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LABORATORY GENERAL SOP

A.  QUALITY ASSURANCE/PERFORMANCE IMPROVEMENT

A.1. LABORATORY CONTINUOUS QUALITY IMPROVEMENT

(PERFORMANCE IMPROVEMENT PLAN)

A.1.1. PURPOSE: 
This SOP establishes policies and procedures for the general set up and maintenance of an effective Continuous Quality Improvement (CQI) and Performance Improvement (PI) Program for YOUR HOSPITAL NAME and Point of Care Testing sites.

A.1.2. SCOPE: 

This SOP provides CQI measures, in general, applicable to the Pathology Services and specifies many requirements in detail; however, most technical procedures as well as some instrumentation systems may have additional quality control procedures, which affect the overall CQI program.  In each case, the specific sectional SOP, instrument/reagent manuals and package inserts, as well as the Composite Health Care System (CHCS) SOP for the hospital’s computer system should be consulted for in‑depth information pertaining to quality control procedures and guidelines within that section.

A.1.3. PRINCIPLE:

1. CQI - in the laboratory is an organized program that strives to continuously improve patient care through monitoring, evaluation, and internal and external quality control programs. 

2. MONITORING - which involves the gathering of data for assessment of problems or possible problem areas.  

3. EVALUATION - which includes involvement by CQI Management both solving problems and supporting the solutions to problems.  The goal is prevention of recurrence as well as foresight of and prevention of future problems, thereby satisfying our customers: patients, physicians, nurses and other health care professionals.

4. INTERNAL & EXTERNAL QUALITY CONTROL PROGRAMS - are the
prescribed daily or routine QC and maintenance procedures performed for all testing processes in each section as well as the proficiency tests for “unknown” analytes received from outside sources.

A.1.4. FUNCTIONS OF LABORATORY CQI:

1.  Fulfill requirements by JCAHO, CAP, AABB, FDA, and CLIP.

2.  Form an integral part of effective lab management, Total Quality Management, & Performance Improvement within the YOUR HOSPITAL NAME.

3.  Minimize administrative problems and liability.

4.  Provide a forum and format to constantly monitor and evaluate laboratory activities for areas that need improvement and/or changes so that patient care is not compromised.

A.1.5. RESPONSIBILITIES OF POSITIONS:

1. BENCH TECHNICIAN/TECHNOLOGIST: Conducts laboratory testing to include standards, controls, surveys and patient samples.  Records and plots values, documents corrective actions and preventive maintenance.  Promptly identifies critical values and testing problems to supervisor or physician.  Assists in training new personnel.  Recommends changes in SOPs to supervisor.  Detects and records problems for out of range values.  Consults with supervisor or Quality Improvement Coordinator if needed before corrective action is taken.  Designated by the Chief, Lab Services in the absence of the supervisor to review daily results and QC documentation. Participates in collection of data for monitoring and evaluation studies.

2. CHCS NCO PATHOLOGY SERVICES: Member of departmental CQI committee. Conducts CHCS training for all laboratory personnel at YOUR HOSPITAL and outlying clinic laboratories.  Provides guidance and assistance for CHCS related activities (such as instrumentation interface, workload recording, etc.) to section supervisors and OIC. Serves as CHCS liaison between YOUR HOSPITAL NAME laboratory, other hospitals, and Medical Command information system personnel.  Prepares the CHCS SOP and makes changes when necessary.  Attends classes and seminars to remain current on CHCS issues.

3. NCOIC, PATHOLOGY SERVICES: Member of the department CQI committee. Ensures that individual training is being conducted in all sections for military technicians.  Reviews all individual training documentation ensuring that individual is proficient before assuming testing responsibilities.  Conducts review of training with section supervisor, OIC and trainee.  Cooperates with QUALITY IMPROVEMENT COORDINATOR in follow‑up of problem or
complaint involving military technician. Consults with bench technicians when problems occur on shifts and provides advice for resolution.

4. NCOIC, OUTLYING CLINIC LABORATORIES (if applicable): Member of the department CQI committee.  Assists Chief, Outlying Clinic Laboratories in evaluating the competency of all Outlying Clinic Laboratory personnel and assuring that staff members maintain competency to perform test procedures and report test results promptly, accurately, and proficiently. Responsible for scheduling initial training for new employees from the Outlying Clinic Labs.  In conjunction with the Chief, Outlying Clinic Laboratories: 1) Prepares split testing samples (tests with no commercial surveys) for outlying clinics every six months and 2) Reviews results for trending or other problems.  Available for consultation on quality improvement and control programs for outlying clinic personnel.  Participates in periodic staff assistance visits and command inspections to outlying clinic labs. Assists Chief, Outlying Clinic Labs with the implementation and follow-up of all monitoring and evaluation systems. Responsible for the Point of Care Testing personnel training and competency testing program at YOUR HOSPITAL.

5. SECTION SUPERVISOR: Member of the department CQI committee. Supervises daily quality control and improvement program.  Consults on and reviews all out of range values or problems and ensures that documentation is maintained in the section. Reviews daily, weekly, and monthly quality control and preventive maintenance records.  Assembles a monthly QC report and comments on all QC documentation or problems before forwarding to Quality Improvement Coordinator.  Drafts sectional SOPs and makes changes when necessary.  Reviews all lab results for completeness and accuracy. Primary trainer responsible for quality of individual training.  Identifies problems and reports them promptly to Quality Improvement Coordinator or OIC.  Oversees preparation and testing of external survey samples and ensures that results are documented and mailed within designated time frame. Reviews returned survey results and documents corrective action if required before forwarding to Quality Improvement Coordinator/OIC for review. Responsible for the validation of new equipment and methods. Plans sectional indicators to monitor, supervises data collection and prepares final report for submission to department CQI Committee. 

