Centerstone Institutional Review Board

Version Date:

Assigned Protocol #:


Application for Human Subjects’ Research
Amendment Form

All changes to the approved protocol must be reviewed and approved by the Centerstone IRB before implementation. If you are requesting only staff changes, you may submit the abbreviated “Study Staff Amendment Form”.


1. Protocol Title:
	


2. Principal Investigator Information:
	Name:
	

	Degree(s):
	 FORMCHECKBOX 
 M.D.  FORMCHECKBOX 
 Ph.D.  FORMCHECKBOX 
 M.S.  FORMCHECKBOX 
 B.S.  FORMCHECKBOX 
 Other, specify:     

	Job Title:
	

	Affiliation:
	

	Mailing Address:
	

	Phone:
	

	Fax:
	

	E-mail:
	


3. Study Status

    FORMCHECKBOX 
 Currently enrolling subjects

    FORMCHECKBOX 
 Closed to enrollment but treatment and/or follow-up continues

    FORMCHECKBOX 
 Closed to enrollment, data analysis only

    FORMCHECKBOX 
 No subjects have been enrolled

4. Please check all the categories that apply to your proposed amendment(s). If any category is checked below, you must submit a revised version of the materials and clarify all changes (underline additions, strikethrough removals).
    FORMCHECKBOX 
 New study aims that affect the study design

    FORMCHECKBOX 
 Changes in study design

    FORMCHECKBOX 
 Changes in randomization methods

    FORMCHECKBOX 
 Changes that affect the risk/benefit ratio to subjects

    FORMCHECKBOX 
 Changes in data collection methods or instruments

    FORMCHECKBOX 
 Changes in the intervention or treatment for trial visits

    FORMCHECKBOX 
 Addition of new cohort or sample

    FORMCHECKBOX 
 Changes in sample size for enrollment

    FORMCHECKBOX 
 Changes in eligibility/exclusion criteria

    FORMCHECKBOX 
 Changes in data collection or visit schedule

    FORMCHECKBOX 
 Changes in recruitment strategy

5. Please describe the proposed modifications to the research study, including the appropriate rationale and justification. 

6. Do the proposed modifications involve revisions to the informed consent/assent forms? 
    FORMCHECKBOX 
 Yes  (You must submit a revised version of the forms and clarify all changes (underline additions, strikethrough removals).
    FORMCHECKBOX 
 No 

7. Do the proposed modifications require an additional consent form?

    FORMCHECKBOX 
 Yes (please submit)
    FORMCHECKBOX 
 No

8. Will the proposed modifications require re-consenting subjects who have already been enrolled?

    FORMCHECKBOX 
 Yes     Explain:     
    FORMCHECKBOX 
 No    Explain:      
9. Do the proposed modifications require revisions to the approved recruitment materials?

    FORMCHECKBOX 
 Yes (please submit)
    FORMCHECKBOX 
 No

10. Do the proposed modifications require revisions to approved study materials (e.g., surveys)?

    FORMCHECKBOX 
 Yes (You must submit a revised version of the forms and clarify all changes (underline additions, strikethrough removals).
    FORMCHECKBOX 
 No 

11. Do the proposed modifications affect the risk/benefit assessment for subjects?

    FORMCHECKBOX 
 Yes     Explain why changes are appropriate:      
    FORMCHECKBOX 
 No

12. Is a new cohort or subject population being added or is there a change in sample size?

    FORMCHECKBOX 
 Yes     Justify:      
    FORMCHECKBOX 
 No

13. Do the proposed modifications require any additional patient care interaction?
    FORMCHECKBOX 
 Yes

    FORMCHECKBOX 
 No

14. If the study involves the addition of study personnel:      FORMCHECKBOX 
 Not applicable

	Research Staff/Personnel
	Title/Role
	Intervening or interacting with subjects?
	Obtaining consent?
	Review of data analysis, medical records/databases, or handles biological specimens?
	Completed human subjects training?

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


15. Please list all personnel that will be removed from this protocol.      FORMCHECKBOX 
 Not applicable

​​​​​​​​​​​​​________________________________                                      ______________

Principal Investigator Signature



        Date

_______________________________________

Principle Investigator (Print)

Address: _______________________________

                _______________________________

Phone:    _________________________

 FORMCHECKBOX 
 Waiver of IRB fee is requested.

      Reason:      
For Interoffice Use Only:

Submission Type:  FORMCHECKBOX 
Initial Review    FORMCHECKBOX 
 Amendment    FORMCHECKBOX 
 Continuing Review

Review Level:  FORMCHECKBOX 
 Full Board    FORMCHECKBOX 
 Expedited    FORMCHECKBOX 
Exempt
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