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Guidance For Premarket Submissions For Kits For Screening Drugs
OT Abuse 1o Be Used By The Consumer

Thi s gui dance docunent represents the Food and Drug

Adm nistration’s (FDAs) current thinking on Premarket Subm ssions
for Drugs of Abuse Screening Kits sold over the counter (OTC

It does not create any rights for any person and does not operate
to bind FDA or the public. An alternative approach nmay be used

i f such approach satisfies the requirenments of the applicable
statute, regulation, or both.

INTRODUCTION:

FDA has devel oped a proposal for regulating OIC test sanple
col l ection systens for drugs of abuse. That proposal is outlined
in a Federal Register Notice [Docket No. 97N-0135]. The systens
addressed are those where a urine sanple is collected at hone,

mai led to certified |aboratories, and tested and interpreted by
pr of essi onal | aboratory personnel using FDA cl eared products.

Thi s docunent addresses drugs of abuse screening devices where
the screening test is perforned by the lay user and results are
obtained and interpreted by them It incorporates nmuch of the
Review Criteria for Assessnent of In Vitro D agnostic Devices for
Drugs of Abuse Assays Using Various Methodologlies. Testing of
body fluids or other sample types other than urine may introduce
additional issues which are beyond the scope of this document.

Premar ket review of any OIC in vitro diagnostic (l1VD) kit where
testing is performed at hone requires consideration of two key
i ssues:

1. Can the lay user performthe test and obtain acceptable
initial screening results?

2. Can the product be labeled in a manner to assure that use of
the kit in the hone setting provides beneficial information
that can be used by the tester?

PURPOSE:

Thi s docunent is an adjunct to the Code of Federal Regulations (21
CFR 807) and to FDA Publication Nunber 97-4224, the manual
entitled: In Vitro D agnostic Devices: Qi dance For The
Preparation of 510(k) Submssions. 1[It is not to supersede those
publications but 1s to provide additional guidance and
clarification for this type of device. The FDA wi |l make i nforned
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deci si ons based on adequate valid scientific evidence submtted by
t he manuf acturer of the product.

DESCRIPTION OF DEVICE:

This type of device is one intended for use in the hone setting as
an 1 VD screening test for any single one or conbination of the
followi ng five substances in urine: anphetam ne/ net hanphet am ne,
cocai ne, cannabi noi ds, opiates, and phencyclidine. Al though

bar bi t urat es, benzodi azepi nes, ethanol, inhalants, and other drugs
are w dely abused, the focus of this docunent is on the five drugs
previ ously nentioned, because there is adequate experience wth

t hese substances to support the devel opnment of this guidance.

These products are screening or initial testing devices. These
devices are typically designed to be sinple, rapid, and
reasonably sensitive. The results provided by these devices

i ndi cate whether the drug or drug netabolite may be present or
not. A positive result froma screening device is considered to
be a screened “presumptive” or “indeterminate” result and shoul d
never be Interpreted as final w thout Naboratory confirmation.

Products may be appropriate for marketing via premarket
notification [510k] if: 1) adequate directions for use for the

| a erson to performthe drug screen at hone are provided in the
| abeling, 2) a positive result is reported as “preliminary”,
“indeterminate”, ‘“inconclusive” or ‘“uncertain’”, 3) either follow
up wth a health care provider, confirmation testing, or both, is
recommended, and 4) access to confirmation testing in a

| aboratory setting is provided as part of the test.

Home screening tests for drugs of abuse where no access to
confirmatory testing is included, are expected to require
premar ket approval applications (PMAs), or Product Devel opnent
Protocols (PDPs). This is because there are likely to be new
types of questions of safety and effectiveness for screening
products wi thout available confirmatory testing.

ANALYTICAL PERFORMANCE CHARACTERISTICS:

The performance of a new device nmay be denonstrated by using a
valid evaluation protocol. The NCCLS [ NCCLS, 940 West Val |l ey Road,
Suite 1400, Wayne, PA 19087-1898, Tel (610) 688-0100, Fax (610)
688- 0700, e-mail|l exoffice@uccls.org, Hone Page

http://ww. nccls.org] is a good source for eval uati on nethods.

