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Saliva Alcohol Testing, Waived, Definitive
Q.E.D. A150 Saliva Alcohol Test

Purpose:  
To provide instruction for point-of-care testing in the determination of Saliva Alcohol Content.

Scope:
This procedure applies to Saratoga Hospital and its affiliates in the performance of saliva alcohol testing, both DoT and non-DoT.
Definitions and Abbreviations:

	
	Abbreviation
	Definition

	Saliva Test Technician
	STT
	

	Breath Alcohol Technician
	BAT
	

	Alcohol Screening Device
	ASD
	

	Alcohol Testing Form
	ATF
	

	Donor
	
	Person submitting for testing.

	Collector
	
	Trained individual who instructs and assists donor at collection site, initiates and completes Drug Testing form.

	Urine Drug Screen
	UDS
	

	Chain of Custody


	COC
	Process used to describe documentation of collection transfer of urine specimen from Donor to collector, to courier, to lab.

	Chain of Custody &Custody and Control Forms
	COC

CCF


	Drug Testing Forms (DOT and non-DOT), often preprinted, laboratory specific duplicate forms used for chain of custody procedure.

	Designated Employer Representative
	DER
	

	Department of Transportation
	DOT
	Federal agency: sets standards for all commercial drivers.

	Substance Abuse & Mental Health Service
	SAMSA
	Federal agency: sets standards for drug testing procedures.

	NIDA (Federal/Regulated)
	
	Term used synonymously with DOT collection.

	NON-NIDA (Forensic/Non-regulated)
	
	Term used to describe urine drug screen collection process that is not DOT – specific lab and company.

	(Medical) Office Assistant
	MOA /OA
	

	Medical Review Officer
	MRO
	MD/DO who has met specific criteria for training in field of forensic substance abuse and the legal aspects of drug testing.

	UDS Bathroom
	
	A secure restroom without potential sources for adulterations of urine specimen (i.e., no soap, bluing agent in toilet, water source off).


Principle:
Ethanol in the saliva is oxidized to acetaldehyde by a catalyst (alcohol dehydrogenase) with a simultaneous reduction of nicotinamide adenine dinucleotide (NAD). A trapping agent is added in an alkaline pH to form an acetaldehyde complex, forcing the generation of 1 mole NADH/mole ethanol. NADH is oxidized in the presence of an electron sink (oxidizing agent), diaphorase and a tetrazolium salt, resulting in a colored end product…available electrons fall into an “electron acceptor bucket”. Color forms only when buckets are filled or overflow; the ethanol content is directly proportional to the length of the colored bar.  
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Materials:  

· Orasure Q.E.D. A150 Saliva Alcohol Test Kit   Item # 23177
· Orasure Q.E.D. A150 Ethanol Control             Item # 23178
· Orasure Q.E.D. DoT Ethanol Control               Item # 23217
· Certified Timing Device
· DoT or non-DoT Testing Form as appropriate

Quality Control:
External Q.C. must be run once upon receipt of each new lot number and no less than once every month:
· DoT Ethanol Control is run as a low control.
· Q.E.D. Ethanol Control is run as a high control.

· Zero/negative patient.
The functionality and stability of each device is determined by the “QA Spot” located at the top of the device as described in Procedure #6. 
Note: The reportable range for Saliva Alcohol Testing must be verified every 6 months. Guidance for verifying reportable range can be found near the end of this procedure.   

Quality Management: 

The Point of Care program is included in the general laboratory QM SOPM for all phases of the preanalytic, analytic and post analytic testing; including monitoring results and troubleshooting responsibilities.  
Sample Process Procedure:

1. Identify the employee. Photo identification must be presented as specified in Title 49: Transportation, Part 40, Subpart E.

· Require the employee to provide positive identification. You must see a photo ID issued by the employer (other than in the case of an owner-operator or other self-employed individual) or a Federal, state, or local government (e.g. a driver's license, Sheriff Id, medicaid). You may not accept faxes or photocopies of identification. Positive identification by an employer representative (not a co-worker or another employee being tested) is also acceptable. If the employee cannot produce positive identification, you must contact a DER(refer to Client Info book) to verify the identity of the employee. 
· Performance is performed by qualified personnel; initially satisfactorily trained with continual competency semiannually and annually thereafter.   
· There is no patient preparation required.

· Specimen containers are labeled in accordance with Saratoga Hospital’s “Labeling of Laboratory Specimens” policy.

· Samples must be collected at least 10 minutes after eating or drinking.
· Testing is processed immediately. Therefore, storage, preservation or transportation is not applicable.

