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	Policy Statement
	The Department of Pathology is committed to providing quality pathology services, pursuing excellence and striving to exceed the needs of our customers.  Through the continuous review and improvement of processes the Laboratory strives to ensure:

· safe and appropriate patient care

· a safe environment for associates

· reduction or elimination of medical errors

· sustainable attainment of quality objectives

· procedures are followed consistently

· successful accreditation assessments

· customer needs are satisfied

· timely and accurate services

· document control is maintained

· effective and efficient use of resources

· fiscal goals are achieved or exceeded

To attain these objectives, the Laboratory has chosen to implement quality standards developed by the Clinical Laboratory Standards Institute (CLSI), Application of a Quality Management System Model and A Quality Management System Model for Health Care as models in the development of a quality management system for the Laboratory.

The quality plan provides the framework for the on-going development, implementation and monitoring of the quality management system. Laboratory policies are based on the quality plan and are designed to monitor, evaluate and improve the patient testing and consultative services provided by the Department of Pathology.

Quality processes, products and Laboratory associates are the building blocks for a quality system. The quality plan supports, and is in keeping with, the ideals set forth in the mission, vision and core value statements of St. Agnes Hospital.



	Purpose
	The quality plan outlines the scope of services and responsibilities of personnel through the implementation of the twelve quality system essentials as described in the CLSI standards. 

The plan is written with specific intent to provide direction and guidance on the development of the Laboratory’s Quality Management System through the incorporation of Performance and Process Improvement, Proficiency Testing, Quality Assurance and Lean activities into each Laboratory section’s daily practices and operations. 

Included in the plan are requirements for monitoring the processes and operations of the Laboratory through the performance of self-assessment audits, routine monitoring of quality improvement indicators, occurrence reporting and customer feedback. 

The plan includes employment of analysis tools and methods to identify, resolve and prevent problems, improve and provide safe patient care, reduce exposure to liability and enable cost containment.

The plan is to be used as the basis for each Laboratory section’s quality plan.

	Scope
	This policy applies to all associates and physician affiliates in all sections of the Laboratory.

	Responsibility
	The Laboratory management team, in cooperation with the pathologists, is responsible for the on-going development and implementation, evaluation and improvement of the quality plan. Management personnel will effectively communicate elements of the plan to all Laboratory associates.

Laboratory associates are responsible for cooperative participation in the quality process, this includes knowledge of the quality program, supporting quality events, reporting occurrences and working with the management team to improve patient care.
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	Quality Plan Review and Reporting
	The Laboratory management team will review the quality plan annually to determine if the plan was effective for Laboratory operations and patient care; the results will be reported to the appropriate oversight. Adjustments to the plan will be made to accommodate changes in the Laboratory’s goals and objectives, regulations and accreditation standards.

 A report comprised of designated indicators from selected quality assessments and performance improvement projects are regularly submitted to Medical Staff Quality Assurance (MSQA) and Quality and PI Committees. Reports include a statistical representation of indicator goal achievement, current status of major projects and follow up on identified clinical and quality issues.

	QSE #1 Organization
	The St. Agnes Laboratory Services - : Laboratory Specimen Processing and Phlebotomy serves inpatients, outpatients, physician clients, reference laboratories, and Skilled Nursing Facilities with both Anatomical and Clinical Laboratory Services.  Patients of all ages are served by skilled Phlebotomists who obtain blood in hospital care areas and obtain blood, urine, and other specimens at a specimen collection station for clinical laboratory analysis by qualified laboratory professionals.  The specimen collection station is located in the Pre Admission Testing Suite on the hospital’s ground floor

And by providing skilled Laboratory Assistants who process, package and ship blood, urine, body fluid, tissue and other specimens.

Surgical Pathology and Cytopathology Services are provided by qualified laboratory professionals in each specialty, under the direction of Board Certified Pathologists.  Check the organizational chart which demonstrates the relationships within the laboratory sections.

Methods used to assess and monitor laboratory services include policy reviews and revisions at least annually, our Quality Improvement Plan, and customer satisfaction surveys.

