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POCT Program             
 PROCEDURE
Procedure:  Quality Assurance Program

Purpose

The POCT Quality Assurance Program is designed to monitor the quality of POCT laboratory services provided by medical school personnel including physicians, nursing staff and medical assistants to ensure that problems related to these services are identified and addressed. The monitoring system is designed to be compatible with the standards of the College of American Pathologists, the NJ Department of Health and Senior Services, and CLIA 88. 
Responsibility

It is the responsibility of the POCT program to:

· Oversee and evaluate the quality of POCT laboratory offerings provided by Robert Wood Johnson Medical School at its various patient practice sites, 

· Ensure laboratory compliance with existing federal and state regulations

· Assure continuing compliance with College of American Pathologists (CAP) regulations

· Assist physicians and staff in effectively meeting the clinical laboratory testing needs of their patients

The ROBERT W. JOHNSON MEDICAL SCHOOL DEPARTMENT OF PATHOLOGY POCT Committee is responsible for the operation of Point of Care Testing provided at the multiple facilities and sites of Robert Wood Johnson Medical School. It is the committee’s responsibility to evaluate the delivery of services provided at these locations. At its discretion, the Committee may assign specific duties for the monitoring of performance and the correction of problems identified by the monitoring system to personnel at various sites.
Scope of Services
The ROBERT W. JOHNSON MEDICAL SCHOOL DEPARTMENT OF PATHOLOGY  provides laboratory support to the activities of our clinical faculty at all of our locations. The offerings that constitute this service may change from time to time to meet the changing needs of the medical school. The Quality Assurance program consists of three elements which collectively insure an organizational commitment to continuously improve quality. 
Elements of the QA Program

1. Participation in Interlaboratory comparison programs, such as::
· CAP Proficiency testing

· NJ DOH - Proficiency Testing Program
· AAB - American Association of Bioanalysts
2. Laboratory quality control program:

· Periodic Meetings of the POCT committee. 


Purpose:

Review ongoing technical problems and their resolution

Review problem cases

Review proficiency testing performance

Review customer service issues




· Daily procedures, including:

Generation of mandated QC 
Generation of daily patient reports in a consistent, retrievable manner

Provide for the review of QC data and the proper release of patient results

Provide a mechanism for the review of inconsistent findings by the laboratory subdirector and/or the Bioanalytical Laboratory Director
3. Quality Assurance Indicator Program

· A review of all modified reports issued by the division with a classification of errors
· A review of CAP proficiency survey performance
· Assessment of all false positive or negatives obtained during testing 

4.  Formal Education and Competency Assessment Program

Important Indicators that may be included on the QA report

Specimen Collection and Requisitioning

Demographic errors:


- Incorrect or missing information 


- Illegible information misread during the input process


- Transcriptional errors by clerical staff entering information


Analytical errors:



Non confirmable results


Interlaboratory proficiency testing


Failed Quality Controls
Reporting errors:



Errors on the worksheet - i.e. technologist reporting errors


Errors in the report from transcription mistakes - i.e. clerical errors

Turn around Time:

Indicators and Thresholds

Will be defined by the POCT subdirector and reported to the POCT committee.
Data Collection and Organization
The POCT subdirector will identify appropriate indicators and prepare a calendar to permit systematic evaluation of the identified indicators. These indicators may be altered periodically in conformance with the goals of patient-centered quality assurance.

Evaluation of Services
Data will be periodically collected and monitored by the POCT committee. If the designated indicators are found to exceed the threshold for reporting an investigation will take place to determine the possible causes and to develop a plan to correct these problems. 
Action to Improve Services and Resolve Problems 
Problems identified by the monitoring system will be corrected and the appropriate indicator will be re-examined in the next monitoring period to establish adequacy of the solution.
Education and Competency Assessment

A formal education program consisting of regular didactic training and ‘hands-on’ training is provided under the direction of the POCT committee. Formal training is supplemented by ‘on-line’ programs available through the ROBERT W. JOHNSON MEDICAL SCHOOL DEPARTMENT OF PATHOLOGY  website.

Regular competency assessment is included as a part of the program to evaluate theoretical and practical knowledge of procedures by staff. The assessment includes:

1. Direct observation of performance of routine and quality control procedures. This includes all aspects of sample handling, processing, labeling, testing and instrument preventative maintenance;

2. Monitoring the recording and reporting of test results by reviewing work sheets, quality control records, preventive maintenance records, and other records and entries;

3. Written tests to assess problem solving skills, knowledge of SOPs, and theory; and

4. Assessment of performance using external proficiency test specimens or documented QC testing.
Minimum acceptable scores, performance, and remedial measures to correct inadequate performance on competency evaluations are documented and retained in personnel records.  
Error/Accident Reports and Complaints
Another element in the QA program is the review, evaluation, investigation, and correction of errors and accidents.  It is the intent of the ROBERT W. JOHNSON MEDICAL SCHOOL DEPARTMENT OF PATHOLOGY  POCT QA program to thoroughly investigate all complaints regarding product quality to determine whether the complaint is related to an error or accident within the POCT program.
Knowledge acquired through investigations of complaints, error/accident incidents, and adverse reactions will be conveyed to involved POCT staff and responsible clinicians. The ROBERT W. JOHNSON MEDICAL SCHOOL DEPARTMENT OF PATHOLOGY  POCT Subdirector will receive copies of error/accident reports and ensure appropriate follow-up actions have been taken.   Corrective actions may include system or process redesign, retraining, and procedural changes. 

Quality Assurance Data Review
The QA schedule and report will be prepared by the POCT Subdirector and communicated to the ROBERT W. JOHNSON MEDICAL SCHOOL DEPARTMENT OF PATHOLOGY  Bioanalytical Director in a timely fashion. Quality Assurance meetings will be held in July and January to review indicators.
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HIV POCT Process Improvement Program

Calendar of Events

2004
	Indicator w\ Indic. Threshold
	Jan
	Feb
	Mar
	Apr
	May
	Jun
	July
	Aug
	Sep
	Oct
	Nov
	Dec

	All POCT Proficiency Results

Unacceptable errors < 4 %

Indicator = 4%
	
	
	
	
	
	SYMBOL 214 \f "Symbol"
	
	
	
	
	
	SYMBOL 214 \f "Symbol"

	Completion of technician checklist items

<4%
	
	
	
	
	
	SYMBOL 214 \f "Symbol"
	
	
	
	
	
	SYMBOL 214 \f "Symbol"

	Completion of supervisor checklist items

<4%
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