6. QUALITY IMPROVEMENT COORDINATOR (QIC): Member of the department CQI committee. Serves as the staff advisor on PI issues to the Chief, DPALS, Chief, Clinical Lab Services, Chief, Anatomic Pathology, and Chief, Outlying Clinic Labs (if applicable). Also serves as the primary consultant for PI issues for YOUR HOSPITAL and its nine (9) remote clinic laboratories (if applicable). Interprets agency policies and accrediting body standards, prepares guidelines, and directs laboratory managers and supervisors on laboratory operations and regulatory issues. Prepares laboratories for inspection by accrediting agencies through on-site visits, mock inspections, and written guidance. Monitors and facilitates all department CQI systems. Prepares monthly minutes for submission to Hospital QI Coordinator. Responsible for submitting a new CQI departmental plan and an assessment of the previous years plan each year to the Hospital PI Coordinator. Responsible for implementation and follow‑up of all monitoring and evaluation systems. Available for consultation on quality improvement and control programs. Available to attend other departments QI Committee meetings as requested or required. Reviews monthly QC reports submitted by the YOUR HOSPITAL Laboratory section supervisors and by the supervisors of the Outlying Clinic Laboratories (if applicable).  Acts as the Proficiency Testing consultant for all clinical laboratories within the YOUR HOSPITAL, initiates follow up on suspected problem areas and offers assistance as appropriate. Prepares CAP survey order request each year for the YOUR HOSPITAL Laboratory, Outlying Clinic Laboratories (if applicable), and Point of Care Testing sites.  Reviews external survey results for trending or other problems and forwards to section supervisor for review and documentation of corrective action. Maintains PT program records for the recommended retention times.  Prepares in‑service education schedule for laboratory staff and outlying clinic lab personnel. Oversees the Ancillary Testing Program. Conducts monthly staff assistance visits to all Point of Care Testing sites. Maintains the training and competency database of all POCT personnel. Manages the Risk Management Program for the Department of Pathology, maintaining all incident report documentation and assuring that responses are returned in a timely fashion. Documents CQI problems referred verbally or with DA Form 4106 (Risk Assessment Form) by section supervisors, nursing staff, physicians, or patient complaints received from Patient Assistance Office. Plans and conducts studies on technical and administrative problems involving equipment, methods workflow, or reporting procedures; makes innovative changes based on findings. Responsible for ensuring that current SOPs are written substantially in compliance with NCCLS GP2-A3, are in placed, are reviewed annually, and adequately describe and define acceptable practices. Ensures that standard operating procedures are modified, as needed, to reflect the most recent changes in regulatory or manufacturer’s requirements and technological advances. 

7. CHIEF, OUTLYING CLINIC LABORATORIES (if applicable): Member of the department CQI committee.  Ensures that quality improvement, quality control, and monitoring and evaluation programs are implemented and being followed in the outlying clinic laboratories.  Conduct periodic staff assistance visits and command inspections to outlying clinic labs. Evaluates competency of lab supervisors/NCOICs and/or lab technicians initially, at six months, and annually thereafter.  Reviews clinic labs' SOPs on an annual basis and all quality control documentation monthly.  Reviews external survey results and forwards to Quality Improvement Coordinator. Consults with techs, when problems occur and provides advice for resolution. Recommends new equipment purchases based on the specific needs of the outlying clinic. Consults with outlying clinic commanders, as necessary.

8. CHIEF, LABORATORY SERVICES (OFFICER IN CHARGE - OIC): Member of the department CQI committee.  Ensures that quality improvement, quality control, and monitoring and evaluation programs are implemented and being followed. Reviews sectional SOPs on an annual basis.  Reviews all quality control documentation monthly.  Reviews legal blood alcohol quality control for each run prior to release of results.  Provides final review for external survey results.  Reviews all individual training documentation ensuring that all personnel are competent before assuming testing responsibilities and continue to perform in a competent manner.  Conducts review of training with section supervisor, NCOIC, and trainees. Consults with bench techs when problems occur on shifts and provides advice for resolution.  Reviews responses to risk management issues and patient complaints. Conducts periodic staff assistance visits and command inspections to Outlying Clinics and Point of Care Testing sites.  Available for consultation to section personnel, YOUR HOSPITAL staff and other civilian and military professionals.

9. CHIEF, ANATOMIC PATHOLOGY: Member of the department CQI committee. Ensures that quality improvement, quality control, and monitoring and evaluation programs are implemented and being followed. Conduct Quality Assurance reviews of surgical specimens from YOUR HOSPITAL. Reviews Anatomic Pathology SOPs on an annual basis.  Reviews all AP quality control documentation monthly. Conduct periodic staff assistance visits and command inspections to outlying clinic labs. Available for consultation to section personnel, YOUR HOSPITAL staff and other civilian and military professionals. Active member of the Pathology Working Group, Autopsy & Tissue, and Transfusion Committees.
10. CHIEF, PATHOLOGY SERVICES: Chairman of the department CQI committee. Assigned overall responsibility for the CQI program.  Reviews sectional quality control documentation and external survey results when errors or problems impact on patient care. Final authority for all changes and recommendations for the quality improvement program.  Reviews responses to risk management issues and patient complaints. Monitors quality of test results received from reference laboratories. Conduct periodic staff assistance visits and command inspections to outlying clinic labs. Reviews Anatomic Pathology and Blood Bank SOPs on a yearly basis. Available for consultation to section personnel, YOUR HOSPITAL staff, and other civilian and military professionals. Member of the YOUR HOSPITAL Executive Committee of the Professional Staff (ECOPS); Chairman of the Pathology Working Group, Autopsy & Tissue, and Transfusion Committees (if applicable).
A.1.6. SPECIMENS:

1. All specimens must be labeled with the patient’s full name, full social security number – including the 2-digit family member prefix, the date and time of collection and the phlebotomists’ initials or signature when appropriate (Blood Bank specimens). 

1.1. For Outpatient Specimen Collection, identify patient’s name with the patient’s I.D. card. 

1.2. For In-Patient Specimen Collection, identify the patient name with the hospital in-patient wristband not the I.D. card. All samples must be labeled before leaving the patient’s bedside.

1.3. All information on the specimen must match the information on the request form. If there are ANY DISCREPANCIES, the specimen and request forms may not be processed or accepted. 

2. Excessively hemolyzed or lipemic specimens will not be accepted. See Specimen Rejection Criteria SOP for more details.

3. Specimen instructions for the proper collection and handling of specimens are available in CHCS – LTI menu (Laboratory Test Information) and in the YOUR HOSPITAL LAB MANUAL.

4. For specimens sent to reference laboratories, all requisition, collection and handling specifications of each reference laboratory must be followed properly.

5. All YOUR HOSPITAL and Outlying Clinics transport personnel will be trained in appropriate safety and packaging procedures suitable to specimen type and distances transported. This will include regulations for transport of biohazards, packaging procedures, suitable specimen types, temperature control, specimen transport times and safety. All transport personnel will be issued a certificate upon completion of this training. For commercial courier services, documentation that issues related to transport of biohazardous material have been addressed will be obtained. 

6. All specimens must be properly packaged and labeled to indicate the general nature of the materials transported.

7. The laboratory director ensures that transportation services meet the needs of the laboratory and the clinical staff, to include patient confidentiality. 

8. Specimen processing will ensure that all specimens submitted are actually received. Time of dispatch and receipt, as well as condition of specimens upon receipt will be documented.

9. Quality of specimens received in this laboratory will be closely monitored. If problems are identified in specimen transportation, submitting locations will be evaluated and corrective action discussed.

10. All specimens received will be accessioned using the YOUR HOSPITAL computer system, Composite Health Care System (CHCS). Date and time the specimen received will be recorded using the CHCS option ^LGO (Log-in Samples from Lab Orders).

11. All specimens must be accompanied by a paper or electronic requisition to include all of the following elements, as applicable, in order to identify the patient and the physician, and provide pertinent clinical data:

11.1. Patient’s full name 

11.2. Patient’s Social Security Number (SSN) with Family Member Prefix (FMP)

11.3. Name and address (if different than the receiving laboratory) of physician or legally authorized person ordering the test

11.4. Tests or assays requested

11.5. Time and date of specimen collection when appropriate

11.6. Source of specimen, when appropriate

11.7. Clinical information, when appropriate

12. All patient specimens, specimen types, and aliquots must be labeled with a CHCS generated label. Specimen labels must be securely attached to the specimen to prelude becoming unattached during processing or shipment.

