UNITED HOSPITAL SYSTEM

POLICY AND PROCEDURE


This policy applies to the following:


( Kenosha Medical Center Campus

( All Free Standing Clinics

( St Catherine’s Medical Center Campus 

(  Other 


\
1107.00 POINT OF CARE TESTING POLICY

INTRODUCTION

Point of Care Testing (POCT), also known as near-patient testing, is intended to provide more rapid test results than can be achieved in the central laboratory setting. POCT procedures can expedite treatment decisions and provide patient convenience. This policy provides POCT users with information regarding standard laboratory practices regardless of where the testing is performed.

POC TEST RESULTS SHOULD NOT BE USED TO MAKE HEALTH MANAGEMENT DECISIONS UNLESS THOSE RESULTS ARE ENTERED INTO THE PATIENT’S ELECTRONIC HEALTH RECORD. 

POC TEST RESULTS MAY BE UPLOADED INTO THE ELECTRONIC RECORD AFTER DECISION MAKING IF NECESSARY.

RATIONALE

This policy is set forth to ensure that all POCT currently performed meets or exceeds all aspects of the Laboratory’s Quality Plan and exemplifies a commitment to quality, accountability, and best practices for patient care.

DEFINITIONS
Calibration- Calibration is a process of testing and adjustment of an instrument, kit or test system to provide a relationship between the measurement response and an absolute value of the substance being measured by the test.

Calibration verification- Calibration verification is a process of assaying calibration materials in the same manner as patient samples in order to confirm that the calibration has remained stable throughout the laboratory's reportable range.
Clinical and Laboratory Standards Institute (CLSI)- CLSI is a global laboratory institute that establishes guidelines for standardizing laboratory procedures.

Clinical Lab Improvement Act (CLIA)- CLIA is that part of the Federal register that sets rules and regulations relating to all clinical laboratory testing.
College of American Pathologists (CAP)- The CAP is a laboratory organization that accredits hospital laboratories for the Centers of Medicare/Medicaid Services.

Competent operator- A competent operator is an individual who demonstrates evidence of specific training and orientation and adherence to ALL POCT POLICIES.
Definitive tests- Definitive tests are tests that require no further confirmation to justify medical action (CLIA non- waived classification).
Point of Care Testing (POCT)- POCT is testing that is performed outside a central laboratory environment, generally nearer to, or at the site of the patient.

Provider Performed Microscopy (PPM) - PPM is a CLIA category of limited testing that may be performed by physicians, nurse practitioners, and physician assistants.

Quality Control (QC) - QC is a set of procedures and control materials designed to monitor the test methodology to ensure accurate test results.

Quality Assessment (QA) - Quality assessment of the POCT program is a continual process of improving all aspects of near patient testing including specimen collection, testing procedures, quality control, proficiency testing, competency, and results reporting.

Proficiency Testing (PT) - PT is an external program in which samples are periodically sent to testing sites for analysis. The results are tabulated and compared with other sites that use a similar method.
 Screening tests- Screening tests are tests that require further confirmation through the use of such things as additional laboratory testing, correlation of symptoms, or clinical evaluations to justify medical action.

POLICY

· All POCT is under the direction of the Medical Director of Laboratory Services, in collaboration with the Laboratory Administrative Director, Point of Care Coordinator, and nursing managers or their designee.

· All tests classified as “Waived” per CLIA Regulations are screening tests.

· POC testing is performed by trained, competent staff.

Staff may perform POCT only after entering their own ID and must under no   circumstances provide their ID to allow another staff member to perform testing. 

Staff must follow all UHS Standard Precautions. Gloves must be worn, hand hygiene performed and gloves changed between patients per UHS Standard Precaution policies.

· No testing outside the scope identified within this policy is allowed without prior approval of the Point of Care Coordinator and the CLIA Director.
· Records consisting of QC, proficiency testing, competency, color-blindness testing and any other quality assessment reports will be maintained in the laboratory once reviewed by the respective manager or designee.

· POCT procedures are in compliance with CLSI and are available in POCT office and on-line in the System’s information system (UHS Portal) under Policies and Procedures, Laboratory.

· All new instruments are evaluated for accuracy, precision, and any other applicable performance standards before being placed in use.

· Colorblind assessment of the ability to distinguish colors is documented to determine adequacy of vision for visual, color-defining testing.

· The CLIA Director must approve all requests for additional POCT. This is to ensure the designated CLIA Director maintains an active role in the evaluation of each testing procedure.