The goal of the Laboratory is to produce accurate, timely and clinically relevant laboratory reports

by:

     -Detecting and preventing errors in laboratory    processes,

     -Reducing process variations that can cause errors,

     -Improving effectiveness and efficiency of processes,

     -Responding to customer needs in providing laboratory services,

     -Developing and maintaining a competent staff and

     -Complying with all requirements of regulatory and accrediting agency standards.

Standards and guidelines for practice are provided by the College of American Pathologists, American Association of Blood Banks, FDA, JCAHO, OSHA, MOSHA, Clinical Laboratory Improvements Act.88, Medicare, Network/Laboratory Policies and Procedures.

Our Customers – Our customers include all those we interact with on a daily basis to achieve our goal of providing healthcare that works, is safe and leaves no one behind.  That includes patients of all ages, physicians, nurses, office managers and staff, staff of each department both in the laboratory and outside the laboratory, as well as staff within the Laboratory Specimen Processing and Phlebotomy

Leadership
The Medical Director of Laboratory Specimen Processing is a Board Certified Pathologist and Chairman of the Department of Pathology.  The Chairman and Medical Director’s responsibilities are:

· To exercise authority in matters related to compliance with federal, state and local, regulations including, but not limited to CAP, JCAHO, CLIA, OSHA, MOSH and FDA.

· To review quality reports from sections of the laboratory as assigned by the Chairman.

· To review and report monthly through the pathology representative to the Medical Staff Quality Assurance Committee on the Laboratory QA assessments including follow up in subsequent meetings with actions taken to resolve identified problems as appropriate,

· To consult with physicians as needed concerning laboratory results or testing,

· To ensure the service quality plan is implemented and sustained and

· To review and approve laboratory policies.

The Administrative Director of the Laboratory Specimen Processing and Phlebotomy is an ASCP Registered Medical Technologist, who reports to the Medical Director of the Core Laboratory.  

The responsibilities of the Administrative Director are as follows:

●   To exercise authority in matters                                                                                               related to compliance and local, state and federal regulations,

 ●   To budget processes and control budget expenses,

· To collaborate with Chief Operations Officer and other identified administrative officials in administrative matters,

●   To participate in various management processes, committees and meetings as                         representative of Laboratory Services,

    
●   To participate in preparation and monitoring of Laboratory budgets,

    
.

The Supervisor of Laboratory Support Services responsibilities are as follows:

·  To review laboratory

error/variance reports, investigate and follow up as appropriate

●   To participate in various management processes, committees and meetings as                         representative of Laboratory Services

●   To participate in preparation and monitoring of Laboratory budgets

●   To participate in evaluations of direct  reports and

                 ●   To approve hiring of   

                  personnel, counseling and 

                  disciplinary action for staff 

                  through collaborative action    

                 with the Human Resources 

                 Department

●   To review and analyze quality issues to identify trends or recurring variances and address an appropriate corrective action plan,

· Prepares and review policies, process and procedure documents,

· In collaboration with associate administrative director, lead techs and staff, reviews errors/variance reports, investigates/analyzes system failures with potential to impact patient care, plans corrective action and implements same as indicated,

· To consult with physicians as needed concerning laboratory results or testing,

· Compiles reports for tracking and trending,

· Interviews and makes recommendations for hiring of qualified personnel,

· Assists in preparing and maintaining Quality Plan for Laboratory Specimen Processing and Phlebotomy

· Performs audits as required for major systems and facility quality management,

· Reviews analyzes statistics for trends or recurring variances,

· Documents training, in servicing, performance appraisals and competency of personnel and

· Prepares and monitors operations, personnel and budgets

· See job description for complete                                    list of functions.

Support Staff
the responsibilities of Phlebotomists are to: 

· Insure patient identification, patient safety and proper collection of specimens.

· Insure proper paper work is obtained/ received to identify patient, enable billing, and support medical necessity of testing ordered on outpatients as received in the Pre Admission Testing from the clients it serves.

· Use the Hospital Information System to monitor and print batch lists, print labels, enter orders, retrieve results, pull reports used to audit specimen tracking and order entry accuracy.

· Insure specimen integrity for tests ordered.

· Identify errors/variances as they occur.  Proceed with resolution and/or discuss issue and resolution strategy with supervisor using incident report for documentation.

