ,
m3n

-

s,

POSITIVE NEGATIVE
.

Read results in viewing chamber.
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Helping solve the problems of drug abuse

! THE EASY-TO-PERFORM,
! COST-EFFECT VE
) DRUG ABUSE TEST.

From the leader in drug abuse testing.
Optional hems Availablea Developed by Ro. che Diagnostic Systems,i
" " ' ' " " * '""" ' ' " * ' ' " ^""'"'"

! Abuscreen ONTRAK consolidates the expertise
caming caw i 4222. 073 mgained through years of service to clinical,

. Disposable gloves w0 42210 07298 4
1 forensic and military laboratories. Today, the 1:vidence tape 50 42212 0 30w4
j Roche name is your assurance of unequaled 1:xtra pipette tips 400 42214 073om2

] quality, service and technical support. Extra stirrers 400 42215 0'30920

i Pipette tip disposal lx>ttle 1 42209 0729s33

j Ordering Information Urine sample cups so 42211 0729wis
en xiva i s unier so Annie so

i Abuscreen ONTItAK Pipette 42208 072'938
; Irt Abuscreen ONTRAK help you solve

The ONTRAK pipette is required for testing and the problems of drug abuse.
j should be ordered with your first kit. For more information, for technical assistance

or to order, call the Roche Response Center *
Abuscreen ONTItAK Kits at 1-800-526-1247 (in the U.S.) or call your local

a 50-test 100 test .

O "
| t s unter so Ann ic No t s onter so Anale No

1 Amphetamines 42200 0 3H204 42216 0727911
^'""""*P"""''"" "P'''"*""0""'' " " ' ' ' ' ' ' ' " ' "

3 llarbiturates 42201 0738212 42217 0727903 A more speofic alternate chemnal method must be used in order;

; llen/odiazepines. 42205 0738220 42221 0735515 to obt.nn a wn6nned analytical result tsee padage insens)

i Cocaine 42202 0738190 42218 0727865

| Morphine 42204 0'3824' 42220 072'H81

| PCP 42200 073H239 42222 0735019

| Ti tC ( 100ng' mL) 42203 0'38255 42219 0727873

j T11C (50ng mL) 42330 0738263 42331 0727849

! Abuscreen ONTRAK Kits include:
| Reagents A, il and C Simple Instructions

| Negative Control Stirrers
; Pipette Tips Test Slides
,

i '

f Positive Reference Controls t s o.ae, so annie so =-

Amphetamines 433'2 0~30998 ".

j lLirbiturates 433'3 0733253

j lienzodia/cpines 43390 0~35523

) Cocaine 43374 0733261

i Morphine 43387 0733288

]
PCP 43389 0'38239

2 TilC 43388 0733290
i

Abuscreen
Roche Diagnostic Systems

k a subsidiary of Hottmann-La Roche Inc.

f %cre D agnost<c Systems inc Rxhe D.agncstic Systems

, 108 US Mfma< 2C2 e desion of F Ho"mann-La Roche ud

} B ancntvg NJ 08E76 060 CH C02 Basel Sw ! ecand

j ?nn h e Rapid Assays for Drug Abuse

i
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Helping solve the problems of drug abuse
1

i

|

SUMMARY-RECENT EVALUATION OF
ON-SITE DRUG TESTS
On-site drug screening tests are being widely used in a variety of ways to help,

I solve the problems of drug abuse, both in the workplace and the criminal justice 4

sector. On-site testing provides immediate results in a manner less likely to be
challenged either by the person being tested or the courts with respect to chain of
custody issues. Roche Diagnostic Systems introduced the Abuscreen ONTRAK*

| Rapid Assays for Drug Abuse in 1989 to the criminal justice market. Since that '

; time, Abuscreen ONTRAK has become the test of choice throughout the criminal

| justice system by consistently proving its value with superior quality and accuracy.

Recently, a number of other diagnostic companies have entered the market with
their versions of non-instrument, on-site test kits. Two of these companies, Editek
(formerly EDD and Drug Screening Systems, Inc. (DSSI) are promoting their kits.
As a result of these newer entries into the market, it has become increasingly
difficult for a criminal justice agency or a corporation to take the time to evaluate
all the available assays and select a vendor for their needs. One criminal justice
agency, the Florida Department of Corrections (DOC), recently commissioned a
study that enabled them to purchase a drug testing system that met rigorous
performance specifications.

The study was performed by a NIDA (National Institute on Drug Abuse) certified
laboratory on a panel of 100 well-characterized urine samples that were tested for
both THC and cocaine. The samples were defined and categorized as, 20
negatives, 20 at - 50% of cutoff (0.5 x cutoff), 20 positives at +20% of cutoff
(1.2 X cutoff), 20 positives at +50% of cutoff (1.5 x cutofD, and 20 additional
" random" positives for THC and cocaine. Each of three vendors (Roche Diagnostic
Systems, Editek, and DSSD were asked to provide sufficient Cocaine and THC kits
to complete the test panel studies. Roche provided the Abuscreen ONTRAK
System, Editek provided the EZ-Screen System, and DSSI provided the MicroLINE
System (also marketed under the Mach IV label by Wells Fargo). None of the
vendors assisted or participated directly in the evaluation.

On April 21,1993, the results of the Florida DOC study were made public.
Abuscreen ONTRAK was the only product to score 100% on all samples, thereby
reinforcing the leading position that ONTRAK has established in the on-site drug
abuse testing marketplace.

( Ollllllll('sl .
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Roche Diagnostic Systems will provide a copy of the Florida DOC study in its
entirety on request. The following is a summary of the results of their analyses:

:

I
! # False # False # # Expected

Assay Positives Negatives "No Results" Results

.
ONTRAK (RDS)

| Cocaine 0 0 0 100
THC 0 0 0 100'

'

EZ Screen (Editek)
! Cocaine 2* 0 0 98
| THC 20t 0 0 80 ,

l

. MicroLINE (DSSI) i
'

| Cocaine 218 0 2 77

| THC 45 4 3 89
!

