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1.0 Principle/Purpose:

1.1. The One Step Fentanyl Test Device (Urine) is an immunoassay based on competitive binding.  Drugs which may be present in the urine specimen compete against their respective drug conjugate for binding sites on their specific antibody.  During testing, a urine specimen migrates by capillary action.  A drug, if present in the urine specimen below its cut-off concentration, (negative test) will not saturate the binding sites of its specific antibody.  The antibody will then react with the drug-protein conjugate and a visible coloured line will appear in the test region.  The presence of drug above the cut-off concentration (positive test) will saturate all the binding sites of the antibody, and thus prevent a coloured line from forming.

2.0 Performance Specifications:

2.1. Sensitivity: The following table lists the concentrations of compound (ng/mL) that are detected as positive in urine by the One Step Fentanyl Drug Screen Test Device:
	Norfentanyl
	20

	Alfentanyl
	562500

	Buspirone
	12500

	Fenthuramine
	37500

	Fentanyl
	100

	Sufentanyl
	57500


3.0 Specimen Type:

3.1. Patient Preparation: No patient preparation is required.  

3.2. Type: Urine specimen is required for this test. 

3.3. Handling Conditions: Urine specimens exhibiting visible precipitates should be centrifuged to obtain a clear supernatant for testing.  Urine specimens may be stored for up to 24 hours at 2-8 oC or frozen for prolonged storage at –20 oC.
4.0 Equipment and Reagents:

4.1. One Step Fentanyl Screen Test Device (Cat. No. DFT-102, 40 tests per kit)

Distributed by Nova Century Scientific Inc. (NCS) 

4.1.1. The test device is stable to the expiration date printed on the pouch when stored at room temperature or refrigerated (2-30 oC).  Do not freeze device. Do not use beyond the expiry date. 

4.2. DOA Toxicology Controls: Distributed by Nova Century Scientific Inc. (NCS)

(Cat. No. DOAC-000-1 for Urine-Negative control, and DOAC-F for the urine- Fentanyl Positive control).
4.2.1.  Controls are stable unopened for two years or until expiry date, whichever comes first, when stored at –20 oC.  Controls are stable unopened for six months or until expiration date, which ever comes first when stored at 2-8 o C.  Opened controls are stable for one month at 2-8 oC or six months at –20 oC or until the expiry date, whichever comes first. 

4.3. Specimen container

4.4. Timer
5.0 Calibration: NA
6.0 Procedure:

6.1. Allow the urine device, urine specimen, and/or controls to equilibrate to room temperature (15–30oC) prior to testing.

6.2. Bring the device pouch to room temperature before opening it.  Remove the test device from the sealed pouch and use as soon as possible.

6.3. Place the test device on a clean and level surface.  Mark the patient’s name on the top edge of the test device.  

6.4. Hold the dropper vertically and transfer 3 full drops of urine (approximately 100 uL) to each specimen well (S) of the test device.  Avoid trapping air bubbles in the specimen well (S). 

6.5. Wait for the colored lines to appear.  The results should be read at 5 minutes.  Do not interpret results after 10 minutes.
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7.0 Quality Control:

7.1. Procedural Control: This control is included in the test design. A red line appearing in the control region is considered an internal procedural control.  It confirms sufficient specimen, adequate membrane wicking, and correct procedural technique.

7.2. External Controls:
7.3. External Quality Assurance:
7.4. Frequency of Testing:

7.4.1. Every time a new Lot# of reagent is started and monthly thereafter.

7.4.2. Any time device performance is questionable, to confirm the test procedure and verify test performance.

7.5. Procedure for abnormal QC results:

7.5.1. Review the procedure and repeat the test.

7.5.2. If the subsequent test also appears invalid, close box and mark “DO NOT USE” on it.

7.5.3. Record the “Nature of the Problem” and “Corrective Action” taken on the Troubleshooting log sheet.

7.5.4. Inform ER Manager (WRH only) and the Senior Technologist Chemistry or the Laboratory Technical Coordinator of the invalid test results.