· Maintain confidentiality of patient results

· Adhere to safety policies/procedures.

· Use proper phone etiquette when communicating with customers.

· Document, investigate and resolve customer concerns

· Interacts with appropriate departments and personnel to resolve issues in Specimen Processing and Phlebotomy             

· See job description for complete list of functions.

.

The responsibilities of the Laboratory Assistants are to:

(    Use proper phone etiquette when communicating with customers.

· Use the Hospital Information System to accurately retrieve results and pull reports.

· Maintain confidentiality of

     patient results    

· Identify errors/variances as they occur.  Proceed with resolution and/or discuss issue and resolution strategy with supervisor using incident report for documentation.

· See job description for complete list of functions.



	QSE #2: Documents and Records
	Laboratory Specimen Processing and Phlebotomy maintain a Document and Records Control process that maintains:

1. 
A structure to link its policies, processes and procedures.

2. 
A process to insure uniformity of standard operating procedures that follows CLSI (NCCLS) guidelines and forms that follow regulations when applicable.  Protocols are


established to provide clients and the                           laboratory staff with complete and concise instructions for the collection, handling, processing and transport of specimens provided for laboratory testing. Sources include Reference Manuals, Specimen Processing and Phlebotomy Manuals, Laboratory Service Manual and Laboratory Computer Information Systems. 

3.    A process to:


  (
Create new procedures and obtain                approval by the medical director of Laboratory Specimen Processing and Phlebotomy.


(
Review procedures on an annual basis by medical director or designee

· Update procedures as indicated with assigned effective dates and approvals on major changes


  (
Distribute new, updated, & revised procedures to appropriate individuals 

  ( 
Retire old procedures to archival storage for 2 years from last date of use



  (
Archive and protect obsolete documents.

The Specimen Processing and Phlebotomy Procedure Manual is reviewed and signed annually by the Medical Director or designee. Changes made during the year are approved and signed individually. Collection and testing personnel are notified of changes by distribution of the revised document or review at the laboratory's general staff meeting.

4.    A process to generate, review, retain, and retrieve records by:

· Defining the content of records for the respective operating procedures. Other records include requests for additional information, equipment maintenance logs, incident reports and assessment reports pulled as indicated.

· Generating records according to instructions as related to the specific operating procedures,

· Using regulatory requirements and accreditation standards to determine what records are reviewed and the schedule for the same,
· Retaining records according to regulatory requirements, accreditation standards and internal specifications,

Laboratory Specimen Processing and Phlebotomy Records are retained as follows:

Patient Records are stored in laboratory for 2 months, laboratory storage room for 1 year, 9 years off site storage*.

DC’d Procedures are stored in laboratory for 2 years.

Laboratory Reports are retained as follows:

St. Agnes Reports are available in Meditech November 1998 till present.  1992 till 1998 on Microfiche.

Reference Lab Reports are stored in the Pathology Office for 3 months.  Laboratory storage room for 1 year, 9 years off site.

* Records are stored in a manner that maintains their integrity and facilitates their retrieval in a time frame that meets requirements.

	OSE#3 Personnel
	Laboratory Specimen Processing and Phlebotomy employs qualified individuals who meet the education, training and experience necessary to perform assigned tasks as defined in current job descriptions and in accordance with regulatory standards of CLIA.

1.    Job description and employee qualifications:

· Job descriptions are written and maintained for each position

· To be considered for hire, candidates must meet the minimum qualifications (education and/or experience) stated in the job

description,

· The candidate must provide documentation of educational background, training, and 

      
experience,

· The candidate must fulfill all the requirements of the Employee Health Program prior to hire and  
 

· Once employed the individual must abide by all facility policies, all mandatory training, testing, and other activities as a condition of employment.

2.    Orientation:

· New employees are provided orientation to the organization through the Human Resources and Education departments.  

     
Orientation to Core Laboratory and orientation specific to the job position for which they were hired is provided within Laboratory Specimen Processing and Phlebotomy.

     
Specific documentation for orientation is retained in Human Resources, Education Department, individual employee files in supervisor’s office and in administrative director’s office.

