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	Use for both continuing review and as a final report to close a study.

If modifications are being requested, submit a separate request for a modification.

	IRB Project No.:
	     

	Expiration Date:
	     

	Protocol Name:
	     

	Investigator:
	     

	Investigator’s Contact Information:
	     

	Alternate Contact:
	     

	Alternate Contact’s Information:
	     

	Enrollment Status

	Number of subjects enrolled:

	
	Since activation
	Since last approval
	Male
	Female
	Other, Unknown

	Total locally:
	     
	     
	     
	     
	     

	Total all sites:
	     
	     
	     
	     
	     

	Number of subjects enrolled locally since activation of the study:

	Caucasian
	Black
	Hispanic
	Asian

Pacific Islander
	American Indian/
Alaska Native
	Other, Unknown

	     
	     
	     
	     
	     
	     

	Total number of subjects considered members of vulnerable populations:

	Children
	Prisoners
	Fetuses
	Pregnant
	Students

Employees
	Cognitively Impaired
	Other

	     
	     
	     
	     
	     
	     
	     

	Financial Interest Declaration

	 FORMCHECKBOX 

	The Principal Investigator hereby affirms that ALL appropriate project personnel have submitted an ROI to the Conflict of Interest Office and no outside interests related to this project have been disclosed by any individual.

	 FORMCHECKBOX 

	The Principal Investigator hereby affirms that ALL appropriate project personnel have submitted an ROI to the Conflict of Interest Office and outside interests have been disclosed by one or more individuals that must be reviewed by the Institutional Review Committee (IRC) to determine whether a conflict exists related to this project.


	Yes*
	No
	The following questions refer to all sites involved in the research:

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have subjects experienced any harms (expected or unexpected)?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have subjects experienced any benefits? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have there been any unanticipated problems involving risks to subjects or others since the last IRB review? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have any subjects withdrawn from the research?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have any subjects or others complained about the research? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have there been any publications in the literature relevant to the risks or potential benefits research? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have there been any interim findings? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have there been any multi-center trial reports? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have there been any data safety monitoring board reports? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, has there been any other relevant information regarding this research, especially information about risks associated with the research?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	In the opinion of the principal investigator, have the risks or potential benefits of this research changed? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last IRB review, have there been any modifications to the research? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Are there any problems that required prompt reporting that have NOT been submitted as required? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Have all serious adverse events and unanticipated adverse events in Veterans Administration (VA) research been reported as required? Check  FORMCHECKBOX 
 N/A if this is not Veterans Administration (VA) research.

	*Attach a summary explanation or description for each question whose answer is “Yes.”

	Current Protocol Status

Check all that are true or not applicable

	 FORMCHECKBOX 

	The research is permanently closed to enrollment.

	 FORMCHECKBOX 

	All subjects have completed all research-related interventions.

	 FORMCHECKBOX 

	Collection of private identifiable information is completed.

	 FORMCHECKBOX 

	Analysis of private identifiable information is completed.

	If all items are checked, the research may be concluded 

Otherwise, the Human Research must undergo continuing review by the IRB.


Provide 1 copy of the consent documents to be used in the next approval period (See Investigator Manual for additional instructions related to these documents). If consent will not be documented in writing, a script of information to be provided orally to subjects. This may be omitted if the research is permanently closed to enrollment.
	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

	
	     


	HSPP USE ONLY
	Date received:
	Received by:



