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PURPOSE

The goal of the waived testing function is to provide a framework for waived tests by
establishing minimum requirements for quality control, identifying responsibility for
testing, and reporting results according to all requirements for performing waived
tests including Clinical Laboratory Improvement Amendments of 1998 (CLIA88),
Department of Community Health requirements, and JCAHO standards.

POLICY

It is the policy of the WCHO to ensure that all care and service providers will
establish and implement the procedures described in this policy relative to waive
testing.

APPLICATION

All accredited and non-accredited Washtenaw Community Health Organization
(WCHO) Network Providers

DEFINITIONS

Waived Tests - A wide variety of tests that are classified as waived tests (see Exhibit
A), including long standing popular tests such as occult blood, urinalysis, glucose,
drug screens and pregnancy testing. Waived tests are by definition those that:

¢ Meet the Clinical Laboratory Improvement Amendments of 1998 (CLIA88)
requirements to be classified as waived tests

e Are cleared by the Food and Drug Administration (FDA) for home use

¢ Use methodologies that are so simple and accurate as to make the likelihood
of erroneous results negligible or

e Pose no risk of harm to the member if the test is performed incorrectly.
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V. STANDARDS

Applicable JCAHO standards, Clinical Laboratory Improvement Amendments of
1988 (CLIA) Waived Tests requirements and Michigan Department of Community
Health In implementing these Standards, providers shall have:

A. Written definition of how tests will be used in diagnosis, care, and screening, and
whether the results of waived testing will be considered definitive for purposes of
care and diagnosis or regarded as a screening tool, in which case they may be
followed by confirmation testing.

B. Written determination of the personnel responsible for performing and
supervising waived testing.

C. Personnel performing tests have adequate, specific training and orientation to
perform the tests and demonstrate satisfactory levels of competence.

D. Specific testing-related processes are current and readily available. Written
procedures will address specimen collection; specimen preservation; instrument
calibration; quality control and remedial action; equipment-performance
evaluation; and test performance. Referring to a manufacturer’'s manual is
acceptable, if appropriate modifications have been made to tailor the manuals
content to the organization. The policies and procedures are available and
accessible to the person performing the test.

E. Quality-control checks, as defined by the provider, is conducted on each
procedure, but at minimum, the manufacturer’s instructions are followed. The
plan will specify how the procedures control for quality, timetables for checks
and the rationale for choosing procedures and timetables including how the test
is used; reagent stability; manufacturers’ recommendations; the providers
experience with the test; and currently accepted guidelines.

F. Record of quality control and test records are maintained on-site.
Documentation of test results may be located in the clinical record. Quality
control records, instrument problems and results are correlated. A log or other
record is maintained to determine annual volume of tests performed.

G. Submit CLIA Application for Certification the Hospital, Laboratory & Medical
Facilities Section of the Michigan Department of Community Health. Phone:
517 241-2648 or Fax: 517 241-2635.

VI. EXHIBITS

CLIA Waived Test List — updated as of October 10, 1996
Clinical Laboratory Improvement Amendments of 1988 (CLIA)
Sample Glucose Testing by Finger Stick Procedure

Sample Ketone Testing By Urine Dip Procedure
ALCOSCREEN saliva alcohol test

FASTECT Il drug screen dipstick test

nmoow»>
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VII. REFERENCES

Reference: Check Standard Numbers:
if
applies:
JCAHO- Behavioral Health Standards X PC 16.10-16.60
CSTS Clinical Screening for Alcohol/Drugs. X 10.080

VIIl.  PROCEDURES

None
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Exhibit A

Assgsrment

Tahle 1. List of Waived Tests*

m Dipstick or tablet reagent urinalysis Inonautomated) far

bidirubin lackocytes  protein
giucose nitrite spacific gravity
hemoglabin  pH urabilinogen
ketane

Fecal oecult biood

Owvuiation test - visual color comparison

Urine pragnancy (HCG) tests - visual coler comparison tests

Erythracyte sedimantation rate - nonautomated

Hemoglahin - copper sulfate, nonautomated

Hemoglobin - single analyte instrument {self contained) such as HemoCue Hemoglo-
hin System

