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Introduction:

This Quality Management document summarizes activities for Point of Care and Waived Testing.  This document is dynamic and is under change regularly based on self-assessment activities, organizational changes and technological developments. 

Implementation of Point of Care Testing:  

· All Point of Care, Waived and PPM testing must be performed in the areas that the Medical Director of the laboratory has deemed appropriate.  

· Any new such tests must follow laboratory validation protocol as determined by the Medical Director and designated to the Laboratory Point of Care Coordinator.  The laboratory Medical Director is responsible for initial approval of all policies and procedures and annual review is designated to the Point of Care Coordinator of the laboratory, unless there are major changes made that require medical director review.

· Specific procedures for each test contain instructions on specimen type, collection, preservation, labeling, reagent storage, stability and use, Quality Control and test performance, how to document results, any equipment performance issues and when the test should be used and follow up with additional testing.

· The reference ranges are listed with each test in the computer and/or beside each test on the Patient Test Result Chart Form. 
· Qualitative test procedures include criteria for follow up with confirmatory testing in the main laboratory. 
· All testing is performed under permit of NYSDOH Clinical Laboratory Evaluation Program. The Laboratory Medical Director is responsible for assuring that all NYSDOH, CAP, JCAHO guidelines, and standards are met.
 Definitions: Laboratory tests are classified by the FDA as Waived, Moderately Complex or High Complex.
Point of Care Testing: Analytical patient testing activities provided within the institution, but performed outside the physical facilities of the clinical laboratory at or near the site of patient care. Point of Care testing is classified by the FDA as Waived or Moderately Complex based on the complexity, skill and knowledge needed to perform the test. 

Waived Testing: Tests that are cleared by the Food & Drug Administration (FDA) for home use; or tests that employ methodologies that are so simple and accurate as to render the likelihood of erroneous results negligible; or pose no reasonable risk of harm to the patient if the test is performed incorrectly.  These tests are performed in the hospital by RN’s and LPN’s and at clinics and physician practices by trained staff; RN’s, LPN’s, MOA’s, Phlebotomists. 
Moderately Complex: Tests that have been graded with a score of 12 or less by the FDA using the established seven-point criteria for knowledge, training and experience, reagent and material preparation, characteristics of operational steps, calibration and quality control, troubleshooting and equipment maintenance and interpretation and judgment. These tests may only be performed by Licensed Professionals. 
High Complexity:  Tests that have been graded with a score greater than 12 by the FDA. These tests are only performed in a licensed laboratory.
PPMP (Provider Performed Microscopy Procedures): Includes tests personally performed as part of physical examinations by health care providers, licensed and currently registered in New York State, including physicians, dentists, podiatrists, physician assistants, nurse practitioners and certified midwives, operating within the scope of practice for their profession and which have been designated as PPMP by the Centers for Disease Control.  These tests are classified as Moderately Complex.
Point of Care Testing Locations
Nursing Units

Special Procedures

Cardiac Rehabilitation

Primary Care sites

Mission in Motion Van

Lourdes at Home

Tests that are designated Waived:
1. Strep Group A test- Genzyme Osom Strep A
2. Urine dispstick – Roche Chemstrip 10A
3. Urine pregnancy – Genzyme Osom Hcg Combo Test
4. Hemoglobin testing- Hemoccue
5. Glucose- Roche AccuChek 
6. Urine Glucose/protein only- Roche 
7. Fecal Occult Blood – Beckman Coulter Hemocue
8. Protime /INR – Roche CoaguChek XS
Tests that are designated Moderately Complex
AmniSure

Provider Performed Microscopy (PPM)
KOH

Urine Microscopy
Chain of Command:

Point of Care Testing is performed under the direction of the Laboratory Medical Director. The Point of Care Coordinator manages the daily monitoring of QC, patient results and operator certifications and reports any problems directly to the Laboratory Director. 
Certification:

Registered Nurses, Licensed Practical Nurses and Patient Care Assistants may be certified to perform Point of Care testing in the Hospital. Waived Testing done at ancillary sites may be performed by RN’s, LPN’s, MOA’s or Phlebotomists They will be trained and certified by one of the designated trainers on initial hire, again at 6 months and then yearly during their annual competency with a hands-on demonstration of their ability to perform the testing. 
Providers performing testing will meet the same certification requirements. Certifications and competencies for waived and moderately complex testing is performed by Learning Services.  PPM competency is conducted by the Point of Care Coordinator.
Patient Management:

All Point of Care and Waived Testing will be done following hospital protocol requiring two identifiers for patient identification. All results will be recorded either electronically or on the log sheet with the date/time, patient’s full name, date of birth or medical record number, result and name of person performing test and any action that is taken as a result of the test. 