* Includes 2 " positives" at 0.5 x cutoff. i

| ' Includes 20 " positives" at 0.5 x cutoff. ;

| 8 Includes 1 * positive" on negative urine plus 20 " positives" at 0.5 x cutoff. |

| 5|ncludes 4 " positives" at 0.5 x cutoff. )
|

And an excerpt from the study summary:

| "The Roche ONTRAKprovided the highest analytical accuracy of the three vendor |
kits testedfor bcth cocaine metabolite and carboxy-THC, the Environmental
Diagnostics EZ-Screen was second in accuracy, however, the hits were also the most
difficult to use with several criticalsteps requiredfor testing. The MicrouNE was
found to be the easiestprocedure tofollow with only one step in the application of
the twine specimen to theplate. The MicroLINE was susceptible tofalsepositive
results, however. "

If your agency isn't using Abuscreen oNTRAK, the results of this study present valid reasons for you to re-examine
your drug testing program. Although a simple option, you could select your vendor on price alone and perhaps not

l recognize the additional costs of retests, unconfirmed positives by GC/MS, and possible court challenges. Ilowever,
l a good drug test is designed to keep you out of court and to provide you with test results that give you a high level

of confulence. This study demonstrates that not all drug tests are alike, and while some may seem more attractive
due to a low direct cost per kit, overall reliability may represent a far-grerer value both economically and in the
quality of your results. Furthermore, the study substantiates the performance claims in the oNTRAK package inserts
as they relate to the established NIDA cutoffs. To request a complete copy of the Florida doc report, for more
product information, or to order Abuscreen oNTRAK, please call the Roche Response Center" at 1-800-526-1247.

Roche Diagnostic Systems
h a subsdary of Hoffmann-La Roche Inc.

w;:=-
Branchburg NJ088761760

Pwen 12244 0593 1-800 526-1247

|

_ _ _ _ _ - _ _ _ - _ _ _ _ _ _ _ _ _ _ _ - _ _ - _ _ _ _ _ . - . _ .__



_ _ _ _ _ _ _ _

$

i
I

,"

|
4

g % .i..... t ..''

! "An Incredible Deterrent".

1

|'~ Digg DetecfonBst
| SavesTmeandMoney

EENAGER5 INCARCERATED IN SAN Bemar- budget is spent on laboratory tests - $215,000

dino County'sjuvemle hall know the Re- Some Cahfornia counties are using compared w,th $25,000 on ONTRAK tests.

; gional Youth Educational Facthty as the technology that allows them to determine " Financially, we want to get the best and the |

| last chance program. "If you fatl here, you in about three minutes whether adults and
mosuestmg we can for our dollars 7 said Probanon

. . DirectorJone Poe. "That's why we use a combtna-end up m the Cahfomia Youth Authonty," ex-
Fem c5 on Probanon are ung &ga';

non of systems. We also need confirmanon on| plamed Joe Rodnguez, a facihty group counselor.

The facihty offers 29 components ranging drugs. Based on the same technology as a anydung we refer to coun."

from drug educanon to vocational training design- home pregnancy test, the ONTRAK She called ONTRAK a " good deterrent m a

ed to help the 40 young men ordered there by the system uses c urine sample to detect consutuuonal settmg It's a goal tool to break

coun to tum their hves around Chents,who range marijuana, amphetamine, cocaine, down denial because you have the results imme-

!
from 16 to 18 years old.are allowed ofIsite to work morphine and other drugs. Probation

diately The resuhslose some of their impact when

y u han to waa a week."Drug testing is a major pan of the Eve-level
inpe counties told Cahfomia

Poe is always on the lookout for even easier-program, whth lasts six to nine months "An,

| minal screening process makes sure the kids are County editor lea Brooks that the system to-use and less expensiw drug tesung systems.

j clean when they amve and detenmnes ifindmdu- is an efective deterrent, convenient to use

| als have a substance abuse problem," Rodngue: and saves money. "Our positive drug tests
said. "Whenever an indmdual leaves our facthty

: and retums, he is drug tested There ts also random than 3.000 drug detecuan tests a year.

| drug tesung" "We went to ONTRAK as a pre-screenmg 50 perant.We found out
| The facihty's drug tesung effons were trans- tool fer cost savings," said county Probanon Divd

formed when it began using ONTRAK a year and sion Manager Tom Niebenfl.ess than a third of all the Idds are more apt to
1 a half ago, accviding to Rodngue: Previously, tests are postuve. We were paying full laboratory admit M are usingM
! unne samphs were mailed to a laboratory. The fees for negauve tests. Because of the cost savings,

| ume lapse for results - about a week - was too we're able to maintatn a tesung level staff thmks is they're mnfronted with the
long for effew intentnuon appropnateJ

,

"ONTRAK ts an incredible detenent here, in Santa Barbara County, a laboratory test is resultsrightinfrontofthem."
| espectally when the kids know we can ask for a $7.50 Of the 530 tests done in the county's Santa

unne sample at any minute," he said "Our posmve Mana probanon office in February,44 were post- "These products are improving all the ume - not
,

drug tests have decreased by at least 50 percent. uve. "We had 486 tests we didn't have to do any- just tests for probanoners7 she said. "Pnvate-'

we found out the kids are more apt to admit they thing else with - we dumped them in the toilet " sector companies are tesung their employees for
;

{ are us ng when they're confronted with the results said Bill Pucciarelh, deputy probanon afhcer in drugs All these tools are marketable because of the

i nght m front of them" Santa Mana. "That's where the va!ue comes m " drug problem in this countryJ
! Indmduals who test postuve lose free ume There are other benefits as well. Pucciarelb concurred that drug tesung tech-

and are demoted a level They are also placed in a "The system ts enurely pmtable7 Nielsen nology will continue to advance. He beheves hair

; more extensive drug educanon program noted "The officers hke a because the chent gets to will be analyzed to detect substance abtue in the

stand around and watch the test The real beauty not-so-disnint future. "Anythmg you xerete in
:

immediate Results of a ts that you can have a frank discussion about unne ts also secreted through hair folhcles? he

Budget cuts prompted San Luis Obtspo, drug use on the spot, and that really aids m said "By analy:tng a half treh of hair, you could

Santa Barbara and San Beruto counues to mclude commurucation If the test is negauve you can give detemune which drugs your chent used in the

j ONTRAK in their probanon drug tesung pro- an 'attaboy' on the spot, too. A lot of the thmgs previous month?

i grams When an ONTRAK test ts postuve, the probanon does are of an encouraging nature " ONTRAK was developed by New Jersey-

| unne sample ts sent to a laboratory for conbrma- San Diego County follows the Amencan based Roche Diagnosuc Systems Inc. The system

j uon Judges generally don t accept ONTRAK test Probanon and Parole Assoctanon's drug tesung is also used by Cahfomia State Parole, the Cahfor-

J resuhs unless the defendant adtruts to usmg drugs guidehnes its program was developed based on n:a Youth Authonty, drug treatment and rehabth-

| In San Luis Obtspo County, the cost for a recommendauons from a U.S Depanment ofJus- tauon facthues, emergency rooms, neonatal wards

i laboratory test ts $17.50. compared with $2 t%3 oce consuhant and mdustry, accordmg to company representa-
'

for an ON'RAK test The county conduct.< tr ore Most of the county's annual drug tesung uve Rod Sprague. =

for more informanon, contxt the Ruhr Response Center * at 14 00-526-1247. Repnnted f rom the Widt Apnl IW3 bsue of Cahfumu County
Plandex 12247-o793
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A Standard Business Practice 1
1
1

iBy J. Michael Walsh

were so intrusive as to make the process to the EAP resource. Education for employ.