Spun migrohematacrit

Glugase-manitaring devices - FOA ¢learedMome uss, Hemogue glucose tast
Cholesterol - the ChemTrak AccuMeterfJohnzon & Jahnson Advance Care for tota
cholesteroi

Boeshringer Mannhemn Chemstrip - albumin in urine

Nittazina {pH) Paper for Body Fluid pH -

Emithiline Gastroccult Tast

Quidel QuickYue In-Line One-Step Strep A Test - Stregtococcus Group A
Eholestach L*0*X - toral chalesterol, HOL cholesterol, triglycerides, glucese

Serim Pyloritek Test Kit - Helicobactar pylor

Boehringer Mannheim Accu-Chek instantPlus Cholestergl test system

Quidel QuickVue Cne-Step H. Pylor Test for Whole Blood

™ A ol Qcigber |1, 1936
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Exhibit B (page 5 — 8)

[CIS/ERS Fexi917-241-2635 Jan ¢ 230 8:38 P02 Dot h) 'LP'?"?"'
DEPARTMENT GF HEALTH AND HUMAMN SERVICER . FORM APPRGYED
HEALTY CGARE FINANCING AQMINIZTRAT ON OB ND. De3-0s31

CLINICAL LABORATORY IMPROVEMENT AMENDMENTS OF 1988 (CLIA)
APPLICATION FOR CERTIFICATION

ceording io e S3terwend Aeruchan As, of 1995, 13 persemy Are rquifad o rExpOnd L2 4 eellectn of irfarmatien unless it disglys 8 vadd OME anirf
warzer The valld OME eamtegl nurmdes For i [nformation caltecien |2 SUAB0581, The Urez requirad b3 complabe this inkarmaiion o adion ic stimad o
avaraga T0 slinuds 40 2 hours Sef retpinze. incliding Ehe Lime 1o Leipw RIS OAY, £0men mistng dald re1aurces, gathe! Ihe do readed, and complata
Tnd rewlaw Ehe imformation sallacuan. H you heva STy GRS SMeErning the sozuracy of the tima azumateish ar =:¥3er:.1.inns ‘ey imzroving Mis farm,
plagss wiata to; HGFA 7550 Jwcurly Baliayard, #2-14-08, Balnmare, [arytand 31244=" 350 and to Lhe Giige o tha 1 ormation 4&ad Requ'atory A,
Siea o Mgreasememt and Budged, Wes hingbon, 0.5, 20203, )

I GENERAL INFORMATION
CLIA [DERTIFICATION KUMBER

[ mitlal Applicetion

iLJ Change in Cerification Type =

tIf an iinial appiication ledqve biank, & xunber will be agmgua)

Facihity Name Federal Tax [dentificaton Mumber

'I:ltghqnﬂ N, firslude areq coda} Fax No.finclude grea cads)

() - ¢ )
Facility Address-Phuscal Location of Labarazory Mailing/Billing address fif dgfaent from srect adddracs, inchudc -
{Butlding, Flaor, Swits if applicable,) artenfiod Hine anclior Building, Flogr, Suite)
Nirnber, Stweet (Mo, £.0, Bases) Murnver, Strect
City State Zip Code | City State Zip Code

" "Name of Direct 7 T,
fase o et Sfirat middle inftial f{///////////%m//%/%//

L

IL TYPE OF CERTIFICATE REQUESTED (Check One)

7] Ceriificate of Waiver (Complete Seetions [+ V7 and VIl - X)

[ Certificate for Provider Performed Micrascopy Pracedures (PPMP) (Complare Sectians I - X)

[ Certificate of Compliance (Consplete Sections I- &)

(7] Centificate of Accreditation (Complete Secrions I thraugh X) and indicate which of the following

organization(s) yaur laboratory is acevedited by for CLIA purpases, or for which you have
applied for acereditation for CLIA purposss

C 1carn T aoa [ AaBB

[J car 1 coLa [.] ASHI

FiRR HCFAe146 {11558} Plage 1 et 4
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DCIS BHS