The premarket notification subm ssion needs to contain evidence
that the device, when available OIC and used in the hone, is as
safe, effective, reliable, and otherw se substantially equival ent
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to another device (often terned the “predicate” device) that is
legally marketed in the United States, for exanple, screening
devices currently avail able for professional use.

A

The follow ng characteristics of performance are of
i nportance in evaluating these products for equival ent
safety and effectiveness:

1

2.

a.

Anal ytical Sensitivity - MninmmDetection Limt

Definition.

Anal ytical sensitivity may be defined as the
smal | est concentration of a drug or drug

met abolite that produces a response

di stingui shable fromthe background or bl ank
value. Alternatively, this may be the m ni num
detection [imt. Mninumdetection limt is the
m ni mum concentration of a drug or drug netabolite
that has a high probability of being detected.

Cont ent .

The subm ssion should contain informati on and data
t hat descri bes the nethod that was used to
determ ne either analytical sensitivity and/or

m ni num detection limt, as well as this val ue.

Cut-of f Concentration

a.

Definition.

The cutoff concentration is the specific
concentration of drug or drug netabolite in the
sanple that is chosen as a limt to distinguish a
positive froma negative test result. Results

wi th concentrations above the cutoff |evel are
consi dered positive, e.g. “prelimnary,” and
results below the cutoff are considered negative.

Cont ent .

1) The subm ssion should contain information
t hat descri bes the concentration or |evel
t hat has been selected to be the cutoff. The
Subst ance Abuse and Mental Health Services
Adm ni strati on( SAMHSA) has recomrended
t hreshold cut-off concentrations for 5
cl asses of drugs of abuse:
anphet am ne/ met hanphet am ne, cocai ne, opi ates,
cannabi noi ds, and phencyclidine. 1In order to
be consi stent, FDA supports the uniformuse
of SAMHSA cutoff |evels. These current cutoff
concentrations are shown in Table 1.
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3.

2)

Recovery

Tabl e 1.

SAMHSA Initral Screen Drug CutoffTs
(ng/mL) In Urine

Drug/Substance Screen Test
Canabi nnoi ds net abolites 50
Cocai ne netabolites 300
Opi at es 2,000
nmor phi ne
codei ne
Anmphet am nes 1, 000
anphet am ne
met hanphet am ne
Phencycl i di ne 25

The subm ssion should contain an estimte of
the precision of the device at the cutoff
level. It is inportant to validate the test
performance of new assays near the chosen
cut-of f concentration. A new assay may be
val idated by testing urine sanples obtained
fromdrug users that have known
concentrations of drugs distributed around
the cut-off as established in a toxicol ogy

| ab. (The Col |l ege of Anerican Pat hol ogi sts
recommends the concentrations of such

speci nens be at 25% above and 25% bel ow t he
cut-off). This should include a statistically
val id nunber of sanples with known
concentrations on both the “positive” and
“negative” sides of the cutoff concentration.
Results of testing are then conpared to the
known concentrations of the sanples. The
cut-of f concentration is often set higher
than the device sensitivity |evel or m ni num
detection limt.*

* FDA does not suggesst that individuals be
del i berately exposed to drugs of abuse to
obtain sanples for these studies. Sanples
can be obtained from| aboratories that
performthis testing.

a. Definition.
Recovery nay be defined as the ability of a test
met hod to neasure a drug and/or drug netabolite
when a known amount of it is added to the test
matrix (in this case urine). An assessnent of
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recovery is a nmethod of obtaining accuracy
informati on because it tests whether the assay can
detect the drug and/or drug netabolite in the
presence of other substances that may be contai ned
wi thin a sanple of urine.

Cont ent .

It is recoomended that anal ytical recovery studies
of drug and drug netabolites be conducted by
addi ng known anounts of drug and drug netabolites
to urine sanples (often ternmed “spiking” the
sanple) and then testing them This testing
shoul d i nclude sanples at or close to the cutoff
concentration (90% 110% of the device.