O ver the last 15 years, employee drug
unconstitutional. At that time (19851986), ces is an important element of the program

**[ * " " the legal uncertainty of whether testing and is generally viewed as a continuous
#" "

d r Id be upheld legally and so programs ongoing effort. In reality, the drug testingw
place. Since 1987, the date of the American c uld go forward and expand, or be found component is only a small part of the overallManagement Association initial survey, titudmal and therefwe stopped, cre- effort, but it is entical and it is complicated.u

dru8 testin8 n the United States ated a great deal of confusion for policy.icompany . -
## E"* "* g ** *has increased by more than 300 percent. makers, as well as for employees, employers

nuum tes g y Puons avadaW toCurrently, workplace drug testing laborat* and unions.
management which melude:nes certified by the U.S. Department of Many of the critical issues were resolved

* Applicant (pre-employment) testing.Health and liuman Services are processing through a series of " Consensus'

(See sidebar on proposed changes )about 60,000 specimens each day, and many Development" meetings and conferences
employers who conduct employee testing conducted through the leadership of the caS nable causchuspicion testing.

a

* Accident or men,ent-driven testing.programs use other labs or onsite test proce- National Institute on Drug Abuse. These
* Treatment or follow-up testing. ;dures. Based on this information, I estimate meetings brought together government, * u em s eu tesung.more than 30 million American workers will labor and management policy-makers to dis- .

* Random testing of safety / security-sensi-be tr sted for ilhcit drug use this year. cuss the issues and determine what standards
tive pers nnel m designated posinons.This phenomenon of workplace drug test- were appropriate, what policies were fair, n enal tessg o(au penomel m a*

ing has not accurred overnight, but rather what research data were available and what
rand m selecti n basis.has developed slowly over more than a research needed to be done. The outcome of
hile most company programs use a com-decade. During that time, policies, proce- these meetings eventually set the standards

nauon f these policy options; the specificdurer and technology have evolved. In 1995, for all government mandated programs and Ptions adopted by an organization willmost erganizations use drug testing as the has significantly influenced private sector
depend to a great extent on the nature of thefoundatan for a comprehensive program- efforts in a very positive way. The presence
w rk and the characteristics of the workforce.matic appoach to substance abuse. In fact, of the labor movement in these benchmark mpu s a egree f ety wthe Americen Management Association sur- discussions, including the leadership of the

**y adopt a very'##" '#" # *vey indicates sat " testing is rarely a stand' Teamsters, Oil, Chemical and Atomic
888ressive Program with "uru. versal" testing,alone pohey" Only 10 percent of respondent Workers, Operating Engineers, Auto e an her mmpany wdout such nhcompanies rely on testing alone to deal with Workers, Sheet Metal Workers, and others in
w

may adopt the " reasonable cause" option.employee substance abuse. the building trades, also positively shaped
the standards and programs currently in

The Modest ApproachConsensus Deselopment
E '

Although the new expanded DUT regula-The basic philosophy of why to test and
ti ns require s me ptions listed above forwhat to do with the results of testing l'as I'lve Basic Elements
regula industries (airlmes, railroads, masschanged dramatically over the last 10 years. Today's corporate program typically con- uansa, manume, trucking, pipehne etc.)

.

in the early years, the rationale for testing s sts of a comprehensive effort including five "#'" "E '""""'# "E "#"'was to identify drug users and fire them basic elements: written and communicated milli ntransPortation workers,many compa-without addressing the problem. Since then, policy; training for supervisors; employee nies that are not safety-sensitive have opteda more positive " helping hand" philosophy education; employee assistance resource and
f r a more modest approach. From a nationalhas evolved. The primary purpose of tony's dmg testing.
E#"E*# #' ** #*'"" * ###model policy is to get the substance abusing The written policy typically prohibits the
testing pohey we see meludes a tw& prongedemployee into treatment, provide the oppor- use of alcohol on the job and illegal drug use * *tunity to get help and to get the individual is generally prohibited at all timesan or off 1) Applicant testing-w here any jobback on the job.

e j b. The training fm supervisms generab applicant who tests positive will not be
.

This change in philosophy did not come
ly wwn the key aspects of the company pob hired, andabout easily. At the midpoint in the decade

of the 1980's, emotions ran high as to icy, what constitutes a policy violation and 2) Reasonable cause testing-where cur-
the consequences of policy violation. rent employees are subject to testingwhether testmg was legal, whether the pro _

cedures were scientifically sound, whether Companies now recognize that it is also only when there is cause to believe the

laboratories had the skills to perform the important for supervisors to be trained in the individual is using drugs.

assays required and whether the procedures procedures for referring a problem employee The actual number of companies with

Reprinted from Employee Assistance, June 1995
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" Drug Free Workplace" programs requiring pre-employment testing recently, by the Substance Abuse and Mental Health Services

i is dif0 cult to document, but the practice is becoming more evident as Administration (SAMHSA)J indicates that the number of full-time
( employers begin to advertise their policy in newspaper "want-ads." workers that are current users of i' legal drugs has dropped by more

For example, a Sprint ad reads,"We maintain a smoke-free, drug- than 6 million over the last eight years,
free workplace and perform pre-employment substance abuse test- Data from the railroad industry indicate that nationwide accidents
ing." A Boemg ad reads, "We support a drug-free workplace and in their field have been reduced by 28 percent since 1987 when the,

| require pre-employment screening." And a Wendy's ad reads, railroads initiated their drug-testing programs. But more specifically,
" Applicant must pass pre-employment drug screen." Even though in 1987, about 21 percent of the nation's rail accidents involved work-
there are changes made to the DOT regs on alcohol testing in this ers who tested positive for drug use; that number declined to 5.5 per-

|
area, employers retain the right to require a pre-employment test, cent by 1993. Transportation, however, is the only industry required

| to maintain and report data on their drug programs.