Fax:517-241-2633

Jen 92001 #:3% P03

. TYPE OF LABDRATORY fcheck the gne most descriptive of facility type)

o1 ambetaien Surgecy Canter — U8 Hospee __. T EchenliShdert Heallh Servica
o 12 Communiny Clinie ___ 10 HospLa 18 Ekiled Nweing FacyNursing Fasility
_ b4 Camg. Dulpotunt Rehab, Fasiliy oo 17 Indopgrdent ame 19 Physiclan Qffics
___ G Arilay Testng Sitein Haalth Cara oo 12 Indugtrial . TC Oiher Pracioner Epecf) e
Faciny _ 13 Insuranze __ 2% Tissue dsnk/Repastanos
___ 05 Enc Stage Rens! Digewse Dlahsis Facily  __ 14 I edizan Care Fac for Mentelly ___ 21 Bond Banks
__ 4 Mealn Falr Ratarded _o 23 Rural Hzalth ChreFodemaly
__ 37 Hesln Maln, Orgarizvion 15 Mnoole Lacarstary Cualifled Heelth Cenbs
__ 03 Home Heslth hgeney _ .16 Fhamacy e T4 ADUINES
& this & Madlzerpindicaid earifiod faclity? O Yes O ho 2 Oher el

I yas, Indicate \edware provider numbsr______ e

Madlcaid numker.

——

V. BOURS OF LABORATORY TESTING (list times during which laberatory testing is parformed)

SUMDOAY | MONDaY | TUESDAY

WEDNESDAY | THUREDAY FRIDAY | SATURDAY

e e e e | —— — —— — ] — — — ]

{For multigle sitas attach the additiorai in farmatien using the same format)

V. MULTIPLE SITES (Must meet one of ths regulatory exceptions to apply for this provision)

Are you applying for the multiple site exception?
' INeg ! no, go to secien V1.

1 ¥es 1 yes, provide total number of sitea under this certificate.,

and camplate remainder of thia saction .
Indicate which of ihe following ragulatary exceplions applies to yeur facility's operation.

|5 inis = nat-for-prafit or Federal, State or losal gevernment
labaratesy angaged inmited fiot more than 3 combin ation
of 45 moderals somplesdty o waived tests acr ceniificate)
pubiic health tasting ana filing for a single cedificate for
multiple sites? O Yes O No

#yos. listnawre, address and WEE parformed fareach site
below.

Is this 8 hoapital wilh several laborstodes located 2l

comtguous buildings on tha same catrpus wilhin the same
hysical focation or sieet addrass and under commeon

direstion that 1= Rling for u single certificata for these

lonztions? 0 Yes [ No

Ityes, list name or depaniment, |usation within hospital and

specialty/sutspeclty areqs pedarmsd al gachsilo bolow,

If additional space is needed, check here ____ and atiach the additional information using the same format.

MANME AND ADDRESS | LOCATION

TESTS PERFORMED | SPECIALTY | SUBSPECIALTY

Mame of [aboratory or hospital department

Addrsefionation [number, street, focalion if aplicadle)

Thy, Stae, 2P

Telephonz Ma.
!

Name of laboratery of haspita| departmern?t

Addresslocatan (number, streat, location i applicable)

Chy, State, ZIP

Telaphone Mo.
{3

Name o [aboralary or hoagilal depariment

Addresafiacatian (rumber, streel, lacation ¥ applican's)

Ciy, Sate, ZIP

Teiephane Ma,
{1

FORM HTFA- 118 [11734]
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TCIS BHS FaxiBR7-p41i-2635 Jam 9 2001 8:3% P.C4

VI WAIVED TESTING
Tndicate the estimated TOTAL ANNUAL TEST velame for all walved testy performed.
VIL NONWATVED TESTING {lucluding PPME testing)

If you perforso tenting ather than ot i addifion to watved teste, complete ehe information belaw, If applying for one certificate for
multiple sites, the éotal volume shouid include teating for ALL sites.