13. All specimens are analyzed only at the request of an authorized healthcare provider. The ordering physician electronically signs orders in CHCS.

14. During CHCS downtime, refer to the CHCS Contingency Plan.

A.1.7. EQUIPMENTS:

1. All equipment must be checked out for safety, calibrated and validated prior to being placed into service, periodically during use and following repairs. Medical Maintenance will assign a unique Medical Maintenance Control Number (MMCN) number for each piece of equipment for inventory control.  If a problem is suspected or detected, appropriate repairs must be made and documented, and Quality Control (QC) testing again is carried out so that appropriate function is assured. Refer to Laboratory Maintenance SOP for more details.

2.  Temperature regulated equipment must be tested with a thermometer calibrated against a National Institute of Standards and Technology (NIST) standard thermometer. Refer to Thermometer Calibration SOP for more details.

3.   The ordering physician or ward/clinic RN must be notified in the event of equipment or procedure malfunction that will cause undue delay in reporting patient test results.

A.1.8. REAGENTS:

1. Reagents must be labeled with the date received and stored according to the manufacturer’s instructions. Storage requirements must be clearly annotated on the primary or secondary container. All reagents must be dated and initialed when opened.

2. All prepared reagents must be properly labeled with content and quantity, concentration or titer, storage requirements, dates prepared, expiration date (or expected shelf life) and identities of personnel preparing reagent.

3. Use all reagents in accordance with published manufacturer’s instructions. All reagents must be used within their expiration dates. Rare reagents (Anti-Jka, Anti-Lea, etc.) may be used beyond expiration date only if the appropriate positive and negative controls are run and react as expected. Document the use of expired rare reagents using an “Expired Reagent” disposition form.

4. Inspect all reagents prior to use. Turbidity may indicate microbial contamination.

5. In the event that a reagent lot # expires and the replacement lot has not been received, call LOCAL AREA HOSPITAL (PHONE NUMBER) while awaiting shipment.

6. For qualitative tests, minimum cross‑checking of new reagent lots against old lots includes re-testing at least one known positive and one known negative patient sample (or control samples if positive or negative patient samples are not available) from the old reagent lot against the new reagent lot, ensuring the same reactivity is obtained with the new lot.  A weak positive control should also be used in systems where results are reported in that manner.

7. Components of reagent kits should only be used within the kit lot unless otherwise specified by the manufacturer.

8. Each time a new lot number of reagent is received, the package insert must be reviewed for any change of procedure. If there is any change, the SOP must also be updated. Old revision must be retired and replaced by the latest revision. Package inserts must be dated and initialed when place into service and when retired.

A.1.9. QUALITY CONTROL PROGRAM 

1.  The complete quality control program incorporates proper patient identification and preparation, specimen collection, identification, preservation, transportation and processing, and accurate result reporting.  This system must ensure optimum patient specimen and result integrity throughout the pre‑analytical, analytical and post‑analytical processes.  Opportunities for system improvement are identified (through the Monitoring & Evaluation System) and based on such evaluations, corrective plans are developed and implemented.

2.  BASIC GUIDELINES

2.1.   Quality control samples must be tested in the same manner as patient samples and should not be tested in duplicate unless patient samples are also tested in duplicate.

2.2.   Results of controls must be verified for acceptability, before reporting patient results.  The Section Supervisor or designee verifies control results daily and documented on the Specimen Master Log/QC form.

2.3.   Quality control samples must be run at more than one concentration when
available.  When a control is not available for a test system, an alternate means of testing accuracy must be implemented and performed at least every 6 months.

2.4.   For tests with numeric results, recovery ranges supplied by manufacturers of assayed controls must be verified and acceptable limits determined by the laboratory personnel for the specific equipment in use.

A.1.10. RULES FOR INTERPRETATION OF NUMERIC QUALITY CONTROL DATA:

1.  12S rule: One level of control is outside 2 Standard Deviations (SD) but within 3SD and the other control or control levels are within 2SD.  This indicates potential random or systematic error.  This rule is considered statistically normal once in 20 days or runs and should be considered a warning of a possible analytical problem. Just watch or investigate and reanalyze the control but do not reject the run.

2.  13S rule: One control is outside 3SD.  Stop; reject run; investigate and take
corrective action.  This indicates significant random error.  After corrective action is accomplished, repeat patient samples for that test that was performed concurrently with the control sample.  NOTE:  When using low, normal, and/or high abnormal level controls, if all patient values tested in the run are in the normal control range AND the control value for that level is also within 2SD, AND an abnormal control is >3SD, the run may still be accepted as long as no patient results are abnormal at level showing the outlying (>3SD) control.  This is a decision that must be made by the section 

supervisor or lab OIC when systematic error is not indicated upon review of previous runs.

3.  22S rule: Two consecutive control values are on the same side of the mean and exceed + 2SD. This indicates constant systematic error.  Reject the run and take corrective action.

4.  (2 of 3)2S rule: When there are 3 control levels per run, the 22S rule is modified to reject the run whenever 2 of the 3 controls exceed the same side of the mean + 2SD. This indicates constant systematic error.  Reject the run and take corrective action.

5.  R4S rule: Two consecutive control values are on opposite sides of the mean and exceed + 2SD.  This indicates random error or proportional systematic error.  Reject the run and take corrective action.

A.1.11. CALCULATION OF QC DATA FOR LONG TERM OVERSIGHT: 

1.  When a new control lot is instituted, a completely new set of data points, based upon a minimum of twenty (20) control values for each level (minimally four times each day for five days or five times each day for four days), will be collected using the new lot number. The collection process should occur prior to discontinuing the old lot number. This data will be used to calculate the mean and target standard deviation for the new lot number.  The SD’s and CV’s are monitored to detect significant variation in an instrument’s performance.

2.  Thereafter, compare the new month’s baseline mean against the previous month’s baseline mean:

2.1.   If the difference of the means is < + 1SD, the new calculated mean will not be used as the baseline mean so that relatively subtle, month to month shifts or trends may be more easily detected.

2.2.   If the difference of the means is > + 1SD, then there is indication of a systematic error.  In such a case, the control data from the previous month must be reviewed and investigated to determine the cause of the mean shift.  Upon resolution of the data points, a new month’s mean will be calculated for use as a baseline in the new month.

3.  In addition, compare the new month’s SD with the target SD:

3.1.  The new SD must be less than or equal to the target SD as a precaution against the development of a gradual, extremely slow, systematic shift or trend occurring over the span of several months, preferably using historical CV’s to calculate the new SD based on the new mean.

3.2.  The new SD cannot have doubled in comparison to the previous month’s SD. Such doubling would indicate a significant increase of random or systematic deviation.  On the other hand, one may have to recalculate the mean and SD using more data points if the initial control range appears too small.

