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PURPOSE: To establish a Quality Management Program (QMP) designed to continually evaluate the quality of clinical services throughout the Laboratory Service for the New York Westchester Square Medical Center. Its goal is to establish a continuing process whereby the laboratory ensures and pursues quality improvement activities and maintains compliance with applicable laws, regulations, and facility policies. The goals of the Quality Management Plan:

1. Assure accuracy of results.

2. Prevent or significantly decrease errors.
3. To pursue opportunities for improvement.
4. Foster productivity and reduce operating cost.

5. To objectively monitor quality and appropriateness of lab services.

POLICY: The Laboratory Service at New York Westchester Square Medical Center is committed to maintain and meet or exceed the regulatory requirements and quality standards set forth by the Food and Drug Administration (FDA), American Association of Blood Banks (AABB), New York State Department of Health (NYSDOH, College of American Pathologists (CAP), Clinical Laboratory Improvement Amendment of 1988 (CLIA 1998), and The Joint Commission (TJC).

SCOPE: New York Westchester Square Medical Center Laboratory Service maintains a Quality Management Program that ensures the highest standards of laboratory testing to support this medical center for patient care and education; that meets or exceeds requirements set forth by all regulatory agencies. The Quality Management Program is a dynamic quality assurance process, providing a means to monitor all clinical and anatomical laboratory systems including inpatient, outpatient, point of care testing, and reference lab testing and ensure a safe and adequate blood supply. The QMP is expected to grow and change to meet the needs of the medical center.

1. The Laboratory Service Quality Management Program strives to develop the highest quality processes, products, services and personnel. Elements of the Quality Plan will be used to:

a. Implement effective processes and system controls to ensure the highest possible product quality, service quality and patient safety. The patient safety goals as developed by the FDA, NYSDOH, CAP AABB and TJC are integrated into our processes and procedures.

b. Detect and, most importantly, strive to prevent errors in laboratory practice.

c. Reduce process variations that can cause errors.

d. Improve the efficiency of processes without sacrificing quality or safety.

e. Respond to customer needs for timely, accurate services and products.

f. Develop and maintain competent staff.

g. Comply with all applicable regulations and accreditation standards.

2. The highest standards are maintained through continuous self-monitoring of each of these components, customer feedback, and appropriate modifications to the Quality Management Program, as necessary.

3. New York Westchester Square Medical Center is a Level II, 911 receiving hospital that provides services to the Bronx and surrounding urban, as well as suburban, New York City area. The scope of operations for NYWSMC Laboratory Service include the following disciplines:

a. Anatomic Pathology (Autopsy Pathology, Surgical Pathology, Cytopathology)

b. Transfusion Service

c. Chemistry, Special Chemistry, Blood Gases, Hematology, Coagulation, Toxicology, Urinalysis.

d. Microbiology  (Bacteriology, Mycology, Mycobacteriology, Parasitology,)

e. Serology 

f. Ancillary Testing (Point of Care Testing)

g. Send Out Testing (processing, shipping and result reporting for tests not performed on site).

4. The QMP is a detailed and organized plan of how Laboratory Service intends to follow recognized principles of quality assurance and good manufacturing practices through continuous monitoring and evaluation needed for a laboratory to function effectively and properly.

QUALITY SYSTEM - ORGANIZANTION (Quality Leadership):

1. The Director of Laboratory Service is a licensed doctor of Medicine or osteopathy with certification in both clinical and anatomical pathology and possesses qualification expertise per CLIA 88, CAP, 42CFR 493.1449. The physician is responsible for the following:

a. Serves as the responsible head for Laboratory Service.

b. Responsible for the overall operation of the laboratory, including the employment of personnel who are competent to perform test procedures, record and report test results promptly, accurately and proficiently, and for assuring compliance with the applicable regulations.

c. Is responsible and accountable for all professional and technical activities within the laboratory service.

d. Reviews and approves the Quality Management Program annually, as well as ongoing changes.

e. Monitoring and evaluating the quality and appropriateness of anatomical and clinical pathology services provided. Ensuring participation in performance improvement activities, including monitoring and evaluation professional performance of all pathologists and technical staff.