Place a check (¥) in the bon preceding each specialtyfsubspecialty i kich the laboratory performs testing, Enter the estimaced znnual
<t wolume for each specialty, Do not inchnde testing nat subject to CLA, waived 12555, oy fesrun for quality control, calenlations,
quality assurance ar pro ficienty testing when calculating test yolwme. (For additional guidance on coundng tcst volume, se= the
informasion inciuded with the agplivanon package.}

If applying for certificate of aceveditation, indicate The nama of the sceredifalion organization beside the applicable specialty/
subspecialty far which Fou are accradited for CLIA complance. (JCAHQ, 804, AABE, CAP, COLA or AFRI)

~CCREDTTING | ARNUAL CCRED ANTUAL
SPECIALTY / SUBSPECIALTY | gpaugazaTian] TESTvorLiME] SFECIALTY/SUBSPLCIALTY 6\11{;*.'4125\1—15;% TEST VOLUME
Histacampatiblity . [ Hematotogy
- Transplant _ — I
— mmunafematology e —
Lral K
= Mentransplant e e . J ABO Group & Rh
Microbiol oy - Groud —
— j - Antbedy Detestion
— Bacteniology e .
— ) {transfision) ————
Mycobacterialcgy et
[ Mycalagy ——————— [ Antibody Dataction
':l ‘Parasiiciogy {rontransisicn) e
| Virolegy R | Artibody [dentfication
5 O Compatitility Testing|
Diagnostic Immunalogy, e
o Syehifls Serclogy | - - Patholugy —_—
D Geraral Immunelegy e El Histopatholrgy I
) } Oral Pathalagy —
| Chemlstr‘y e El Cytology _
- Faoutire N C
] Urinatysts [, ™ Radiobioassay —
(i Enactrinology —
] Toxitology [C  Clinical Cytogenetics
TOTAL ESTIMATED ANNUAL TEST VOLUME
FOEM HGFA-116 11 1193) Fagedcd
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DC2548HS Fax:5lP-241-2635 Jan € 200:  8:39 205

YHL TYPE OF CONTROL
Enter the appropriate twe digit sade from the list balow ... {enter only one code)
Voluntary Nonrprofit For Profit Government
01 Paliginus Affiliation 04 Proorietary 05 City 08 Federal
0z Private 06 County 08 Qthar Govammaent__
03 Other _______ o7 State (Specify)

(3peeity)
1X. DIRECTOR AFFILIATION WITH OTHER LABORATORIES
If the diretor of this labaratary serves 2= directar for additioral laborateries that are separately cerified, please complete
the olowing: 5
NAKE OF LABORATORY ADDRESS CLIA IDENTIFICATION HUMEER

X. INDIVIDUALS INVOLVED IN LABORATQRY TESTING

Indicate the tatal number of individuals inolved in labaratory testing (direcling, swoervising, consulting ar testing). Do not

_include individuals whe only collest specimens or parform clerical duties. Fof nonwaived testing, only count an individual
ona time, 2t the highest labaratary position in waich they function. (Example Patnalogist serves as director, techninal
supenvisar and general suparnvisar. This indvidual would only ke counted once (under dinsctor)).

A, WAIVED TESTING B. NONWATVED TESTINGONMCLUDING PPMP)
Tatal Ne. of Todividunly Total No. af Individuals

Director Toeehnical supervisor,
Clinical consultani General supervisor
‘Technical consultage Tesiing peripnnrl

Cytarechnologisd

ATTENTION: READ THE FOLLOWING CAREFULLY BEFORE SIGNING APPLICATION

ANY PERSON WHO INTENTIONALLY YIOLATES ANY REQUIREMENT OF SECTION 353 OF THE PUBLMW HEALTH
SERVICE AGT AS AMENDED OR ANY REGULATION PROMULGATED THERELINDER SHALL BE MPRISONED FGR
NOT MORE THAN ONE YEAR OR FINED UNDER TITLE 18, UNITED STATES CODE OR BOTH, EXCEPT THAT IF
THE CONVICTION |8 FOR & SSCOND OR SUBSEQUENT VIOLATION OF SUCH A REQUIREMENT SUCH PERSONM
SHALL BE IMPRISONED FOR NOT MORE THAN 3 YEARS OR FINED [N ACCORDANCE WITH TITLE 18, UNITED
STATES COCE OR BOTH.