These “spi ked” (90% 110% sanples are used to
determ ne the specificity of the procedure or the
ability of the procedure to only detect the drug
or drug netabolite of interest. These val ues are
in contrast to those generated using spiked
sanples in the range of 25% above and bel ow t he
cutoff value to assess performance of the test in
t he measurenent zone within 25% of the cutoff.

4. Anal ytical Specificity

a.

Definition.

Anal ytical specificity is a nmeasure of the ability
of the method to determ ne exclusively the drug
and/or drug netabolites that are clained to be
detected w thout cross-reacting with other rel ated
substances that are not intended to be detected.

Cont ent .

It is recommended that analytical specificity
studi es of drug and drug netabolites be conduct ed.
If a test is specific for nultiple nolecular
entities within a class of drugs or drug

nmet abolites, the subm ssion should denonstrate
reactivity with each clained nolecular entity and
metabolite. Results of specificity testing should
di stingui sh specinens that do not contain drugs or
nmet abolites fromthose that do contain drugs. See
Appendi x A for an exanple of what is useful to
subm t.

5. | nterference

a.

Definition.
The terminterference describes the effect that a
conpound or a group of conpounds, other than the
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6.

Pr eci

drugs or drug netabolites selected for testing,
has on the accuracy of neasurenent of the test.

Cont ent .

The subm ssion should contain studies that

eval uate possible interference wwth the test by
rel ated conpounds or a group of conpounds such as:
1) other drugs or drug netabolites not intended to
be detected, e.g., those drugs with simlar

chem cal structures or epitopes, and 2) substances
that are comonly found in the urine which may
interfere with test results.

Testing should include commonly prescri bed

t herapeutic drugs, antimcrobials, and common OTC
remedi es, e.g., acetam nophen, acetylsalicylic
acid, caffeine, ibuprofen, etc. Additionally,
experinments should be conducted that eval uate the
effect of substances commonly found in urine,
e.g., urine pH presence of henogl obin, protein,
ascorbic acid, urates, glucose, etc., for their
potential to interfere. To assist in this
process, the NCCLS has published a docunent that
descri bes how to conduct interference testing. In
addition, a listing of drugs and how t hey
interfere with many tests is also avail able
(Young, D.S. Effects of drugs on clinical

| aboratory tests. 3¢ ed. Washi ngton DC, AACC
Press, 1990).

si on

Definition.

Precision may be defined as the ability of a test
to produce the sane val ue for repeated
measurenents of the same sanple. For initial
screening tests, positive and negative sanples are
usual | y assessed.

Cont ent .

The subm ssion should contain a study that

eval uates precision or random error associ ated
with a device. These studies nay entail: 1)
testing a negative and a positive sanple daily for
a total 20 for each sanple, or 2) testing a
negative and positive control in replicates of 10
for each of 2 days. Testing should include
sanples with concentrations at 25% above and 25%
bel ow t he cut-off concentration because these
provi de the nost neani ngful information on the
preci sion of the test.
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7.

Conpari son Studi es

a.

Definition.

A conparison of the new device to a legally

mar keted test for drugs of abuse (the predicate
devi ce) provi des information in support of the
accuracy of the assay and eval uates conparability
of performance between two devi ces.

Cont ent .

The subm ssion should contain information and data
regardi ng the conparison between two devices. For
t he conparison, clinical sanples should be used
havi ng val ues that span the entire range of
testing. After conparison with another screening
met hod, confirmation of all positive results and
sone portion of negative results should be
conduct ed usi ng Gas Chr omat ogr aphy/ Mass
Spectronetry (GC/MS) techniques. GO M is
considered to be an accepted standard nethod in
drugs of abuse confirmation prograns.

The new and the predicate device should be
conpared using at |east 40 positive and 40
negative clinical specinens. It is advisable to
acqui re adequate positive specinens to cover the
entire testing range with particul ar enphasi s near
the stated cut-off concentration. The results of
testing of each sanple once with each test should
be presented in the formof 2 x 2 contingency
tabl es (new devi ce versus conparative device).
Tabl e 2 gives an exanple of a 2 x 2 contingency
tabl e:

Tabl e 2.
Conpar at 1 ve
Screeni ng Met hod
+ -

New

Screeni ng +
Test

Met hod -

Conpari son di screpanci es

The subm ssion should contain information
regardi ng any di screpancies that may have occurred
during the device conparison. Al differing
results occurring between the new device and the
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conparative device should be investigated. GO M
shoul d be used as a reference nethod in resolving
any discrepant results. In addition, any range of
concentration in which the conpari son between
devices is borderline (sonetines terned the

“equi vocal zone”) should be defined. The results
of the resolution should be presented in the form
of a2 x 2 table (new test versus GC/ MS).