A.1.12. CALIBRATION AND CALIBRATION VERIFICATION:

1.  Calibration is the process of testing and adjusting a test system to provide a known relationship between the response measurement and the value of a substance measured by the procedure.

2.  Calibration verification is the assaying of calibration materials or quality control samples in the same manner as patient samples to confirm that calibration of the test system has remained stable throughout the laboratory's reportable range.

3.   Criteria for determining the need for re-calibration (by performing calibration
 verification) include:

3.1. Complete changes of reagents, or

3.2. When indicated by quality control data, or

3.3. After major maintenance or service, and

3.4. At least every six months

A.1.13. METHODOLOGY COMPARISON:

1.  When different methodologies or instruments are used to perform the same test comparability of results throughout the clinically appropriate range will be performed at least every six months. 

2.  This comparison will be accomplished through the use of CAP proficiency testing results and/or patient samples. Comparison studies will be maintained in each section as required.

3.  Refer to NCCLS EP9-A Vol.15 No.17 (Method Comparison and Bias Estimation Using Patient Samples), Dec 1995 for further instructions.

A.1.14. SECTIONAL CQI PROGRAM RESPONSIBILITIES

1.  Chemistry Section
1.1. Daily performance of maintenance and quality control procedures. Adherence to rules 12S, 13S, 22S, (2 of 3)2S and R4S rules.

1.2. Monthly submission of QC folder for review by the Quality Improvement Coordinator and Lab OIC.

1.3. Reagent QC checks when new lot # of reagent is started (performed by testing QC samples).  Linearity studies performed upon placing a new instrument in service and when calibration verification fails to meet acceptable limits.  Instrument/test calibration performed and documented as directed by manufacturer.

1.4. Satisfactory participation in CAP survey program and/or other external survey programs (external peer review):

1.4.1. General Chemistry 

1.4.2. Cardiac Markers

1.4.3. Aqueous Blood Gas

1.4.4. Urine Chemistry (General)

1.4.5. Lung Maturity

1.4.6. Cerebrospinal Fluid Chemistry

1.4.7. AACC/CAP Serum Alcohol/Volatiles

1.4.8. Therapeutic Drug Monitoring (General)

1.4.9. Ligands (PSA)

1.4.10. AACC/CAP Urine Drug Testing (Screening)

1.4.11. Fetal Lung Maturity Survey

1.4.12. EXCEL Neonatal Bilirubin Module L14

1.5.      Cooperation and participation in Monitoring and Evaluation programs.

1.6.      Satisfactory inspections by JCAHO, CAP, and CLIP.

1.7.      Review and retrieval of outstanding reference lab results.

1.8.      Review of all lab results for incomplete or inaccurate results, analytical errors, clerical errors and critical values and the correction of any errors within 24 hours or the next regular duty shift.

1.9.      Documentation of unacceptable specimens and specimen rejections.

1.10. Adherence to NCCLS GP2‑A3 guidelines for preparation of SOPs.

2.   Hematology/Urinalysis Sections
2.1. Daily performance of maintenance and quality control procedures.  Adherence to QC rules 12S, 13S, (2 of 3)2S, and R4S for the Cell‑Dyn analyzers and QC rules 12S, 13S, and 22S for the coagulation instrument.  Documentation of calibration data.  The Hematology Section uses longitudinal process control with stabilized control material (3 levels) for controlling the Cell‑Dyn analyzers.  Moving averages of red cell indices are not used for QC purposes, due to performing less than 100 patients daily.  Results will not be released, if QC is not within acceptable limits.

2.2. Monthly submission of QC folder for review by the Quality Improvement Coordinator and Lab OIC.

2.3. Reagent QC checks when new lot # of reagent is started (performed by testing QC samples).  Method validation and linearity studies performed prior to placing a new instrument in service. Instrument/test calibration performed and documented as directed by manufacturer.

2.4. Satisfactory participation in CAP survey program (external peer review):

2.4.1.   Hematology Automated Differentials FH3 Series

2.4.2.   Limited Coagulation

2.4.3.   Immunology (Serum HCG, Qual)

2.4.4.   Reticulocyte Count

2.4.5.   Erythrocyte Sedimentation (ESR) Survey

2.4.6.   Sickle Cell Screening

2.4.7.   Clinical Microscopy

2.4.8.   Hemocytometer Fluid Count

2.5. Cooperation and participation in Monitoring and Evaluation programs.

2.6. Satisfactory inspections by JCAHO, CAP, and CLIP.

2.7. Review of all lab results for incomplete or inaccurate results, analytical errors, clerical errors, and critical values and the correction of any errors within 24 hours or the next regular duty shift.

2.8. Documentation of unacceptable specimens and specimen rejections.

2.9. Adherence to NCCLS GP2‑A3 guidelines for preparation of SOPs

3.   Blood Bank/Blood Donor Center Sections
3.1. Daily performance of maintenance and quality control procedures.   Results will not be released, if QC is not within stated guidelines.

3.2. Monthly submission of QC folder for review by Quality Improvement Coordinator and Lab OIC.

3.3. Reagent QC checks when new lot # of reagent is started.

3.4. Satisfactory participation in CAP survey program (external peer review):

3.4.1.   Comprehensive Transfusion Medicine

3.4.2.  Direct Antiglobulin Testing

3.4.3.  Fetal RBC Detection

3.5. Cooperation and participation in Monitoring and Evaluation programs.

3.6. Satisfactory inspections by JCAHO, CAP, CLIP, FDA, and AABB.

3.7. Review of all lab results for incomplete or inaccurate results, analytical errors, clerical errors, and critical values and the correction of any errors within 24 hours or the next regular duty shift.

3.8. Documentation of unacceptable specimens and specimen rejections.

3.9. Adherence to NCCLS GP2‑A3 guidelines for preparation of SOPs.

3.10. Participation and compliance with the AABB Quality Program standards.

4.   Microbiology/Serology Sections

4.1. Daily performance of maintenance and quality control procedures.  Adherence to NCCLS‑M22‑T guidelines for commercial media quality control procedures.  Results will not be released, if QC is not within stated guidelines.

4.2.       Monthly submission of QC folder for review by the Quality Improvement Coordinator and Lab OIC.

4.3.       Reagent and media QC checks when new lot  # is started.

4.4. Satisfactory participation in CAP survey program (external peer review)

4.4.1. Bacteriology Survey

4.4.2. Gram Stain

4.4.3. EXCEL Occult Blood XU9

4.4.4. EXCEL Infectious Mononucleosis XL2

4.4.5. EXCEL Rheumatoid Factor XL2

4.4.6. Semen Analysis

4.4.7. EXCEL Clinical Microscopy (Photomicrographs) XU4/XU8
4.4.8. Syphilis Serology
4.5. Cooperation and participation in Monitoring and Evaluation programs.