· Any unresolved difficulties with POCT devices or unusual problems on any shift should be brought to attention of POC Coordinator or designee:   

                       Jim Schmidt MT, ASCP                       

                       phone: (262) 653-5839
                       pager:  (262) 494-2643 

                       email:  James.Schmidt@uhsi.org
RESPONSIBILITIES

Medical Director of Laboratory/CLIA Director- The CLIA director is responsible for the overall quality of the POCT Program, to include delegation of responsibilities in all phases of POCT.
Laboratory Administrative Director- The Laboratory Administrative Director is responsible for the overall administration of POCT, and for assuring compliance with the applicable regulations.

Nurse Manager or designee- Responsibilities of the nurse manager are as follows:
· Identifying testing staff at their unit/clinic for POCT.
· Ensuring that all staff performing POCT competency assessments are qualified in accordance with CLIA and College of American Pathologists. 

· Ensuring training of all staff prior to performing POCT (including direct observation), at six months and annually thereafter.  
· Ensuring ongoing testing of staff competency and colorblind status.
· Reviewing intermediate test results, logs and printed results from devices.
· Assign Proficiency samples to personnel for analysis (CLIA non-waived tests). The analysis of surveys should be rotated among all staff performing the assay.
· Ensuring the performance of QC is within acceptable limits, and documenting remedial action if indicated.

The Point of Care Coordinator- Responsibilities of the POC Coordinator are as    follows:

· Assisting the CLIA Director with evaluation of new tests.
· Implementing proficiency testing programs and overseeing the outcomes.
· Training new staff on site specific testing and direct observation of staff when possible.
· Ensuring that all staff performing POCT competency assessment are qualified in accordance with CLIA and College of American Pathologists. 
· Maintaining a database of all current staff competencies.
· Reviewing all QC monthly for trending and statistical limits.
· Daily review of results and Quality Control (Liquid and electronic) and electronic function checks in Rals-Web 3 (iSTAT and Triage) and review of Hemochron virtual server (ACT).
· On sight monthly and as needed inspection/visit to all testing sites to ensure proper maintenance and performance of testing devices, proper documentation of QC and proper storage of all reagents.
· Evaluation of staff problem-solving skills thru competency testing and daily review of results and QC. Insure that QC outliers are resolved by personnel and no patient results are reported during QC failures and/or function check failures.
· Ensuring timely correspondence between POCT Dept, Nursing Managers, CLIA Director and Laboratory Director.
· Performing and reviewing Calibration Verification of iSTAT and Triage at 6 month intervals per manufacturer specifications to insure calibration stability throughout the reportable range of each system.

EXTENT OF SERVICES

The POCT program applies to the following tests:

1.   Accu-Chek Inform II Blood Glucose

2.   Activated clotting time (ACT)

3.   Blood Gases (iSTAT)
4.   Potassium Hydroxide (KOH) prep/Wet mount

5.   Fecal Occult Blood
6.   Rapid Strep A

7.   Urinalysis, Macroscopic

8.   Urine protein and glucose

9.   Urine pregnancy test

10.   Rapid Cardiac Markers (TRIAGE)
· ACT, Blood Gases, and Rapid Cardiac Markers are classified by CLIA as moderate complexity tests (non-waived).  
                           COMPETENCY

· Competencies will be assessed for all staff prior to performing POCT , at six months and annually thereafter.

· A competent operator is a staff member who demonstrates evidence of specific training and orientation and adherence to ALL POCT POLICIES.
            OBJECTIVES OF COMPETENCY ASSESSMENT:
1. To improve performance and ensure high quality care for patients.

2. To ensure that staff are competent to perform assigned tests.

3. To comply with CLIA, Joint Commission and CAP regulatory mandates.

4. To provide performance feedback.

5. To ascertain the consequence of new policies.

6. To review current policies and procedures.

7. To provide staff with continuing education.

8. To provide information for employee performance evaluation.
                         CLIA NON-WAIVED TESTS
· All testing sites that perform CLIA non-waived testing are assigned External Proficiency Testing at prescribed intervals in accordance with regulatory mandates.
NON-WAIVED TESTING BY SITE:

Triage Cardiac Markers:

· KMCC Emergency Department

· SCMC Emergency Department

iSTAT:

· KMCC ICU

· SMCC ICU

· KMCC OR

· SCMC OR

ACT:
· KMCC ICU

· SMCC ICU

· KMCC OR

· SCMC OR

· KMCC Cath Lab

· SCMC Cath Lab

· KMCC 8 Palmer
ALL staff performing non-waived POCT must show evidence of competency assessed by the following:
1. Direct observation of routine test performance. This is performed on each unit by Nurse Manager, their qualified designee or POC Coordinator (when possible).
2. Monitoring the recording of test results, including as applicable, reporting of critical results.

3. Review of intermediate test results, quality control records, proficiency testing results and preventive maintenance records.

4. Direct observation of performance of instrument maintenance and electronic function checks, as applicable.
5. Assessment of test performance as stated above.
6. Evaluation of problem-solving skills by periodic review of operators, insuring that proper steps are followed during aberrations in pre-analytical, analytical and post-analytical phases of patient and QC testing. Problem solving skills are further evaluated by on-line competency assessments.       
                        CLIA WAIVED TESTS
Competency for waived POCT is assessed by the following:

1. On-line competency assessments specific to the device or manual POC test performed.
2. Periodic observation of personnel by POC Coordinator, Nurse Manager or designee.

3. Monitoring of all user’s Quality Control and patient testing performance. All POCT operators performing waived POCT must satisfactorily perform 2 levels of Quality Control annually.
               PROVIDER PERFORMED MICROSCOPY (PPM)

· Permission to perform PPM is based on credentialing when the PPM test falls within specialty of practitioner.

· All UHS providers who perform PPM are required to pass an on-line PPM Competency assessment before initial PPM privileges are granted. 

· Maintenance of privileges requires that all providers who perform PPM pass an on-line competency assessment annually. 

· New applicants request PPM privileges from the Medical Staff Office. The medical staff office communicates the request to the Point of Care Coordinator who is responsible for administering on-line PPM Competency assessment.  

                     NONCOMPLIANCE AND REMEDIATION

Staff found to be noncompliant will be removed and/or locked out from the specific test platform involved pending retraining (remediation) and approval of Nurse Manager and Point of Care Coordinator.

The following constitute noncompliance:

1. Failure to perform and/or pass on-line competency assessments when assigned.

2. Not adhering to UHS policies pertaining to POCT and/or POCT policies.

3. Using another staff member’s ID or giving their ID to another staff member.

4. Failure to be “Directly observed” performing POCT at prescribed intervals. ( Non-waived tests)

5. Failure to perform 2 levels of Quality Control at prescribed intervals. ( Waived tests)        

              RESULTS REPORTING
REFER TO SPECIFIC TEST PROCEDURE FOR RESULTS REPORTING
POC TEST RESULTS SHOULD NOT BE USED TO MAKE HEALTH MANAGEMENT DECISIONS UNLESS THOSE RESULTS ARE ENTERED INTO THE PATIENT’S ELECTRONIC HEALTH RECORD. 

POC TEST RESULTS MAY BE UPLOADED INTO THE ELECTRONIC RECORD AFTER DECISION MAKING IF NECESSARY.

EXTERNAL PROFICIENCY TESTING

External proficiency surveys are provided by the College of American Pathologists.  
they are as follows:

· CAP   CT3 (Activated Clotting Time)

· CAP   AQ (Aqueous Blood Gas)

· CAP   PCARM (Cardiac Markers)
External Proficiency Testing Flow

When shipments are received in the Laboratory the POC Coordinator will prepare the specimens and make copies of the report forms for the testing sites. The POC Coordinator will inform the manager or designee of each site that the surveys can be picked up from the laboratory. Each site manager or designee will assign the samples to staff for analysis. The analysis of surveys should be rotated among all staff performing the assay. The samples must be handled in the same manner as any patient sample. No replicate checking is allowed that would not be routinely performed on patients. Test must be performed immediately after the survey is picked up from the laboratory and all survey instructions must be followed.

Each site will return the results within 1 day of testing to the POC Coordinator. The report must be filled out completely. The POC Coordinator will obtain the CLIA Director’s signature and will submit the report to the external proficiency provider before the due date.

When the evaluation is received, the POC Coordinator will review the results.   If all the results are acceptable, the original will be reviewed by the POC Coordinator and filed in the POC Coordinator’s office. 

If there are unacceptable results, the POC Coordinator will send a copy of the report to the appropriate site with a SURVEY EXCEPTION RESPONSE FORM. This response form must be completed by the manager or designee and/or POCT Coordinator and returned to the laboratory. Upon receipt, the POC Coordinator, Administrative Director and the CLIA Director will review the Exception report to evaluate the incorrect results and the steps taken by the testing personnel for corrective action.  All reports will be filed in the POC Coordinator’s office.

A cumulative score of 80% on PTs must be maintained in order to meet CLIA performance standards. 
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