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PRINICIPLE: 

To establish an overall Quality Control Program to be used as a guideline for all laboratory sections to monitor analytic performance. The program will focus on the accuracy and the reliability of patient testing performed in our laboratory. These guidelines are designed to provide the best care possible for our patients. 

QUALITY CONTROL PROGRAM: 
Quality Control and Assurance Programs used in the laboratory are created to ensure the reliability of testing results provided to the clinicians who in turn use the testing data to treat patients. Quality control demonstrates the reliability of testing results generated by the Laboratory Service. Quality Control requirements vary according to each section of the laboratory and each section has its own specific procedures to address the instruments used and the testing done in that section. 

PRE - ANALYTIC: 

Quality control begins with the quality and accuracy of the testing sample.

1. The laboratory staff and other medical center staff, who are knowledge, trained and experienced in phlebotomy procedures, draw all blood specimens.

2. Specimens are delivered to the laboratory main accession area as soon as possible after collection.

3. Identification of the phlebotomist and date and time of draw are required.

4. Specimens received are validated for acceptability. If the specimen is unacceptable, thus preventing the laboratory from processing the ordered test(s), the requesting physician or the respective clinic or ward where the patient is located is notified immediately in order to resolve the problem. 

5. Problems with specimen acceptability will be documented. Acceptable specimens will be accessioned into the computer and if tests cannot be processed for whatever reason the sample will be cancelled and the reason(s) for the cancellation will be documented.

6. Unacceptable specimens will be documented according to each specific section’s protocol and the requesting clinician, ward, or clinic will be called for immediate resolution of the problem

7. All specimens with test requests are accessioned into the laboratory computer and bar-coded labels with all the patient’s demographics, generated and placed onto the testing specimen.
ANALYTICAL

Proper maintenance of all laboratory equipment/reagents/supplies is essential to valid testing results.

1. Instrumentation in each section of the laboratory used for patient testing must be maintained according to the manufacturer’s specifications in order to produce acceptable, valid, reproducible results. Daily, weekly, and monthly maintenance will be carried out and documented in each section of the laboratory as per manufacturers specifications.

2. Reagents, calibrators, and controls will be used according to manufacturer’s specifications. Expiration dates will be carefully monitored. Use of expired materials is prohibited.

3. Controls will be run and verified as acceptable by each section of the laboratory before any patient samples are tested. Regular supervisory review will ensure detection of shifts or trends or problems that may interfere with patient results. 

4. Problems with QC will be documented, investigated and corrected.

5. Protocols specific to each section of the laboratory will be followed when controls are found to be unacceptable. 

POST ANALYTIC: 

Patients testing results are communicated to providers after completion of testing.

1. All testing results are verified by the laboratory staff in each section of the Laboratory and released to providers via medical center computer. Unusual or widely varied testing results will be flagged by critical value alerts and will alert the technologist inputting the results.

2. Each section will follow up with their specific protocols in these circumstances.

3. Test results reporting must meet the Turn Around Times (TAT) established by the Laboratory Service.  If tests cannot be performed due to technical, instrument or computer problems the specimens must be stored properly until testing can be resumed and must be brought to the attention of the supervisor/designee. STAT testing may be referred to reference laboratory or other laboratory for prompt processing and testing.

4. Critical Values must be called immediately to the ordering physician, on-call physician, or patient care area. 

5. Communication between shifts for problems, pending tests, specimens, etc. will be documented on the “Hand Off Communication” form in each section of the laboratory. 

PROFICIENCY TESTING:  

The laboratory Service participates in the NYSDOH AND CAP Proficiency Testing Programs.

1. All analytes tested at this facility for which there is a NYSDOH or CAP Proficiency Survey available must be enrolled in the Proficiency Testing Program. 

2. Proficiency testing specimens must be treated in the same manner as patient specimens.

3. Processing unknown testing samples or split specimen testing are other ways to monitor of the testing the quality and performance of the laboratory. 
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