	CENTRAL DEPARTMENT OF ENERGY INSTITUTIONAL REVIEW BOARD (CDOEIRB)
FWA00015568
Human Subjects Research Amendment/Modification Application

	The protocol must be submitted in typed form and all items must be answered if applicable or N/A if not applicable.   Please type responses in unshaded areas.




	Protocol Number:
	

	Protocol Title:
	

	Principal Investigator:
	



	A.	Please indicate the type of modification/amendment by placing an X by the appropriate statement.

	
	Minor modification/amendment: No substantial alteration to (1) the level of risk to subjects, (2) the research design or methodology, (3) the qualifications of the research team, or (4) the facilities available to support safe conduct of the research.

	
	Major modification/amendment: Resulting in increased risk to the subject, inclusion of vulnerable population, addition of procedures that would not otherwise be eligible for expedited review.



	B.	Please summarize the requested modification/amendment in non-technical language.  

	B.1	Describe any change in study purpose and scope. Describe the change in research procedures involving subjects and provide an explanation.

	



	B.2	Describe modifications or additions to the currently approved protocol and attach supporting documents (i.e., revised consent form, recruitment materials, questionnaires). Explain why changes and/or additions are necessary.

	



	B.3	Report any change in biological materials/samples or supplier or change in subject population.  Describe the change in type, identification, or additional requirements, if any, for subject protection.

	



	B.4	Explain any change in institution or site involvement.  Submit a current IRB approval or letter of cooperation for each institution or site.

	



	B.5 	Report any change in Principal Investigator(s) or key research staff.  Provide new or additional current CVs and documentation of human subjects research training.

	



	INVESTIGATOR ASSURANCE

	I affirm to the best of my knowledge that all the above information is complete and accurate and agree to accept responsibility for this project in accordance with applicable Federal regulations and established CDOEIRB policies and procedures.  I accept primary responsibility for safeguarding the interests of subjects under study.  No changes will be made without prior approval from the CDOEIRB.  I will inform the CDOEIRB of any unanticipated problems or adverse events.

IRBNet submissions must contain all e-signatures prior to submission of the amendment request for review. 
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