f. Ensuring that the quality control and quality assessment programs are established and maintained to assure the quality of laboratory services provided and to identify failures in quality as they occur and their corrective action(s).

g. Approving all Laboratory Service policies and procedures.

h. Providing consultation to other clinical providers regarding appropriateness of laboratory test and transfusion practices.

i. Serving as the responsible head for Transfusion Service operations and assuring compliance with the FDA, AABB, NYSDOH and other accrediting agencies requirements.

j. Having the authority to establish or make changes to Laboratory Service’s quality system.

k. Providing general oversight for the Transfusion Service practice throughout the facility.   

2. The Administrative Director Laboratory Service assists the Director Laboratory Service with the implementation of all administrative and work processes including:

a. Responsible for the overall operation and administration of the laboratory, including the employment of personnel who are competent to perform test procedures, record and report test results promptly, accurately and proficiently, and for assuring compliance with the applicable regulations.

b. Human resource functions such as administering disciplinary action and maintaining position descriptions, performance evaluations, etc.

c. General lab staffing levels, lab budget planning, and foresight.

d. Personnel selection providing for sufficient and adequate staffing.

e. Promoting and supporting continuous quality improvements activities by monitoring standard of performance, QC, and QI including test transferred to outside (reference) labs.

f. Assisting in the development and maintenance of the Quality Management Program.

g. Interpretation, correlation and communication of laboratory data.

h. Interaction with physicians and / or medical staff, patients, administration, accreditation, regulatory agencies.

i. Coordinates ordering, storage, and organization of supplies 

j. Coordinating of billing and reconciles invoices from laboratory service.

k. Designated and acts as COTR for various contracts for laboratory service.

l. Maintaining all regulatory activities current.

m. Receives all NYSDOH, CAP and other proficiency testing materials and allocates them to appropriate laboratory.

n. Serves as a liaison with employee unions.

3. Staff Pathologist is a licensed doctor of medicine, osteopathy, with certification in both clinical and anatomical pathology and possess qualification expertise per CLIA 88, CAP, 42CFR 493.1449. Demonstrates competent diagnostic skills in anatomic pathology. Duties will include, such as the signing out of surgical pathology, cytology and autopsy cases, and some involvement in the clinical laboratory.

4. Section Supervisors (technical and general) are qualified per CLIA’88/CAP and oversees the activities of their respective section(s). The supervisor must set the goals of performance and ensure compliance with these expectations. The supervisor is the technical resource person who adjusts to the day-to-day changes. The supervisor assumes primary responsibility for the following, but may designate a lead tech to perform them as well:

a. Oversight of day-to-day operations (including staffing levels, schedules, workload, QC and follow-up when unacceptable, equipment, consumables, supplies, budget, physical conditions, etc).

b. Assists in the oversight of regulatory requirements.

c. Assists in the oversight of personnel performing and reporting test results (including input into selection, training, competency assessments, discipline and performance issues).

d. Reviews of self-assessments and on-going monitors.

e. Assists in the development, implementation and maintenance of their section’s Standard operational procedure manuals.

f. Interaction and communication with rest of hospital staff regarding changes in practice, etc.

g. Assists in the development and maintenance of the Quality Management System.

h. Reviews and approve of Quality Management System and on-going changes to the Quality Program before submission to Laboratory Director and Administrative Director, Laboratory Service.

i. Assists in preparation and review of assessments and on-going monitors.

j. Has authority to recommend corrective action and to stop activities when appropriate, to prevent adverse events.

k. Regularly meets with the Director, Laboratory Service and Administrative Director to review and update policies and procedures, and to monitor quality data and determine appropriate follow-up.

l. Has authority to recommend corrective action and to stop activities when appropriate.

m. Ensures that staff has the appropriate resources available to perform their duties.

n. Coordinates ordering, storage, and organization of supplies. Is responsible for following-up on back orders.

o. Ensures that all proficiency testing samples (PT) conducted in the same manner as patients and that all PT failures are identified, investigated, corrected, and documented.