4.6. Satisfactory inspections by JCAHO, CAP, and CLIP.

4.7. Review of all lab results for incomplete or inaccurate results, analytical errors, clerical errors, and critical values and the correction of any errors within 24 hours or the next regular duty shift.  Microbiology CHCS generated work documents are reviewed, checked, and certified by two technologists/technicians as a means of detecting clerical errors.

4.8. Documentation of unacceptable specimens and specimen rejections.

4.9. Adherence to NCCLS GP2‑A3 guidelines for preparation of SOPs.

5.   Anatomic Pathology (Histology and Cytology)
5.1.       Daily performance of maintenance and quality control procedures.

5.2. Monthly submission of QC folder for review by the Quality Improvement Coordinator and Chief of Anatomic Pathology.

5.3.       Stain quality checks.

5.4. Cooperation and participation in Monitoring and Evaluation programs.  

5.5. Peer review: Peer review of cases will be conducted on an as needed basis. Peer review activity will be monitored on a monthly basis and reported at the departmental QI/PI monthly meeting.  Results will also be reported quarterly at the Pathology Working Group. Specific cases that will undergo peer review are outlined in the QI/PI Plan Anatomic Pathology SOP. 
5.6. Cytology:  All GYN cytology is currently referred to REFERENCE LABORATORY (BAMC).  Only non-GYN cytology is performed in this facility.  

5.7. Satisfactory participation in CAP survey program (external peer review)

5.7.1. Performance Improvement Program in Surgical Pathology

5.7.2. Interlab Comparison Program in Cervicovaginal Cytopath

5.7.3. Interlab Comparison Program in Non-Gynecologic Cytopath

5.8.       Satisfactory inspections by JCAHO, CAP, and CLIP.

5.9. Review of all lab results prior to release for incomplete or inaccurate results, or clerical errors and the correction of any errors within 24 hours or the next regular duty shift.

5.10. Documentation of unacceptable specimens and specimen rejections.

5.11. Adherence to NCCLS GP2‑A3 guidelines for preparation of SOPs.

A.1.15. CQI DOCUMENTS, MEETINGS, MONITORING & EVALUATION ACTIVITIES, ANNUAL QA ASSESSMENT

1. QUALITY ASSURANCE/RISK MANAGEMENT REPORTS (DA Form 4106), and patient complaints.

1.1. Hospital and laboratory personnel to document problems encountered with lab testing, service or personnel usually use these forms.

1.2. The Quality Improvement Coordinator is responsible for investigating the problem outlined on these forms and providing a response (if required) to either the Risk Management Coordinator for the Hospital or the Patient Assistance Officer.

1.3. 
Problems documented are reported in the department QI meeting minutes.

2.  QUALITY IMPROVEMENT MEETING

2.1.  This meeting will be held monthly for the purpose of addressing sectional or departmental CQI issues and following them through to resolution.

2.2.   The minutes from this meeting will provide a written account of CQI activities for the month.  These minutes will be written in conformance with JCAHO and YOUR HOSPITAL guidelines and will be submitted to the Hospital PI Coordinator. A copy will also be maintained in the pathology office.

2.3.    Chief, Pathology Services is responsible for reviewing the minutes prior to submission.

3.  STATEMENT OF SCOPE OF SERVICE

3.1.    This document outlines the mission/goal, responsibility, scope of services, access to care, important aspects of care and personnel staffing in Pathology Services. 

3.2.    The Quality Improvement Coordinator is responsible for preparing the Statement of Scope Service document and submitting it to the Hospital PI Coordinator during the first quarter of the calendar year.  A copy is maintained in the department CQI binder.

4.   MONITORING & EVALUATION ACTIVITIES (PERFORMANCE INDICATORS)

4.1. Section supervisors will choose QI/PI indicators in January each year using the Department of Pathology Performance Improvement Prioritization Grid. These are defined items that are monitored on a periodic basis and which provide a measure of the quality and appropriateness of patient care.  Indicators will be identified as "problem prone", "high volume" and/or "high risk".  These QI/PI indicators will include measures of preanalytic variables and postanalytic variables. Preanalytic variables will include anything in the process between initiation of a physician’s test request and commencement of the analytic phase of testing (e.g. accuracy of transmission of physicians’ orders, issues of specimen transport, requisition accuracy, quality of phlebotomy services, specimen acceptability rates, etc.). Postanalytic variables will include anything in the overall laboratory process between completion of the analytic phase of testing and results receipt by the requesting physician (e.g. concordance of different data sets in a given patient, reflexive testing, turnaround time from test completion to chart posting – paper and/or electronic, and interpretability and integration of reports in the medical record). Each section supervisor will choose at least one indicator per year and may be required to continue monitoring activities if a problem is identified.

4.2. When the monitor is completed (the section supervisor evaluates the data and decides if further monitoring is required.  Results of the monitors are used to determine necessary areas for performance improvement. Graphical tools (charts and graphs) will be used to communicate quality findings and simplify comparisons across times.

4.3. Completed evaluation forms are forwarded to the Quality Improvement Coordinator and OIC for review.  This data is reported in the department QI minutes.

5. ANNUAL QUALITY ASSURANCE ASSESSMENT

5.1. This Annual Quality Assurance Assessment follows the structure of the Pathology Service Quality Improvement Plan and summarizes those Quality Assurance activities that took place in each section during the calendar year.

5.2. Sectional Annual Quality Assurance Assessment will include:

5.2.1. Procedural Manual Review

5.2.2. Inspection, Registration and Certification

5.2.3. Personnel Competency Testing (PCT) Training Program

5.2.4. College of American Pathologists (CAP) Proficiency Testing (PT)

5.2.5. Quality Control

5.2.6. Peer Review

5.2.7. Error Variance Documentation

5.2.8. Self Assessment

5.2.9. Projected Quality Assurance Activities for the next calendar year.

5.2.10. Safety

5.2.11. Statistical Summary

5.2.12. System Validation

5.2.13. Overall Assessment

5.3. Supervisors are responsible for preparing the Annual Quality Assurance Assessment for their sections and submitting it to the CQI Coordinator during the first quarter of the calendar year.  Copies will be maintained in the department CQI binder with the results of monitoring and evaluation activities.

A.1.16. STANDARD OPERATING PROCEDURES:

1. SOP’s will be written according to the National Committee for Clinical Laboratory Standards (NCCLS) GP2-A3 guidelines without having to precisely copy it. Technical personnel or management develops the content of each SOP. The procedure manual or a copy must be present in the work area and available to all personnel on all shifts.

2. An index of all SOP’s will be maintained. The number of copies of each SOP will be controlled and monitored. The index should indicate the number of copies and location of each copy of a SOP.

3. All new policies and procedures, as well as substantial changes to existing documents will be reviewed and approved by the Laboratory Director or designee before implementation. 

4. The current Laboratory Director or his designee will review all Clinical Pathology, Anatomic Pathology, and Blood Bank SOP’s annually. 

5. If there is a change in directorship, the new director will review all SOPs to ensure that laboratory procedures are well documented and undergo at least annual review.

