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INSTITUTIONAL REVIEW BOARD

Application for Revision to IRB Approved Study

This form must by TYPED – Handwritten copies not accepted

Revisions to research projects may not be instituted until written approval 

from the IRB has been given.

IRB Project # 






Date Submitted:      
Project Title:      
Principal Investigator: 
     




Department:      
Telephone: 
     






Mailing Address:      





E-Mail Address:      
Student Researcher:      




Department:      
Telephone:        





E-Mail Address:      

1. 
Materials Revised in this submission:

a.   FORMCHECKBOX 
  Protocol

If checked, list below the date, version, and title of the modification (i.e. Amendment, Revision, Administration Change).

b.  FORMCHECKBOX 
  Consent Form

If checked, attach a copy of the revised Consent Form with changes highlighted. In addition, list the version

date of the attached document and outline the plan to provide this new information to participants who are currently participating, but who have already given informed consent.

c.  FORMCHECKBOX 
  Questionnaire/Survey ***

If checked, attach a copy with changes highlighted and provide the version date of the new document.

d.  FORMCHECKBOX 
  Advertisement

If checked, attach materials and specify where, when and how advertisement is going to be used. These should include a version date on all materials. The IRB can review a draft advertisement, but approval of a draft does not constitute final approval to use the advertisement. The IRB must also review the final layout for newspaper or tape (audio/video) for radio or television.

e.  FORMCHECKBOX 
  Change in PI or addition/removal of other study staff

If there is additional personnel on the project please attach a copy of their training certificate. 
f.  FORMCHECKBOX 
  Change in research site

Attach letter of support from all agencies you plan to work with (formal letter on letter head with a    signature or an official email are both acceptable)

 
g.  FORMCHECKBOX 
  Other Change (list specifics below)

2. 
Describe the proposed revision(s). Attach any documentation associated with this revision. If this revision is a protocol amendment or consent form revision with extensive changes, please summarize below, be specific but brief (do not just state “See Attached”). If this project is sponsored by an outside agency, we require that you also provide us with a copy of the cover letter or other supporting documentation from the sponsor regarding this revision. This allows us to confirm that this change is indeed supported by the sponsor.

3. 
Provide the rationale for the proposed revision. Be brief but specific (i.e. protocol and consent revised due to low/slow enrollment, protocol revised due to administrative changes at company, etc., change in study staff or addition of investigator).

4. 
This revision includes the following:

a. 
 FORMCHECKBOX 
  Significant change in the scope or research objectives of the project.

b.
 FORMCHECKBOX 
  Change in the overall risk/benefit ratio.

c. 
 FORMCHECKBOX 
  Newly identified risk or an increase in the occurrence of risk since last approval.

d. 
 FORMCHECKBOX 
  Addition of vulnerable population to study

e. 
 FORMCHECKBOX 
  Addition of study procedures which involve greater than minimal risk

f. 
 FORMCHECKBOX 
  Reopening the study to enrollment (study was closed to enrollment prior to this amendment)

g. 
 FORMCHECKBOX 
  Some increases in number of participants being enrolled  

h. 
 FORMCHECKBOX 
  None of the above

If this study was originally reviewed by the Full IRB and A,B,C,D,E, or F  is checked, this revision must be reviewed by the Full IRB. If Full Board review is required, submit original and one copy.. Other changes could also require review by the Full IRB, if in the opinion of the IRB Chair/Vice Chair they are considered more than minor or constitute greater than minimal risk. If this is the case, you will be contacted.

CERTIFICATION OF PRINCIPAL INVESTIGATOR:

This investigation involves human participants. I am submitting this form in accordance with the policies of UNCG for the protection of human participants participating in research. I certify that I have a valid certificate of IRB education, and have read UNCG’s policy on Research with Human Participants. I understand the University’s policies concerning research involving human participants and agree to:

Obtain the voluntary informed consent of participants (or of participants’ legally authorized representatives) to the extent required by federal regulations and by the determinations of the IRB;

Report to the IRB any serious or unexpected on-site or off-site adverse events or unanticipated problems within the appropriate reporting period;

Obtain prior approval from the IRB before amending or altering this research project or implementing changes in the informed consent document;
Maintain informed consent documents and progress reports as required by institutional and federal policies; and
Accept the responsibility for the conduct, supervision, and surveillance of this research and the protection of human participants as required by state and federal law and regulation, and as documented in the UNCG Federal Wide Assurance, UNCG IRB guidelines, and UNCG  policies and procedures.”
Maintain confidentiality in accordance with procedures outlined in this protocol as the UNCG IRB has approved.

__________________________________________________
___________________________

Signature of All Principal Investigators



Date      
__________________________________________________
____________________________
Signature of Student Researcher (if applicable)


Date      
	DO NOT WRITE BELOW THIS LINE – FOR IRB USE ONLY

	This submission has received administrative review:

	IRB Director (or designee)
	Date:

	This submission has been reviewed by the IRB:

	 FORMCHECKBOX 
  The Revision to IRB approved study has been reviewed and approved by the fully convened IRB.

 FORMCHECKBOX 
  This Revision was determined to meet the criteria for Expedited Review:
 FORMCHECKBOX 
  A minor change to a previously approved project, which does not adversely change the risks to the
                    subjects enrolled.

 FORMCHECKBOX 
  Initial Review of this project was conducted under the Expedited Review process.
 FORMCHECKBOX 
  This Revision was reviewed to assess if the information changed would impact the subjects’ willingness to

        continue participating in the research study:
 FORMCHECKBOX 
  The information changed would not impact the subject’s willingness to continue participation, or
 FORMCHECKBOX 
  The information changed would impact the subject’s willingness to continue participation and an
                    appropriate mechanism is in place to provide information to the research subject.

 FORMCHECKBOX 
  The revised Consent Form has been reviewed and approved by the IRB.

 FORMCHECKBOX 
  Subjects currently enrolled in study must sign the new consent.

 FORMCHECKBOX 
  Approval of this amendment does not alter the expiration date of the protocol.

 FORMCHECKBOX 
  This study continues to meet the regulatory criteria as outlined in the attached criteria form.



	IRB Chair (or designee)
	Date

	IF FULL BOARD REVIEW IS REQUIRED:

	Date Received:
	IRB Meeting Assignment:

	Primary Reviewer #1:
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