Investigational Device Billing Process
· Please notify the SOM Clinical Trials Office Budget & Billing coordinator as soon as you begin the process of initiating a clinical trial using an investigational device. 
· Third party payer coverage for investigational medical devices is not automatic.  
· Medicare requires detailed information about a clinical trial device before submission of any claims.

· Requests for Medicare Parts A (facility) & B (individual practioner) IDE study approval are sent by e-mail or by fax to Palmetto GBA:

	 Subject Line
	Device Name & Number

	 ATTN
	 J11 Medical Affairs

	 Fax
	 (803) 935-0199

	 Email
	 J11.IDE@palmettogba.com 


· Current information regarding the submission process can be found at: http://www.palmettogba.com/palmetto/providers.nsf/DocsCat/Providers~Jurisdiction%2011%20Part%20A~Articles~General~8EELD83717?open&navmenu=%7C%7C 
· Contact information:

Mark Pilley, MD, Medical Director

(803) 763-6203

Procedures:
1. Receive protocol from sponsor
2. Determine if sponsor intends for UVa to bill each subject’s third party payer for the cost of the device* and/or any or all costs associated with the use of the device (e.g., costs of the surgical procedure, supplies, medications, personnel, etc. associated with the initiation/insertion/implantation of the investigational medical device).
3. Obtain an invoice statement from the sponsor to document the cost of the investigational device and all related supplies / procedures.

4. Follow the steps detailed in the process entitled:  “Clinical Research Budget Development and Billing Process” to obtain CPT codes and associated charges for procedures associated with the initiation/insertion/implantation of the investigational medical device.

5. Provide the Billing Coordinator in the SOM Clinical Trials Office with detailed specifications of the investigational device as well as the associated procedures so that appropriate HCPCS codes can be assigned by MC Finance.
6. Prepare a proposed study budget, utilizing a completed Billing Coverage Analysis, clearly specifying what tests and procedures will be done for research and what tests and procedures are standard of care for the treatment of the underlying disease or condition.

7. Negotiate a proposed budget with the sponsor.  
8. Submit the protocol and informed consent to the IRB for review and approval.  Ensure informed consent language regarding payment for the investigational device and associated procedures is consistent with the terms of the budget and the clinical trial agreement (contract).
9. Concurrently, submit the clinical trial agreement (contract) to Grants and Contracts for review of language and terms.

10. Prepare and submit information specified on the J11 A/B MAC Device/Item Check Sheet Form to Palmetto GBA with a cover letter including:
a. Title of clinical trial, IDE # and clinicaltrials.gov Identifier (NCT + 8 digits)

b. Opening paragraph – sample: The University of Virginia Health System, Medicare National Provider Identification (NPI) # 1780630608, is participating in the above referenced clinical trial sponsored by _____________. The trial is being conducted at UVA through a clinical trial agreement between UVA and ____sponsor___. The purpose of this letter is to request written approval for coverage and reimbursement for Medicare beneficiaries enrolled in ____name of trial___. See attached the following information:
c. Section I – General Information

· J11 A/B MAC Device/Item Check Sheet form

d. Section II – FDA Approval

· Provide a copy of unredacted FDA approval or conditional approval, if applicable, listing deficiencies provided to provider or hospital from the sponsor or device manufacturer.  

· Ensure FDA letter includes CMS reimbursement category [B2, B3, etc.]. 

· For FDA conditional approvals, submit most recent FDA letter indicating deficiencies are corrected.  Note:  Redacted FDA approval/conditional letter submitted from sponsor or device manufacturer will not be accepted.

e. Section III – Device Information
· Provide the following:

· Device common or usual name;

· Device classification;

· Device description narrative

· Device support information

· List of comparable devices

· Similarity or variance comparison

f. Section IV – Protocol
· Provide copy of the approved protocol;

· Provide a copy of the approved Informed Consent;
· Provide a description of  action(s) taken to conform to any applicable FDA and/or IRB special controls and/or other requirements
g. Section V – Physician/Institution/Coding

· Include a copy of the IRB approval letter;

· Provide a list of participating physicians with NPI #; 
· Provide Place of Service (POS) – inpatient, outpatient, clinic, etc., with facility name for the location that will generate a claim; 
· Provide POS Provider #; 
· Include expected CPT, HCPCS, Revenue and ICD-9 codes for claim submission
h. Closing paragraph sample: This trial complies with the IDE requirements contained in 21 CFR Part 812 and any conditions included in any approval letter issued under 21 CFR Part 812.30.

Thank you for your evaluation of this request. Please contact our research group at (434) __________ if you have any questions or need additional information. 
Signed by PI and submitter with physical address, e-mail address and phone number.

11. If the acknowledgement letter received from Palmetto GBA includes any coding guidelines Notify Billing Coordinator in the SOM Clinical Trials Office.

12. Negotiate the final budget with the sponsor and finalize the clinical trial agreement, ensuring payment language is consistent with budget as well as institutional billing processes (e.g., institutional policy does not support multiple denials by third party payers as a trigger for payment by sponsor).
13. Follow the steps detailed in the “Clinical Research Budget Development and Billing Process” to complete the billing process.
*Category A medical devices remain non-covered, though coverage for routine services associated with approved Category A IDE investigations became effective January 1, 2005, when the approved device is used for the diagnosis, monitoring or treatment of an immediately life-threatening disease or condition.
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