6. Substantial changes to existing SOPs will be written in the SOP Change control and approved by the Quality Assurance technologist, the Lab Officer in charge, and the Laboratory Director.  SOP changes are communicated with all the laboratory personnel via electronic mail on the hospital computer system, CHCS.

7. As part of the initial employee orientation, all personnel will read administrative, safety and sectional SOP’s and sign and date upon completion signifying that the SOP’s were understood in relation to their job assignment.

8. Initial date of use is the date when the SOP is first placed in service and is indicated by the date initially signed by the approving authority (Laboratory Director or designee). 

9. When a SOP is no longer in use, it should be retired and maintained in a file for at least two years except Blood Bank SOP’s, which must be maintained for at least five years. The retirement date and the initials of the tech discontinuing the procedure must be clearly annotated on the retired SOP.

A.1.17. IMPLEMENTATION OF NEW POLICIES & PROCEDURES:

1.  All newly introduced testing products and instrumentation must be verified by “cross-over” studies (as well as other applicable means of comparison) with the product or instrument in use prior to being used for patient testing. See Verification and Validation Guidelines of newly introduced testing products and instrumentation.

2.  While some tests, both manual and automated, produce qualitative results, others provide quantitative or numeric results that may vary depending upon the methodology used. The new product/instrument must have written documentation that the following aspects of the testing mechanism have been established:

2.1.   Analytic accuracy and precision

2.2.   Analytic sensitivity and specificity

2.3.   Reportable range of patient test results

2.4.   Reference ranges or normal values

3.  If a test methodology is changed so that the results or interpretation of results is significantly different from the test in use, the change must be explained to clients (physicians and other health care providers) via the YOUR HOSPITAL computer system, CHCS, or memorandum, etc. A list of current test methods and specifications is available to clients upon request.

4.  Implementation of new or revised Standard Operating Procedures is accomplished by the following steps:

4.1. The CQI, OIC, and Chief of Pathology will review and sign the new procedure.

4.2. All personnel involved with the test procedure(s) will be:

4.2.1.    Notified that there is a new or revised procedure.

4.2.2.    Briefed on any significant testing modifications.

4.2.3.    Required to read the new SOP.

4.2.4.    Trained in any area required to successfully perform the test.

A.1.18. MATERIAL SAFETY DATA SHEETS (MSDS):

Material Safety Data Sheets for all reagents/materials will be procured from the
manufacturer and available in all sections and Outlying Clinic Laboratories (if applicable). It is a requirement that all personnel read the MSDS for the section that they are assigned and that all shift workers read the MSDS from each clinical pathology section. These sheets give important information concerning reagent or chemical hazards and steps that may be taken to prevent and/or treat related injuries.

A.1.19. TEMPERATURE DEPENDENT EQUIPMENT/THERMOMETERS:

TEMPERATURE DEPENDENT EQUIPMENT/THERMOMETERS

Temperature dependent equipment must be maintained within specific ranges in order to ensure reagents/supplies; QC materials, standards and patient samples are stored in a manner that does not compromise viability or quality. Temperature checks must be made daily. If ranges are exceeded, an evaluation of the contents for adverse effects should be performed and corrective actions taken if necessary.

1.  REFRIGERATORS:  Acceptable range is 2‑10 ºC for all areas except blood storage.  Blood storage will be maintained at 1‑6ºC.

2.   FREEZERS:  Acceptable range is less than –10 ºC, except FFP, cryoprecipitate and Johnson & Johnson Vitros chemistry analyzer frozen products which must be maintained at less than ‑18ºC.

3.  INCUBATORS:  Acceptable range is 35‑38 ºC except the incubator used for Campylobacter that is maintained at 38‑42 ºC.

4.  HEATING BLOCKS/WATER BATHS: Acceptable range is dependent on the type of testing being performed. Refer to the specific sectional SOP for acceptable range.

5.  ROOM TEMPERATURE: Acceptable range is 20-24 ºC.

6.  NON-CERTIFIED THERMOMETERS: must be checked against an NBS thermometer prior to being placed into service.

A.1.20. TRAINING & CONTINUING EDUCATION:

The continuing education program is composed of orientation, on the job training (OJT), 
in‑service education, competency evaluation, equipment manufacturer's training and lab conferences and seminars.

1. ORIENTATION

     All new personnel will participate in an orientation program. See the Laboratory Personnel Training Program SOP for specific guidelines.  All new personnel should sign a SOP review form upon complete understanding in the following areas:

1.1. Pathology Service SOPs on QI, Safety, Occupational Health and Fire Prevention, Exposure Control Plan and Hazardous Waste Disposal

1.2. Sectional SOPs (of section(s) to which assigned)

1.3. Job Standards of Performance

2. ON THE JOB TRAINING

Each section has an OJT document that each new or transferring permanent personnel will sign upon completion.  These documents will be maintained in the Lab NCOIC's office.  These documents will include checklists for the following areas:

2.1. QC requirements

2.2. Procedural and instrumentation requirements

2.3. Reference Ranges and critical values

2.4. Specific problems encountered during training

3. IN-SERVICE EDUCATION/IN-HOUSE SGT’S TIME TRAINING

All personnel are expected to make a maximum effort to attend each in- service or training session.  Regular in-services are held monthly for laboratory staff and dispensary personnel. Guidelines include the following:

3.1. Attendance is mandatory for all who are not required by the supervisor to remain at the bench.

3.2. Handouts of the program are desirable in order to make information available to those unable to attend.

3.3. The Quality Improvement Coordinator or NCOIC will plan the training schedule. Schedules will be distributed to all sections for posting and to Outlying Clinic Laboratory staff and military technicians.

3.4. Each speaker will provide the Quality Improvement Coordinator or NCOIC with an outline and training objectives for the inservice no later than one week prior to the class.

3.5. The Quality Improvement Coordinator or NCOIC will maintain the record of attendance for each program. 

4.  LABORATORY TEACHING AIDES

Unusual or infrequently encountered lab specimens, slides, or microscopic findings may be used for impromptu instructional sessions.  These “teachable moments” may serve as ways to allow the lab testing personnel to develop a broader knowledge base and more experience.

5.  COMPETENCY EVALUATION OF STAFF

      Technical staff performing laboratory testing must be qualified to do so.  Evidence of current and continuing competence will be evaluated by the OIC according to the Competency SOP.  Competency folders will be maintained by the NCOIC.  See the Laboratory Competency Program SOP for specific guidelines.

6.  EQUIPMENT MANUFACTURER’S TRAINING

Whenever new lab equipment or instruments are purchased and installed, the manufacturer usually provides "hands‑on" training for one or two lab personnel. This training may be done in this facility or at one of the manufacturer’s locations.  It is the responsibility of the Lab OIC or Section Supervisor to make the choice of which tech/techs will receive this training. After the completion of their training, these techs will then train other lab personnel. Reagent or equipment manufacturers occasionally offer other seminars. Depending on training funds, maximum use of these seminars is encouraged. The choice of who will attend is the decision of the Lab OIC.

