


Interpreting Q.E.D.* A150 Test Results
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QUALITY CONTROL

The functionalfty and stabllity of the Q.E.D.* test can be deterrnined by examination of the

QA Spot™ located at the closed end of the device. The QA Spot™ will turn purple within

S minutes after the device has been compiately filled with saliva. The purple color indicates
that the device has been property filled and that the chemical reagents contained In the device
ara fully functlonal.

Normal and Ethanel Controls

Quality Gontrol materials are useful in determining assay rellability and performancs. OraSure
Technologles recommends that both normal and ethanol controls be run upan recelpt of each
new lot. Because sthangl is not normally present in the body In measurable quzntities, normal
saliva contains essentially no ethancl. Use distilled or delonzed water for the rormal control,
Use the Q.E.D.* Ethanol Cantrol for the positive control.

Substitute control materials for the patient sampla. For ethano! contrels, compare the Q.E.D*
test result to the range of expected values published in the OraSure Technologles’ Q.E.D.*
Ethanol Control product instructions.

Failure to achleve axpected control values may be an indication of problems with user
technique or assay reflability. Contact OvaSure Technical Servica if you require assistance
800-869-3538.

RESULTS

Test results are read directly from the Q.E.D.® test device designated by the end of the colored
bar. The lsngth of the bar Is directly proportlenal to the concentration of ethanof in the sampis.
The Q.E.D.® test device has concentration scales In both mg/dL end %.

The Q.E.D.* Saliva Alcohol Test results are directly correlated to whaie blood alcohol
concentrations. There Is no naed to correct the Q.E.D.° test result to account far the 1.075:1
distribution between alcohol lavels In saliva and bloed.

Alcohol levals of less than 0.01% {10 mg/dL) should be reported as negative for alcohol.!

The O.E.D.* Saliva Alcohol Test Is a precise and accurate means of measuring whele biood
alcohol levels through saliva alcohol determinations. However, In situations where exact tlood
alcohol concentrations must be known, follow-up testing of patients with positive Q.E.D.*
readings shauld be performed. Apprepriate follow-up testing includes whole blood alcohol
determinations using gas chrormatography.

LIMITATIONS
Accurate alcohol tevel determination requires that samples be collected at least 10 minutes
after eating or drinking amything - especlally alcohol-containing substances.

DYNAMIC RANGE
The Q.E.D.* A150 Sallva Alcoho! Test Is accurale from 10 - 145 mg/dl (0.01 - 0.145%).

Shoutd quantitation of alcoho! levels In excess of 0.145% (145 mg/dL} be necessary, another
method shoutd be employed.

EXPECTED VALUES
Algohol is not normally present in saliva in measurable quantitles, i.e., less than 10 mg/dL*

PERFORMANCE CHARACTERISTICS?
Precislon

Using the procedure outlined above, repetitive analysts with OraSure Technologles' Q.E.D.*
Saliva Alcoho! Test resulted in the following precision:

Q.E.D.* A150 Test

Within Run Mean S.D. CVv
Level Repiicates mg/dL mg/dL %
Moderate n=20 66.1 2.2 34
Elevated n=20 107.6 4.0 3.7

Day-to-Day (5 day Period) Maan 8.D. Cv.
Leval Replicates mg/dL _mg/dL %
Moderate n=20/day 65.6 2.1 3.2
Elevated n=20/day 109.4 36 33

Accuracy

The accuracy of OraSure Technologies' Q.E.D.* product was evaluated by comparison to
another enzymatic method. The Q.E.D.* test was also compared to gas chromatography using
whale biood.*

A summary of the resulls of these comparisons appears below:

Q.E.D.* A150 Test Comejation  Regression
Mathod Sample Number Coefficlent _Equation
GC whole blood  n=168 r=0.98 y=103x - 24
enzymatic saliva n=71 r=0.98 y=094x - 20
enzymatic serum’ n=54 =097 y=0.83x + 50

“Serum alcohol tavels are reported to be approximately 1.2 times (1/0.83) higher than blood
levels.!
The corredation between saliva and blood glcohel ievels Is reported to be 0.96-0.97.%

Spectficity
The following subsiances have been evaluated and do not interfere with the Q.E.D.* Saliva
Alcohol Test at the concentration Indicated.

Compaund Concentration (mg/dL) Compound  Concentration(mg/dL)
Ettwlene Glyco! 175 1-Propanol 7

Acetong 70 2-Propanol 35

Methanol 70 1-Pentanol 7

1-Butanol 7 Ascorbic Acld 5
2-Butanoi 35

Using glcohel-containing products such as mouthwash, cough syrup, breath spray, er chawing
tobacco may cause etevated results. Refer to limitations section,
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PRODUCT AVAILABILITY

Product # Description

311508 Q.ED.* A150, case of 30 tests
311580C Q.E.D.® A150, case of 100 tests
310508 Q.E.D.* DoT Ethanol Control
311505 Q.ED.* A150 Ethanot Control
31000V Q.E.D.® Alcoho! Procedure Video
31150T DoT STT Training Kit

31150X DoT STT Extra Student Kits

The Q.E.D.* Test Is a single use alcohol screening device to be administered by a certified
Screenling Test Technician or trained professional. IN NO EVENT SHALL ORASURE BE
LIABLE FOR ANY DIRECT OR INDIRECT CONSEQUENTIAL, INCIDENTIAL OR SPECIAL
DAMAGES.

TECHNICAL ASSISTANCE
For further information and technicat asslstance,
contact OraSure Technical Service:1-800-869-3538
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