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	Use to request a modification to previously approved research

	IRB Project No.:
	     

	Protocol Name:
	     

	Investigator:
	     

	Investigator’s Contact Information:
	     

	Alternate Contact:
	     

	Alternate Contact’s Information:
	     

	Approvals Required Prior to Modifying Research

	Does this modification involve?
	Prior to initiating the research approval is required by:
	Have you obtained approval?

	A change in use, type, or frequency of radiation, laser, or MRI
	 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes
	Radiation Safety Committee
	 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes

	The use of any biohazards
	 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes
	Biosafety Committee
	 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes

	A change to any reportable interests
	 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes
	Institutional Review Committee
	 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes

	Privacy issues
	 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes
	Privacy Board
	 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes


	Summarize the modification or attach a summary:

	     


Update the Investigator Protocol if affected by the modifications.

Provide 1 copy of the following documents if affected by the modification:

· FORM: Application for Human Research.

· Investigator Protocol

· Research tools

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

· All written materials 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

Provide one copy of the following documents when they have been modified:

· Grant application

· Current product information for each investigational device

· Foreign language version of any written material to be provided to or meant to be seen or heard by subjects.

	Investigator Acknowledgement

	I agree to conduct this Human Research in accordance with applicable regulations and the National Foundation for Energy Healing policies and processes.

	Investigator signature
	Date

	
	     