p. Responsible for establishing a system for identifying, correcting, and documenting internal and external departmental problems.

q. Documents problem solving methods and preventative actions taken.

r. Assists in the implementation and maintains a comprehensive employee orientation, training, and competency program. Assist in annual employee performance evaluations.

s. Solves quality assurance problems with their expertise.

t. Reviews maintenance and preventive maintenance records and communicate issues with laboratory and administrative directors.

u. Reviews various reports and other laboratory-generated tools to assure that problems are handled appropriately.

v. Implements and assures that established policies and procedures are being followed.

w. Assists in communicating and resolving any issue that arise between shifts.

5. Technologist / Technician:

a. Can perform the same testing, but a technician must be “supervised” or have their work reviewed during the following shift. They are responsible for immediate review of all QC results and appropriate follow-up action prior to the release of patient results.

b. Technologist may additionally assist in writing standard operational procedures; work unsupervised, and consults with patient care providers.

c. Ensure that all daily quality control is within expected ranges before proceeding with patient samples. Communicate any unresolved issues to team leader or supervisor.

d. Perform other functions as described in their position description.

e. Responsible for adding on telephoned and written additional test requests and handling consults correctly as soon as they are received.

6. Officer manager / medical secretary / accessioning clerks provide clerical support reports, transcription, filing pathology slides and specimen blocks, accessioning specimen and assist in the when necessary in the general laboratory.

PERSONNEL:

New York Westchester Square Medical Center Laboratory Service employs individuals qualified by education and experience who are provided with adequate training to perform all assigned tasks and who are assessed periodically for on-going competence.

1. Personnel Selection:

a. There are appropriate and defined qualifications for each job type.

b. Criteria based position descriptions are written and maintained for each position.

c. Candidates must meet the qualifications defined in the job description, as described in applicable regulations.

d. Candidates must provide documentation of education, training and experience relevant to the position for which they are being considered.

2. Orientation and Training of New Employees:

a. New employees are provided orientation to the facility, to the laboratory service and to the specific section in which they will be assigned.

b. General training is provided in the areas of safety, infection control, information security and technology and personnel-related issues.

c. Job-specific training based on type and complexity is provided in the performance of all assigned duties.

d. Training is considered complete when the employee demonstrates sufficient knowledge and skill to perform all assigned tasks.

e. Job-specific training is documented in a standardized format established and the documentation is maintained in Laboratory Service employee files.
f. Retraining is initiated when a need is identified through periodic competency assessment or other performance indicators.

3. Competency Assessment:

a. Competency assessment is designed to look at all phases of the employee’s assigned tasks including problem-solving skills. The process is accomplished in a variety of ways including but not limited to direct observation, written assessment, review of records and results, and/or the use of internal / external proficiency testing samples.

b. Competency is assessed as part of the job-specific training process.

c. Competency assessment is performed after the first 6 months for new employees and annually thereafter.

d. Documentation of competency is recorded and maintained in the Laboratory Service personnel files.

e. Supervisory review of valid customer complaints, error / accident reports and / or unsatisfactory performance during competency assessment will initiate retraining and / or reassessment of competency as appropriate.

f. Competency for specific other skills necessary to perform one’s job (such as use of the computer, E-Mail, Safety and Infection control, etc.) will be assessed.

4. Performance Appraisal:

a. Performance appraisal standards are based on job accountability, pre-defined performance standards and performance on competency assessment tasks.

b. The performance appraisal standards include the critical elements of lab procedures, customer service, and professional environment.

c. Performance appraisals are completed with a probationary period for new employees and annually thereafter.

d. Documentation is recorded in a standardized format as required by Human Resources and maintained in the employee’s official personnel folder.

5. Continuing Education and Staff Development:

a. Continuing education is encouraged and, to the extent possible, made available to all employees.

b. Staff development is provided to meet the changing needs of the laboratory, regulatory and accreditation requirements and, where possible, individual interests and career goals.

c. Training / education is mandated prior to beginning or changing a process or procedure.