| Union involvement I believe that " drug-free" workplace programs work, and that as
! Around the country, local unions have been involved in the devel- a result of these programs, we have made significant progress in

| opment of union-run drug-testing programs. Typically, these efforts preventing and treating drug and alcohol abuse. Unfortunately, we

| are integrated with their member-assistance programs. In a tough haven't done a very good job in reporting these success stones.

j labor market, such programs provide assurances to contractors that Recently, the National Academy of Sciences issued a report
union labor is drug free and can serve as an important marketing edge "Under the Influence: Drugs and the American Workforce"(1994)'

| in getting union workers on the job. Some unions (notably, the where the major finding was that there was little or no data in the
Operating Engineers and the Sheet Metal Workers) have programs scientific literature to demonstrate the effectiveness of such pro-
that require apprentices to undergo random testing during a stipulat- grams in stopping abuse.
ed probationary period. These kinds of labor-managed drug-testing it is critical to evaluate and publicize the effectiveness of these

; programs are evolving and becoming more sophisticated. From my programs both in the scientific literature and the popular press to
| discussions with union leaders, there appears to be good membership maintain confidence and public support. As budgets become
I support for union-run drug-testing programs. tighter and managers look for ways to cut corners, workplace drug

| '!he technology of drug testing also continues to evolve at a rapid and alcohol programs will erode unless " cost-effectiveness" is i

pace. New assays with hig'her sensitivity (ability to detect use at lower demonstrated. It is essential that EA professionals get involved in
'

thresholds) and increased specificity (ability to discriminate between encouraging such evaluations, and participate in designing and

j similar compounds) are now being used by most labs. New onsite conducting the studies.
testing kits are also being broadly marketed for use in the workplaceI

as the screening test. Some of these assays are highly accurate and State-Controlled Testing

rehable, but employers should be cautioned that any positive screen With regard to testing, I suspect the use of drug testing will grow
must be sent on to a laboratory for a confirmation test (as recom- and expand significantly as a function of welfare reform. As the |

mended in manufacturers' packaging inserts). Congress transfers responsibility for welfare programs to the states, it |

is unlikely there will be sufficient funds to maintain state benefit pro-
Testing Growth grams on a par with those experienced with federally administered

,

! As the demand for testing continues to grow both in the workplace programs. State governors uill be forced to find ways to limit eli-
and in the criminal justice system, more and more research is being gibility to program benefits. The U.S. Chamber of Commerce has .

,

conducted to develop better testing devices. A number of the diag- taken the position that since being " drug-free" is a condition of !!

nostic manufacturers currently have new products in the pipeline that employment in most American workplaces, states should make !

will make testing much easier and less expensive in the very near eligibility for welfare benefits contingent on being drug free as a
t future. critical first step in getting people prepared for business-sponsored

| The overall growth of workplace testing has exceeded the expecta- " welfare-to-work" programs. Governor Pataki in New York State.

| tions of most experts in the field,includmg me. When we initiated the as well as Mayor Guiliani in New York City, have proposed test-
! military program in 1981, there appeared to be a logical extension for ing for welfare recipients, and similar proposals have been prof-

the use of this new technology in the business community, but I do not fered in a number of states If such programs do deselop, it will
believe anyone involved at that stage had a vision of 1995 where present a unprecedented challenge to the treatment community.
employers would be openly advertising that applicants would have to

i pass a drug test to get a job.
i 11 is important to evaluate the effectiveness of what it is we are
i doing, and to take a hard look at the forecast for the future. Although

| substance abuse and EAP professionals have witnessed an extraordi-
nary change in the willingness of employers to focus on the issue of
substance abuse and although the technology, procedures and lab
standards for the use of drug testmg became integrated into compre.
hensive substance abuse programs from 1986 to the present, consid-
erable resources have been expended on these efforts with some sense

of success, but relattvely few companies have documented the effec- J. Michael Walsh, PhD. is president of The Walsh Group, PA..

tneness of their programs. a consulting firm on substance abuse policy. research and tech-

EAY Involsement nology in Bethesda MD. Formerly, he was executive director of
i From a national perspective, we have seen a significant decline in the President's Drug Advisory Council (1989-1993) and dsrector

the use of drugs by " employed" indsviduals. Data from the National of the Division of Applied Research at the National Instaure on
ilousehold Survey on Drug Abuse [ Conducted by NIDA and more Drug Abuse.
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TESTING AND TECHNOLOGY STAY FLEXIBLE
'

4

The DOT final rule due out in January, but delayed until May by DOT Secretary Frederico Pena, responded to con-

cerns passed on during the comment period on a number of aspects of the testing mandates. He most momentous -

change, suspension of the pre-employment alcohol screening mandate for DUT-designated transportation workers, will

involve action by Congress, but was announced on May 8 as "in effect until further notice."

An April 5 decision by the Founh U.S. Circuit Coun of Appeals added fuel to Pena's earlier declaration that he would

make DOT regulatory reforms responsive to customers' needs. The three-judge panel sided with the plaintiffs, the 7

American Trucking Association (ATA). Their arguments attacked the latitude th'at the DOT had " erroneously" taken in -
I e

( defming " pre-employment"-any time up to the first performance of a safety-sensitive job (function-and said the tests

failed to improve highway safety in any appreciable measure. The court vacated that sectio.u of the final rule, declar-
|

| ing it " rife with ambiguity" and " based on an interpretation that is clearly unreasonable." The court directed the DOT ' i

1

and other affected agencies to reinterpret final rules consistent with the court's decision.

| Although some parts of the testing industry do not welcome Pena's views on pre-employment testing because it may
i

reduce the market, drug testing is still a burgeoning industry. There are four other mandated categories that require test-'

ing and a growing recognition of it as an adjunct to treatment. Also, the DOT continues to review and give approval to

i more drug screening and related products for mandated testing. He evidential breath tests (EBTs) may s'ill be used fort
1

the initial screen for alcohol and for confirmation of positives. They won DOT approval, in pan, for being less costly,

less invasive and easier to use than other choices. The Conforming Products List has recently added four non-eviden-

tial screening devices and one quantitative saliva testing device. The EBT must still be used for confirmation.

The April 20 Federal Register, Subpart D-Non-Evidential Alcohol Screening Tests details the fine points of the rule

. on authorization, screening test technicians, quality assurance plans, location of screening devices, testing forms, test

procedures, invalid tests, refusals and inability to adequately complete tests, and maintenance of disclosure forms. ney

basically follow the requirements set for EBTs. Because legal liability and e: Tors associated with chain of custody or

false positives continue to be considered the biggest headaches involved in testing, the industry continues to develop

devices that improve testing accuracy, guard against loopholes in custody procedures or, that all-time favorite, reduce

Costs.

