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	FORM HRP-213: Modification of Approved Human Research


	Protocol Name:
	     

	Principal Investigator:
	     
	Phone:      
	Email:      

	Primary Contact Name: 
	     
	Phone:      
	Email:      

	Revised Date:
	     

	Study Numbers:
	IF:        HS:           GCO: 

	A. Most Common Institutional Approvals Required Prior to Modifying Research

	1. GCO: If this modification includes a change in the PI or co-Investigators, or a change in funding.
2. FCOI: Any additions in research personnel must be made to the current IF# and any potential conflict of interest must be evaluated. 
3. Dept/Div: Any addition of research personnel require Dept/Div Chair signature (the Dept/Div Chair of the added personnel) on HRP-211.
4. IDS: If this modification changes information contained in Appendix B, revised IDS forms need to be submitted to the IDS along with the revised Appendix B for IDS approval and signature.
5. RSC: Any changes to appendix D require review by the RSC. 



	B. Summarize the modification or attach a summary:

	    1. Summarize the modification request (what is changing?):

     
2. Provide the justification (reasons) for the change:

     
3. Explain if this modification changes the consent document or information that may affect subjects’ willingness to continue to participate in the research?

     
4. Explain the proposed plan to re-consent subjects or to provide them with the new information, or explain why the PI believes this is not necessary. Include a brief summary of the status of current subjects, including the number of subjects in each study phase (on study drug, in follow-up, no more study interaction, phone interviews, etc.):

     

	C. Other Documents
Update the Investigator Protocol if affected by the modifications, and provide 1 copy of the following documents if affected by the modification, with the changes underlined, highlighted, or otherwise clearly marked:

· FORM: HRP-211- Application for Human Research, including as applicable:

· Appendix A: External Site Approvals

· Appendix B: Drugs/Biologics

· Appendix C: Devices

· Any addition of personnel from a new Dept/Div must be signed off on by the newly involved Dept/Div Chair

· Evidence of qualifications of the key personnel related to their role in this research (biosketch, resume, CV, other description)

· Protocol Template (If this is the activation of a previously approved protocol at a new site or sites that will be overseen by a principal investigator who will take separate and full responsibility for that site or those sites, include only site-specific information.)
· Grant application

· Complete sponsor protocol (including DHHS-approved protocols such as  an NIH-sponsored multi-site study or Cooperative Group Clinical Trial protocol)

· HIPAA forms

· Data collection instruments (questionnaires, etc.; do not submit case report forms)

· All written material to be provided to or meant to be seen or heard by subjects, including:

· 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

· DHHS-approved sample consent document (e.g., sample consent from NIH-sponsored Cooperative Group Clinical Trial)

· Current investigator brochure for each investigational drug

· Current package insert for each marketed drug

· Current product information for each medical device being evaluated for safety or effectiveness.

· If the research is conducted or funded by the Department of Energy,  a completed “Checklist for IRBs to Use in Verifying that HS Research Protocols are In Compliance with DOE Requirements”

	

	D.  Principal Investigator Acknowledgement

	I agree to conduct this Human Research in accordance with applicable regulations and the organization’s policies and procedures.

	Principal Investigator signature
	Date
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