Documentation Required for Changes for Indiana CLIA 
Information for Laboratories

A new CMS 116 may be requested for any change(s).  We can accept a letter for some changes, but a CMS 116 is preferable.

Must have CMS116, Enclosure A (also provide documents requested on page 1), and Enclosure I
Initial application (All types including Certificate of Waiver (COW)). For Provider Performed Microscopy Procedures (PPMP), Certificate of Compliance (COC), and Certificate of Accreditation (COA) we also need qualification information for the director (license for physicians, all other director types diploma/transcripts, board certification, additional training through lab university, etc)

Must have CMS116 and Enclosure A (also provide documents requested on page 1)
· Change of Ownership and Tax ID 

Must have a CMS116 and Enclosure I

· Change of Certificate type other than to Certificate of waiver (Also need qualification documentation for director)
· Director Change (PPM, COA [no AO approval letter], and COC) + Qualification documentation for director.  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 AO does not provide an approval letter.
· Reinstatement of CLIA certificate after being closed 6 months or more.

Must have CMS116

· Multi site exception request. Exception #2 needs not for profit documentation. Exception #3 needs a map showing labs are in contiguous building on same campus.

Changes that can be made with a letter
· Change of Certificate type to Certificate of Waiver (COW)
· Name of the laboratory

· Location (Physical Address)

· Location (Mailing Address)

· (Sub) Specialty Change

· Total Volume Change

· Telephone and Fax number change

· Reinstatement of certificate (within 6 months of termination)

· Change in Accreditation Organization

· Voluntary closure/Termination

· Personnel change- Technical Supervisor

· Director change for Certificate of Waiver (COW)only
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.
*** Changes for Certificate of Accreditation (COA) that must be done by Accreditation Organization: Changing laboratory director, adding/deleting: specialty/subspecialty, and testing.
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