Proficiency Testing:

Point of Care is enrolled in Proficiency Studies through API.  These external Survey samples (Proficiency samples) are analyzed by personnel who routinely perform testing on patient samples.

The analysis of these unknowns is carried out using the same meters and methods used for patient samples. The reported results are made by a single individual and rotated through the nursing staff on a random basis.  The results are reviewed by the Point of Care Manager. Any investigative work and pertinent comments are noted on the form before being reviewed by the Medical Director. Proficiency results are reported at the monthly pathology/managers meeting.

For analytes where proficiency testing is not available, the “No External Proficiency” policy details the system in place.

Quality Control and Review:

The RALS Information Management System is incorporated for Point of Care Glucose testing in the hospital to ensure optimum patient specimen and result integrity throughout the pre-analytical and post-analytical process.

Quality Control samples are tested in the same manner as patient samples.

Quality Control results are evaluated daily by personnel performing the testing.  QC ranges are defined in meters. Patient testing cannot be performed until both levels of QC have been performed and both are within acceptable limits. Corrective action taken is documented in the meter as a comment. If analyst is unable to resolve the problem, it is brought to the attention of the Point of Care Testing Coordinator.
No patient testing can be performed before corrective action is taken and valid QC results are obtained.

On at least a monthly basis or as needed for specific reasons, QC for Point of Care Testing is reviewed by the Point of Care Manager or designee.  This review is documented with appropriate QC reports.

New reagents/Controls are checked before being placed in service by the following methods:

1.  Direct analysis with Quality Control material (i.e. glucose controls)

2.  Linearity check on all new lot numbers of Glucose Comfort Curve Strips.
A designated RN at each ancillary location monitors Quality Control and patient results at least monthly.  Any issues identified will be brought to the attention of the Laboratory Point of Care Coordinator.

All QC and patient logs are reviewed by the Laboratory Point of Care Coordinator.  QC logs and patient records must be maintained for at least 7 years.

Patient Results Management:

To detect significant errors that could affect patient management, specific exceptions reports are reviewed by the Point of Care Coordinator or designee.  This review takes place daily or on the next regular working day. 

Procedure Manuals:

The Director reviews and approves all new policies and procedures as well as major changes to existing documents before implementation. They are reviewed yearly by the Director or Designee. If there is a change in directorship, the new director must review procedures in a reasonable period of time.

All policies and procedures are available on the intranet for referencing at any time. There is a shortened procedure manual available at each nursing unit.

Staff are required to read and be familiar with the procedure manual as part of their annual reassessment. 

All revised and/or discontinued procedures are maintained for at least 2 years. Revision and discard dates are recorded on the discontinued copy.

                                                                                                                                                                         Proficiency testing is performed at least twice a year as unknown patient samples by the personnel that normally perform the patient testing.  If a proficiency program is not available the results are correlated with the patient’s clinical status and reviewed by the patient’s provider.

Competency:

Staff performing the testing must be properly trained before doing the procedure and their competency is assessed at initial hire, again at 6 months and then yearly on all procedures.
1. Glucose testing competency for in-house nursing staff is included in their initial orientation training, again in six months, and yearly at re-orientation.  Documentation is kept in each employee’s folder.

2. Offsite Waived Testing competencies are administered by the Offsite nursing educator on initial hire, again at 6 months and yearly thereafter. Documentation is kept in their individual folder.

Competency details:

Competency forms and documentation include training on instrumentation if it’s required for that specific test.  Maintenance and performance of QC are also included here.

Methods used for competence assessment are as follows:

· Proficiency samples are distributed at least twice a year.  These are blind samples and are rotated among staff and shifts by the point of care coordinator who observes technique as the samples are being tested. The results are noted with operator name and serial number of any instrumentation, submitted and graded.  If there are problems encountered, the staff member must successfully complete a blind sample in order to continue testing.
· At every orientation and re-orientation, the staff member is observed performing a QC sample and a mock patient.

· At the initial orientation they must successfully complete a written test.
· Records of training are kept in the staff members individual folders.
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