UDL POCT PROGRAM
Clinical Laboratory

Point-of Care (POCT) Testing Application


Please return this form to: Pathology 1 World’s Fair Dr. Somerset NJ 08873

Any questions please call 732-743-3624 

-----------------------------------------------------------------------------------------------------------------

Section 1 – Test

List the POCT test(s) name, description, manufacturer, and associated instrumentation (if applicable)

---------------------------------------------------------------------------------------------------------------------

Section 2 – Location

List the unit, subunit, or area applying for this POCT test.

---------------------------------------------------------------------------------------------------------------------

Section 3 - Clinical Use (This data is useful for PI projects)


Describe the clinical situations in which this POCT test will be used.


What are the reasons for performing this test as a POCT test rather than sending the sample to the Clinical Laboratory for analysis?

---------------------------------------------------------------------------------------------------------------------

Section 4 – Contacts


The POCT Site Coordinator will be the primary contact for all information and issues involving this POCT test.  Responsibilities for this position are summarized in Appendix A.  The primary method of contact will be E-mail.

List the primary contact for this POCT test, include E-mail address, phone number(s), beeper number

List the secondary (back-up) contact for this POCT test, include E-mail address, phone number(s), beeper number


List the Vice-President responsible for the unit, subunit, or area for this POCT test, include E-mail address, phone number(s), beeper number.  This person will be the one contacted in step 2 of the enforcement plan (Appendix B) if necessary.  List a back-up contact for the Vice-President (optional).

The testing site must inform the Laboratory immediately of any changes to the contacts listed.

---------------------------------------------------------------------------------------------------------------------

Section 5 - Operator List


List the name and position of all staff that will be performing this POCT test.  Attach list to application if necessary.


The operator list will need to be updated on a regular basis, at least quarterly.


The operator list (or copy), and updates must be kept in the POCT office, available for regulatory review.

---------------------------------------------------------------------------------------------------------------------

Section 6 - The POCT Site Coordinator is the primary contact for questions or issues regarding staff training.  Training tasks may be delegated by the POCT Site Coordinator to other designated staff.  Who will be responsible for initial staff training?


Note: Laboratory Staff can assist in setting up the training program and training the trainer, if necessary.  The Laboratory will not be responsible for routine training of staff performing POCT testing.

Staff training documentation (or copies) must be kept in the POCT office, available for regulatory review.

---------------------------------------------------------------------------------------------------------------------

Section 7 - Quality Control (QC) Program


QC testing results, along with lot and expiration date of the reagents used, must be documented.  


The POCT Site Coordinator has the responsibility to ensure QC results are reviewed weekly to ensure the testing is being performed appropriately, and the review documented.  Quality Control weekly review may be delegated by the POCT Site Coordinator to other designated staff.  Who will perform this review?


Monthly, the QC results (or copies) must be sent to the Laboratory POCT office for review and filing, available for regulatory review.


Note: Laboratory Staff can assist in preparing suitable forms for recording QC results.


Detailed explanation of QC testing protocol, including documentation of QC failure, action to be taken to resolve QC failure, storage and handling of QC material, must be included in the Technical Procedure Manual (see section 15)

---------------------------------------------------------------------------------------------------------------------

Section 8 - Recording of Patient Results


As required for regulatory compliance, patient test results must be recorded (if not electronically) in a logbook, along with the operator identification, date and time of testing, lot number and expiration date of reagents used.  Attach a blank copy of the form or logbook page where this information will be recorded.


Note: Laboratory Staff can assist in preparing suitable forms for recording patient results, the form should be consolidated with the QC form described in Section 9.


Describe how the test results will be relayed to the physician or provider requesting the test.


Describe how the test results will be recorded in the patient’s chart.

Section 9 - Reference Ranges


Reference ranges (normal ranges) for this POCT test must be included on the POCT Testing Reference Range Sheet included in each patient’s chart.


Note: The Laboratory will be responsible for updating the POCT Reference Range sheet as necessary.  Establishing new reference ranges for a procedure, or reference ranges for a new procedure, is a technically complicated process.  The Laboratory can assist in this task, if necessary.

---------------------------------------------------------------------------------------------------------------------

Section 10 - Proficiency Testing


As required by regulatory agencies, periodic Proficiency Testing must be performed by the operators for this POCT test on a periodic basis.  In some cases, successful participation in a proficiency survey must be demonstrated before patient testing can begin.



Note: The Laboratory will assist in setting up an acceptable proficiency program.  The Laboratory coordinates the distribution of proficiency samples upon receipt, collating the data, submitting the data to regulatory agencies for evaluation, and reviewing the evaluated proficiency results.


When Proficiency Surveys are received, they must be analyzed within specified time limits.  The Laboratory will notify the POCT Site Coordinator or backup to coordinate timely performance of proficiency testing.


Any significant proficiency test failure requires follow-up and documented action.  The POCT Site Coordinator is the primary contact in the event of a proficiency failure.  Follow-up may be delegated by the POCT Site Coordinator to other designated staff.  Who will perform follow-up in the event of a proficiency failure?