CONSENT: THE APPLICANT HEREBY AGREES THAT SUCH LABORATORY |IDENTIFIED HEREIN WiLL BE OPER-
ATED IMN ACCORDANGE WITH AFPLICABLE 2TANDARDS FOUND NECESSARY BY THE SECRETARY OF HEALTH
AND HUMAN SERVICES TO CARRY QUT THE PURPOSES OF SECTION 353 OF THE PUBLIC HEALTH SERVICE
ACT AS AMEMDED, THE APRPLICANT FURTHER AGREES TO PERMIT THE SECRETARY, OR ANY FEDERAL
OFFICER OR EMPLOYEE DULY DESIGMATED BY THE SECRETARY, TO INSPECT THE LABORATORY AND TS
OPERATIONS AND ITS PERTINEXT RECORDS AT ANY REASONABLE TIME AND TO FURNISH ANY REQUESTED
INFORMATION OR MATERIALS NECESSARY TQ DETERMINE THE LABORATORY'S ELIBIBILITY OR CONTINUED
ELIGIBILITY FGR 1T5 CERTIFICATE OR SONTINUED COMPLIANCE WITH CLIA REQUIRMENTS,

SIGMATLRE OF OWNEDRECTOR OF LAE ORATORY (Sign an ink] DATES

SR MO A 18 1115 PGB oA
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Exhibit C

SAMPLE GLUCOSE TESTING BY FINGER STICK PROCEDURE
l. Purpose

To determine blood sugar level. Testing blood sugar is an integral part of
diabetes management. Testing helps monitor diabetes and make adjustments in
diet and exercise regimen as needed. The goal is to keep blood sugar level as
close to normal as possible. In doing so, long term health problems caused by
abnormal blood sugar levels may be delayed or prevented.

Il. Specimen

One large drop of whole blood collected by finger stick at the time of testing.
Glucose tests are to be performed as indicated by physician or nurse.

1"l. Materials

One Touch Basic Meter
Test Strips

Lancets

Penlet Il

Alcohol Prep Pads
Gloves

Sharps Container

V. Procedure

1. Wash hands and put on gloves.

2. Ask consumer to wash hands with soap and warm water and dry thoroughly
to clean area for prick.

3. Press the On/ Off Button on Meter.

4. Press C Button until the code number matches the code number on the Test
Strip package. The Meter will remember this code until it is changed for a
new package of Test Strips.

5. Insert test strip

6. Remove Penlet Il Cap and insert Lancet by pushing it into the Lancet holder.
Twist off the protective disk and replace Penlet Il Cap.

7. Cock the Penlet Il by pulling out the dark gray sliding barrel on the end of the
device.

8. Place Penlet Il against the side of finger and press the dark gray Release
Button on its side. Be sure to rotate which finger you use to avoid soreness
or callouses.

9. Squeeze the finger gently to get a large, hanging drop of blood.

10. Apply drop of blood to test spot by only touching the drop to the test spot.
Allow 45 seconds for results.

11. Use caution when removing the Lancet and Penlet I| Cap. Remove cap and
grasp the dark gray T-Shaped prongs. Point the Lancet down and away from
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you into the sharps container. Pull back on the dark gray sliding barrel until
the Lancet drops out into the sharps container.
12. Remove Test Strip and discard after obtaining and documenting results.
13. Remove gloves and wash hands.

V. Interpretation

1. Follow physician/ nurse orders regarding interpretation of test results.
Client’s home staff must communicate to habilitation staff any changes in
physician/ nurse orders regarding glucose levels as changes occur. Current
physician orders must be on site. Test results and any interventions must be
documented and communicated to home staff when client returns home.

VI. Quality Control

1. Check the One Touch Il meter using Normal Glucose Control Solution-Blue
Formula, which is available from drug stores or Authorized Life-Scan
Distributor. To do a Control solution test, follow the same procedure you
would if you were testing a blood sample. The Control Solution results will
appear on the meter display. The acceptable level for the One Touch Normal
Control Solution- Blue Formula is marked on the test strip vial or the foil
wrapper. In addition, a Check Strip is included with the meter. Follow
manufacturer’s instruction for use of the Check Strip.

2. Use the Glucose Control Solution at least once a week, when using a new
package of Test Strips, or whenever the meter is suspected to not be working
properly. Use Check Strip at least once a week, after cleaning the meter,
whenever results seem to be inaccurate or inconsistent, or whenever the
meter’s “NOT OK REDO” message appears on the meter.

