UMDNJ-Robert Wood Johnson Medical School

Point of Care Testing Program



GOAL:

The clinical goals of the RWJMS clinical care sites are to provide optimal laboratory services to inpatients, outpatients and reference clients, and to provide consultations directed to the medical staff.  To provide such service, it is essential that the quality of results and their timeliness be assured.  Proper use of Point of Care testing can reduce the volume of blood needed for lab testing. The following quality assurance/performance improvement guidelines for point of care testing are a necessary step for achieving these goals and for complying with the laboratory accrediting requirements of the Department of Health and Human Services, the New Jersey Department of Health, the Federal Drug Administration, and the College of American Pathologists.

POLICY:


Properly trained and certified personnel may perform testing outside the laboratory, under the authority and licensure of the bioanalytical laboratory director.  In order to assure the clinical reliability of the results obtained from such testing and to comply with federal and state regulations and the laboratory accreditation standards of the College of American Pathologists, the following guidelines must be followed.  These guidelines will be used to establish specific procedures for each point of care testing site. 

For each testing activity to be performed in an ancillary site, a procedure specific to the test and site will be developed from these guidelines.  Failure to follow the procedures outlined will result in cessation of permission to perform point of care testing.

In order to consider setting up point of care testing, one individual must be identified as a coordinator within the unit who will be responsible for seeing that these procedures are followed.

MAINTENANCE

Daily and other periodic maintenance procedures must be carried out by testing personnel.  Any preventive maintenance service will be performed by the instrument service representative.  

Specific maintenance procedures will be outlined in the procedure manual for the test, and will be summarized for easy reference.  Those performing the maintenance checks will document their activity.

QUALITY CONTROL


Following proper quality control procedures is essential.  Lack of quality control can result in serious misinterpretations of test results.

All test procedures require that a fixed number of quality control (QC) samples be run at pre-determined intervals.  QC samples are samples which contain a known concentration of the analyte being measured.  If the result of the QC sample is not within its expected range, it is an indication that patient samples would give erroneous results.  If QC results are out-of-range, patient samples may not be run.


The point of care testing site will be responsible for the purchase and storage of acceptable quality control material.


Frequency:  The frequency of such testing depends on the assay being performed. Review the specific test procedure.

Number:  Generally, one QC sample within the reference (normal) range is required, and at least one abnormal sample.  Thus a minimum of two, and sometimes three samples are to be run each time a QC check is done. Refer to the specific test procedure.

Expected values:  For each QC sample, the laboratory will establish the expected range.  These ranges reflect the technical imprecision of the test and the biologic variation that is considered significant.  The laboratory will also establish a flow sheet to aid in interpretation of the QC results, to determine whether patient results will be reliable.  Laboratory supervisors will be available at all times to help with interpreting results of QC samples and advising whether patient testing may proceed.


Record keeping:  Results of all QC samples must be logged on record sheets that will be kept with each instrument and must indicate who performed the testing.  These may be reviewed at any time by laboratory supervisors or representatives from regulatory agencies.  They will be delivered to the lab monthly, and by law, must be kept for at least two years.  Electronic records can substitute for written log sheet, as outlined in the test’s procedure manual. 

PATIENT TESTING

The test procedure manual will describe the steps necessary to perform the testing.  It will also include information about proper specimen collection.


Record keeping:  Results of all patient tests must be permanently recorded in patient’s medical record or electronic medical record (EMR).  The result will be logged in a logbook located with the instrument.  The date and time the specimen was collected (and the date and time of analysis if there is a significant delay) must be recorded along with the identity of the person performing the test.  These records must also be sent to the laboratory and retained for at least two years.  Any printout provided by the instrument must, by regulation, be retained in the lab’s permanent files.  Electronic records can substitute for written logs, as outlined in the test’s procedure manual.
OPERATOR PROFICIENCY

Each person performing a test must be trained for each test by staff designated by the Department of Pathology.  All staff performing POCT must take a color blindness test in order to be allowed testing privileges.  Color blind staff will not be permitted to perform test which require color discrimination.

Recertification:  Recertification of individuals performing testing will be accomplished by a recertification test performed annually in conjunction with documentation of results on daily quality control (QC) samples.  Correct QC results must be performed in accordance with specific procedures, or certification will lapse.  Recertification is required by regulation every six months for the first year, then annually.  
PROFICIENCY TESTING

On a periodic basis, unknown samples will be given to the point of care testing site to be run.  These samples are purchased from outside regulatory agencies to evaluate the accuracy of the results obtained by the laboratory.  These “proficiency testing” samples must be run as patient samples are run, after proper maintenance and quality control procedures have been completed.  The results will be reported back to the testing agency for their evaluation.

Failure to perform adequately on proficiency testing challenges will result in an investigation as to why the proficiency failed. Ongoing issues related to proficiency testing results will be cause to prohibit performance of point of care testing at a particular site and could potentially result in loss of laboratory license.
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