Change of Director Documentation Needed

Certificate of Waiver: Director change can be made with either a CMS 116 or a letter.  Letter must include:  Name of laboratory, CLIA number, name of laboratory director and/or owner, the change(s) being made, effective date, and the signature of the laboratory director or his/her designee.  No education documentation needed.

All other Certificate Types:

Must have a CMS116 and Enclosure I + Qualification Documentation for Director 
Provider Performed Microscopy Procedure (PPM) Certificate, Certificate of Accreditation ( COA) [no AO approval letter], and Certificate of Compliance (COC).  
Qualification Documentation:

PPM- Indiana license; 
COC- license for physicians, all other director types diploma/transcripts; board certification; additional training through lab university; 
COA-same as COC if Accreditation Organization (AO) does not provide an approval letter.  With AO approval letter may submit a letter for director change.  Letter must include:  Name of laboratory, CLIA number, name of laboratory director and/or owner, the change(s) being made, effective date, and the signature of the laboratory director or his/her designee.  
Education, Training and Experience

Laboratory directors performing non-waived testing (including PPM) must meet specific education, training and experience under subpart M of the CLIA requirements.  Proof of these requirements for the laboratory director must be provided and submitted with the application.  Information to be submitted with the application may include:

· Verification of State Licensure, for physicians for any certificate type and midlevel practitioners for PPM Certificates only 

· Documentation of qualifications: 

· Education (copy of Diploma, transcript from accredited institution, CMEs), 
· Board Certification
· Credentials, and 

· Laboratory experience.

Individuals who attended foreign schools must have an evaluation of their credentials determining equivalency of their education to education obtained in the United States.  Failure to submit this information will delay the processing of your application.  

The regulatory education and training requirements for a laboratory director depend upon the complexity of laboratory testing performed. A state licensed physician who is board certified or board eligible in anatomic or clinical pathology meets the requirements to direct a laboratory of any complexity. All other individuals who wish to direct a laboratory holding a Certificate of Compliance or a Certificate of Accreditation should call 317-233-7502 for further information.

Laboratory Director Qualifications:

Subpart M contains the personnel sections of the CLIA regulations [Sections 493.1351 through 493.1495]

http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/downloads/apcsubm.pdf
Certification Boards for High Complexity Laboratory Directors:

http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Certification_Boards_Laboratory_Directors.html
 
CME Credits for Moderately Complex Laboratory Directors:

http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/CME_Courses_for_Laboratory_Directors_of_Moderate_Complexity_Laboratories.html
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