UMDNJ-Robert Wood Johnson Medical School
Point of Care Testing Program


POINT OF CARE TESTING (POCT) PROGRAM

Point of Care testing may seem, on its face, simple and 'fool proof', but in a study conducted by HCFA in Colorado and Ohio, quality problems were identified in more than 50% of Certificate of Waiver labs surveyed nationwide.  It revealed "glaring quality control problems" and urged the FDA to provide more governmental oversight of these laboratories. The HCFA study noted problems in 50% of the laboratories surveyed and specifically cited the following performance problems: 

o        Obsolete instructions 
o        Lack of instructions 
o        Incorrect instructions 
o        Failing to perform quality control as required by the manufacturer.   

The University risks intervention by both federal and state authorities if clinical testing is performed in violation of CLIA and NJ State DOH requirements.

To assist clinical personnel within UMDNJ - Robert Wood Johnson Medical School who wish to perform clinical laboratory procedures on-site (both UMG and non-UMG sites), the Department of Pathology and Laboratory Medicine has designed a Point of Care Testing program:

· To provide quality care to our patients;

· To meet the standards of quality review organizations;

· To insure that RWJMS maintains required compliance with state and federal regulations regarding laboratory oversight;

· To provide consistency of test offerings across the University Medical Group; 

· To achieve economies of scale in the acquisition of reagents and instrumentation within the group;

· To provide additional revenue opportunities for RWJMS clinical departments;

· To simplify billing procedures within RWJMS; and

· To insure the highest quality of test performance to the patients of RWJMS
Under this program, a standard package of Point of Care services is provided at any Robert Wood Johnson Medical School facility including training, proficiency testing, quality control procedures and validation procedures. The Department of Pathology and Laboratory Medicine oversees this program, provides Bioanalytical Laboratory Directorship (BLD) and all necessary state and federal licensing for these sites.  The implementation of the program will include administrative functions and clinical oversight responsibilities handled by the Department of Pathology and Laboratory Medicine POCT support team.

This program will:

· Provide each participating nursing unit with a package of standardized procedures which can be performed at any Robert Wood Johnson Medical School facility so long as the requirements for training, competency assessment, quality control and periodic review are performed.

· Standardize testing options for point-of-care tests and centralize inventory so that common reagents are used throughout and lot to lot variability is minimized.

· Provide troubleshooting support to insure testing quality including a standardized procedure for reporting testing exceptions and problem resolution.

· Submit and maintain clinical laboratory licensure for any RWJMS site providing point of care testing.

· Provide for monitoring and initial review of testing records by RWJMS staff performing testing.

· Provide for visits by the BLD or his designee to each clinical area to review compliance efforts with state and federal regulations regarding clinical laboratories on a regular basis.

· Provide educational support and review compliance with billing requirements

 

Point of Care Testing Menu:

· Glucose by monitoring device FDA cleared for home use – 82948

· Urinalysis –  non automated no micro  81002

  
                     automated no micro 81003 

      

        non automated with micro 81000

                            automated with micro 81001

                            micro only 81015

· HCG  – Urine pregnancy test by visual color comparison methods – 81025 

· Guaiac for stool – specimen by exam 82272

       specimen by patient, 3 samples 82270

· Streptococcus, group A – 87880 

· HgbA1C  – 83036

· Influenza -  87804

· Hgb – 85018

· Prothrombin time – 85610

· Vaginal wet mounts - 87210

Physician Performed Microscopy:
· KOH prep

· Wet mount

· Fern test

· Urine sedimentation

Program Participation:
To participate in Point of Care Testing, the following is required:

1. Completion of a facility POCT survey outlining all tests being requested.  
2. Upon completion of this survey, the Department will arrange for the appropriate licensure of the facility.  This will include:

a. Provision of policy and procedure manuals including all documentation forms.

b. Initial staff training will be provided and recertification annually.

c. Provision of all necessary validated supplies and certified equipment.

d. Enrollment in proficiency testing as required.

e. Education and review of all billing within the unit

f. All licensure, CLIA and CAP paperwork and communication.

3. Continued participation in the RWJMS Point of Care program requires that these procedures be performed in accordance with procedures described in our manual and including those related to quality control, recordkeeping, proficiency testing and competency assessment. Periodic inspections of all sites will occur and the results will determine continued participation in the program.

Obtaining Necessary Supplies:

Supplies, including test and control reagents, may be requested by forwarding a POCT supply request to POCT Central Administrative Offices via fax (732) 743-3632 or by email (mayli@umdnj.edu). Charges for these supplies will be distributed to the Department/Division quarterly. Supplies obtained by the Department on behalf of RWJMS POC testing sites will be validated prior to distribution.

All laboratory procedures provided within RWJMS are under the auspices of the Department of Pathology and Laboratory Medicine even if not listed above.  Please contact POCT Central administrative offices (732) 743-3620 for any questions.
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