The DUT has decided on another move toward ficxibility-to extend the time between screening and confirmation

from 20 minutes to 30 minutes. It ruled that " data show that an individual whose alcohol concentration at the time of a

screening test was .05 would still, on average, test at .04 or above after a 30-minute interval... Consequently, increasing

the interval...is unlikely to have a marked adverse effect on ...the regulation's objectives."
P

-Carole K. McMichael

|

I
l
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| SIGNS OF SUCCESS:
Decrease in Current Drug Use Among Full Time Workers
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Chain-of-Custody Errors Can
Quick y Underm'ne the Case in Court
Non-instrument, on-site tests are the latest toolin the war against drugs in the workplace

D rug testing is being used to help
BURDEN OF PROOF. When trying | How does one prove a link?

provide a drug-free wo kplace, as a to prove the chain, the proponent has First, establish who handled the
treatment tool, and to monitor crimi- the burden of proving the identity and specimen. This is onen difficult and
nal ofTenders. The constitutional battle status of the specimen from collection imposes a burden that a non-instru-
over drug testmg has been decided in until it r eaches court as evidence. ment test does not impose.
favor of drug testing) The opponents of A chain of custody is made of" links," To establish the chain with an
drug testing are already turning their i.e., persons who had significant oppor- instrument-based laboratory test,
attention to attacking flaws in the tunity to tamper with the specimen chain-of-custody forms need to be used.
procedural aspects of dnig testing. and/or who had custody of the speci- The drug-test form of the National

The most vulnerable aspect of any men at some point.6 A link could be a Institute on Drug Abuse (NIDA) is an
drug test is the chain of custody of the specimen collector or specimen trans- example. Each person handling the
specimen. Chain of custody is the porter. In addition, the laboratory staff specimen before the result is obtained
documentation of the transportation completing the analysis are all links. must record the handling and could be
and handling of the specimen from the The proponent must prove for each liable to be called into court. 3 The use
time of collection until the specimen is link:6 of a chain-of-custody form raisesissues
analyzed in a laboratory. A non- 1. receipt of the specimen; which can be used to attack the admis-
instrument, on-site drug test reduces 2. the specimen's ultimate destina- sibility of the drug test in two ways:
the extent of the need for proof of the tion, i.e., shipment, destruction or first, it may list a link who did not
chain of custody. A non-instrument retention; appear in court; second, the form may
test produces rapid, documentable 3. protection and proper handling not be properly completed, thus
results using simple procedures that between receipt and ultimate destina- " breaking" the chain. In such a case,
do not require sending a specimen to a tion. oral testimony must prove the link.
laboratory. Non-instrument tests pro- As the case requires, a court may or MORE PROBLEMS. Oral testimony
duce an immediacy of results; this may not be strict in requiring proof of to establish a link presents additional
eliminates uncertainty and substan- the chain. problems. For example, the person who
tially reduces the administrative bur- The cases requiring a strict standard is testifying may have left the room
den posed by chain of custody. Non- of proof are ? without locking the room or secunng
instrument testing has been used 1. when there is a strong chance the specimen. The specimen may have
extensively in the criminal justice sys- that the specimen has been confused been turned over to a subordinate for

2 w th other similar specimens; safegu a rdin g. This " temporarytem and has proven its value
The benefits of non-instrument test- 2. when the specimen is easily ent rustment" causes problems; the

ing are more clearly understood by alterable or liable to undetected con- person who receives the specimen now
looking at the vulnerabilities of chain- tamination; becomes a link who may not be

of-custody requirements. 3. in a criminal case, where the accounted for on the form. In addition,
Why is proof of a chain of custody establishment of a chain requires proof the parties can be questioned as to the

necessary? In order to admit a drug "beyond a reasonable doubt." This has length of time of the entrustment and
test into court, a proper evidentiary been compared to a certitude of truth the condition of the specimen. If this

,

foundation must be established by the better than 95 percent. In a civil case, cannot be adequately shown in court, |

party wishing to introduce the drug there must be a " preponderance of the the chain may collapse.
test.3 The foundation consists of four evidence," which has been compared to If the person who was entrusted
buildmg blocks: a better than 50 percent certainty of with the specimen is not present for

1. The chain of custody of the drug proof" trial, further problems arise. If the
test must be proven. Chain-of-custody procedures are vul- person was not originally listed as a

2. The court must recognize and'or nerable to human error in a variety of witness,it may be a violation of a court
be taught about the scientific theory ways. In establishing a chain of cus- rule to call the person.
and method equipment involved. tody, the proponent risks having a It is also possible that a link may be

3. The circumstances of the speci- chain that is too short, leaving out an attorney who handled the specimen
men collection and analysis must be links in the chain or failing to account as part of prepanng for the trial
desenbed. for time periods. The chain must be without the normal custodian of the

4. The test result must be inter- established from the time of collection specimen bemg present. This presents
preted for the court. to the time of analysis? Some courts problems because the attorney may not

A chain of custody must be proved have required that the chain be estab- be able to testify m a can in which he
w hen a specimen is liable to be altered lished up to trial.W or she is involved."
by tampenng or contamination and its Some courts require that the analy- Was the specimen proper 13 nandled?
condition at collection is important to sis is admissible only after each link is Once the links m the cham have
the case. Urine specimens are in this proved." A person becomes a hnk not been estabbshed the next question
class 3 only by having access to the specimen, raised is that of proper handhng.

but by personally handling the speci- How is proper handling to be
By David G. Evans Esq. men.W gauged?
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It must be shown that the person properly safeguarded the lection devices. Non instrument drug tests, when used with)
j specimen before the test result was obtained. In criminal observed specimen collection, provide an initial screen which

j cases, the courts may require a " clear preponderance" of eliminates the negative test results. Although chain of
j proof of proper handling 2 In other situatiens, there must be custody is performed on all specimen coll-ctions, with
! a " reasonable likelihood" of proper handling.18 non-instrument testing only the positive test results must be

-

! If the seal on the specimen container is broken, this may sent to the laboratory for confirmation. Paper work and staff
imply that the specimen was contaminated or was tampered time are then substantially reduced.