Stability

Definition.

Stability refers to the ability of a product to resist
conditions that may affect its stated performance, for
exanple, the effects of tinme, tenperature, and
humdity

Cont ent .

Files should be maintained in accordance with Good
Manuf acturing Practices (GWs) and with Quality Systens
Regul ati ons (Q@SRs) covering the stability of all device
conponents. The subm ssion should contain a sumary
that includes details of the stability testing
protocol, and the concentration(s)of drug(s)and drug
nmetabolite(s) tested in the sanples. Storage stability
tests should be conducted under conditions that would
make product deterioration |ikely.

The foll owm ng performance characteristics are of inportance
in evaluating initial screening products for safety and
ef fectiveness in the hone-use setting:

Consuner Accuracy

a. Definition.
For initial screening devices intended for
mar keting directly to the consuner (OTC), a
consuner field study conducted at three
i ndependent | ocations provides information to
denonstrate that the lay users can correctly
follow the |l abeling instructions, obtain
acceptable initial screening results, and can
understand and interpret the neaning of the
results.

b. Cont ent .
A statistically adequate nunber of consunmers who
represent the popul ati on expected to use the hone
drug screen is recomended. A denographically
di verse group including a range of ages,
educati on, races, and regional variation should be
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i ncl uded so that observations fromthe sanpl ed
group permt reasonabl e extrapol ati on of
performance to the general public.

Studi es consistent with guidance in the Anal yti cal
Performance Characteristics Section A 7 of this
docunent shoul d be conducted. For exanple, include
sel ected clinical sanples (n = 180) and control
sanples (n = 20) for each drug that is intended
for detection. An aliquot of each specinen should
be tested by 200 consumers and a second aliquot
shoul d be assessed by GO Ms. The specinens to be
eval uated shoul d include: negatives at 25% bel ow
the cutoff concentration, negatives greater than
25% bel ow the cutoff concentration, positives at
25% above the cutoff concentration, and positives
greater than 25% above the cutoff concentration.
An exanpl e of specinmen selection and distribution
woul d be n = 30 negatives, n = 60 at 25% bel ow
cutoff concentration, n = 60 at 25% above cutoff
concentration, and n = 30 positives. The
remai ni ng 20 sanpl es could be spiked contro
sanples, for exanple n = 5 negatives, n =5 at 25%
bel ow cutof f concentration, n =5 at 25% above
cutoff concentration, and n = 5 positives.

Lay users should test all specinmens used in the
consuner study in a masked manner. The consuner
study should be designed in such a way as to test
all of the procedures associated wth the product
to be marketed, i.e. mxing, timng, result
interpretation, etc., under observation but

w t hout direct assistance other than the | abeling
i nstructions.

The results of consuner testing of each sanple
once with each test, should be presented as
follows: each sanple, once with each test, in the
formof 2 x 2 tables (consunmer result versus GO M5
result). The results of the consunmer testing
shoul d denonstrate that when used by a consuner,
the home screening device is able to discrimnate
results that are positive or negative based on the
GC/ M5 result. This association may be eval uated
by using statistical techniques such as Fisher’s
Exact Test or Chi-Square Test.

Consuner di screpanci es

The subm ssion should also contain i nformati on



regardi ng the investigation of possible

di screpanci es that nay have occurred between 1)
the result that the consumer obtained and the
GC/ M5 confirned result, and 2) when a consuner
could not read or determine the result. In

addi tion, any range of concentrations that the
consuner may have eval uated as borderline
(sonmetines ternmed the “equivocal zone”) should be
defined. This may be achieved by having an
unbi ased surveyor observe the test result after
t he consunmer has performed the testing.

