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Does my testing need to be overseen by the Point of Care Testing Section of the URMC Clinical Laboratory?

Yes. New York State Department of Health governs the standards for laboratory practice established by NYS Public Health Laws and monitors performance of laboratory testing. The selection and standardization of laboratory tests performed outside of the Clinical Laboratories at the point of care must abide with all federal and state regulations. All testing must operate with a valid NYS certificate under the Clinical Laboratory Director.
What steps do I need to take to ensure my testing is compliant with NYS and Federal regulations?

Contact the Point of Care Testing Office at 275-0229 or Clinical Trials at 350-2670 and explain what testing you need to perform for your study. We will work with you to ensure that you are meeting all laboratory regulations for study participant laboratory testing.
What types of things are important to ensure compliance with NYS and Federal clinical laboratory regulations?

In short, All Training, Operator Competency, Quality Control Testing, Continuous Quality Assessment of Test System, and Test Documentation need to meet NYSDOH Clinical Laboratory Standards for all testing performed under the URMC complex.

What Urine Pregnancy Test should be used for the study participant screening process?

The approved Urine Pregnancy Test for study participant testing in the Quidel Quickvue One Step Urine Pregnancy Test. Please let your study sponsor know so that they can provide you with the appropriate kit. Kits may also be obtained through the Point of Care Testing Office.

What is the POCT user training process?

1) Read test procedure and 2) demonstrate competency by successfully by passing a written test and/or by successfully demonstrating the test procedure while observed by the designated trainer. Each user must be initially trained for each test a user will perform and maintain training documentation for all staff for audits. Competency must be revalidated semiannually in the first year and annually thereafter. A list of test users names and dates of training/competency must be forwarded to the POCT office.
Why are controls (QC) necessary to perform correctly?

Controls verify that the test is working properly to ensure consistent and quality patient test results.  The frequency of QC performance is dependent on the test complexity and the regulations set forth by the New York State Department of Health. 

What do you do when QC is out of limits or fails?

Document the failed QC on the QC log sheet and repeat QC. Refer to each test procedure manual for test specific information. Anytime a QC result fails twice, the POCT office should be notified (275-0229) to assist in troubleshooting.

Where are all the procedure manuals?

A copy of the POCT procedure manuals can be found on the URMC Intranet at   http://intranet.urmc-sh.rochester.edu/Depts/Path/POCT/procedures.shtml
If needed, a complete hardcopy POCT procedure manual is located at the Clinical Lab's Specimen Management Section drop-off window (G-1605).
What documentation is needed to accompany a patient result?

The date, time, operator identification, and any actions taken should be recorded with each result.

Please refer to the URMC POCT website for additional test information: 
http://intranet.urmc-sh.rochester.edu/Depts/Path/POCT/home.shtml