! with before it was tested.17 Questions concerning proper Another incentive for non-instrument testing is that, in,

: handling would also arise if the specimen was not secured or some circumstances, positive results can be confirmed by
j refrigerated.M Was there free access to the specimen another non-instrument test. Case law holds this as a

location, or was the specimen left alone for a period of time? perfectly acceptable procedure in a criminal-justice context.
Questions also can be raised about the standard operating The criminal courts do not require the same level of proof .
procedures of the collection required in employment

! site or the laboratory. Any cases. Indeed, convicted
offenders have diminished; violation of these proce-

; dures could lead to a ques- m rights when balanced,.

tion about proper handling. ,' against the right of the |

j The procedures my public to be protected.21 For"-

; require that the specimen A example, a single immu-
noassay or a double immu-

4 never be left unattended S ,.
- | noassay may % d! that is1 before it is tested. These ?

| questions can be more suc- s.M @ required.22
, # PROACTIVE TOOL.cessfully raised with a p-

,

] large, high-volume labo- { Non. instrument testing
"

j ratory where there is staff a has other advantages. It is
1 ,

ga proactive case manage-
1 turnover. New staff may r

not be properly trained. $N j ment tool. It is flexible as to*

! SPECIMEN IDENTITY. t where testing is done and i

; The collection of the initial M ) increases the deterrent I_s

g effect because 'it decreasesj sample also creates eviden- A gys A , >

the time between results
tiary problems. The placing Non-instrument tests can be used to detect several common drugs, and consequences.

'

i of the specimen label is '"d"#I"# " 5"""" ""# "'_"'~ Non-instrument testing
| crucial to establishing the
j identity of the specimen. The proper sealing of the specimen provides an opportunity to promptly and positively reinforce .

' must occur to avoid tampering or contamination.18 There drug-free behavior. if an employee or ofTender tests negative, |
'

may also be storage requirements, depending on the the result is immediate and the person can be complimented
jurisdiction. on being drug-free - and encouraged to remain so.

;
j Chain-of-custody problems are also raised by laboratory A good non-instrument drug test is one that keeps you out of i

'

; security requirements. For example, the NIDA Mandatory court. Such a test is one that meets vigorous scientific
Guidelines for Federal Workplace Drug 'Ibsting Programs standards, such as demonstration of substantial equivalence to

,

j require that laboratories be secure at all times and that no proven reference methods and pre-market clearance from the
unauthorized persons can gain access.20 All visitors and federal Food and Drug Administration 23 The test should also,

,

j maintenance and service personnel must be escorted at all at a minimum, meet the NIDA cutofT levels for drug detection,
times. Documentation of persons accessing the testing areas, since this has become a national standard.24 The test should be4

i dates and time of entry, and purpose of entry must be documentable and easy to use as well as having undergone an
maintained. Laboratories must accourt for the specimen independent scientific clinical evaluation performed by a;

j from receipt through completion of testing, reporting of NIDA-certified laboratory or the equivalent.26 A reasonable

j results, and continuing until final disposition of the speci- cost per test is also a factor to be considered.
One test that meets all these criteria is the Abuscreen' men.

Documentation must be provided as to the date and ONTRAK,@ manufactured by Roche Diagnostics.2s ONTRAK,
purpose each time the specimen is handled; each link must an immunoassay, is based on the principles oflatex agglutina-
be identified. Upon receipt of the specimen at the laborato- tion-inhibition which relies on the competition for binding to an
ries, if there is evidence of tampering or damage to the antibody between a latex drug compound and the drug that
package, it must be noted. Such damage could possibly may be present in the specimen. The test can be used to detect
invalidate a test result. In addition, refrigerated storage at a marijuana, cocaine, opiates, amphetamines and PCP.
certain temperature is required if the test is not performed The specimen of urine is placed on a special slide in a mixing
within seven days. If any of the above procedures or well with a buffer and reagents. The mixture has a milky
standards are not documented, or are not followed, the chain appearance. The mixture moves along the track of the slide by
of custody may be indefensible. capillary action to a viewing area. If a drug is not present in

Non-instrument drug tests eliminate the majority of the specimen, the latex drug compound forms large particles
administrative and chain-of-custody problems. (agglutination) by binding to the antibody. The particles are

Many tested specimens yield negative results. Yet,in the easily viewed through a clear window in the slide. If there is
absence of a non instrument testing capability, they all must drug present, the particles do not form and the mixture retains
be sent to a laboratory. All the specimens must be accompa- its smooth, milky appearance which is also easily viewed. The
nied by chain-of-custody forms and be in sfecially sealed advantages >f ONTRAK are quick results (3 minutes), an
tamper proof containers or reliable tamper-evident col- easily read endpoint, simplicity, no instrumentation, and

__ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . _ _ _
_
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I since the result is obtained in front of the test subject, there 8 U.S. v. latim,458 r. Supp. 388 (EDhy 1978).

are increased confessions of drug use by the test subject.36 The 9. Ged n v. Commonwealth 183 SE2d 135 0911);imwinkelned, at 145. 255.
''

viewing area on the slide can be photocopied for proof purposes O. Priest v. McConnel, 363 NW2d 173 n985); See also 21 A LR 2d 1216,
and a drug test-result report can be completed right after the 1236 0952).
test. This eliminates a chain of custody. It imwsnkelned, at is5.151 a973); U.S v. Godoy,528 nd 281 (9th or i

Chain of custody poses many problems in proving drug-test 1975) b"' *ee U.S. v. Fletcher, 487 F2d 22 c5th Cir 1973), cert denied. 416 U.S.
,

results. The increasing use of non-instrument tests will 858 "87#"#"' /"/'**" */'"''"d' 8"' '* "''#8 ' ""' "d"""' busty ofaulem>.6

12. Imwsnkelned, at145,156.
eliminate many of these concerns and make drug testing a 13. The NIDA form can be found at NIDA Mandatory Guidelines for Federal
more useful tooI in the war against drugs, Workplace Drug heting Programs,53 Fed Reg 11970. In most cases due to the

business record exceptson to the hearsay rule, the test report is admsssible without

David G. Evans Esq. serves as a consultant on drug testing and "*""*"' 'I 'h' "P* ' ' 1"du" *f "I*bd''' director. See U.S. v. " Bell,"785
' ""'h * b'*8 * "' *"

laboratory letterhead and signed by the laboratory
substance. abuse issues to government, corporations, law firms > F2d 64018th Or 1986); Neal v. Commonwealth, 531 A2d i19 U987); Jones e I
unions and laboratories. He is the author ofDrug hsting Law, Commonwealth,520 A2d 12b8 n987). ;

i &chnology and Practice, published by Callaghan. He has also 14. U.S. v. Johutan, 664 F2d 15217 ar spen, rvd.,690 F2d 63817th or ;
authored the Model State Drug hsting in Emplovment Statute '***)' "*'^dh"' v. Bank ofNL 624 F. Supp.1205 ISDhY 198H.