Al'l observations and results should be coll ated
and recorded in a masked fashion. The results of
the resolution should be presented in the form of
a 2 x 2 table (consumer versus surveyor).

Consuner precision

a. Definition.
For initial screening devices intended for
mar keting directly to the consuner (OTC), a
consuner field study conducted at three
i ndependent | ocations is needed to assess whet her
the lay user can follow the | abeling instructions
and can produce precise and reproducible results
on the sane sanple

b. Cont ent .
Studi es consistent with guidance in Analyti cal
Perfornmance Characteristics Section A 6 of this
gui dance shoul d be conducted. The experinent may
be perfornmed in a single day to eval uate
reproduci bility anong and within individuals.
However, it is advisable to also include a study
to determ ne day to day precision.

Consumer survey

A nost inportant aspect of the consuner trial is a
post-testing questionnaire designed to assess ease of
use, conprehension of test results, and broader
interpretation of positive and negative results. The
gquestionnaire should be designed with both open ended
guestions to permt analysis of understanding as well
as direct questions which address ease of use and
correctness of test interpretation. This feed-back
information will be beneficial to validate the test
desi gn and | abel i ng adequacy.



Labeling

The information in the | abeling should be organi zed and presented
froma user’s perspective and sequenced in a way logical to the

i ntended user. Testing instructions for use by consuners shoul d
be directed at a reading conprehension | evel no higher than 8'"

gr ade.

There are several publications that may be used as references for
witing consuner |abeling. FDA's publication, FDA 93-4258, Wite
it Right, available through the Division of Small Mnufacturers
Assi stance (DSMA) (301-443-6597), 21 CFR § 809. 10 Labeling for 1In
Vitro Di agnostic Products, and Labeling of Hone-Use In Vitro
Testing Products, docunment nunber GP14-A, available through
NCCLS, are sources for clear and concise instructions. Both
manual and software prograns are avail able to predict
readability. Methods for enhancing the understandi ng of the
text, e.g., consistent terns, active verbs, personal pronouns,

| ay | anguage, exanples to explain concepts, etc. may be found in
t he publications cited above.

FDA recommends using pre-testing nethodol ogy (e.g., focus group
interviews, individual in-depth interviews, etc.) in the design
of the labeling. This nethodol ogy gathers typical potential
users’ perceptions, opinions, beliefs, attitudes, and
conprehensi on of the potential |abeling. Pre-testing can uncover
problens with user-friendliness of the |abeling and can help
produce | abeling that is understood by potential users.

Exanpl e of a Hone Package I nsert for Screening:
1. State the Nane of the Device
2. For | ntended Use:

a. Provi de a description of the essential information
about the product, including the follow ng information:

1) State that the device is for home drugs of abuse
screening or initial screening, e.g., “a first
step test, etc.”

2) State that urine is the type specinen to be
screened.

b. A typical Intended Use statenent m ght be stated as
follows: "(This device) is a hone screening kit for
drugs of abuse. It is the first step in a two-step
process to screen urine for the presence of marijuana
(cannabi noi ds), crack (cocaine), heroin (opiates),
speed/ uppers (anphetam nes), and angel dust/PCP



(phencyclidine).”
Limtations of Screening:

A statenent should be included in the package insert,
i medi ately follow ng the I ntended Use statenent that
identifies the testing limtations. This statenent should
appear in bold lettering. The [imtation statenents bel ow
are suggestions or exanples of |anguage that could be used:

(This device) is only the first step in a two step
process to look for the presence of drugs of abuse. In
order to be sure that the result of your screening test
IS correct, you must send the rest of the urine sample
that you have tested to the laboratory for a final
result which Is more accurate.

Or:

(This device) is only the first step in a two step
process for in-home testing for drugs of abuse. The
home test Is not as accurate as the laboratory test.
Before you take any action, send the rest of the sample
to the laboratory for further testing.

Or:

(This device) is only the first step of a two step
process to look for the presence of drugs of abuse.
The first step i1s not always accurate. |If the
UNCERTAIN, you should send the remainder of the sample
that you tested to the laboratory. If the initial
screen iIs negative, you DO NOT NEED to send a sample to
the laboratory. Step two, called the confirmatory
test, 1s done in a laboratory using a method that is
highly accurate. Only the laboratory test can confirm
the presence of drugs or drug metabolite. There is NO
ADDITIONAL COST for the confirmation testing.

