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Use for new proposals
1. Contact information
2.1
Is the research funded?
2.2
Does the research involve any sites where the principal investigator is responsible for the research (i.e., personally conducts or oversees the research) and does not ordinarily have privileges to conduct the research?
2.3
Does the research involve the administration of a drug, biologic, or nutritional supplement?
2.4
Does the project involve the use of a humanitarian use device (HUD) OR research evaluating the safety or effectiveness of a device?
ß Click to add
2. Funding sources
Name of Funding Source
Funding Source ID
Grant Office ID
ß Click to add
3. External sites
Site Name
Contact Name
Contact phone or e-mail
Will the site's IRB review the study?
Will the site rely on this IRB?
ß Click to add
4. Drugs, biologics, dietary supplements, and food
List all:
• Unapproved drugs/biologics whose use is specified by the protocol
• Approved drugs/ biologics whose use is specified in the protocol 
• Foods or dietary supplements whose use is specified in the protocol
Generic Name
Brand Name
4.1 Protocol is being conducted:
4.2 Who holds the IND?
ß Click to add
5. Devices
List all:
• Devices being evaluated for safety or effectiveness
• Humanitarian Use Devices (HUD)
Device Name
5.1 Protocol is being conducted:
5.2 Who holds the IDE?
Submission Requirements
Provide the following documents with this application
• Investigator protocol ("TEMPLATE: Protocol (HRP-504)") or sponsor protocol and protocol supplement ("TEMPLATE: Protocol (HRP-504A)")
• Completed "FORM: Research Personnel (HRP-201)"
• The following documents when they exist or are applicable:
     ◦ Point-by-point response (For a response to conditional approval, deferral, or disapproval)
     ◦ Written materials meant to be seen or heard by subjects
          • Evaluation instruments and surveys
          • Advertisements (printed, audio, and video)
          • Recruitment materials and scripts
          • Consent documents
          • If consent will not be documented in writing, a script of information to be provided orally to subjects
          • Foreign language versions of the above
     ◦ Complete sponsor protocol
     ◦ HIPAA authorizations/waivers/reviews preparatory to research 
• A package insert or investigator brochure for each listed drug
• The plan to control the investigational drug(s) so they are used only by authorized investigations in subjects
• At least one of the following as evidence of IND#(s):
     ◦ Sponsor protocol with an IND#
     ◦ Communication from the sponsor documenting the IND#
     ◦ FDA approval letter indicating IND# (required for investigator held IND)
• Product labeling for each listed device
• The plan to control the investigational devices so they are used only by authorized investigations in subjects
• At least one of the following as evidence of IDE#(s):
     ◦ Sponsor protocol with an IDE#
     ◦ Communication from the sponsor documenting the IDE#
     ◦ FDA approval letter indicating IDE# (required for investigator held IDE)
• A copy of the HDE approval order
• A description of the device
• The patient information packet, if any
• If a patient information packets is available, plans to give them to patients or representatives before receiving the device whenever feasible  
• A summary of the use of the device, including  screening procedures, the HUD procedure, and any patient follow-up visits, tests or procedures
• The plan to control the HUDs so they are used only by authorized investigations in subjects
• Provisions to protect the privacy of patients and confidentiality of data
 
• A brief explanation of why the device is not a significant risk device
• The plan to comply with FDA sponsor requirements
If after IRB approval, any information in this application changes, resubmit a copy of this application with revisions
Investigator attestation
By submitting this form, the investigator attests to compliance with "POLICY: Investigator Obligations (HRP-070)"
Clinical Department Chair, Supervisor, or Practice Manager Approval
I have reviewed this application and determined that all departmental requirements are met and that the physician has appropriate resources to use the Humanitarian Use Device.
Physician Acknowledgement
I agree to use the Humanitarian Use Device in accordance with applicable regulations and the organization’s policies and procedures.
10.0.2.20120224.1.869952.867557
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