8.0 Interferences/Cross-Reactions:

8.1. A study was conducted to determine the cross-reactivity of the test with compounds in either drug free of Fentanyl positive urine. The following compounds show no cross-reactivity when tested with the One Step Drug Screen Test Device ( Urine) at 100 µg/mL:
8.2. Non Cross Reacting Compounds
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9.0 Calculating Results: NA
10.0 Reference Intervals: NA
11.0 Critical Intervals: NA
12.0 Laboratory Interpretation of Results:

12.1. NEGATIVE: 
A colored line in the control region (C) and a colored line in the test region (T) corresponding to the drug noted at the channel side indicates a negative result.  This indicates that the drug concentration is below the cut-off for that specific drug.

12.2. POSITIVE: 
A colored line in the control region (C) but NO line in the test region (T) for a specific drug indicates a positive result.  This indicates that the drug concentration is above the cut-off for that specific drug.

12.3. INVALID:
Control line fails to appear.  Insufficient specimen volume or incorrect procedural techniques are the most likely reasons for control line failure.  Review the procedure and repeat the test.  If problem persists, discontinue use of that device lot and contact the distributor.

12.4. Procedures for abnormal results:  There are no on-site follow-up or additional measures required available when positive results are determined. Confirmatory testing may be requested by the physician. Process as referred out test. 

12.5. Reporting Format: 
Enter N for Negative or P for Positive in vertical entry of the ULTRA LIS.  The LIS will automatically convert N or P to Negative or Positive respectively as well as attach the appropriate cut-off limits.  

12.6. Verifying Result Entries:  After vertically entering test results, and before it goes final, type [Q] (query) into the final release [Y] field.  Check that all results were entered correctly.

12.7. The following comment is automatically added by the LIS to all Urine DOA reports:

These are screening tests only.

Clinical confirmation of positive results is recommended.

Cross reacting drugs or other interfering substance may cause erroneous results

NOTE: IF sending a report not through the LIS i.e. QA (IQMH) samples, include the comment above with results.
12.8. CONFIRMATORY TEST REQUESTS:

12.8.1. Positive samples from the obstetric and neonatal units will be stored refrigerated for 3 days.

12.8.2. The Obstetric and Neonatal unit will forward positive findings on obstetric and neonatal patients to the Social Work department. The social worker and pharmacist will review and investigate the positive findings. Requests for repeat screen testing on the original sample may be requested.

12.8.3. Requests for confirmatory testing will be forwarded to LHSC Toxicology Laboratory. 

12.8.4. Complete a LHSC General Laboratory Requisition. Specify the drug by name. Example: confirmatory testing Metamphetamines.

12.8.5. Submit the original urine sample, 10 mL urine preferred.
13.0 Safety Precautions:

13.1. Always follow IHL-SAF-I  LABORATORY SAFETY PRACTICES
14.0 Potential Sources of Variability:

14.1. The One Step Fentanyl Screen Test Device (Urine) provides only a qualitative, preliminary analytical result. A secondary analytical method must be used to obtain a confirmed result. Gas chromatography/mass spectrometry (GC/MS) if the preferred confirmatory method.

14.2. There is the possibility the technical or procedural errors, as well as other interfering substances in the urine specimen may cause erroneous results.
14.3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous.  If adulterant is suspected, the test should be repeated with another urine specimen.
14.4. A Positive result does not indicate level or intoxication, administration route or concentration in the urine.
14.5. A Negative result may not necessarily indicate drug-free urine.  Negative results can be obtained when drug is present below the cut-off level of the test.
14.6. This test does not distinguish between drugs of abuse and certain medications. Refer to the NCS list of drugs that cross-react.
15.0 References:

15.1. One Step Fentanyl Screen Test Device ( Urine) Package Insert (English1)
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