{

and the Model Criminal Justice Drug hstingict which have jg$,'''s,},f,),I"",'|fg*" #h"'' ' "###d # ""'"' |
'#

serttd as the basis for legislation. Evans practices law in 17. imwmkelried, at 159 60. i
Lawrenceville, N.J. 18. Stahl v. Com Pa. Bd ofProbation. 525 A2d 1272 (Pa. Cmwlth 1987). |

19 Lawrew e Csty ofNorfolk,135 SE2d 792 0964). >

20. NIDA Mandatory Gusdelsnes for Federel Workplaa Drug hstsng
References Programs,53 Fed Reg i1970.

,

L Shmner v. RLEA,109 S Ct.1402 0989); NTEU v. Von Raab,109 S. Ct. 2L Mwnsey n Brewer,408 U.S. 471 n972),
1384 419M9); see also nferences 4 and 22. 22. Jensen v. Lick, 589 F. Supp. 35 (D.N.D 1984)iningle drug test acaptables;

2. Nevsnstrument drug testart is approved by the Amencan Pmbatwn and in n Johnston,109 Wash 2d 493, 745 P2d 864 (Wash 1987) ismgle test suMcwnt

Parole Anuciatwn Drug hung Gundelsnes; see Section 18 2 to 18 4 of the Drug runderser (w pnson dssespisne); Jones v U.S., 548 A2d 35 (DC Anp.1988) and >

kring Guidelmes and Practsces for Aiutt Pmbation and Parole Ageneses, l.ahey v. Kelly, 52OTS2d 30, 518 NE2d 924 (Ct App.1987) tte e confirmed by }
prvpared b< e Amerscan Probotson and Parole Assocwtion in cooperatwn wsth name test is sufficsent etsdence); People v. Walker,164 Ill. App 3d 133,517 NE 2d ,

the Couw / State Governments, (Bureau of Justwe Assastam, Washmgton, 679 till App.1987)Idouble test reliable enough to be the only evulence tidrug use
y C., F . .ser 1990s. m a probatwn revocatwn proceedsng); Peranzo v. Coughlm, 850 F2d 125 (2d Dr

{
3 - kule Evsd. 90hal 28 USCA. On the state level see: State a Weccele. cGr. 1988)(double test retsable).

Ct.,2 rut ar.11!, Oct.18,1990) and Commonwealth v. l\vyman, ICt Com. Pleas, 23. Frye v U.S.,293 F 1013 (DC Or 1923).
.

|

Chester Ca, Pa., May 3,1990) (Abuscreen ONTRAK, a non instrument test, was 24. NIDA Mandatory Guadelmes for Federal Workplace Drug hting |
found to be admisasble)

Prwrams,53 Fed Reg I1983. . t

4 Imwsnkelned. Edward J., "The identificatwn of Orwinal, Real Evidence . 25 DNTRAK was recently evaluated by the Damon Reference Laboraturses. I

61 Md. L. Rev 145.154 il972); U.S. v. Sears. 248 F2d 377 tith Car] rud on other DNTRAK drug-detectson naults were evaluated in comparison to results
grounds. 355 U.S. 602 0957); U.S. e Martmet, 43 CMR 434 (ACMR 1970); obtained by radimmmunaassay tRAD andgas chromatographylmass spectrome.

'

,

Powell e Com Pa. Bd.1(Probation. 513 A2d I139 tPa. Cmwlth 1986); Brown v. try (GCIMS). The laboratory concluded that therit was 100 percent agreement
Smsth,505 HTS 2d 143 0985); Jones v. Pa. Bd. of Probatwn. 520 A2d 1258 (Pa. "' hen OMRAK positin resulfa were compared to those obtained by RfA and
Cmulth 1987); Frye v. U S ,2S3 F.1013 (DC or 1923); U.S e Fehs 25 MJ 509 GCIMS. They further concluaed that ONTRAK can provide niiable screening
4AFCMR 1987); U.S v Harper,22 MJ 157 (CMA 1986); U.S. v Murphy. 23 MJ naults an a non technical settsng by non-technical personnel See Baker, Derek, }
310 !CMA 1987); U.S. v Ford,23 MJ 331 (CMA 1987); U S e Sparr. 24 MJ 508 P., et al, ' Evaluation of Abusereen ONTRAK Assays: Correlation Betumen i
(AFCMR 1987); U.S. v. Hagan,24 MJ 57I INMCMR 1987). Clinically Trasned Personnel and Non.Cimical Personnel in the Twid," Damon

|
5 imwnnkelned, at 156 157. Refenner labatwies Newbury Park, Calsf; ONTRAK meets NIDA cut.off i

6 Imu snkelned, at 159. Lewis, see 53 Fed Reg 11983.
\

7. Imwsnkelned, at162 163. 26 McQuan v State, 740 P2d 74410K App.19871.
1
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Invalidated drug tests and rug testing is being used to help 1. Thechainofcustody of the drug test

wasted effort may result Provide adrug-freeworkplace, must be proven.
as a treatment tool,and to moni- 2. The couit must recognize and/or be

from careless shipping of
. .

torcriminaloffenders. Thecon- taught about the scientific theory,
tests to outside laboratories, stitutional battle over drug testing has methods and equipment ir s Ived.
Here's one way to avoid this been decided in favor of drug testing.' 3. The circumstances of the i,pecimen

As a result, the opponents ofdrug testing collection and analysis must be de-

by David,G. Evans, Esq. are tuming their attention to attacking scribed.
flaws in its procedural aspects. These 4 The test result must be interpreted
should be the focus of any treatment for the court.
center using drug testing in its work. A chain of custody must be proved

The most vulnerable aspect of any when a specimen is liable to be altered
drug test is the chain of custody for the by tampering or contamination and its
specimen. Chain ofcustody is,ofcourse, condition at collectiori is important to
the documentation of the transportation the case. Urine specimens are in this
and handling of the specimen from tia class.'
time of collection until the specimen is When trying to prove the chain, the
analyzed in a laboratory. In light of this proponent has the burden of proving the
it is important to know that a non-instru- identity and status of the specimen from
ment on-site drug test reduces the extent collection until it reaches court as evi-
of the need for proof of the chain of dence.
custody. A chain of custody is made of" links,"

An on-site test produces rapid docu- i.e., persons who had a significant op-
mentable results using simple proce- portunity to tamper with the specimen
dures that do not require sending a speci- and/or who had custody of the specimen
men to a laboratory. On-site tests pro- at some point.5 A link could be a speci-
duce an immediacy of results; this elimi- men collector or a specimen transporter.
nates uncertainty and substantially re- In addition, the laboratory personnel
duces the administrative burden posed completing the analysis are all links.
by chain of custody. On-site testing has The proponent must prove for each
been used extensively in the criminal link:6
justice system and has proven its value.2 1. receipt of the specimen;