6. Trainer Qualification:
Selected individuals who meet predetermined qualifications, based on education and / or experience related to specific tasks may function as trainers.

   EQUIPMENT:

1. Selection:

a. The director and administrative director will determine the equipment specifications and functionality required based on patient care needs.

b. Prospective equipment may be tested, evaluated, or demonstrated to aid in the selection process prior to its’ purchase.

c. The Administrative Director and supervisor(s) will assist in the preparation of equipment requests for purchasing

2. Acquisition:

Material Management and Finance in conjunction with Administration have the authority to enter into agreements or contractual commitments to prospective contractors and manufacturers.  
3. Equipment Qualification:

a. The Laboratory Service will assure that each new piece of equipment will be properly installed (installation qualification) by qualified personnel, meets expected performance standards (operational qualification) and maintains a program of calibration, preventive maintenance, validation, and quality control appropriate for each type of equipment to verify that its performance (performance qualification) is suitable for the intended application

b.  Refer to individual standard operational procedures for detailed instructions, maintenance logs and records. 

c. All equipment is assessed prior to being placed into service, during use at defined intervals and after major repairs.

d. Transfusion Service - equipment-in-use logs and lists of critical supplies are maintained.

4. Identification:


Each piece of equipment will be uniquely identified.

5. Validation:

a. All new equipment will be tested to document that the equipment meets the manufacturers published performance standards.

b. After repairs, an abbreviated validation must be performed prior to resuming patient testing.
6. Calibration:

a. Calibration will be performed periodically on all measuring devices as defined in individual procedures.

b. Calibration is performed according to procedures defined by the manufacturer, regulations, requirements, and accreditation standards.

c. Calibration documentation is maintained, including equipment identification, dates, calibration results and actions taken/equipment disposition.

7. Preventative Maintenance:

a. Laboratory equipment will have periodic inspections or preventive maintenance (PM) if necessary based on documented standards at intervals not to exceed one year.

b. Preventive maintenance is performed as defined in individual SOP’s, on each type of equipment based on the manufacturer’s recommendations, regulatory requirements, accreditation standards and internal requirements.

c. Preventive maintenance documentation is maintained, including equipment identification, dates, preventive maintenance preformed and actions taken / equipment disposition. This will be documented in a maintenance data based inventory.
8. Service and Repair:

a. The laboratory technical staff, Bio Medical Engineering and / or the manufacturer perform repairs.

b. Requests for repair of equipment will be made through Bio-Medical Service will then initiate and approve the request for any repairs from outside sources.

c. The Laboratory and Bio-Medical Engineering Services shall maintain all information pertaining to equipment repairs.
9. Files and Records:

All equipment work orders will be documented and kept on file in the Laboratory Service and Biomedical Engineering.

SUPPLIER ISSUES (Purchasing and Inventory):

1. The Laboratory Service and Materials Management work together to maintain a system that assures that suppliers of equipment, supplies and services that have a critical impact on product and service quality and safety, meet predetermined specifications. 

2. Contracts are reviewed in accordance with the medical center policy. The approved list of vendors is based upon evaluation of their qualifications and performance.

3. Contracts and agreements with the vendors for components, products and services are reviewed to assure that each party’s expectations are defined and agreed upon.

4. Contracts are maintained with Reference Laboratories for testing not performed on site.

5. The Administrative Director Laboratory Service or designee participates in the review of all contracts with any impact on laboratory service to assure that service requirements and quality standards are met.

6. The facility maintains a system to inspect incoming materials for integrity and quality.

a. These inspections are documented in such a manner that recurrent problems are detected.

b. Supplies not meeting predetermined specifications / needs of laboratory service (ex. FDA requirements) are quarantined and use is temporarily suspended pending evaluation.

c. Incoming critical materials, including blood and blood components are inspected and tested prior to use, as required.

d. Storage areas are well organized and free from clutter.

e. Specific criteria for acceptance of critical materials and products are defined in terms of packaging, shipping, labeling, storage requirements and temperature.

