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PROFILE®-V MEDTOX SCAN® SAMPLE PROCESSING FOR DRUGS OF ABUSE TEST SYSTEM
	
	

	Purpose 
	The Profile®-V MEDTOX Scan® Drugs of Abuse test system is used for the qualitative detection of the drugs of abuse.
____________________________________________________________

	Scope
Policy


	The Profile®-V MedTox Scan® Drugs of Abuse Test System consists of the Profile®-V MedTox Scan® test Devices and the MedTox Scan Reader. The Profile®-V MedTox Scan® Test Devices are one-step immunochromatographic tests for rapid, qualitative detection of one or more of the following in human urine: Amphetamine, Barbiturates, Benzodiazepines, Buprenorphine, Cocaine, Methadone, Methamphetamine, Opiates, Oxycodone, Phencyclidine, Propoxyphene, THC (Cannabinoids) and Tricyclic Antidepressants or their metabolites.
____________________________________________________________
The Profile®-V MedTox Scan® Test Devices can only be used with the MedTox Scan Reader. The MedTox Scan Reader is an instrument used to interpret and report results of the Profile®-V MedTox Scan® Test Devices. The MedTox Scan Test devices cannot be visually read.

	
	


Specimen         The urine sample should be collected in a clean, dry container. 
Collection         Approximately 75µL is required for each sample well. Collection of 30 ml

                       urine is more than sufficient for initial and subsequent testing. No    

                       preservatives should be added. Urine may be tested immediately 

                       following collection.

                      ____________________________________________________________                                                                            
Specimen         If it is necessary to store the urine, store under refrigeration at 2 to 8°C (36 
Storage             46°F) for no more than two days. Urine may be frozen at -20°C (-4°F).     

                       Stored urine must be brought to ambient temperature (18-25°C/64-77°F)

                       and mixed well to assure a homogenous sample prior to testing.      

                  _____________________________________________     
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	Specimen rejection
	· Urine collected in a container with preservatives 

	
	


	Reagents and/or Media
	Description
	Vendor
	Storage

	
	Profile®-V MEDTOX Scan® Drugs of abuse test system kit
	MEDTOX Diagnostics
	Room temperature


	Materials and supplies


	· Disposable pipette tips
· MiniPet pipettor
· Thermal printer and printer paper
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	Safety or Special Safety Precautions 
	All laboratory employees are expected to maintain a safe working environment and an injury-free workplace.  Laboratory employees are responsible for their own safety and the safety of others and adhering to all departmental and medical center safety policies and procedures.

· For standard precautions and safety practices in the laboratory;  see LGM 8000, specifically, but not limited to, equipment safety, proper body mechanics, sharps exposure and proper use of personal protective equipment (PPE).

· For Universal Body Substance precautions, see LGM 8005, specifically, but not limited to, exposure to body fluids.

· For proper hand washing, see LGM 8010, specifically, not limited to, proper hand washing.

· For proper infection control, see LGM 8004, specifically, but not limited to, proper use of gloves.

· For proper handling of regular and infectious waste, see LGM 8006, specifically, but not limited to, proper disposal of regular and biohazardous waste.

· For proper cleaning of work area, see LGM 8007 – Cleaning Work Areas.

· For proper handling of chemicals and reagents, see the Chemical Hygiene Plan.

· For proper storage and disposal of chemical hazardous waste, see LGM 8012.

. 



	
	


	Definitions 
	The Profile®-V MEDTOX Scan® Drugs of Abuse Test System is a single use, one-step, rapid immunoassay device that gives the Clinical Laboratory the ability to provide stat toxicology assays.
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	Procedure:
	Follow the steps below to run patients….

	
	
	

	
	Step
	Action

	
	1
	Open one pouch for each sample to be tested and mark the Profile®-V MedTox Scan Test Device with the patient or sample identification (ID). Make sure you only mark along the left edge of the test device (labeled “ID >). You may notice a reddish-purple color in the sample well. This is normal, do not discard the test.

	
	2
	   Dispense 75µL of urine into sample well (indicated by ▼on the test device)

· Place a disposable yellow sample tip securely onto the end of the green (75µL) MiniPet.
· Grasp the MiniPet under its collar using the index and middle fingers. With the thumb, depress the plunger completely.