---------------------------------------------------------------------------------------------------------------------

Section 11 - Supplies


Who will be responsible for ordering reagents and supplies for this POCT test?


Who will be responsible for ensuring adequate inventory, and prompt disposal of outdated reagents or supplies?

---------------------------------------------------------------------------------------------------------------------

Section 12 - Testing Location


Describe specifically, where this POCT testing will be performed, where the reagents and instrumentation (if any) will be stored.


Where will the QC logs, patient result logs, and Technical Procedure (see Section 15) be kept?


If reagent or control storage requires refrigerator or freezer storage, the storage temperature must be recorded daily.  Room temperature may also need to be monitored, if the test procedure specifies a specific room temperature range required for reagent storage or test performance.  Describe how this will be accomplished, who will be responsible, and where the temperature records will be stored.

---------------------------------------------------------------------------------------------------------------------

Section 13 - Procedure Manual


A Technical Procedure for this POCT test must be prepared before patient testing can begin.  The procedure must be written in accordance with NCCLS, Clinical Laboratory Technical Procedure Manual-Third Edition, Approved Guideline. NCCLS document GP2-A3 (ISBN 1-56238), Wayne, PA. 1996.


Note:  The Laboratory can assist in the preparation of the Technical Procedure.  The procedure must be signed by the Laboratory Director and an appropriate administrator of the unit.

---------------------------------------------------------------------------------------------------------------------

Section 14 - Quality Assurance


Periodically, the Laboratory may run QA assessments related to POCT Testing.  If the Laboratory needs to discuss and coordinate a QA study for this POCT test, the POCT Site Coordinator is the primary contact.  The QA project may be delegated by the POCT Site Coordinator to other designated staff.  Who will be responsible for QA projects?

---------------------------------------------------------------------------------------------------------------------

Application Approved

□
Additional information required as listed below:

Signatures:

Approved by:  _________________________________________________________



Laboratory Medical Director

Approved by:  _________________________________________________________



Unit Medical Director

Approved by:  _________________________________________________________



Unit Administration

Appendix A – Summary of POCT Site Coordinator Responsibilities

· Reading and responding to E-mail queries or information from the Laboratory POCT Office.

· Preparing and updating the list of operators performing this POCT test.

· Ensuring staff training is completed and documentation sent to the POCT office.

· Ensuring 6 month and annual staff competency evaluation is completed and the documentation sent to the POCT office.

· Coordinating with Laboratory POCT staff to ensure appropriate start-up studies are completed and approved by the Laboratory Director before patient testing is begun.

· Ensuring that QC records for this POCT test are reviewed weekly, and sent to the POCT office promptly each month.

· Ensures that procedures for recording patient results are performed as specified in the Technical Procedure manual.

· Ensures that staff perform proficiency testing within the required time frame, and any proficiency failures are investigated and corrective action initiated.

· Ensures that reagents and supplies for this test are ordered appropriately and any outdated material discarded promptly.

· Makes sure the written Technical Procedure is completed, available at the testing area, and reviewed by all testing staff.  Any changes or revisions to the procedure are documented in the Technical Procedure.

· Coordinates QA projects with Laboratory POCT staff as required.

Appendix B –Point of Care Testing Program Compliance Plan

In order to assure timely cooperation from all departments and divisions, the following Point of Care Testing (POCT) enforcement plan will be implemented in place of the current voluntary or honor system. 

DESCRIPTION:

In order to comply with regulatory and licensing authorities (including NJ-DHSS, JCAHO and CAP) the POCT office and maintains records of operator proficiency, and of patient, quality control and proficiency testing.  A POCT local site coordinator is designated at each clinical site that performs POCT testing. This individual is responsible for ensuring compliance with the program, including forwarding records to the POCT office.

EXPECTED RESPONSE TIMES:

Training/Meetings

· When training sessions or other meetings or are requested by the Point of Care trainers or lab directors:

· It should take no more than 2 weeks to come up with a scheduled date

· The scheduled date should be within 6 weeks

Record Handling

· Patient and quality control testing logs should be sent to the POCT office monthly by the site coordinator.  Should a reminder be needed, the logs should be sent within one week of the reminder

· If requests are made for other forms or data needed for regulatory compliance (such as names and qualifications of testing personnel, documentation of training, or completed proficiency test results), these records should be received by the POCT office within 2 weeks of the request.

ENFORCEMENT PLAN:

For these requests, enforcement will involve three steps:

1. Initial requests will be directed to the local Point of Care Testing site coordinator.  If the site coordinator fails to comply within the time frame specified above, the POCT office will provide at least one reminder before activation of step 2 of the enforcement plan.  This reminder will be copied to the backup contact person previously designated for that testing location.

2. For any request that is not met within the time frame stated, the POCT office will send a second notice, with a copy to the vice president and/or a secondary contact person previously designated by the vice president.  (We hope never to get to this step.)

3. If compliance is still not achieved within one week of the second notice, the senior vice presidents for operations, nursing and medical affairs will be notified.  One working day after this third notice, reagents will be removed and testing will cease until compliance is achieved.  (We hope never to get to this step either.)
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