PROCESS CONTROL: 

The Laboratory Service has identified the work processes in its operations and each lab section has documented them through detailed standard operating procedures (SOPs) and flowcharting. General policies that pertain to all sections are listed below.

1. The ultimate goal of process control is to standardize and control processes in order to produce predictable output.

2. Processes must be validated to ensure they perform as expected, controlled to detect errors and monitored to prevent errors.

3. SOPs, system checks, quality control, process specifications and acceptability ranges must be defined and in place for each process.

4. Methods of process control ensure that process steps are accomplished and performed in a manner consistent with defined procedures.

5. Deviations are documented as they occur or when they are discovered, with corrective action implemented, recorded and corrective actions are evaluated for effectiveness.

6. Periodic self-assessments and external regulatory inspections help to gauge the effectiveness of process control.

PRE-ANALYTIC:

1. Test ordering and specimen collection information is uniformly available to all staff. Details regarding patient prep, requisitions, specimen collection containers, volume, labeling, transport and time constraints are defined. Laboratory Service adheres to Medical Center policies regarding venipuncture, patient identification and specimen labeling.

2. Specimens and / or requisitions are assessed for acceptability before testing.

3. There is a system in place to identify all specimens (including aliquots and those from outside sources).

4. Packing / shipping requirements are defined.  Samples are handled, stored, distributed, and transported in a manner that ensures trace ability, prevents damage, and deterioration to within acceptable levels.

ANALYTICAL:

1. Process Validation:
The laboratory service validates its critical processes (both technical and administrative), procedures and equipment to assure that they are efficient and consistently produce a quality product or service, meeting pre-defined standards.  There is a mechanism to verify comparability of results from instrument to instrument, method to method, and site to site.

a. The facility uses a consistent approach to validation and documentation of the validation process.

b. Validation verification is performed only on all new processes, procedures or major policy and procedure changes.

c. New or changed products / services are controlled and shown to be effective prior to being placed into service.

2. System checks monitor each important step in the process. Some are built into SOP’s and are documented as part of the process. They are real time monitors for example daily quality control, clerical checks, instrument calibration, blood utilization reviews and recording of specific operating conditions such as temperatures, dates and initials of staff performing process.

3. Standard Operational Procedure Manuals (SOP’s) provide standardization and minimize variation and error in the laboratory service. The each section develops and maintains comprehensive standard operating procedure (SOP) manuals covering all critical functions (technical, clerical, and administrative) performed by the service.  All processes and procedures are followed.

4. Quality control is performed on reagents, equipment and blood products and ensures that everything functions as expected. Quality Control will be established, validated, performed, and reviewed as per CLSI and section specific NYSDOH guidelines and other accreditation agencies (FDA, TJC, AABB and CAP). Individual SOP’s define review of QC records (when and by whom), tolerance limits and corrective action to use when limits are exceeded.

a. All reagents used by laboratory service meet or exceed FDA, NYSDOH, CAP and other accrediting agencies requirements.

b. Quality control testing on reagents is performed each day of use, per manufacturer’s recommendations and SOP.

c. Documentation is maintained of all testing performed.

d. All equipment in use meets or exceeds FDA, NYSDOH, AABB, CAP and other accrediting agencies requirements.

e. Blood component quality control meets or exceeds the standards of the FDA, AABB, NYSDOH and other accrediting agencies requirements.

f. The facility uses additional mechanisms, as appropriate to the specific task, to provide on-going assurance that procedures are consistently producing the expected results. These include:

1) Calibration of specified operating conditions (e.g., thermometer, pipette, refrigeration and centrifuge checks).

2) Employee competencies (may include direct observation, written exam, etc).

3) A means to identify individuals performing each critical step in a process.

4) A means to assure all critical materials, blood components, patient records and laboratory samples are identified and traceable.

5) Process and product specifications are determined from regulations, accreditation standards and customers’ needs assessments, and are incorporated into their respective procedures.

POST ANALYTIC:

1. Testing is reviewed by the technical staff prior to release of result the health care providers.

2. Review and verification requirements are defined in the applicable SOP.

3. The laboratory must provide useful clinical data. The data must be legible, accurate, reported in clearly designated units of measurement, and reported to persons authorized by law to receive and use medical information.

