Date

Medical Director

contractor (Fiscal Intermediary OR carrier)

Street Address

City, State Zip
Re:
Prior Medicare coverage authorization for facility or professional fees associated with services rendered as part of a Category B FDA IDE Device Study

FULL STUDY TITLE


STUDY NUMBER


PROVIDER NAME, PROVIDER NUMBER


FULL PI NAME 


FULL CONTACT NAME & PHONE (CRC)

Dear Medical Director:

Dr. So-and-so is participating as the primary investigator for SHORT STUDY NAME.  This letter requests your prior authorization for associated facility or professional fee claim submission. The details are as follows:

· Device name (trade, common/usual name and classification) & device number along with a detailed narrative description of the device:  

· Copy of the signed FDA approval letter-demonstrating Category B, IDE status, and approval from the FDA to the participating company or manufacturer is attached.

· Copy of the FDA approval letter containing the most current approved number of institutions and subjects is attached.

· Number of cases our institution is planning to perform:

· Study Protocol copy

· IRB approval letter copy

· Informed Consent document copy

We await your decision on this matter. 

Best Regards,

Name

Clinical Research Coordinator

Phone

