AMENDMENT TO APPROVED STUDY
Purdue University - Institutional Review Board

	INSTRUCTIONS




Failure to follow these instructions may result in the submission being returned to the principal investigator.
1. Use this form to request changes which are not classified as minor in our guidance Minor Changes Not Requiring Review located on the Policies page of our website.
2. This form must be submitted with the principal investigator’s signature.  Any submissions received without the PI’s signature after April 1, 2012 will be returned to the investigator.  

3. Submission of prior versions of this form will not be accepted after April 1, 2012 and will be returned to the investigator.
4. Do not use this form to add/remove study personnel. Use the Personnel Amendment Form.
5. Do not use this form to respond to IRB requests for either Specific Minor Revisions or Substantive Revisions.  

6. Changes may not be implemented until the investigator receives final written IRB approval.
	STUDY INFORMATION




Principal Investigator contact information:  
	 Name and Title
	Department
	Campus Address
	Phone
	Email

	     
	     
	     
	     
	     


Study Information:

	IRB Study Number
	Study Title

	     
	     


Indicate the type of change/addition and attach all applicable documents:

 FORMCHECKBOX 
  Recruitment Procedures
 FORMCHECKBOX 
  Recruitment Materials

 FORMCHECKBOX 
  Study Population

 FORMCHECKBOX 
  Study Procedures

 FORMCHECKBOX 
  Study Instruments/Measures

 FORMCHECKBOX 
  Funding

 FORMCHECKBOX 
  Other – Please describe      
1. Briefly summarize the change(s). For changes to study population, study procedures or recruitment procedures, please submit a copy of the study description (aka application narrative) updated to include the changes and using track changes or highlighting to indicate the changes.  Do not cut and paste from the original protocol.  
	     


2. Describe the rationale for the change(s).
	     


3. In your opinion as principal investigator, how will these changes affect the overall risk or benefit to participants in the study?  

	     


4. Do the changes to the study prompt changes to any study materials? 


 NO  


 YES – Attach copies of all the new materials or relevant revised materials updated to include the 
changes and using track changes or highlighting to indicate the changes.  Failure to submit the copy 
indicating the new changes may delay the review of the submission.  
Check attachment type below: 

 FORMCHECKBOX 
  Study Description (aka application narrative)

 FORMCHECKBOX 
  Recruitment Materials
 FORMCHECKBOX 
  Study Instruments/Measures 

 FORMCHECKBOX 
  Consent/Assent Documents – submit both a tracked version and one without for approval stamping

 FORMCHECKBOX 
  Other –Describe:       
	PRINCIPAL INVESTIGATOR’S ASSURANCE




As principal investigator of this study, I assure that the information supplied in this form and attachments are complete and correct.  I have read the Researcher Responsibilities and will conduct this research in accordance with these requirements.
Principal Investigators Signature:  

____________________________________   Date:  _____________
Submit this signed form and attachments to the Human Research Protection Program office either via hardcopy or electronically.  Forms received without signatures will be returned. A signed form and attachments can be submitted electronically as an email attachment to irb@purdue.edu.  If a signed form is submitted electronically, a paper copy need not be submitted.    

Campus Address:



U.S Mail Address:


Human Research Protection Program     

Human Research Protection Program


YONG 10th Floor, Rm. 1032


Purdue University



765-494-5942




YONG, Rm. 1032



irb@purdue.edu 



155 Grant Street
Office Hours: M-F 8-11 am 1-5 pm

West Lafayette, IN  47906-2114



QUESTIONS?  Call our office at 765-494-5942 or attend walk-in hours.

WALK-IN HOURS – Come speak to a Protocol Analyst

Monday 9:30 am - 11:30 am
Tuesday 2:00 pm - 4:00 pm
Thursday 9:30 am - 11:30 am
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