3.    Training:

· Training is provided as required per job description expectations and includes training related to specific job requirements, 

      
safety, computer use, quality expectations, personal development and other skills as

      
needed and identified,

· Staff development is provided to meet individual needs, regulatory and accreditation requirements, and changing

      
needs of the facility,

· Training is considered completed when the individual demonstrates adequate knowledge and skills to perform job tasks.

      
Competencies are evaluated on completion.

· Documentation of training and initial competence is maintained.  Competency evaluation is done annually.

· Retraining is initiated individually and when indicated.

4.    Assessment of competence:

· Staff competence is initially determined during the interview process and during job

      
task training,

· Ongoing competence is assessed at six months and at least annually there after and using the performance appraisal competency

      
based tool and visual competence assessments by the Laboratory Support Services  Supervisor and Lead Techs,

· Documentation of assessment is maintained for duration of employment of the individual.

5.    Continuing education:

· Continuing education thru the Education Department as offered to general staff is strongly encouraged,      

· Staff are encouraged to attend all CME (ASCP and CAP) audio conferences sponsored throughout the year within the Laboratory,

· Scheduled specific lectures by consulting pathologists are provided,

· Off site seminars within driving distance are sponsored by the Laboratory depending on the perceived benefit to the individual and the facility and

· Documentation of continuing education is maintained.

· Mandatory annual training is required for continued employment in the areas of bloodbourne pathogens, infection control, fire safety, workplace violence and corporate responsibility.

6.     Performance appraisal:

· Performance appraisal based on job accountability, objective measures, and pre-defined standards is completed for each employee, documented, and maintained.

7.     Trainer qualification:

· Selected individuals meeting high performance standards might function as trainer in this facility and in this laboratory.

	QSE #4: Equipment
	Equipment in Laboratory Specimen Processing and Phlebotomy consists of centrifuges, refrigerators, freezers, printers, bar code label printers, hand held scanning devices, computers, fax machines, time stamps, copiers, and other office related equipment.

1.    Selection:

       
A process to identify specifications for new equipment is maintained, where appropriate,

       
Needs for equipment are based on data, technology and the associated patient care issues,

· Staff and medical directors input and opinions are solicited, 

  The specifications are shared with suppliers, vendors and hospital officials, where appropriate,

· Materials Management and Purchasing expertise is utilized in the competitive bidding process and the final decision making process.

· The supplier/vendor ability to meet the specifications and other criteria are considered in the selection process, where

      
appropriate.

2.     Installation:

· Installation is performed according to supplier/vendor instructions, with assistance from Biomedical Engineering or Information Services as needed

· The equipment is properly installed and tested as part of the validation process and prior to acceptance approval by the section

      
supervisor.

3.    Calibration:

· All measurement devices, new, refurbished or repaired, used in critical processes are calibrated according to procedures written in

      
accordance with the manufacturer’s 

      
recommendations, regulatory requirements, and accreditation standards,

· Complete documentation of equipment identity, results of scheduled calibrations, actions taken, and disposition of the equipment is maintained. Appropriate

      
notification is provided to hospital 

      
departments with a need to know, i.e. BioMedical Engineering, Facilities. 

4.     Preventive Maintenance:

· Preventive maintenance schedules are determined by manufacturer recommendations, regulatory requirements,

      
accreditation standards and internal requirements,

· Documentation of maintenance includes findings, actions taken and follow-up monitoring and

· Bio Medical Department is active where appropriate.

5.     Defective Equipment:

· Equipment found to be or thought to be defective is clearly identified as such, taken out of service, labeled as such, controlled

      
and repaired, replaced or discarded.

· Bio Medical Department resources are utilized as appropriate.                                                                     

                    

	QSE #5: Purchasing & Inventory
	1.    Vendor Qualification:

· SAH has defined the characteristics or functional requirements for critical materials 

· The Materials Management, Purchasing Departments and the Laboratory sections assess both the ability of our vendors to

meet our requirements and their actual

      
performance

· Actions are taken as necessary when suppliers and or products do not perform as required.

