
REQUEST FOR AMENDMENT

Protocol Title:      
Protocol Number:      



New Protocol Version and Date (If applicable):      
	Section A: Sponsor and/or Site Information 

	Institution Name:      








	Street Address:      

	City, State, Zip:       

	Contact:      
	Phone: (   )   -     Ext:      
	Fax: (   )   -    

	E-Mail:      


	Section B: Proposed Revisions (Please check all that apply)

	Protocol Revisions

	 FORMCHECKBOX 

	Change in the protocol or research design. Please give a brief summary of the changes:      
(Please attach a copy of the revised protocol indicating the changes)

	 FORMCHECKBOX 

	Addition* of drug, biologic, or device. Name of new drug, biologic, or device:      
*Note: If there has been a change in the drug brochure, please complete the IDB Application.

	 FORMCHECKBOX 

	Change in the total number of subjects needed to complete the study.

Current number needed:      
Proposed number needed:      

	 FORMCHECKBOX 

	Change or addition of a study site. Please indicate the updated study site:      

	 FORMCHECKBOX 

	Change in subject selection criteria. Please indicate the updated criteria:      

	 FORMCHECKBOX 

	Addition or change of survey, questionnaire, or data collection sheet. (Please attach the updated materials)

	Informed Consent Revisions

	 FORMCHECKBOX 

	Change in the informed consent. (Please attach a copy of the revised consent form indicating the changes)

	Investigator Change (Please include copies of the new investigator(s) CV and medical license if applicable) 

	 FORMCHECKBOX 

	Change in primary investigator. Current Investigator:      
Proposed Investigator:      
New Investigator MUST complete and submit a PI Submission Form

	 FORMCHECKBOX 

	Addition/Deletion of sub investigator(s). Proposed additional Sub Investigator(s):      


Sub Investigator(s) being removed:      

	Advertisement and Recruitment

	 FORMCHECKBOX 

	Change and/or additional recruitment materials. (Please attach the new materials)

	 FORMCHECKBOX 

	Change in recruitment plan. Explain:      

	Miscellaneous

	 FORMCHECKBOX 

	Amendment to file. Explain:      


	Section C: Risk Analysis 

	1
	Please explain how the proposed changes and/or additions will affect the risks to the participating subjects.      

	2
	Will previous and/or current subjects need to be informed of the proposed changes and/or additions?

 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes; Explain your plan for contacting the subjects:      


     
Name of the person preparing this document

_________________________________________________

_____/_____/_____

Signature of the person preparing this document



Date

Ethical Review Committee, Inc.


14400 E. 42nd St., Suite 240


Independence, MO 64055


Phone: 816.421.0008 ( Fax: 816.356.2227


� HYPERLINK "http://www.ethicalreview.com" ��www.ethicalreview.com� 










