Laboratory Questionnaire
From:  Perinatal Rapid Testing Initiative in Illinois

As part of the Illinois Perinatal HIV Prevention Act: 

· All pregnant women in Illinois will be counseled and offered an HIV test. 

· HIV test results will be documented in the prenatal, L&D, and newborn pediatric charts.

· If there is no documented maternal HIV status on arrival to L&D, the patient will be offered a Rapid HIV test.

· If maternal status is not known at delivery, the newborn will be given a Rapid HIV test unless the mother declines. 
Lab Issues:

a. Responsibility for and site for conducting of Perinatal Rapid HIV Testing needs to be determined (lab-based or point of care).  The key issue is ability to consistently (24 hrs per day 7 days per week) generate rapid results within 20 to 40 minutes.

b. Training protocols and ongoing staff competency protocols are provided in the Hospital Rapid Testing Resource Binder (provided at nurse manager regional trainings) can be reviewed, revised and adopted as hospitals see fit.  Regional and in-hospital staff training will be provided per the protocols accepted by the CDC and the makers of OraQuick rapid tests.

c. QA protocols should be adopted by all hospitals.  CDC recommendations are provided (see laboratory considerations p. 34).
d. CLIA Waivers must be obtained for all point of care testing (see laboratory considerations p. 49) for the CDC CLIA Waiver Fact Sheet.

e. Choose a rapid test kit (see laboratory considerations p. 30).  Regional and in-hospital staff trainings will be provided using the OraQuick rapid HIV test kit from OraSure.  Information regarding other available rapid HIV test kits is available in Laboratory Considerations page 30.
f. Order sufficient test rapid test kits / controls to have available for the rapid testing start date set by your hospital.

A. QA issues: 

1) What competency will the lab require for staff in relation to point of care testing and Rapid HIV Testing?

2) Does the hospital have a CLIA status?

3) What is the hospital CLIA number?

4) What will Lab do to ensure proper documentation of Rapid HIV Test Log if testing is done in Lab?  Will log stay on L&D to be completed by nursing?

5) Who will receive and store Rapid HIV Tests, run/document controls & record Lot #'s and inventories?

B. Confirmatory Testing for Preliminary Positives:

1) What is the current system for requesting a Western Blot test?

2) What tube is used to collect the specimen?

3) What is the hospital process for getting samples to lab?

4) What is the follow-up result if positive?

5) Who follows up positive results?

6) Is a Phlebotomist available 24 hours a day?  


If no, what is the system?

7) Is a lab requisition required for HIV test?


Paper form?

Computer requisition?
8) Where are the lab requisitions located in the department?


(Please attach a sample if paper form)

Name of Department Contact Person:  


Phone Number:


Email Address:
1