4. Reflex testing is performed as per the laboratory policy.

5. Critical values and turnaround times (TAT) are specified for each test as applicable.  Providers are notified of delays and / or critical values. Critical test value calls are subject to “read back” requirements as defined by TJC’s National Patient Safety goals.

DOCUMENT CONTROL AND DOCUMENTS AND RECORDS MANAGEMENT:

1. Document Control: The facility maintains a system of document control, which includes the following:
a. Requirement for uniform format for all SOPs and forms.

b. Defined process for approval and issue of policies, procedures, and forms.

c. System for archiving, retention and retrieval of inactive policies, procedures, and forms.

2. Record Keeping: The facility maintains a system for generation, retention, storage and retrieval of all records related to the laboratory service, which specifies the following:
a. Records are completed according to instructions in the relevant SOP.

b. Records are retained for the required period as defined by the most stringent requirements of this medical center, FDA, AABB, NYSDOH, TJC and other accrediting agencies.

c. Records are stored in a manner, which maintains their integrity, and which permits their retrieval within a reasonable timeframe as defined by the most stringent requirements of this medical center, FDA, AABB, NYSDOH, TJC and other accrediting agencies.
3. Record Review: The laboratory service must ensure that records are that records are reviewed in a manner and on a schedule, which meets the most stringent requirements of FDA, TJC and NYSDOH and the accrediting agency
INCIDENTS, ERRORS, ACCIDENTS, NONCONFORMITIES, AND COMPLICATIONS:

The laboratory service develops and maintains a system designed to detect and analyze all incidents, accidents, and errors, which have the potential to impact on the quality and / or safety of products or services provided.

1. Identification and Reporting:
a. Laboratory staff are encouraged to report incidents, errors, and accidents through a non-punitive system. The observer initiates communication to the supervisor and or administrative personnel, who determines if the incident meets the criteria defined in the Facility Patient Safety Plan (Adverse Event, Sentinel Event and Close Call) is to be reported to the patient safety manager.
b. Activities within place elsewhere in the medical center (Blood Gas lab, POC glucose testing, etc.) is monitored.
2. Classification of Incidents, Errors, and Accidents:

This facility has a defined process from the Patient Safety Program, which requires the reporting of an incident, error, or accident and for the classification or categorization of each event on the following bases:

a. Severity, i.e., the degree of impact on product or service quality and the potential to cause an adverse effect in the patient or recipient.

b. Reportable versus non-reportable.

c. Re-occurring or not.

3. Evaluation, Response, and Corrective Action:

a. This facility has a defined process for immediate follow-up of each incident, error, and accident.

b. The incident, error, or accident is evaluated promptly to identify the root cause and determine the need for a systems change or staff retraining. This is to assure that the incident does not reoccur.

c. Supervisory personnel, administrative and technical directors, review and investigate each incident, error, or accident and corrective actions are put into place to prevent reoccurrence.

d. Corrective actions are monitored for effectiveness.

4. Documentation:


Completed documentation is maintained for each incident, error or accident.

5. Analysis And Trending:

Periodic review and analysis of incidents, accidents, or errors is performed by the Laboratory Service to detect patterns or trends and to define areas in need of process improvement.

ASSESSMENTS:
1. Internal Assessment - Operational Self-Assessment and/or Systems Checks - The laboratory service actively performs performing real-time internal assessments on an on-going basis. These evaluations include those performed from regular quality control and quality indicators activities. Over time all critical functions are encompassed in these assessments, but a specific area may be targeted at a given time based on indicators suggesting that a particular process may be out of control.

a. Diagnostic tests are ordered by a licensed patient care provider and entered into the medical center computer system by laboratory accessioning clerks, technologists and / or technicians.

b. Specimen collection labels are printed from the computer. The label must include patient name, medical record, date of birth, patient location, accession number, test requested and date. Laboratory phlebotomist, technologist, technicians, medical assistants, nursing staff, respiratory therapist and physicians, perform the collection of the specimen.