7.   LABORATORY CONFERENCES

A lab conference sponsored by the Army Medical Department is usually held annually.  Lab OIC will decide on who will attend.  Other lab-oriented seminars will be available for staff members dependent on availability of funds.  Personnel are also encouraged to attend at their own expense if funds are not available.

A.1.21. PROFICIENCY TESTING (CAP SURVEYS, etc.);

1. CAP SURVEYS will be conducted three times a year for each analyte being tested. The purpose of these surveys is to help identify methodology problems, which may exist but have not been identified in the internal quality control program. Therefore, it is essential that survey samples be treated as routine patient specimens. Survey samples should never be repeated, for example, unless it is necessary to repeat the entire run or batch due to QC or instrumentation problems. Survey samples should only be tested in duplicate in those procedures where all patients are tested in duplicate.

2. It is the responsibility of the Lab OIC and Quality Improvement Coordinator to order the appropriate proficiency testing modules for each testing site through the Office of Clinical Laboratory Affairs.

3. Survey will be received in the main laboratory and the laboratory Quality Improvement Coordinator checks the survey for type, annotates date received and then forwards it to the section or sections involved.

4. Personnel performing the survey must read and follow the survey instructions carefully. Survey materials must be performed in a timely manner, prior to the suspense date stated on the survey instruction form. All information required on the survey forms must be completed. The current methodology and instrumentation in use must be checked and updated if necessary.

5. All efforts will be made to involve all personnel in the testing of these specimens. Participation in proficiency testing surveys will be documented. Records of participation may also be used in the employee’s competency files.

6. Once testing is completed, the section supervisor is responsible for submitting the survey results to the laboratory Quality Improvement Coordinator for review, mailing, and filing. 

7. The laboratory Quality Improvement Coordinator will review the returned results and document any and all unacceptable results using the survey review form. It is then forwarded to the section supervisor for review and explanation of any discrepancies in addition to corrective action taken. Then, it will be forwarded to the lab OIC for review, signature, comments, and then forwarded back to the Lab Quality Improvement Coordinator for filing. 

8. “Unsatisfactory Performance” means failure to attain minimum satisfactory score for an analyte. Perform investigation to determine origin of error and document all corrective actions taken. 

8.1.   Examine survey report for discrepancies/clerical error.

8.2.   Review method history (QC, maintenance, and reagent lot number).

8.3.   Review previous survey problems.

8.4.   Consult manufacturer.

8.5.   Reassay survey samples.

8.6.   Recalibrate.

8.7.   Perform linearity study.

8.8.   Investigate survey material problem (handling, reconstitution, storage, analysis sequence, and matrix effects).

9.  “Unsuccessful Performance” means 2 consecutive unsatisfactory performance, or 2 of 3 unsatisfactory performance.

9.1.   Stop testing.

9.2.   Initiate corrective action(s).

9.2.1.   Prove accuracy and precision of method (recalibration, procedural update, survey material, handling and processing).

9.2.2.   Retraining

10.2.3. New Method/Instrument

9.3.   Evaluate corrective action(s).

9.4.   Request approval to resume testing.

9.4.1.   Medical Directors approval (2 of 2 or 2 of 3 unsatisfactory performance)

 
9.4.2.   RMC approval (2 of 2 or 2 of 3 unsatisfactory performance)

9.4.3.   MEDCOM Approval (3 of 3 or 3 of 4 unsatisfactory performance)

10.  The laboratory Quality Improvement Coordinator will maintain the yearly CAP survey manual, which describes overall instructions.

11. Split testing for tests with no commercial surveys available will be performed at least every six months. 

12. The section supervisor will determine the applicable tests and assign at least two technologists/technicians to independently perform testing on patient samples, record results on worksheet, and compare the data for acceptability. As an alternative, the supervisor can arrange for split testing of samples by another lab that employs the same instrumentation or methodology as is in use in this laboratory.

13. All discrepancies or problems will be resolved/corrected by the section supervisor prior to forwarding results to lab Quality Improvement Coordinator and OIC for final review.

14. Completed worksheets will be maintained in the lab Quality Improvement Coordinator’s office with the other proficiency testing results.

A.1.22.  REPORTING AND REVIEWING RESULTS:

1. All lab personnel are expected to double check his or her own results, log entries, and lab requests for clerical errors and legibility prior to signing or initialing the results to be released or entering results into the computer.

      2.   Section Supervisor (or designee) is responsible for reviewing all laboratory 

results using the SLG (Specimen Master Log) menu of CHCS. The person performing the supervisory review initials the Specimen Master Log Quality Assurance Form each day of review. Reports that are released with incomplete or inaccurate results, clerical or other errors must be corrected or “amended” using the AMR (Amended Report) menu of CHCS. The Section Supervisor (or designee) will review test performed during evenings, nights and on weekends or holidays at the start of his/her next regular duty shift. Amended reports should include a comment regarding notification of physician or ward/clinic personnel of the correction. Refer to Patient Result Review for specific details.

A.1.23. ERROR AND VARIANCE DOCUMENTATION:

1. Deviations are integral part of the Quality Plan and constitute less serious mistakes or deviations from standard procedures. Each section maintains a log of deviations. Many variances may be mistakes made by personnel outside the lab such as transport personnel, phlebotomist, or nursing personnel. All of these incidents are documented and investigated.

2. In the event that Quality Control (or any SOP) is not performed, inappropriate, or otherwise deviates from the specific SOP, Section Supervisor, NCOIC or designees will notify the personnel involved in the testing by using the Quality Control Variance Form.

3. A Quality Control Variance Form (see Attachment 1) must be used to document deviations from the Standard Operating Procedures. The Section Supervisor or designee should verify that the specific SOP for the test details corrective action to be taken. These occurrences may include the following: failure to record QC (temperatures, etc.) lack of appropriate action for controls that are “out of range” (such as repeats, calibration, and others), as well as any other quality assurance issue which may affect patient testing and care.

4. The Section Supervisor and the Quality Assurance Technologist will identify recurring system or training problems and to develop an action plan to eliminate them review all deviations at least monthly. 

5. The Laboratory Medical Director must be notified for any Quality Assurance issue that may affect patient testing and care.

6. All deviations and complaints are reviewed as part of the Monthly Pathology QI/PI Meeting. Significant incidents that affect other departments in the hospital are forwarded to the YOUR HOSPITAL Risk Management office for further review and/or investigation.                                                                                                                                                              

A.1.24. EVALUATION OF INCIDENT AND ACCIDENT REPORTS:

1.  The Quality Improvement Coordinator, Lab OIC and Chief, Department of Pathology will evaluate all incident and accident reports within 2 days of occurrence.  A copy of all accident reports will be forwarded to the YOUR HOSPITAL’s Safety Office.

2.  Recommendations for follow‑up actions to prevent recurrence will be implemented immediately and will be monitored for compliance.

3.  Any incident or accident reports will be followed in the departmental QI meeting minutes.

4.  All Blood Bank errors and accidents related to transfusions or blood products will be documented according to the YOUR HOSPITAL Blood Bank Quality Program SOP and FDA guidelines.  See the aforementioned SOP for specific details.