3. Document quality control results in maintenance log.

Exhibit D
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SAMPLE KETONE TESTING BY URINE DIP PROCEDURE
l. Purpose

To determine whether ketones are being spilled into urine. An individual with
diabetes is likely to spill ketones into urine as a result of burning too much fat.
Burning too much fat and producing too many ketones may be a sign that an
individual's diabetes is out of control. When this occurs, a complication called
ketoacidosis develops which may lead to serious medical complications such as
coma.

Il. Specimen

Fresh urine sample voided within 10 minutes. If there is a greater than 10 min
delay in testing specimen, obtain a second specimen.

1"l. Materials

Clean and dry paper cup
Ketostix Reagent Strip
Gloves

V. Procedure

1. Put on gloves and hand client clean and dry paper cup. Have client collect
urine sample in bathroom. Have client leave specimen in bathroom.

2. Remove strip from bottle replace cap immediately and tightly. Do not touch
test area of strip. Check expiration date printed on the bottle label. If date
has passed, discard and retest with strips from a new bottle. If the bottle has
been opened, check the date recorded from when it was first opened.

3. Dip the end of the strip into fresh urine sample and remove it immediately
drawing the edge of strip against rim of the urine container to remove excess
urine.

4. Begin timing and at exactly 15 seconds, match the reagent area to the ketone
color chart. Ignore color changes that occur after 15 seconds.

5. Document results and discard test strip.

V. Interpretation

1. Follow physician/ nurse orders regarding interpretation of test results.
Client’'s home staff must communicate to habilitation staff any changes in
physician/ nurse orders regarding changes occur. Current physician orders
must be on site. Test results and any interventions must be documented and
communicated to home staff when client returns home.

VI. Quality Control
1. Always check the expiration date on the bottle. A new bottle can be used for

6 month after being opened. Always write the date you open a bottle on the
label. Do not use product (opened or unopened) after expiration date.
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Introduction to Drug Screens

Two kinds of waived testing are being performed at Washtenaw County Community
Support & Treatment Services:

a) AlcoScreen saliva alcohol test, and
b) Fastech Il drug screen dipstick test.

Washtenaw County Community Support and Treatment Services have a CLIA certificate
(#23D0982199). Waived Testing is used definitively. Waived testing is only performed
by CSTS clinical staff who are trained by a qualified medical staff. Clinicians performing
waived testing demonstrate initial competency, then demonstrate ongoing competency
annually. Staff training and the method of assessing current competency will be
documented.

The Director or qualified designee will initiate a review/update before initial use of waived

test; periodically as defined by the Director/designee but at least once every three years,
or when there are changes in procedures.
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Exhibit E
ALCOSCREEN SALIVA ALCOHOL TEST
l. Purpose

To detect the presence of alcohol in saliva and to provide a semi-quantitative
approximation of relative blood alcohol concentration.

Il. Specimen

Saliva specimen is obtained by placing the test strip in the saliva in the mouth or
sputum. The person tested must abstain from placing anything in the mouth prior
to the beginning of the test procedure.

1"l. Materials

AlcoScreen Saliva Alcohol Test Kit
Sputum cup (optional)

Timing devise

Gloves

V. Procedure (per Manufacturer’'s manual)

1. Abstain from placing anything in the mouth for fifteen (15) minutes prior to
beginning the test. This includes non-alcoholic drinks, tobacco products,
coffee, breath mints, food, candy, etc.

2. Open the foil package and remove the test strip. Observe the reactive pad on
the end of the test strip. The pad should be light cream color. A test strip with
a reagent pad which is dark tan in color or otherwise discolored must be
discarded.

3. Saturate the reactive pad with saliva from mouth or sputum cup. Immediately
start timer.

4. At two (2) minutes observe the color change (if any) in the reactive pad. A
color change of green or blue indicates the presence of alcohol and a positive
result. Results obtained after more than 2 minutes and 30 seconds may be
erroneous.

5. Estimate the approximate blood alcohol concentration by comparing the color
of the reagent with the color chart appearing on the test package.

