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POINT OF CARE TESTING PROGRAM


Principle

The Quidel QuickVue test is a sensitive immunoassay using a monoclonal antibody specific to the beta subunit of hCG in a single step for the qualitative detection of human chorionic gonadotropin (hCG) in urine for the early detection of pregnancy. Urine is added to the sample well on the test cassette.  If hCG is present in the specimen at a level of 25 mIU/mL or greater, a pink-to-purple test (T) line will appear along with a blue procedural control (C) line in the result window.  If hCG is present in lower levels, or not present in the specimen, only a blue procedural control (C) line will appear in the result window.

Clinical Significance:

Human chorionic gonadotropin (hCG) is a glycoprotein with two non-covalently bound subunits.  The alpha subunit is similar to those of luteinizing hormone, follicle-stimulating hormone, and thyroid-stimulating hormone. The beta subunit of hCG differs from the other pituitary glycoprotein hormones, which results in its unique biochemical and immunological properties.  hCG is synthesized by the cells of the placenta and is involved in maintaining the corpus luteum during pregnancy.


In normal pregnancy, hCG can be detected as early as 6 days following conception with concentrations doubling every 32 to 48 hours.  For some patients, an hCG level of 25 mIU/mL can be detected as early as two to three days before expected menses.  By the first day of missed menses, concentrations often exceed 100 mIU/mL.

Reagents And Storage:
QuickVue One-Step Kit 

Reagents are to be obtained by contacting UMG POCT program (see UMG CONTACT LIST)

1. Each kit contains:
· 25 individually wrapped test cassettes, each containing murine monoclonal antibody and caprine polyclonal antibody to hCG.

· 25 disposable pipettes
2. The cassettes require no preparation.  
3. Each cassette should be labeled with the patient’s name before adding urine.

4. The cassettes are stable until the expiration date on the box if stored at temperatures between 15-30(C (59 - 86(F) 
5. Do not store in direct sunlight.
6. Do not freeze.

Specimen Collection And Handling:
Universal Precautions apply. Follow UMDNJ - Robert Wood Johnson Medical School universal precautions and biohazard disposal policy when handling patient specimens. 

1. No special patient preparation is needed.

2. Any voided urine collected in a clean container is suitable for testing.  
3. Preferred specimen is first morning urine, which contains the highest concentration of hCG.
4. Specimens should be tested immediately. However, specimens may be kept at room temperature for 8 hours or stored at 2 to 8(C (35 - 46(F) for up to 3 days.  
5. Do not freeze specimens.

Quality Control:
A. Control Materials
1. Quantametrix Control Urine Set
contains One Positive and One Negative Human Urine Control.

2. The controls are liquid, ready to use, requiring no reconstitution or dilution.

3. The controls should be stored at refrigerator temperature 2-8(C (35-46(F).

4. Stable until the expiration date stated on the labels.

B. Frequency Performed
1. Liquid quality control will be performed at the testing site upon receipt of each lot validated reagents and at least once per month afterwards

2. In addition, the QuickVue hCG urine test has a built in validation feature.  
· A blue line develops next to the letter "C" on the cassette as a positive procedural control.  
· If a blue line does not develop, the test result is invalid.  
· If background color appears in the result window, which interferes with the ability to read the test, the result is invalid.

3. Validation of new kit lots will be performed centrally prior to release through the UMG POCT program 

C. QC Procedure
1. Remove two QuickVue test cassettes from the foil pouch and place on a clean, dry, level surface. 

2. Write the control name on each cassette. (Positive or Negative)
3. Wear disposable gloves.

4. Add 3 drops of the control reagent to the round sample well of the appropriately labeled cassette.  
5. The test cassette should not be manipulated or jarred again until the assay is complete and ready for interpretation.

6. Wait three minutes and read.

7. Record cassette lot number and expiration date, control lot numbers and expiration date, results and operator initials in the Result Log.  
· New sheets are started at the beginning of the month.  
· A supervisor should be checking that the QC log is being filled out properly and signing off weekly. 

· The completed QC sheets (or a copy) are to be sent to the POCT Administrative office monthly. 

8. Any quality control failure requires investigation of controls, reagent or technical procedure.  The problem must be corrected, documented on the QC log, and controls successfully run before reporting any patient results.

Proficiency Testing

The UMG Point of Care Testing program subscribes to the College of American Pathologists Clinical Microscopy Survey.  Three challenges are sent per year, two samples per challenge.

Patient Test Procedure
1. Check the log sheet to see if quality control samples were run yet in the month.  If not, run QC before testing patients.

2. Identify the patient sample.

3. Remove the QuickVue test cassette from the foil pouch and place on a clean, dry, level surface. 

4. Write the name of the patient on the cassette with a marker.

5. Wear disposable gloves.

6. Using one of the disposable pipettes supplied, add 3 drops of urine to the round sample well of the labeled cassette.  The test cassette should not be manipulated or jarred again until the assay is complete and ready for interpretation.

7. Wait three minutes and read.

8. Record the results on the result log and on the patient's chart. Inform the physician or advance practice nurse of results.
Interpretation
Positive
The appearance of any pink-to-purple line next to the letter "T" in the result window, along with a blue procedural control line next to the letter "C".

Negative
The appearance of a blue procedural control line next to the letter "C" only.  No pink-to-purple test line next to the letter "T".

No Result
If no blue procedural control line appears, the test is invalid and the specimen must be retested with a new cassette.

Expected Values: 
Negative if the person is not pregnant.  Positive if the person is pregnant.

Note: If results are not expected levels, collect fresh urine or draw the patient’s blood and send it to the laboratory. Report to POCT coordinator any differences in POCT vs. laboratory results.
For assistance: contact your site POCT supervisor of the RWJMS Point of Care Clinical Coordinator: (see Contract Information in the front of this manual)

Limitations Of The Procedure
The lower limit of detection in urine is 25 mIU/mL. 

No chemical or biological compounds were found to interfere in this assay.  Elevated hCG concentrations unrelated to pregnancy have been reported.  Conditions other than normal pregnancy may be associated with detectable hCG, including ectopic pregnancy or molar pregnancy.  hCG may remain detectable for a few days to several weeks after delivery, abortion, or hCG injection
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