2.    Receipt, Inspection and Testing of Incoming              Supplies:

· There is a process for receiving, inspecting, testing (where required) and storing of incoming materials and products,

· Criteria have been established for accepting materials and supplies,

· Materials, and supplies not meeting acceptance criteria are returned to vendor

      
for replacement.

· Support of Materials Management, Value Analysis Committee, Purchasing and other internal   resources are utilized as needed or required.

3.   Vendor Recalls

· The Core Lab of St. Agnes Hospital (SAH) is aware of its responsibility to participate or assist in the recall by the FDA, manufacturer or other agencies of products, equipment and devices, including pharmaceuticals.

· Upon receipt of written or verbal notification, the Risk Management office will be notified and forward all pertinent data for file documentation.  If the notification did not come from the purchasing office, the Risk Management Department will notify the director of purchasing in writing.  Pharmaceutical recalls are handled by the Pharmacy under the direction of the director of pharmacy.

· A copy of the notification letter is to be provided to the Risk Management office.  If a formal letter is not yet available, a memo is to be sent to the Risk Management office delineating current knowledge of the purported recall.  When formal notification occurs, the documentation is to be provided to the Risk Management office.

· If recalled items are items that have been obtained by SAH, the director of purchasing will notify, verbally and in writing, the appropriate department manager and assist in removing the item from the inventory to the receiving section.

· The manager will post the written notice in each area affected by the recall for thirty days to inform the Core Lab staff.

· All working documents are to be kept by the SAH business entity or the departments designated to follow up on the recall process.  Upon completion of the recall process, the original documents and all subsequent documents or data collected during the process are to be filed in the Risk Management office.  Exemptions for duplicate files to be maintained within any other business entity or hospital department must be approved by the risk manager unless required by regulatory agencies.

· Minimal record keeping should be inclusive of, but not restricted to, the following:

· Date and time of receipt

· Recall compliance criteria  (special instructions)

· SAH contacts or involvements

· Company or manufacturer contacts

· Federal government contacts

· Final compliance date and

           ○   Copy of RETURN NOTIFICATION letter demonstrating degree or status of compliance

· The following classifications were                                                  established by the FDA to denote the or class severity of the recall process:

CLASS I:  “A situation in which there is a reasonable probability that use of or exposure to, a volatile product will cause serious adverse health consequences or death.”

CLASS II:  “A situation in which the use of, or exposure to, a volatile product may cause temporary or medically reversible adverse health consequences or where the probability of serious adverse health consequences is remote.”

CLASS III:  “A situation in which the use of, or exposure to, a volatile product is not likely to cause adverse health consequences.”

· If a pharmaceutical recall is received outside of the pharmacy, the information must be directly transmitted to the pharmacy director.  When the pharmacy receives recalls directly, they will proceed according to the established procedure.

	QSE #6: Process Control 

	St. Agnes Hospital Laboratory utilizes process control measures that include:

1.
Protocols which are established to provide clients and the laboratory staff with complete and concise instructions for the collection, handling, processing and transport of specimens provided for laboratory testing that include:

A)    Patient preparation

B) Specimen collection

Use of instructions in alpha test lists and on labels to collect the appropriate specimen.

C)   Specimen labeling


Use of labels and the labeling process for specimen identification

 (     A process is maintained for all activities related to labeling laboratory specimens beginning with the design and finishing with its placement on the specimen tube, vial, container, etc.

 (     A process is maintained to insure recurrent label problems are detected, evaluated and remedied where necessary.

D) Specimen transportation

E) Specimen processing

F)     Criteria have been established for specimen rejection as noted in technical departments and processing. Criteria for acceptance or rejection are based upon specifications in manufacturer package inserts, method evaluations, or other literature references. Criteria are reviewed annually by the technical departments or when the manual is updated.

2.
Validation activities are in place for equipment                                    installation and documentation that the               equipment works as intended prior to actual use. Revalidation of performance when

process changes occur that could affect the outcome of a process. 

3.    The overall format of the lab report is

reviewed and approved by the Medical Director. Revisions occur as necessary. Reports are reviewed periodically for completeness, appearance, format and accuracy.

