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	Required Documentation for Research

 Supplies, Implants, & Investigational Device Exemption (IDE) 


	This form must be completed in its entirety. This form and all required documentation for supplies, implants, and Investigational Device Exemption (IDE) Clinical Trial CDM Service Codes must be submitted timely to clinicaltrials@iuhealth.org and chargehelp@iuhealth.org to ensure compliant billing. Please note that the appropriate CDM services code(s) will be unavailable, if this form is not submitted to chargehelp@iuhealth.org. 

	Clinical Trial – Study Record Information

	Clinicaltrials.gov registry number:

(“NCT” followed by an 8-digit number)
	

	Sponsor or IDE holder:
	

	Brief Title:
	

	Enrollment:
	

	US NIH Grant/Contract Number:
	

	IDE Number:
	

	IRB Study Number:
	

	Device Manufacturer & Model(s):
	

	Manufacturer Catalog #:
	

	Study Start Date:
	

	Estimated Study Completed Date:
	

	You are required to notify clinicaltrials@iuhealth.org and chargehelp@iuhealth.org when the study is complete to ensure timely deactivation of the CDM service code(s).

	Required Supporting Documentation (Must be included for a CDM Service Code to be created)

	Is this device, implant or supply being provided at a reduced or no cost to the patient?

 Yes 
 No   
* Pricing documentation must be submitted to validate the cost. This may include an invoice, purchase order or vendor/manufacturer quotes.  

	IU Health Contact Information
For IDEs, RCS will provide the Research Sponsor a Job Aid outlining how to document the device to ensure appropriate charging. The Research Sponsor is responsible for educating staff on correct documentation per the Job Aid. Failure to provide appropriate education or to document per the Job Aid may result in incorrect charging and overpayments. Overpayments identified by RCS will be refunded and charged-back to the clinical area. For questions on how to document an IDE, please contact helpdesk@iuhealth.org. 

	Research Sponsor:
(Name, e-mail, phone number)
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