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Purpose

tc \l2 "PurposeTo demonstrate the laboratory’s commitment to comply with applicable federal, state and municipal laws and regulations, as well as the terms of accreditation of the College of American Pathologists, and to ensure employees conduct themselves in a manner that is ethical and consistent with good business practice.  The plan applies to employees, contracted personnel, medical staff, and students.  The plan is intended to provide guidance to eliminate unintentional fraud and abuse within the laboratory while providing quality services and care to all patients.  

Principle
tc \l2 "PrincipleCompliance efforts are designed to establish a culture within the laboratory that promotes prevention, detection and resolution of instances of conduct that do not conform to Federal, State, and Municipal laws, accrediting agencies, or private payer health care program requirements.  The hospital has a Director of Corporate Compliance.  He can be reached at 534-2584.  The laboratory plan is overseen by the Laboratory Manager and the Laboratory Safety Officer.
tc \l2 "Procedure

A.  
Standards of Conduct

       
All employees must adhere to a strict code of ethics relative to performing only tests requested by authorized individuals.  Ambiguous orders must be verified before tests are ordered or performed.  Ordering a test in the Order Entry or Laboratory Information System will generate a billable charge once the specimen is “received” or “completed”.  In order to insure accuracy, all orders must be carefully checked before being performed.   If clarification of a provider’s order is needed the provider must be called by Patient Registration or the Laboratory staff.  When a test cannot be performed due to insufficient quantity, inappropriate specimens, etc. it is mandatory that the technologist perform the necessary computer function that results in the deletion of the charge.  Employees failing to adhere to policies may be disciplined up to and including termination.

If an employee becomes aware of a situation that requires return of a prior payment to a Government agency he/she must notify the Compliance Department including all information related to the violation.

B
Laws and Regulations

tc \l2 "B
Laws and Regulations
The following are laws and regulations that affect the operation of the laboratory on an              
on going basis.

Center for Medicare and Medicaid Services (CMS)
Clinical Laboratory Improvement Amendment 1988

Medicare Regulations

 
Medicaid Regulations

Occupational Safety and Health Administration

Massachusetts Department of Public Health Regulations 105 CMR 180.00

Food and Drug Administration

Massachusetts Department of Environmental Protection

Environmental Protection Agency

American Disabilities Act

Federal False Claims Act (31U.S.C  SS 3729-3733)
The laboratory is accredited by:

The College of American Pathologists

Center for Medicare and Medicaid Services (CMS)
American Association of Blood Banks

Food and Drug Administration

C.  
Policies and Procedures
tc \l2 "
There are policies and procedures put in place to ensure compliance with regulations.
The laboratory complies with the CAP terms of accreditation as listed below:
1. The laboratory will notify the CAP office within 2 working days whenever the laboratory finds itself the subject of an investigation or inspection by a state or federal agency or adverse media attention related to laboratory performance.  This notification must include any complaint investigations conducted or warning letters issued by any oversight agency (i.e. CMS, State Department of Health,  Det Norske Veritas (DNV), FDA, OSHA).
2. The laboratory must notify the CAP as soon as it finds itself to be the subject of a validation inspection.
3. The laboratory must notify the CAP as soon as it discovers actions by laboratory personnel that violate national, state, or local regulations.
4. The laboratory will notify the CAP of changes in the test menu, before starting     new patient testing or permanently or temporarily discontinuing some or all testing..
5. The laboratory will notify the CAP office and the Centers for Medicare & Medicaid Services (CMS) of changes in location, name, insolvency, or bankruptcy,  ownership, or directorship of the laboratory; notification must occur no later than 30 days prior to the change(s); or, in the case of unexpected changes, no later than 2 working days afterwards.  
6. The laboratory will provide an inspection team (comparable in size and scope) and perform at least one inspection during the two-year accreditation cycle, if requested by CAP.
7. The laboratory will cooperate with CAP and CMS when the laboratory is subject to a CAP or CMS validation inspection or complaint investigation.

8. The laboratory will adhere to the Terms of Use for the CAP Certification Mark of accreditation.

9. The laboratory will make annual proficiency results available to any person.

10. The laboratory will participate annually in the CAP Surveys or a CAP-accepted alternative proficiency testing program.
D. Education & Training  


The laboratory has both Orientation and Competency Assessment Policies.  Employees are assessed for Competency at the end of the orientation period, 6 months, as required by CLIA, and annually thereafter.  Each department within the laboratory has its own annual review program which includes Procedure Manual Review, Proficiency Testing participation, direct supervisor observation, etc.

The laboratory also adheres to the Hospital Mandatory Education Policy at the time of Annual Performance Review.  This includes Annual Safety Review, Infection Control Review, Sexual Harassment Policy Review, Management of Information, Corporate Compliance, etc.  In addition, the laboratory has an ongoing Continuing Education Program which includes Formaldehyde Exposure Plan Review and sessions on new technologies or disease states.

E. 
Reference Laboratories/Outside Testing
Listed below are facilities/providers that the laboratory uses for outside testing:

1. Contractors that might bill third party insurers:

Baystate Medical Center

Baystate Reference Laboratories

Drs. Christopher Otis, David Gang, Jonathan Freeman, and others
Istituto Nazionale Tumori



Dr. Juan Rosai

New York Hospital/Cornell Med. Ctr.        
  
Dr. Syed Hoda and others
U of Vermont Medical Ctr/Burlington, VT

Dr. John Lunde and others
Johns Hopkins/Baltimore , MD


Dr. Jonathan Epstein and








others
Massachusetts General Hospital/Boston, MA
Dr. Eugene Mark and others


Dermatopathologyconsultations.com  

Dr. Arthur Zembowicz
                        Brigham & Women’s Hospital, Boston, MA             Dr. Martin Mihm

Lahey Clinic, Burlington, MA


Pathology Department
2.  
Facilities billing Holyoke Medical Center Directly

Quest Diagnostics

Baystate Reference Laboratories

American Red Cross
Prometheus


Oxford
F. Auditing and Monitoring

1. The Charge Master is reviewed annually by the Laboratory Manager and Department Supervisors to verify CPT Codes.

2. Testing of Lab and B/AR Dictionaries is performed by department supervisors and the Laboratory Information Systems Specialist before implementing a new charge.

3. Laboratory Manager, or designee, will review an appropriate number of outpatient orders monthly (incorporated into modifier addition process, 11-5-18).  The process will follow the order from the Order Entry process, through the Laboratory Information System, to the final bill to insure orders and charges are the same as on the original requisition.

4. All auditing of bills is performed by the Billing Department.

5. ICD-10 coding is performed by the Health Information Management Department.
6. The Laboratory Information Systems Specialist will regularly report findings of all auditing/monitoring to the appropriate committee.
G.
Disciplinary Guidelines
 

All employees found to be in violation of policies and procedures will be disciplined according to hospital policy; up to and including termination.

H.
Responding to Offenses and Corrective Action
Investigation and response to offenses will be the duty of the Corporate Compliance Officer.
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