6. Document the results and discard the test kit.

V. Interpretation

A color change of green or blue indicates the presence of alcohol and a positive
result. An estimate of the approximate blood alcohol level is obtained by
comparing the color of the reagent pad to the color appearing on the test
package (ranging from 0.02%; 0.04%; 0.08%; 0.30%). A reading of 0.08 or
greater denotes legal impairment in the State of Michigan.
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VI. Quality Control (per Manufacturer’s manual)

1. Always check the Use Before date on the front of the test kit. Log and
discard outdated testing material.

2. Failure to wait 15 minutes after placing food, drink, etc. in the mouth before
running the test can provide erroneous results.

3. If the presence of alcohol vapors is suspected in the testing area, the test
should be performed in an area known to be free of these vapors.
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Exhibit F
FASTECT Il DRUG SCREEN DIPSTICK TEST
Purpose

The Fastect Il Drug Screen Dipstick Test is an in vitro screen test for the rapid
detection of multiple drugs and drug metabolites in human urine at or above the
determined cutoff concentrations. This test provides only a preliminary screening
test result.

Specimen

Only freshly voided, untreated urine obtained in a clean collection cup should be
used. Urine samples should be collected so that testing may be performed as
soon as possible, preferably during the same day.

Materials

Dipstick Test Device

Clean collection cup

Disposable towel upon which test device laid
Gloves

Procedure (per Manufacturer’'s manual)

1. Test device and donor sample (urine specimen) should be at room
temperature. Do not open sealed pouch until ready to perform the assay.

2. Remove the test device from the sealed pouch.

3. Push the sleeve on the test device all the way up.

4. Dip the sample pad of the test device into the urine sample for at least 10
seconds. Dip up to, but not beyond, the tips of the arrows.

5. Slide the sleeve down to the read indicator mark and lay the device on a level
surface.

6. Once the control band (C) appears (in 5 minutes or less) results are ready to

interpret. (Results are stable and may be interpreted up to 1 hour after the

control band forms.)

Record results and properly dispose of urine sample and test device.

Precaution: The urine sample and all materials coming in contact with the

urine sample should be handled and disposed of as if potentially infectious.

Established universal precautions must be followed.

© N

Interpretation
For interpretations of results, manufacturer’s procedures must be followed:
1. Negative Results: The presence of a colored band at the control region (C)

and a colored band at a specific test region (T) regardless of the intensity
indicate that the result is negative for that particular test.
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2. Positive Results: The presence of a colored band at the control region (C)
and the absence of a colored band at the test region (T) indicate a positive
result for that particular test.

3. Invalid Results: No band appears at the control region (C). The test is
inconclusive even if there is a band at the test region (T). If the test device
does not produce a band at the control region, check testing procedure,
sample, and/or control materials, and repeat the test using a new device.

VI. Quality Control (per Manufacturer’'s manual)

1. The Fastech Il test device has built-in internal procedural controls (See

Invalid Results above).

The assay is designed for use with human urine only.

Positive results only indicate the presence of drug/metabolites and do not

indicate or measure intoxication.

4. There is a possibility that technical or procedural errors as well as other
substances in certain foods and medication may interfere with test and cause
false results.

5. If a drug/metabolite is found present in the urine specimen, the assay does
not indicate frequency of drug use or distinguish between drugs of abuse and
certain food and/or medication.

6. Ifitis suspected that the sample may have been tampered with, the test
should be repeated, and a new specimen should be collected.

2.
3.

STAFF TRAINING/COMPETENCE

1. Training and documented competency will be done by a qualified medical staff
member identified by the Director.

2. Clinical Staff members who perform waived testing will have documented training
and competency assessed prior to administering tests. Training and competency
will be conducted and documented on an annual basis.

3. Methods to assess current competency include at least two of the following:
e Performing test on an unknown/blind specimen
¢ Have qualified medical staff periodically observe testing by clinical staff
member.
e Monitoring of each user’s quality control performance
e Having written testing that is specific to the method assessed.

4, Training and competency will be documented and placed in staff personnel file.

5. The identity of staff who direct/supervise the training is documented. The identity
of current staff trained to perform testing is documented and maintained.

6. Current and complete written policies and manufacturer’s instructions are readily
available to qualified persons performing the tests.
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