c. Accessioning and processing - no laboratory specimen will be accepted without appropriate label containing patient’s full name, medical record number and date of birth. Additionally, Anatomic Pathology specimens will not be accepted without appropriate labels containing the patient’s full name and medical record number and date of birth. Specimens not accepted are reported to appropriate personnel. Specimens meeting acceptance criteria are accessioned into the computer and load lists / workload lists are generated.

d. Patient identification: To assure that the correct patient is phlebotomized the staff verifies the patient’s identification to assure accuracy of collection. Patient are to be identified by any two combinations of the following method: (1) patient to state full first and last name, (2) patient to state date of birth, and (3) patient wrist band for the patient medical record number. The patient’s information must be verified against generated accessioned label(s). During the pre-analytic phase, specimen are received in the laboratory and accepted and logged into the computer. Laboratory accession labels are then generated and placed on the specimen.  The bar coded label allows the laboratory equipment to read and queries the laboratory data manager and accepts patient demographics and test requests. The post analytic phase, the specimen tubes are placed in numbered racks and saved.  Work lists are printed periodically to ensure no tests are omitted from testing or result not verified.

e. Specimen integrity: Rapid processing and sampling of primary tube via cap piercing device (if available) protects specimen integrity.  All specimens are refrigerated after sampling.  All specimens (except urine) are saved for a minimum of 48 hours. Urine specimens should be saved for 24 hours.

f. Accurate result reporting: All lab results verified for accuracy by the technician / technologist performing the test. Prior to releasing data into the computer, all results are reviewed and verified in the computer by the technologist(s) performing and / or verifying test results. The technologist / technician is expected to recognize discrepancies in analysis (i.e. High Na with low Cl, MCHC > 36.0) or delta check failures. To avoid any clerical errors, no laboratory reports will be given over the telephone. However, critical values must be reported to physicians, physician assistants or registered nurse by telephone and the person receiving the call must be asked to read back the patient's name, date of birth and the critical value provided. The call and the read-back must be documented on the report. There is a QA monitor in place for this process.  If a problem is found with documentation of the critical value notification, the supervisor discusses the problem with the technologist / technician involved and discusses ways to prevent this from happening again. HIV and other serious infectious diseases are communicated electronically via an Immunology Package, “Clinical Case Registry for Hepatitis C and HIV” and results are available to Infectious Control Practitioner immediately for action. AFB and positive PCP are communicated to Infectious Control Practitioner. Reporting of Communicable Diseases and infectious organisms or positive laboratory results are reported to the City Health Department. In the Pathology Section, malignant tumor diagnosis for the first time will be directly communicated by the pathologist to the responsible clinician immediately and documented in the pathology report.

g. Preventative maintenance (PM): Operator maintenance is limited to daily or periodic tasks such as analyzer START-UP Procedure, cleaning probe, flushing analyzer, etc.  These tasks are clearly delineated in individual procedures and are documented. The manufacturer accomplishes maintenance under warranty. The section supervisor schedules PM visits by manufacturer’s representative and must be aware of delays or maintenance not performed. Some of the maintenance contracts with service vendors on instruments out of warranty are the responsibility of Biomedical Engineering Department and section supervisor. In-house maintenance by Biomedical Engineering technicians is performed on a scheduled basis and includes service on centrifuges, water baths, and instruments not under contract.

h. Control material: A minimum of two levels of control material will be run for all quantitative analytes on each shift. Qualitative studies require that at least one set of positive and negative controls be analyzed on each shift.

i. Quality control data: The technologist / technician performing the test will review daily QC data.  On at least a weekly basis, supervisor or designee will review QC data for shifts or trends. Section supervisor will review monthly QC.

j. Unacceptable control results: When results obtained for controls are outside the acceptable range, the technologist / technician performing the studies will defer to the section supervisor. The supervisor will make the decision to investigate or release data.  Also, the technologist / technician and / or supervisor will annotate control data with corrective action taken.

k. When implementing new instrumentation, new tests, or new methodologies, tolerance limits for each test and each instrument will be defined and clearly indicated prior to implementation. This includes analytic accuracy and precision for each test.