Specific or Detail ed Explanation of the Test: This section
of the labeling could alternatively be placed in a Question
& Answer format, e.g., “Which drugs of abuse does this
screening kit detect (include street nanes for each drug)?”
“Drugs this kit can check for are:

Pot / Grass/ Mari j uana/ THC ( Cannabi noi ds),

Cr ack/ Rock/ Coke ( Cocai ne),

Her oi n/ Smack ( Opi at es),

Speed/ Upper s (Anphet am ne/ Met hanphet am ne), and
Angel Dust/PCP (Phencyclidine).”



Test Principle: Describe the chem cal or physical process
that occurs in order to detect a drug or drug netabolite.
This section of the |abeling contains a description or

expl anation of how the drug(s) is detected. The section
could alternatively be placed in a Question & Answer fornmat,
e.g., “How does this drugs of abuse screening kit work?”

Contents of the Screening Kit:
shoul d be listed, e.qg.,

The contents of the test kit
“This test kit contains a:

Speci nen cont ai ner,

Confirmation mailer,

Screeni ng devi ce,

Absor bent materi al,

I nstructions for performng the test,
Pi pette or specinmen transfer device.”

and

For Speci nmen Col |l ection and Handl i ng: Descri be how and
when a specinen is to be collected, e.g., “Wen should
| test the urine? How nmuch sanple do | need?”

Provide information concerning the length of tinme foll ow ng
drug use for which a positive result may occur. Providing
exanpl es and expl anati ons that discuss a description of

cl earance rates for the drug-of-abuse in question is

hel pful. Table 3 nay be used as a gui de.
Tabl e 3.
Drug How Soon Drug Can How Long Drug Can
Be Found In Urine Be Found In Urine
Pot / Mar1 j uana Wthin 1 to 3 hours [For 1 to 7 days
( Cannabi noi ds) after use after use
Crack (Cocal ne) Wthin 2 to 6 hours |[For 48 to 72 hours
after use after use
Heroi n (Opl at es) Wthin 2 to 6 hours |[For 24 to 72 hours
after use after use
Speed/ Upper s Wthin 4 to 6 hours |[For 48 to 72 hours
(Amphet / et h) after use after use
Angel Dust/ PCP Wthin 4 to 6 hours [For 7 to 14 days
(Phencycl i di ne) after use after use

The | ength
result may
and anount
hal f-1ife,
diet.

occur

factors:

excretion rate,

The follow ng information shoul d be provided:

of time follow ng drug use for which a positive
i s dependent on several
of drug, netabolic rate,
and the drug user's age, weight,

frequency
drug

activity, and




a. Type of specinen to be collected, e.g., urine.

b. Amount of specinen required, both optinmmand m ni num
e.g., as a mark or line on the side of the collection
cont ai ner.

C. St atenent of appropriate collection procedures

i ncl udi ng speci al precautions regarding the specinen
(e.g., collection, transportation, adulteration,

non- absor babl e pl astic containers) as they bear on the
validity and integrity of the test.

d. Description of any additives, preservatives, etc.
necessary to maintain the integrity and quality of the
speci nen, e.g., “The blue tablet that you added to the
urine will help preserve it in case nore testing (step
2) is needed, etc.”

e. Li st of known interfering substances or conditions,
e.g., nasal inhalants, diet pills, poppy seed
i ngestion, etc.

f. Statenent of storage, handling, or shipping
instructions for the protection and mai ntenance of the
speci nren and comments concerning the stability of the
speci nen, e.g., “do not |eave sanple in direct sunlight
or avoid exposure to high tenperatures, etc.”

For Test Procedure or Directions for Use provide:

a. St ep-by-step instructions. Instructions should
be adequate and tested for honme use of the device.
FDA suggests the use of pictures, draw ngs, and
illustrations.

b. A description of the stability of the final reaction.

