FOR IRB USE ONLY

IRB #:  _________________

Date Submitted: _________

Date Approved:  _________

FORM C:  CERTIFICATION FOR CHANGES, ANNUAL REVIEW, OR PROJECT TERMINATION/COMPLETION FOR RESEARCH INVOLVING HUMAN SUBJECTS 

Provide the required information in the space available.  If additional space is needed, attach a separate sheet or expand that section of the form.  Both scanned original signatures and typed electronic signatures are acceptable. Incomplete submissions will be returned to the applicant without review. 

I have reviewed UTC’s HIPAA policy and I am familiar with the requirements of the Privacy Rule with regard to protected health information.  I attest that my research will be guided by the appropriate principles required by these federal regulations.
NOTE:  If protected health information is disclosed without authorization, a full board review is required. 

All forms and research instruments should be submitted by email to instrb@utc.edu.
Type of Request:
 FORMCHECKBOX 
  Minor Change 

 FORMCHECKBOX 
  Annual Review





 FORMCHECKBOX 
  Terminated/Abandoned 
 FORMCHECKBOX 
  Completed
	Title of Research:
	     

	
	

	IRB Number:
	     


	
	
	Dept
	Mail Code
	Email

	Principal Investigator
	     
	     
	     
	     


Project status:  Please select below the status of this project:
Request Project Continuance

 FORMCHECKBOX 

A – Active – Project ongoing

 FORMCHECKBOX 

B – Currently Inactive – Project was initiated but is presently inactive 

Details:      
 FORMCHECKBOX 

C – Inactive – Project never initiated but anticipated start date is      
Request Project Termination

 FORMCHECKBOX 

D – Inactive – Never initiated

 FORMCHECKBOX 

E – Currently Inactive – Project initiated, but has not been/will not be completed



Details:      
 FORMCHECKBOX 

F – Completed – No further activities will be done. Please close the IRB file.

Future plans:  Please check one box below for all active projects:
 FORMCHECKBOX 
 No changes are planned and the project will continue as previously approved by the IRB

 FORMCHECKBOX 
 Changes are planned (Complete following section)
Notification of Changes:  Please check the appropriate boxes below and provide additional information where appropriate (e.g. new title, new PI, description of changes, etc.) If no changes are planned or project is completed, please leave blank.
 FORMCHECKBOX 

A.  Change the project title


     
 FORMCHECKBOX 

B.  Change(s) of principal or co-principal investigator(s), other collaborators, or change in student advisor(s)

     
 FORMCHECKBOX 

C.  Change(s) to project which will affect participation of human subjects

     
 FORMCHECKBOX 

D.  Change(s) to informed consent forms and/or assent form(s)

     
 FORMCHECKBOX 

E.  Additional locations for conducting project

     
 FORMCHECKBOX 

F.  Unexpected risks to subjects

     
Signatures:

	
	
	     

	Principal Investigator or Student
	
	Date

	
	
	

	
	
	

	Faculty Advisor (if applicable)
	
	Date


IRB Approved:

Level of Review:   FORMCHECKBOX 
  Expedited
 FORMCHECKBOX 
  Full Board
 FORMCHECKBOX 
 Not Applicable

Action Taken:       FORMCHECKBOX 
  Approved
Other:   FORMCHECKBOX 
 
	
	
	

	IRB Chair or Designee
	
	Date


FORM C -- INSTRUCTIONS FOR USE

A Form C is used to request changes in a previously IRB-approved research project, to satisfy an annual review, or to make notification of termination or completion of a project.   

Changes:  Changes may include, but are not limited, to: change of project title, minor grammatical changes to an informed consent and/or child's assent form, addition or deletion of collaborators and/or co-PIs, change in student advisor, additional sites for the performance of the research (include a letter from the authorized individual for a new location), minor project changes which do not change the original goal, and reporting unexpected risks encountered in carrying out the project. When a Form C is approved to inform the IRB of changes in the project, it does not affect the renewal date of the overall project unless the IRB Chair determines that a new Form A or B must be initiated. Major changes which alter the original goal of the research require submission of a new Form A or B and annual renewals will be based on these new submissions.

Annual Review:  The IRB Chair will review all renewal requests and determine the appropriate level of review.  If exempt or expedited review status is granted, the Chair may simply sign off on the Form C provided there have been no major changes to the project.  If the Chair determines a full IRB review is warranted, because of the on-going nature of the research or because of major changes outlined in the update, she/he will notify the Principal Investigator in writing and request that a new Form B be completed for review by the full IRB Board. 

Termination/Completion:  Indicate the project is completed or that the project will not be conducted at all by marking the appropriate box on the Form C.  For thesis/dissertation research: IRB-approved projects should NOT be terminated until the thesis/dissertation committee has approved and signed off on the final submission.  Attach a memo with details regarding the termination of the project.

Instructions for Notification of Changes Section:   

A.  CHECK this box if the project title on this from is different from your last approval letter and provide the new title.

B.  CHECK this box if there is a change of principal or co-principal investigators, other collaborators, or a change in student advisor.  Attach a memo delineating the changes in investigators.

C.  CHECK this box if there are minor changes to the project. Revise and amend any relevant sections of the Form A or B and submit these changes with Form C. There is no change too small to report.

D.  CHECK this box if there are changes to informed consent forms and/or assent form(s).  Submit the new consent/assent forms with Form D.

E. CHECK this box if there are additional locations or organizations where the research involving human subjects will be conducted. Submit a copy of the letter(s) from those organizations which have given permission for you to conduct your research in their institution. The letters should be on the institution's own letterhead.

F. CHECK this box if you have encountered unexpected risks to research subjects (e.g., breaches of confidentiality) or to yourself (e.g., angry parents, threats of violence). Submit a copy of the incident(s) with Form D and describe how you have or will resolve the problem.

The primary principal investigator must sign this Form C. If the primary investigator is a student, the student's advisor must also sign.
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