The benefits ofon-site testing are more 2. the specimen's ultimate destination
clearly understood by looking at the (i.e., shipment, destruction, or re-
vulnerabilities of chain of custody re- tention);
quirements. 3. protection and proper handling be- ,

Why is proof of a chain of custody tween receipt and ultimate destina-
necessary? In order to admit a drug test tion.
into court, a proper evidentiary founda- As the case requires, the court may or
tion must be established by the party may not be strict in requiring proof of the
wishing to introduce the drug test.' The chain.
foundation consists of four building The cases requiring a strict standard of
blocks: proof are:'

Repnnted from ADD /CTION & RECOlTRY July / August 1992 Vol.12. No. 4
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1. when there is a strong possibility that vices. On-site dmg tests, when used with Divid G. Evans, Esq., is the cu- f
the specimenhasbeenconfusedwith observed specimen collection, provide an thor of the book Drug Testing

other similar specimens; initial screen which eliminates the nega- Law. Technology and Practice

2. when the specimen is easily alterable tive test results. Although chain of cus- published by the Callaghan Pub- t

orliable to undetected alteration; tody is performed on all specimen collec- lishing Company. He has also

3. in a criminal case, where the estab- tions, with on-sit: testing, only the posi- authored the Model State Drug

I lishment of a chain requires proof tive test results must be sent to the labora- 'esting in Emoloyment Statute

"beyond a reasonable doubt" This tory for confirmation. Paperwork and and the Model Criminal Justice ]

has been compared to a certitude of staff time are then substantially reduced. Drua Testing Act. both of which I

tnith better than 95%. In a civil case, Another incentive for cn-site testing is have served as the basis for leg- 1|

there must be a " preponderance of that, in some circumstances, positive re- islation. He consults nationally

the evidence," which has been com- sub can be confirmed by another on-W on drug testing and substanco

I pared to a better than 50% cenainty test. Case law holds this as a perfectly abuse issues, and practices in j
of proof 8 acceptable procedure in a crimmaljustice Lawrenceville, NJ.

In any event. chain ofcustody is vulner- context. The criminal couns do not re-
able to several errors (see box following quire the same level of proof required in References

references). employment cases. Indeed, convicted LSkinner v. RLEA.109 S.Ct. I402 (1989); hTliU
v. V n Raab.109 5. Ct.1384 (1989); see also

offenders have diminished ribts when References 4 and 22 below.|

Advantages Of On-Site Testing balanced against the right of the public to 2.On-site drug testing is approved by the Amerxan
Dg

On-site drug tests eliminate the major- be protected.28 For example, a single ggaryPam
ity of admmistrati ve and chain of custody immunor.ssay or a double inununoassay Tesma Guidelmes and Pnictices for Adult Pw j

'

problems. As is well-known.forexample, may be all that is required.22 bamn and Pamle Acencies. prepeed by the

On-site testing has other advantages. It j d" $$Y"
many specimens tested yield negative re- c

sults. Yet,in the absence ofan on-site testing is a pro-active case management tool. It is ments.(Bureau of Jusace Assistance. Washir g-,

| capability, they all must be sent to a labora- tiexible as to where testing is done ang 3.FedIu Ev ) 2 USCA. On the state
increases the deterrent effect because it level see: State v. weccels. (Cir. Ct. 2nd Cir.tory. All the spectmens must be accompa-

nied by chain of custody forms and be in decreases the time between results and IL. October 18.1990) and commonwealth v.
. TwYman, (CL. Com. Pleas. Chester Co.. P A.

specially sealed tamper-proof containers consequences. Since the result is obtamed m. May 3,1990)(Abuscreent ONTRAK@, an

or reliable tamper-evident collection de- front of the test subject, there are increased on-ute test, was found to be admissible). |

41mwMcMed. Edward J " Die idenuficanon of
|

i

| confessions of dmg use by the subject.23 Onginal. Real Evidence.,61 Mil. L. Rev.
On-sh testing provides an opponunity 145.154 (1972); U.S. v. Stars. 248 F2d 377

.

! (7th C$r) rvd on other grounds. 355 U.S. 632
to promptly and positively reinforce drug- (1957);U S v.Mamnez.43CMR434(ACMR

'

free behav.ior. If an employee oroffender 1970k Eu_weli v. com. Pa Rd. of Pmbaum,

g ,
tests negative, the result is immediate and 513 A2d i139 (Pa. Cmwlth 1986); Brown L

Smith,505 NYS2d 743 (1985); laus11.fa. !
" theEUrsoncanbecomE ementedonbeing Bd. of Probation. 520 Ald 1258 (Pa.Cmwl.h il

;
y drug free (and encouraged to remain so). 1987); Frve v. U.S 293 F.1013 (DC Cir !

'4 1923h LLS, v. Felix. 25 hU $09 (AFCMR |A good on-site drug test is one that 1987); US v. Hamer, 22 MJ 157 (CMA
'

'"

M
S keeps you out of coun. Such a test is one 1986); U S. v. Mumhv 23 MJ 310 (CMA

L,
that meets rigorous scientific standards, 1987); U S v. Ford,23 MJ 331 (CMA 1987); ,

s . ;
- e U1 r Span. 24 MJ 508 (AGR 1987h

such as demonstration of substantial U.S. v. Hagan. 24 MJ 571 (NMCMR 1987). .'%
4.$rr %n

9 <

equivalence to proven reference methods 5.imwmkelned, at 156-157...,w
7 c

,' ' Y [ > and pre-market clearance from the Fed- Q*j'y' 15'

, 6 163.
,,

~ eral Food and Dnig Administration.2d The 8. United states v.Fatico.458 F.Supp 388(EDNY
,

''
I

test should also, at a mimmum meet the 1978).
' $( 'k

NIDA cut-off levels for drug detection, " N I,"*"d 7 '$,h$3Si 5

since this has become a national stan- 10. Pnest v. McConnel 363 NW2d 173 (1985);
See also 21 A.LR. 2d 1216,1236 0952).

dard.23 'Ihe test should be documentable 11. Imwinkelned, at 145,157 (1973); U.S. v.
and easy to use, as well as having under- codov,528 m 281 (9th Car 1975), but see,

U.S v. Fletcher. 487 F2d 22 (5th Cir 1973).
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