For Quality Control: FDA urges manufacturers of drugs of
abuse screening kits for hone use to design their devices in
order to address quality control (both internal and external
quality checks) and adulteration issues. This section could
alternatively be placed in a Question & Answer fornmat.

a. Internal Quality Control Check

1) The format of the hone screening device may be
such that "built-in" internal or reference contro
checks may be included. These reference controls
may i ndicate that the sanple has m grated
properly, the antigen-antibody reaction has
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occurred properly, or that a sequence of reagents
have been added in a proper manner. The |abeling
shoul d explain the purpose and function of the

internal or reference quality control check, e.g.,

“Aline will appear in the control w ndow on the
test strip if the proper anount of urine is added,
etc.”

2) The | abeling should indicate a recomendation for
the proper interpretation of internal quality

control checks, e.g., “If a line does not appear
in the control w ndow of the test strip then..,
etc.”

b. Adul terati on Check(s)

1) FDA urges manufacturers of drugs of abuse
screening kits for hone use to design their
devices in order to address possible sanple
adul teration issues. Optimally the design of the
screening kits would incorporate built-in
mechani sns, e.g., for nonitoring pH, or for
monitoring sanple dilution (either external or
internal sanple dilution).

Exanple: “The tenperature strip on the collection

bottl e should be between 90F and 100F. If not in
this range, the sanple nmay be altered and anot her
sanpl e shoul d be collected.”

2) The issue of sanple adulteration may al so be
addressed in | abeling, through a clear explanation
of possible sources of adulteration and/or pre-
anal ytical error, e.g., “drinking | arge anmounts of
liquids may dilute the urine so that drugs cannot
be detected.”

For Results: FDA suggests the use of pictures, draw ngs, and
illustrations to explain howto interpret the initial
screening result. In addition, this section should include
a discussion of what the result(s) nmean. Information about
the followi ng should be included, when appropriate:

a. “Uncertain” result. Wwen an “uncertain” result is
obt ai ned, descri be what the consuner should do next,
e.g., step-two or confirmation is needed, etc.

b. “Negative” result. Wen a negative result is obtained,
descri be what this neans. One suggestion is: “if no
drug was found in the urine, the person probably has
not used drugs within the |ast few days; a person can



use drugs, but not have drugs found in the urine; other
reasons could be that only a small anmount of drug was
used; the urine sanple was collected either too soon
after drug use, or too |late after drug use; the urine
sanple was diluted with water; the person drank a | ot
of liquids within a few hours before giving the sanpl e,
etc.”

C. “I'nvalid” or “No” Result. Wen the results of the
initial screen cannot be interpreted, describe what
this nmeans, e.g., the reference or “built-in” control
check (line) did not function or did not appear;
therefore, you nust repeat the test using a new device,
etc.

d. Repeat screening. Advise the consunmer when and if
repeat screening should be conduct ed.

e. Referral. FDA encourages manufacturers of hone
screening kits to provide professional counseling and
referral services though a 1-800 tel ephone service,
e.g., “Call our toll free nunber, 1-800-_ :

between 8:00a.m and 8:00p.m Eastern Tine, to discuss
the results of your test and what they nean, etc.”

11. Limtations:

a. Provi de an explanation of the limtations of the test
including a list of substances known to interfere. A
list of substances known to interfere with the hone
screening kit should be presented under the Limtations
section of the package insert.

This section of the labeling could alternatively be
placed in a Question & Answer format, e.g., “Wiat if |
am taki ng an Over-The-Counter Drug? Could | have eaten
sonet hing that could cause a false result?”

b. Need for confirmation testing. The | abeling should
provi de informati on concerning the need for
confirmation testing for all prelimnary “uncertain”
screening results.

12. Nane and Pl ace of Manufacturer, Packer, or D stributor.

13. Date of |ast |abeling revision.

Qut si de Box Labeling:

In addition to the package insert described above, the follow ng



| abel i ng statenent should be included on the outside box | abeling
for drugs of abuse screening devices:

(This device) is only the first-step In a two-step
process for determining the presence of drugs of abuse.
You must consult your health care provider or refer all
“uncertain” results to the laboratory in order to
obtain step-two: a confirmed result (see package

insert).



