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PROCEDURE STATEMENT:

All Aurora Health Care employees have a responsibility to maintain a high level of integrity in the clinical trial process, including prior claim submission notification to either Medicare contractor; the Part A Fiscal Intermediary or Part B Carrier for a Category B, FDA approved device trial.

PURPOSE OF PROCEDURE:

The purpose of this procedure is to outline the steps necessary to complete the required prior claim submission notification to both the Part A and Part B Fiscal Intermediary and Carrier respectively for Category B, FDA approved device trials. Without prior claim submission notification, the FI and/or Carrier may not process the claim.

ACCOUNTABILITY:

The clinical research coordinator assigned to the clinical trial has the responsibility to complete the process outlined herein.

PROCESS:

The research coordinator assigned to the particular Category B, FDA approved device trial will complete the letter template and forward the completed letter to the Part A or Part B Contractor Medical Directors. Additionally the coordinator assigned takes responsibility for forwarding both the initial letter to the contractor and the contractor's response (if any) as outlined within this procedure.

DEFINITIONS:

· Clinical Research Coordinator – Most often the nurse (or health care professional) assigned to or assisting the Principal Investigator responsible for carrying out the defined protocol of the clinical trial.

· CMS - Centers for Medicare & Medicaid (formerly known as HCFA; Health Care Financing Administration)

· Contractor - The term CMS uses to identify its claim processors.  The Part A contractor is also known as the Fiscal Intermediary, the Part B contractor is also known as the Carrier.

· Medical Director - Each contractor appoints a medical director to work with providers. In this instance the Medical Director is the recipient of the prior claims submission notification letter.

· Part A Fiscal Intermediary – The Centers for Medicare & Medicaid (CMS) contractor who receives and processes Part A (hospital) Medicare benefit claims for reimbursement.
· Part B Carrier - The Centers for Medicare & Medicaid (CMS) contractor who receives and processes Part B (physician) Medicare benefit claims for reimbursement.
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· Prior Claim Submission Notification – If a provider intends to submit a Medicare claim to a CMS Contractor for a Category B, FDA approved device, that provider is required to submit a letter of prior notification to that contractor. 
PROCEDURES:

1. Once the Coordinator determines that the protocol assigned to him/her is a Category B, FDA approved device -- AND -- that the contractor (Medicare) will be billed for any associated services, this procedure is thereby activated. 

2. Coordinator accesses prior notification letter template, a Word document

· FI Prior Approval Letter Template 0603  (See Attachment A)

3. Aurora employed CRCs submit this letter to the Part A Fiscal Intermediary Medical Director on behalf of Aurora’s hospital claim (and if assisting the physician/PI with his/her professional billing, also to the Part B Carrier.)

Non-Aurora employed CRCs will submit their letter to the Part B Contractor Medical Director for the physician’s professional services claim.  The non-Aurora employed CRCs forwards a copy of the Part-B letter and all attachments to Aurora’s Billing Projects Representative (BPR) at Aurora’s Research Business Office at the Parkway Building Suite 201. (Note:  Please forward this information to BPR simultaneous to Carrier mailing. In turn Aurora’s BPR will forward the same letter with the same attachments to the Part A Fiscal Intermediary Medical Director as preparation for submission of Aurora’s hospital claim.)

4. Coordinator (Aurora employed or non-Aurora employed) shall also provide a copy of all documentation not already provided (Contractor letter with all attachments) to the Billing Projects Representative in the Milwaukee Research Business Office.  (The CBO BPR maintains a copy of these documents n the patient specific billing/claim file.)

5. BPR will write the prior-notification letter to the Part A Fiscal Intermediary Medical Director for all  Category B, FDA approved device trials  where the associated CRC is not Aurora employed. The BPR will follow the attached letter template and include as attachments all documents forwarded by the CRC to the SPR.  (The CBO SPR maintains a copy of these documents n the patient specific billing/study file.)

6. Coordinator completes each of these REQUIRED elements for the letter including:
· Regarding line information including all the following:  (1) Sponsor's full study name, (2) Sponsor assigned study number), (3) Provider name & provider number (each Aurora hospital has an official provider name and provider number assigned by CMS), (4) PI's full name, and (5) Contract name and phone number (generally the CRC's full name).

· Device name (trade, common/usual name and classification) & device number along with a detailed narrative description of the device.  (Note, if an available "Instruction for Use" provides this information, it can be sent to the contractor and referenced here parenthetically. However, do NOT 
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change the name of this bullet to "Instruction for Use" as the LMRP identifies this element as "device name.")

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

· Copy of the FDA approval letter containing the most current approved number of institutions and subjects.  (In practice, if this letter is the initial submission to the contractor, this information would be contained in the FDA letter referenced in the first bullet point above. However, if this contractor letter is a request for approval of additional subjects beyond the initial submission, include the FDA letter granting Aurora approval for additional subjects -- plus the initial FDA approval letter.

· Number of cases the provider institution is planning to perform.

· Study Protocol copy.

· IRB approval letter copy.

· Informed consent document copy.

7. Additionally, the Coordinator completes the following:

· Submit a copy of the letter to be submitted to the contractor with the original IRB Submission Form. (The actual letter to the Medical Director cannot be mailed until after IRB approval is received since a copy of the IRB approval letter is required by the contractor.)

· Submit a copy of the letter to be submitted to the Coverage Analysis Medical Auditor.

· Forward a copy of any contractors' reply to Aurora's Research Business Office, Billing Projects Representative, Parkway Building, Suite 201,  as well as the Coverage Analysis Medical Auditor.

· Maintain a copy of the contractors' reply in the coordinator's study manual
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Attachment A


Date








Medical Director


CONTRACTOR


Street Address


City, State Zip





Re:	Prior Medicare notification 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 serves as your prior notification 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








Best Regards,








Name


Clinical Research Coordinator


Phone
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