· Specimens may be rejected if:

· The cotton is not saturated enough  to reach the QA device Spot

· Contamination present

· Improper labeling as stated in the Saratoga Hospital “Specimen Labeling Policy”

· If rejected; the Saratoga Hospital policy “Protocol for Canceling/Deleting an Unacceptable Specimen” is followed.
2. Check the lot number and expiration date of the test kit; stored at room temperature and environment temperature monitored/recorded daily. Ancillary equipment is maintained per required service intervals.
3. Check the Q.E.D.A150 Saliva Alcohol Test Log to ensure external controls have been documented for the lot number in use. A new log should be started with each lot number change.  Refer to Attachment 3, Q.E.D.A150 Saliva Alcohol Test Log.
4. Tear open the test kit and remove the sample swab and testing device. Place the Q.E.D device on a flat surface. Ensure the enclosed desiccant is bluish in color.  If pink, discard and use another device. Discard any device in which the central stripe of the test area or QA Spot is purple. 
5. Offer the employee the opportunity to actively swab around the cheeks, gums and under the tongue for 30 to 60 seconds or until the swab is thoroughly saturated. If the employee declines or a new test is required due to lack of activation on the first attempt, the STT must collect the sample, using standard precautions. 
6. Gently twist the sample swab into the device’s entry port. Apply gentle, steady pressure until the pinkish fluid fills the QA Spot at the end of the device. Start the timing device for a 2 minute countdown and enter the activation time on the Alcohol Testing Form. Do not remove the sample swab.
7. At the 2 minute mark, examine the QA Spot. Any purple across the Spot area is acceptable. Immediately read the alcohol concentration (this is the point on the scale where the purple bar stops) and record result in % BAC on the Alcohol Testing Form. Show the result to the donor.  
a. The test is invalid and must be repeated if the QA Spot fails to turn purple within 5 minutes.
b. Substitute control material for patient sample when external QC testing is required.

Special Considerations:
· Ethanol is directly absorbed into and evenly distributed throughout the bloodstream and other bodily fluids. There is a 1.075:1 distribution between saliva and blood alcohol levels and no correction is necessary. 

· A person’s mouth is clear of residual alcohol 10 minutes after drinking or eating after which time, a sample may be collected.
· Q.E.D. is ethanol specific and does not cross-react with acetone/ketone or other volatiles.
· ALL STTs MUST BE THOROUGHLY FAMILIAR WITH AND ADHERE TO TITLE 49 PART 40 SUBPARTS E, J, K, L, M AND N.
Result Reporting:

· Instructions for completing the Alcohol Testing Form are located on the back of the form.

· A result falling between hash marks of testing device, will be reported as the lower hash mark value preceded by a > sign. 
· Results > or = 0.02% must be confirmed.

· Non-DoT > or = 0.02% is confirmed by BAT testing or blood alcohol testing.

· DoT > or =0.02% is confirmed by BAT testing.
· The following represents the contact information for Corporate Health Services.

· Anabel Olszewski: 580-9971 & 951-4012

· Greg Shea:  587-5045

· Confirmatory testing must be conducted within 30 minutes but no less than 15 minutes after completion of the screening test. Indicate on the remarks line of the ATF the elapsed time between screening and confirmation testing. 
· DER is notified of Positive confirmation.

Note: In instances where the Corporate Health Services are unable to make the 30 minute deadline, the saliva alcohol testing will be repeated prior to BAT testing.
· Record legible results on Saliva Alcohol Testing log. (CAP POC.04450)
· Results >0.145 or <0.01 must be reported as such.

Note: In instances where results are > or = 0.02, the employee must complete Step 4 of the DoT and Non-DoT form.

· Process non-DoT and DoT forms.

· Copy 2 -> is given to the employee.
· Make photocopy of form for Collection Site records

· Copy 1 & 3 -> is put in an interoffice envelope addressed to Corporate Health Services.  This paperwork must accompany any chain of custody collections, for that particular employee, by courier to Wilton Medical Arts. 
.Reportable Range:
	
	Reportable Range

	Saliva Alcohol
	<0.01 - >0.145


Reportable Range Process Procedure:

The reportable range for the Orasure Q.E.D. A150 Saliva Alcohol Test Kit must be verified every 6 months according to DOH.
Materials:

· Certified Timing Device

· Orasure Q.E.D. A150 Saliva Alcohol Test Kit   Item # 23177

· Orasure Q.E.D. A150 Ethanol Control             Item # 23178

· Orasure Q.E.D. DoT Ethanol Control               Item # 23217

· Bio-Rad Liquichek Ethanol/Ammonia Controls, Levels 1, 2, and 3

· Distilled H2O

· Saliva Alcohol Reportable Range Form

Procedure:

1. Run the following according to Sample Process Procedure, 3 times each to establish a mean:
· Distilled Water

· DoT Control

· A150 Control

· Bio-Rad Level 1 Control

· Bio-Rad Level 2 Control

· Bio-Rad Level 3 Control

2. Using a 100µL pipette, combine controls in such a way as to make a new control with a value of >.148.

3. Run the combined control 3 times to establish a mean.

4. Record all data on the Saliva Alcohol Reportable Range Form.  See Attachment 1 for form.
Note: The Distilled Water provides the low reportable range, and the Combined Bio-Rad control provides the High reportable range.
Reference Range:

An established population interval is stated per package insert for Performance Characteristics of expected values being not normally present in saliva in measureable quantities; i.e., less than 10 mg/dl.  (CAP POC.04525)

Alternative Assessment:
An alternative assessment system must be run for Orasure Q.E.D. A150 Saliva Alcohol every 6 months in order to determine the reliability of the test kit. 

Materials:

· Certified Timing Device

· Orasure Q.E.D. A150 Saliva Alcohol Test Kit   Item # 23177

· Bio-Rad Liquichek Ethanol/Ammonia Controls, Levels 1, 2, and 3

· Plastic Disposable 12 X 75 Tubes
· Transfer Pipettes

Procedure:

1. Using transfer pipettes, split Bio-Rad Liquichek Ethanol/Ammonia Controls, Levels 1, 2, and 3 into plastic disposable 12 X 75 tubes so that each level corresponds to 2 tubes resulting in 2 sets of control material.

2. Using 2 different Saliva Test Technicians perform testing in duplicate according to Sample Process Procedure.
3. Record all data on the Saliva Alcohol Performance Assessment Form.  See Attachment 2 for form.
Note:  Evaluation is considered acceptable when sample analysis produces a coefficient variation of <3.0%.

Attachments:

Attachment 1: Alternative Assessment – Assayed Material* Worksheet

Attachment 2: Reportable Range Worksheet for Saliva Alcohol Testing

Attachment 3: Q.E.D.A150 Saliva Alcohol Test log

References:

1.) Product Instructions OraSure Technologies Q.E.D. Saliva Alcohol Test A150
2.) http://www.orasure.com
3.) http://www.usscreeningsource.com/qed_alcohol_test_kits.htm
4.) Title 49: Transportation, Part 40, Subparts E, J, K, L, M, N.
05/25/11 Amendments: Quality Management, Sample Process: personnel, preparation, container, process time, rejection criteria, kit storage, Result report: contact numbers, legibility and Reference Range. 

11/10/11 Amendments: Specimen definition, acceptable id examples, DER, form copy and Medical director.
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Attachment 1:  Alternative Assessment – Assayed Material* Worksheet
Test Evaluated: Saliva Alcohol

Material Used: BIO-RAD Liquichek 

Orasure Q.E.D. A150 Saliva Alcohol Test Kit Lot Number: Expiration Date: 
Date Tested: 
Results: 

	
	Bio-Rad Level 1 (mg/dL)
	Bio-Rad Level 2(mg/dL)
	Bio-Rad Level 3(mg/dL)

	Control Lot Number
	
	
	

	Control Exp. Date
	
	
	

	Range 
	
	
	

	Saliva Test Technician 1
	
	
	

	Saliva Test Technician 1
	
	
	

	Saliva Test Technician 2
	
	
	

	Saliva Test Technician 2
	
	
	

	CV%
	
	
	

	
	
	
	


Saliva Test Technician 1:__________________________
Saliva Test Technician 2:__________________________

Evaluation: 
All results are within acceptable range.
Reviewed By: 

	Supervisor 
	
	                       
	Date:
	

	Laboratory Medical Director
	
	
	Date:
	


*Alternative testing is performed bi-annually for analytes where a commercial proficiency program is not available. Assayed material analyzed through split sample analysis substantially covers this directive.  
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Attachment 2:  Reportable Range Worksheet for Saliva Alcohol Testing
Orasure Q.E.D. A150 Saliva Alcohol Test Kit Lot Number:__ ____ Expiration Date:__ 
Date Tested: 
Results: 

	
	
	Zero Control

(Distilled H2O)
	DOT Control
	A150 Control
	Bio-Rad Level 1
	Bio-Rad Level 2
	Bio-Rad Level 3

	
	Cntl Lot Number
	
	
	
	
	
	

	
	Cntl Exp. Date
	
	
	
	
	
	

	
	Cntl Range
	
	
	
	
	
	

	Run 1
	
	
	
	
	
	

	Run 2
	
	
	
	
	
	

	Run 3
	
	
	
	
	
	

	Mean
	
	
	
	
	
	


Testing Performed by: _______________________________
Evaluation: 
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Reviewed By: 

	Supervisor _____________________________________________________
	
	Date:_______________
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