4.
  Timeliness of reporting of test results is based on the following testing priorities:

· Critical results: a list of critical laboratory values have been identified by each laboratory section’s Medical Director at St. Agnes Laboratory Services. These are reported by laboratory personnel to the Charge Nurse, Nurse taking care of the patient, or the ordering physician immediately upon completion of testing using the “read back” to verify protocol.  Documentation of this result reporting, verification, and person reported to is done in the lab section that performed the testing.  See each technical department’s manual.

· Stat results: Any test that is requested STAT is called and/or faxed to the physician per request by the file office staff as soon as the result is available.   

5. 
Monitoring and control of production processes.

6. Proficiency testing (PT) is not done in Laboratory Specimen Processing and Phlebotomy because no testing is done in these areas.  Specimens are processed only for testing in the laboratory sections.

The testing laboratory sections participate in proficiency testing programs such as:

       
CAP Proficiency Testing Programs for all Laboratory Sections

       
CAP Anatomic Pathology Program (PIP)

       
American Proficiency Institute Program


Medical Laboratory Proficiency Testing Program

       
Maryland Cytology Proficiency Testing (Pathologists and Cytotechnologists)

       
CytoQuest Gyn and Non Gyn Proficiency Programs

7. Quality Control in Laboratory Specimen Processing and Phlebotomy consists of established criteria for rejection of specimens that are unacceptable.  There are established schedules and procedures to be followed for QC and preventative maintenance of equipment. Supply inventories are monitored for expiration dates monthly.  Quality Control for test procedures is not done in the Outreach Laboratory because no testing is done in this area. Specimens are processed only in the Laboratory Specimen Processing for testing in the laboratory sections.  The instrumentation, reagent, and testing QC is performed in each of the testing laboratories.

8. 
Specification for supplies are determined from regulations and accreditation standards and are incorporated into the respective

    
procedures per Laboratory section.

	QSE #7: Information Management


	Laboratory Specimen Processing and Phlebotomy follows and abides by all administrative policies as set forth by the

Information Systems Department and in accordance with HIPPA regulations.

1.    See copy of SAH Information Systems HIPPA policies and requirements.

2. All associates of the Laboratory and SAH are assigned levels of computer accessibility according to the specific needs of their job position.

3. All staff at hire is required to read the system access request form and give written signature that they agree to follow the requirements of the facility regarding knowledge of and use of any and all information only as it pertains to their specific job position.  In addition the agreement addresses use of computer system for no other use than that related to job performance.

4.     Discussion of any and all patient information and/or business information of SAH for any

purpose other than patient care or business operations is prohibited.  Any and all violations are subject to disciplinary actions up to and including termination.



	QSE #8: 

Occurrence Management


	Laboratory Specimen Processing maintains a mechanism to report, classify and analyze incidents, errors and

accidents by:

1.    Documenting the specific event and investigating those events that have potential to affect quality and safety of Laboratory services, patients and staff.  Where appropriate resources outside the Laboratory are used to

achieve resolution.  (Example: Patient Advocacy, Employee Health, Risk Management, Human Resources, 

        Facilities Management, etc.)

2.     Taking corrective and preventive action to eliminate the root cause(s) of events to prevent recurrence. 

3.    Monitoring the corrective actions for effectiveness.

4.    Maintaining information to allow for trending of events that provide data to aid in prioritizing performance improvement (PI) opportunities.

5.    Management of event reports to include: collaboration with other hospital departments to review impact, review by appropriate management officials for input and approval of proposed actions.  



	QSE #9: Assessments
	External Assessments:

1.    The Laboratory participates in external assessments conducted by FDA, CMS and State as required.

2.    The Laboratory participates in voluntary external assessments of the CAP, AABB and JCAHO accreditation programs.

3.    The required processes are followed to conduct report and follow up on external inspections, assessments or investigations.

4.   In addition the Laboratory participates in assessment of other CAP Laboratories as requested.

 Internal and Operational Self-Assessment:

Laboratory Specimen Processing has identified the following operational systems requiring assessment on a regular basis. 

1) ED Hemolysis Report: to monitor the rate of hemolysis of specimens obtained in the Emergency Department by Lab Phlebotomists and non-lab staff. And to track the turn around time from order to recollection.
2) Urine Culture Report: to insure urine specimens sent to Core Lab with orders to be cultured are received in Microbiology.  