l. The laboratory will evaluate the appropriateness of its reference ranges when a new analyte is performed; there is a change in the analytic methodology, or change in patient population. Corrective action will be taken if the existing range is no longer appropriate. The laboratory director or designee reviews these validation studies and approves each test for clinical use. After each validation study is approved by the Director, Laboratory Service and signed it is considered acceptable for patient testing.

m. When an analyte is assayed by more than one method or instrument, correlation studies must be performed at least two times a year. It is important the laboratory verify comparable performance across instruments or methods.

n. Specimens with a broad range of values, both normal and abnormal, must be analyzed by both methods and statistical data generated. The results must agree closely enough for clinical interpretation not to be affected. In the event of a significant discrepancy, the underlying cause must be resolved and the study repeated.

2. External Assessments: 

Surveys - The Laboratory Service at the NYWSMC participates in the NYSDOH and CAP proficiency testing programs. 

a. The laboratory service subscribes to every NYSDOH and / or CAPS survey that is available for each analyte. For analytes where graded proficiency testing is not available, performance assessment is conducted semi-annually by other appropriate procedure such as splitting sample analysis with a reference lab or another hospital laboratory. A logbook is kept of these results including date of submission, name of alternate testing site, date of report and appropriate specimen identification.

b. Survey specimens must be treated in the same manner as patient specimens. All employees who normally perform the tests will analyze them on a rotating basis. Communication about proficiency samples with other outside laboratories is prohibited. Proficiency samples are not to be sent out to reference laboratories for analysis. Survey result forms will be checked for errors and initialed by a second employee, who did not do the testing, and review by the supervisor prior to submission to CAP.

c. The following staff review survey reports: Director, Laboratory Service or pathologist providing oversight for that specific area, Administrative Director and section supervisors.

d. In the event of “unacceptable” results on the proficiency testing report, the Director or Administrative Director Laboratory Service review findings and provide instructions to the section supervisor to investigate failure based on review of data, for transcription errors, instrument malfunction, or technologist / technician testing and / or interpretation errors. If available, frozen aliquots are thawed and rerun.

e. Corrective action in response to each “unacceptable” result must be documented on the Exception Report Form by section supervisor.

f. Results that were submitted late or not at all are to be graded according to criteria used by NYSDOH and the CAP for that challenge. Appropriate corrective action will be initiated if needed as described above. Results that were not graded because of lack of consensus should be evaluated against the appropriate peer or method group for that challenge if statistics are available.

PROCESS IMPROVEMENT THROUGH CORRECTIVE AND PREVENTATIVE ACTION:

This Medical Center’s management team and the Laboratory Service are committed to the concept of Continuous Quality Improvement and to the training and involvement of all staff in this process support these efforts.

1. The need for process improvement is identified in several ways:

a. Systems checks

b. Internal audits

c. Quality Indicators

d. External assessments (TJC, NYSDOH, CAP, etc.)

e. Incidents, errors, or accidents

f. Customer satisfaction or complaints

g. Perceived opportunity for improvement in quality or efficiency.

2. The medical center has a defined approach to process improvement; this approach encompasses:

a. Prioritization of problems to be resolved.

b. Collection of baseline data

c. Brainstorming on possible solutions

d. Selection of solution

e. Development of an implementation program

f. Execution of plan

g. Monitoring impact and effectiveness in solving problems.

FACILITIES AND SAFETY:

1. Facilities - The NYWSMC maintains, within the limits of facility management space and budgetary limitations, a space conducive to the efficient provision of safe and high quality services.

2. Safety – The NYWSMC adheres to the medical center and laboratory service policies and procedures.  These policies and procedures meet the requirements of the OSHA, FDA and other regulating agencies.  These policies address the following general concerns:

a. Fire protection and control
b. Utility safety (electrical, water, equipment, etc.)
c. Hazardous materials (e.g., chemicals, carcinogens, poisons, etc.)
d. Infection control
e. Waste disposal
f. Injury and accident management
g. Security.
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