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	STUDY MODIFICATION REQUEST


	Instructions:

· This study modification request and any other pertinent documents should be mailed as attachments to irb@clayton.edu
· Based on your study modification, please submit any revised recruitment letters, consent forms, surveys, etc. along with this form.

· You may not continue with your study until modification approval has been received.


	I. Investigator and Protocol Information

	A. Title of Project
	

	B. IRB Number
	     
	Expiration Date 
	     

	C. Protocol Title
	     

	D. Principal Investigator (PI)
	     

	E. PI Mailing Address
	     

	F. PI Phone
	     

	G. Contact Name
	     

	H. Contact Mailing Address
	     

	I. Contact Phone
	     


1.  Choose all of the changes that will be made. Describe the requested changes in #3 below.
	 FORMCHECKBOX 
 Location changes
	 FORMCHECKBOX 
 Title change ( Provide new title: _____

	 FORMCHECKBOX 
 Conflict of interest changes
	 FORMCHECKBOX 
 Removing personnel

	 FORMCHECKBOX 
 Inclusion criteria changes
	 FORMCHECKBOX 
 Increasing participant number - Indicate number to be added: _____

	 FORMCHECKBOX 
 Exclusion criteria changes
	 FORMCHECKBOX 
 Decreasing participant numbers - Indicate number to be removed: _____

	 FORMCHECKBOX 
 Recruitment – Advertisement 
	 FORMCHECKBOX 
 Study procedures

	 FORMCHECKBOX 
 Compensation
	 FORMCHECKBOX 
 Informed consent form

	 FORMCHECKBOX 
 Adding a funding source

( Include a copy of the grant
	 FORMCHECKBOX 
 Instruments – adding/removing/changing



	 FORMCHECKBOX 
 Removing a funding source
	 FORMCHECKBOX 
 Other

	 FORMCHECKBOX 
 Adding personnel ( List new personnel or personnel changes in #2 below


2. List any personnel changes, if applicable:

	Name:

Faculty  FORMCHECKBOX 
 Undergraduate  FORMCHECKBOX 
 Graduate  FORMCHECKBOX 
 Staff  FORMCHECKBOX 

CSU Department AND CSU Mailing Address

Phone Number (s) & E-Mail

Has this person completed the required training NIH? 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No, a training certificate must be received before they can be included in the research study

Does the IRB have their training certificate on file? 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No, email a copy of the training certificate with this modification form


3. Briefly explain the study modifications.

4. Describe the reason(s) for the modification.

5. Explain how these modifications will affect the risks and benefits to participants.

6. Does the modification to your study affect participants that have already consented to participate?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes – Will participants that have already consented need to be re-consented?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes – Submit a revised consent form

7. Was participant enrollment listed as closed on your last Continuing Review form?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes – Is participant enrollment being re-opened?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes – Submit a revised consent form and recruitment materials

8. Is an informed consent form being submitted with this modification?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes –Submit revised consent form for approval

Approval Signature of IRB Chairperson         

Date