· Holding the MiniPet vertically (straight up-down), lower the yellow tip no more than ¼ “ into the urine specimen.

· With tip in the urine specimen slowly and smoothly release the plunger allowing it to rise completely.

· Visually inspect the urine sample in the tip. Ensure there are no air bubbles and that no excess urine is on the outer surface of the tip.

· Hold the pipette tip directly over the sample well. Depress the plunger completely to dispense the entire contents of urine into one sample well of the testing device.

	
	3
	Repeat Step 2 for all sample wells with a ▼above them.

	
	4
	Place the test device in the MedTox Scan® Reader cassette drawer and close the drawer immediately. The MedTox Scan® Reader will read the barcode on the test device and determine its part number and test configuration. It will prompt the user to enter Lot#, User ID#, and Specimen ID#, which can all be entered using the MedTox Scan® Reader keypad or hand held barcode scanner. The MedTox Scan® Reader will begin timing the assay once it detects the barcode and results will be displayed after the scan and analysis are complete.

	
	5
	Discard disposable yellow MiniPet sample tip. Store the MiniPet in a dry, secure location at room temperature (18-25°C or 64-77°F). Replace the MiniPet if it becomes damaged or does not function properly.
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	Interpretation/

Result
	The MEDTOX Scan Reader will automatically read the control and test lines at the correct positions and display the test results for each drug. Print results and file. The MEDTOX Scan Reader displays the results as either “NEG” for a negative result, “POS” for a preliminary positive result, or “INVALID” for an invalid result. “VALID” will be displayed if valid results are obtained. Profile®-V MEDTOX Scan Test devices cannot be visually read.

Valid:     The control line must be present for the test to be valid.

NEG:      A Negative test result for a specific drug indicates that the sample does 

                not contain the drug/drug metabolites above the cutoff level.

POS:       A preliminary Positive test result for a specific drug indicates that the 

                sample may contain drug/drug metabolites near or above the cutoff 

                level. It does not indicate the level of intoxication or the specific 
                concentration of drug in the urine sample. 
Invalid:  The control line must be present for the test to be valid. The absence 

                of a control line indicates the test is invalid. The urine samples

                should be retested on a new test device.
Confirmation of Positive Urine Toxicology Screen Results:

All positive drug screens (except TCA) from children <14 yrs. old and from L/D patient will be confirmed as follows

Drugs Detected

Confirmation sent to:

AMP, mAMP

Regional Reference Lab

PCP

Regional Reference Lab

BAR

QUEST

BZO

QUEST

COC

Regional Reference Lab

OPI

Regional Reference Lab

THC

Regional Reference Lab

For all other adults:

Drugs Detected

Confirmation sent to:

AMP, mAMP
Regional Reference Lab

PCP

Regional Reference Lab
BAR

Do not confirm unless requested by Provider
BZO

Do not confirm unless requested by Provider
COC

Do not confirm unless requested by Provider
OPI
Do not confirm unless requested by Provider
THC

Do not confirm unless requested by Provider

All positive urines should be saved for 7 days.
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	Limitations
	· The Profile®-V MedTox Scan® Drugs of Abuse Test System is only for use with unadulterated preservative free, human urine samples.
· A presumptive positive result for any drug does not indicate the level of intoxication, administration route or concentration of that drug in the urine specimen.

· A Negative result may not necessarily indicate drug-free urine. Negative results can be obtained when drug is present but below the cut-off level of the test.

· Once the test device has been read, it must not be reinserted for repeat reading. Use a fresh test cassette if a repeat reading is required.

· The Profile®-V MedTox Scan Drugs of Abuse Test System cannot distinguish between abused drugs and certain prescribed medications.

	
	

	Non-Controlled Documents
	The following non-controlled documents support this procedure.

· Operators Manual



	
	


	Controlled Documents
	The following controlled documents support this procedure.

	
	

	
	Procedure
	Number

	
	Safety Practices
	LGM 8000

	
	Infection Control
	LGM 8004

	
	Universal Body Substance Precaution
	LGM 8005

	
	Handling of Regular and Infectious Waste
	LGM 8006

	
	Cleaning Work Areas
	LGM 8007

	
	Hand washing Policy 
	LGM 8010

	
	Storage and Disposal of Chemical Hazardous Waste
	LGM 8012


	Author                Aida R. Legaspi, CLS
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