3) ADDON Report: to be sure all electronic requests for additional testing of specimens in lab have been completed.
4)  PAT Venipuncture Report: To monitor the accuracy of orders entered into the system from the requisition/prescription. This report is done daily.

5) Veni - Phlebotomy by SALS: To be sure that there is not more than one veni charge per encounter. To be sure that a veni was not charged to a patient drawn by non-lab personnel. To be sure a veni was not charged for a specimen type for which a charge does not apply. This report is done daily.

6) Patient Satisfaction Surveys: To obtain input from patients to assist with identification of issues that can be resolved or improved if within reason. This report is done quarterly.



	QSE #10: 

Process Improvement
	Laboratory Specimen Processing and Phlebotomy has a performance improvement plan in place.  Performance indicators are developed using incident report database, occurrence report database and problems identified through patient surveys.  A plan of action is developed and placed into effect.  Progress is monitored routinely with adjustments in the plan as indicated following the Plan, Do, Check, Act Cycle.  Performance Improvement progress is discussed at staff meetings. Reports are provided to the Administrative Director of Laboratory Services

Laboratory Specimen Processing and Phlebotomy uses the following as a sources of information and opportunities for process improvement (PI) activities:

1.    Reports and findings of external assessments of the JCAHO, CAP, State of Maryland

2.    Reports and findings of internal                            assessments/audits.

3.    Review and analysis of data and quality indicators that include items listed in chart on QSE#9.

4.    Review of hospital-wide data indicators as developed by the MHA and selected by the SAH Quality Management Department that may apply to Outreach Laboratory.

5.    Reports of customer and physician complaints.

6.   Analysis of occurrence reports in Laboratory Specimen Processing and Phlebotomy.

7.     Review of specific process for improved efficiency and/or effectiveness

8.     Review of hospital-wide quality improvement functions/variances that involve Laboratory Specimen Processing and Phlebotomy could include:

       
Risk Management referrals of patient complaints or events with potential legal involvement of Laboratory

9.     The Laboratory Specimen Processing and Phlebotomy uses an approach to problem resolution that includes:   

       
Identification, prioritization and selection of problems/issues to be resolved

       
Use of data and statistical tools to analyze numeric data when appropriate

       
Implementation of process changes when appropriate

       
Monitoring and evaluation of changed process to determine effectiveness



	QSE #11: 

Customer Service 
	1.     The Laboratory uses input from patients, physicians, nursing staff, administrators other hospital departments and financial data to determine needs for changes in service.  This includes:

       
Providing new services or new 

          testing

· Deleting old services or processes

· Amending or adopting changes to current services     

2. The Laboratory receives input from  

    patients, physicians, nursing staff, 

    administrators, other hospital  

    departments, satisfaction surveys    

    and other individuals to determine 

    levels of satisfaction.  Using the 

    performance improvement process 

    priorities are set and 

    improvement plans are developed, 

    implemented, monitored and 

    evaluated.

Complaint Investigation
A. All complaints and problems reported to the laboratory are documented by the employee who receives the complaint. The documentation is directed to the Laboratory Support Services Supervisor or Administrative Director. Investigations are made as appropriate, with the responsible lab or operational department, and corrective actions instituted as necessary. Any trends or clusters are further investigated to identify areas for improvement. Feedback is provided back to the staff (if necessary) who received the complaint, as well as resolution to the client, where applicable.

B.    Periodic meetings are held with the laboratory staff to review safety, quality assurance, laboratory issues and concerns.



	QSE #12: Facilities and Safety

	1.     Laboratory participates in the hospital mandated environment of care program by staff attendance and training in all required sessions.

2.     Laboratory procedures are maintained and training provided for the following:

       
Emergency Preparedness Response Plan and Specific Section Function

· Chemical Hygiene Plan (Right to Know) with

Chemical List

       
Computer Access to MSDS

       
TB Testing annually thru Employee Health

       
Blood Borne Pathogens Policy and Job Identification

       
General Safety Training

       
Corporate Compliance Training 

· Comprehensive Laboratory Compliance  Manual

· Ergonomics Assessment
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