A.1.25. RETENTION OF RECORDS/SPECIMENS/SLIDES:

1.  Clinical Pathology reports and QC records are kept for 2 years except Blood Bank records.  Refer to the current AABB Technical Manual for specific retention requirements.  Results of CAP surveys will be maintained for 5 years.  Clinical Pathology specimens and slides will be kept for seven days (when feasible).  Serum and body fluids must be retained for at least 24 hours.

2.  Surgical pathology reports and slides are kept for at least 10 years.  Paraffin blocks are kept for at least five years.  Positive or suspicious pap smears are maintained for at least 20 years and negative or unusual slides are kept at least 5 years.

3.  The Medical Maintenance Department retains instrument maintenance records for the life of the instrument.

A.1.26. REFERENCE LABORATORIES:

1.  Reference Laboratories must be CAP accredited and meet CLIA‑88 (CLIP) standards for high complexity testing, including testing referred for cytology and histopathology. Quality of test results and turnaround times from reference laboratories will be monitored. Significant problems will be discussed at the Pathology Monthly QI/PI meeting.

2.  The Laboratory Director, in consultation with YOUR HOSPITAL Medical Staff will be responsible for selecting the reference laboratories utilized by this facility.

3.  The name and address of the laboratory actually performing the test will be included on the chartable report. 
4.  All essential results or information provided by the reference laboratory will be included on the chartable report ensuring that no alterations made that could affect clinical interpretation. 
5.  The original or exact copy of the reference laboratory reports will be retained for at least 2 years. 
A.1.27. YOUR HOSPITAL’S QUALITY IMPROVEMENT (PERFORMANCE IMPROVEMENT) COMMITTEES:

1.    Executive Committee of the Professional Staff (ECOPS)

2. Medical Records Committee

3.    Environment of Care Committee

4.   Autopsy and Tissue Review Committee

5.   Transfusion Review Committee

6.   Risk Management Committee 

7.   Pathology Working Group Committee

A.1.28. PATHOLOGY WORKING GROUP: INTER-DEPT. PERFORMANCE IMPROVEMENT:

1.  The Pathology Working group meets quarterly and is a committee that is composed of the Lab OIC, and a representative from major services within YOUR HOSPITAL which include: Acute Care, Family Practice Clinic, Health Care Management Branch, Internal Medicine, Nursing, OB/GYN, Outlying Clinics, Pediatrics, and Surgery. The Chief of Pathology chairs the committee.

2.  The committee is responsible for:

2.1.   Providing a means of regular communication between Pathology Service and its major “customers” re: changes in laboratory testing, instrumentation, and regulatory guidelines.

2.2.  Ensuring that laboratory information and recommendations that affect patient care are known and appropriately channeled to health care providers and personnel in each service. 

2.3. Recommending and monitoring actions necessary to improve the utilization management of resources, availability, timeliness, and efficiency of laboratory services provided.

3.  Pathology Working Group Sub-committees:

3.1. Transfusion Review Committee - See the Guidelines for Transfusion Review SOP.

3.2.    Autopsy & Tissue Committee - See the Autopsy & Tissue Review SOP.

A.1.29. OUTLYING CLINIC LABORATORIES CQI PROGRAM RESPONSIBILITIES (IF APPLICABLE):

1.  Daily performance of maintenance and quality control.  Results will not be released if QC is not within stated guidelines.

2.  QC will be entered in appropriate CHCS files.  For those clinics in which a CLIP level supervisor is not available on site, the Outlying Clinic Lab OIC or designee will electronically verify the daily quality control in CHCS.

3.  Reagent and QC checks when a new lot # is started.

4.  Satisfactory participation in CAP survey program (external peer review):  EXCEL Survey Series appropriate for the level of testing at the dispensary.

5.  Satisfactory performance on command inspections and staff assistance visits by the YOUR HOSPITAL Outlying clinic OIC or NCOIC, Lab OIC and Lab Director.  Satisfactory performance during JCAHO inspections. 

6.  Review of all lab results (using the SLG menu option in CHCS) for incomplete or inaccurate results, analytical, clerical errors, and critical values and the correction of any errors within 24 hours or the next regular duty shift.

7.  Competency of all staff will be assessed by Chief, Outlying Clinic Lab Services and/or lab supervisor/NCOIC initially, six months later, and annually thereafter.

8.  Review of all tests sent to YOUR HOSPITAL Lab for outstanding or missing results.

9.  Attendance at YOUR HOSPITAL Lab in-services for dispensary personnel held monthly.

10.  Cooperation and participation in Monitoring and Evaluation programs.

A.1.30.  POINT OF CARE TESTING SITES OUTSIDE THE CENTRAL LAB:

1.  Adequate and specific training must be performed and documented.  A current list of authorized testing personnel will be maintained in each area.  The YOUR HOSPITAL Lab POCT Training Coordinator will evaluate competency initially, six months later, and annually thereafter. .

2.  Written policies and procedures are readily available and address specimen collection, specimen preservation, instrument calibration, quality control and remedial action, equipment performance evaluation, and test performance.

3.  Quality control checks are conducted and documented by ward/clinic personnel on each procedure each day the procedure is performed, and identified problems are resolved and documented.

4.  Maintenance must be performed and documented by ward/clinic personnel on each day of use or as outlined in the SOP.

5.  Satisfactory performance during inspections by Laboratory Quality Improvement Coordinator/OIC and during JCAHO inspections.

6.  Satisfactory participation in CAP EXCEL survey program or other external unknown testing program.

A.1.31. EXTERNAL ACCREDITATION INSPECTIONS:

These include CAP, FDA, AABB, and JCAHO.  As these are performed and comments are received, Chief, Pathology Services, OIC and Quality Improvement Coordinator will address each item with regard to significance of the problem and resolution.  A summary will be provided to the Hospital CQI committee.

A.1.32. APPENDICES:

1. SOP Validation and SOP Change Control

     2.   SOP Approval
3.    Attachment 1 – Master Specimen Log & QC Review Form

4.    Attachment 2 – Quality Control Review (Section Supervisor)

5.    Attachment 3 – Performance Improvement Indicator Form

6.    Attachment 4 - Performance Improvement Indicator Summary

7.    Attachment 5 - Quality Control Review Summary

8.    Attachment 6 – Proficiency Survey Review Worksheet

9.    Attachment 7 – MEDCOM Test Form 731-R

10.  Attachment 8 – Outlying Clinic Shipping Document

11.  Attachment 9 – Verification and Validation Guidelines

12.  Attachment 10 – Performance Improvement Prioritization Grid

13.  Attachment 11 – CAP Participation Report

14.  Attachment 12 – Continuing Education Attendance Roster

15.  Attachment 13 – Split Testing Proficiency Worksheet

16.  Attachment 14 – Quality Control Variance Forms
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Comments:



	SOP accomplishes purpose:            yes / no
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