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POLICY STATEMENT:  The laboratory will comply with the College of American Pathologists (CAP) terms of accreditation.
PROCESS:
The Laboratory must provide proper notification to CAP based on the following parameters;

1. CAP Terms of Accreditation

A An onsite or paper investigation of the laboratory by a government entity (FDA, OSHA, DPH, CMS TJC, etc.) or other oversight agency, or adverse media attention related to laboratory performance; notification must occur no later than 2 working days after the laboratory learns of an investigation or adverse media. A paper investigation may occur after the laboratory reports an event to the government entity or oversight agency. The agency may ask for further information or visit the site. The notification will include any complaint investigation conducted or warning letters issued by the oversight agency.  
a. Initial reporting will be done by the associate director, operations manager, department supervisor or designee with the medical director’s or pathologist’s approval.   CAP will be notified by phone.
b. The written report will be completed by the associate director or designee and approved before submission to CAP by the medical director or designee. 
B A facility must notify the CAP as soon as it finds itself to be the subject of a validation inspection.   A validation inspection may occur within 3 months after a CAP inspection in which the State/CMS performs an inspection to validate the inspection process performed by CAP.
a. Initial reporting will be done by the associate director, operations manager, department supervisor or designee with the medical director’s or pathologist’s approval.   CAP will be notified by phone.

b. The written report with any corrected deficiencies will be completed by the associate director or designee and approved before submission to CAP by the medical director or designee. 

C Discovery of actions by laboratory personnel that violate national, state or local regulations will be reported in a timely manner.

a. Initial reporting will be done by the associate director, operations manager, department supervisor or designee with the medical director’s or pathologist’s approval.   CAP will be notified by phone.

b. The written report will be completed by the associate director or designee and approved before submission to CAP by the medical director or designee. 

D Changes to the lab testing menu (applies to elimination of and/or bringing testing in house).  CAP needs to be notified prior to starting the new testing.
a. Responsibility for reporting will be the department supervisor or designee upon approval from the lab medical director and lab management.
E A change in location, ownership, or directorship of the Laboratory; notification no later than 30 days prior to the change(s); or, in the case of unexpected changes no later than 2 working days afterward.
a. Responsibility for reporting will be the associate director, operations manager or designee.

F CAP inspections will be performed at other sites of comparable size and scope if requested by CAP.  The laboratory will cooperate with CAP inspections and investigations.   

G The laboratory will adhere to the terms of use for the Cap Certification Mark of Accreditation.

2. Notification Process:

A Notification information:

a. CAP #  1135001      (each site has its own CAP # and CLIA #)

b. CLIA # 22D0670143

c. CAP Address; 

College of American Pathologists

325 Waukegan Road

Northfield, Illinois  60093-2750

d. Phone Contact; 1.800.323.4040

e. Web Site: www.cap.org

B Staff involved:

a. Medical Director

b. Laboratory Management

c. Pathologist (s) - as needed

d. Dept Supervisor (as needed)

e. Lab Safety/Compliance Officer (as needed)

f. Quality and Patient Safety
g. Vice President of Clinical Services (as needed)

h. Vice President of Public and Medical Affairs (as needed)

FORMS:


None

ATTACHMENTS:


None

CHECKLISTS/JOB AIDS:

None
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