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IRB Re-approval/Completion Form
Institutional Review Board, Office of Academic Research
218 S. Wabash, Rm. 725, Chicago, IL 60604-2444   312-369-7384   irb@irs.colum.edu 
 
This form must be completed at the time of continuing review or study completion.

All questions relate to the last approval period.

SECTION 1:  General Information

	Nature of Study:

(Place an “X” in the column.  Check only one.)
	
	Faculty Research  
	
	Graduate Research

	
	
	Thesis
	
	Undergraduate Research

	
	
	Staff Research
	
	Other:_________________


Study Title: ________________________________________________________________

Principal Investigator (PI): 

IRB decision letters will be sent to the principal investigator at the address specified below. You may designate a correspondent as the alternate contact however the PI remains responsible for the information provided on the form.

	Mailing Address:
	

	Department:
	

	Phone:
	
	Fax: 
	Email: 


Faculty Advisor: 

(Only for student-initiated research.)
	Mailing Address:
	

	Department:
	

	Phone:
	
	Fax: 
	Email: 


Correspondent: 
(You may identify an investigator, student or staff member to serve as the primary point of contact for correspondence; otherwise all communications will be sent to the principal investigator.)

	Mailing Address:
	

	Department:
	

	Phone:
	
	Fax: 
	Email: 


Status of Study:
	Place an “X” in the first column.  Check only one.

	
	No participants enrolled since last IRB review (continuing or initial).

	
	On-Going.  If so, …

	
	     Are participants still being enrolled in the study?  ___  Yes  ___  No

	
	     Have all enrolled participants completed all study interventions? ___  Yes  ___  No

	
	     Is the research active only for long-term follow-up of enrolled participants? ___  Yes  ___  No

	
	Data Analysis.  A study is considered to be in “Data Analysis” if data is being analyzed, and/or maintained for purposes of publication (i.e., a manuscript has been submitted but the publisher may ask for revisions that would require re-analysis of data).

	
	Completed.  A study is considered to be “Completed” if data analysis is done, and there is no additional research beyond the original intent planned for this data. Use of this data for other research purposes requires submission of a new protocol application.  

Date of Completion: ___________________


Changes to Columbia Key Personnel or Non-Columbia Investigators: 

Since the last IRB approval (continuing or initial), have there been any changes in the personnel working on the study?  ___  Yes  ___  No
If Yes, please indicate the investigators who have left or joined the study (and their affiliated institutions). 
	Name/Institution:
	Indicate whether the person “Joined” or “Left”
	Role on the Study:
	Student

(Indicate “Yes” or “No”):

	1.
	
	
	

	2.
	
	
	

	3.
	
	
	

	4.
	
	
	


Note:  Add additional rows to the table as needed.

SECTION ll:  Funding

	Funding Source:

(Place an “X” in the column next to the funding source.)
	
	Departmental Funds
	
	Undergraduate Research Award

	
	
	External
	
	Investigator Out-Of-Pocket

	
	
	Faculty Grants (Large/Small)
	
	Unfunded

	
	
	Graduate Award
	
	Other


Externally Funded Studies:

If the research is supported either in whole or in part by external funds (federal, state or private), one COMPLETE copy of each grant application must be on file with the IRB.

Note: If the PI on the grant/contract is not the PI on this IRB protocol, documentation must be on file with the IRB in which the PI, who is receiving the grant, acknowledges use of this protocol under the grant. 

For Each Funding Source, Please Identify the Following:

	Funding Source I:
	

	Principal Investigator of Contract/Grant:
	

	Contract/Grant Title:

(if different from study title)
	

	Grant/Contract Status:

(i.e., pending/awarded)

(i.e., pending, awarded)
	


Note:  If there is more than one funding source, copy the table format and add additional sources.

Have there been any changes to the funding for this study since the last approval?     ___  Yes  ___  No
If yes, please identify new funding and any that has been terminated. Note: A copy of each new grant application must be on file with the IRB.  If the PI on the grant/contract is not the PI on this IRB protocol, submit documentation with this application in which the PI who is receiving the grant acknowledges use of this protocol under the grant.
	Funding Type and Source
	Indicate “New” or “Terminated”

	
	

	
	

	
	

	
	

	
	



SECTION lII:  Study Summary and Progress Report

Findings
Provide a summary of findings obtained to date (preliminary or final) and state whether the findings are consistent with what you expected. If closing the study, please attach a copy of any publications or manuscripts resulting from the protocol. 

Are there any new findings that may impact a participant’s willingness to continue this study?  Indicate “Yes” or “No.”  If yes, please describe the findings, and explain how these findings have been communicated to participants. 

Literature

Provide a summary of the recent literature by other authors that provides new information bearing on this study’s analysis,  and attach copies of such articles to this form. If a search was conducted in good faith, and you believe that no such literature exists, indicate “No literature exists” in the space below this text border.
SECTION IV:  Amendments

1. Is the protocol being amended per this submission?  ___  Yes  ___  No
If yes, an Amendment Review Form (IRB-3) needs to be completed and attached to this submission.  Please note that an Amendment may require revisions to the protocol application and/or to the consent form. If applicable, submit a copy of the appropriately revised IRB-1 protocol and/or consent form(s) for review.

2. Was the protocol amended during the last IRB approval period?  ___  Yes  ___  No
If yes, please list the approval date(s) for each amendment.  

	Amendment Approval Date(s):

	

	

	


Note:  Add additional rows to the table as needed.

Please Note:  Submit a revised IRB-1 only if you are requesting approval of an amendment with this re-approval that requires changes to the IRB-1. If you are not amending the IRB-1 per this submission, do not submit an IRB-1.  Submit a clean copy of the Consent Form or Information Sheet if participants are still being enrolled. 

SECTION V:  Participants

For each participant population, please complete the following:

	Identify each Participant Population in this column (if more than one, identify each) 
	# of participants approved for the study (inclusive of any amendments).
	# of participants enrolled since last IRB review (continuing or initial).
	Total # of participants enrolled to date (all previous years plus this year).  See “Important” note below.

	
	
	
	

	
	
	
	

	
	
	
	

	Total:
	
	
	


Note:  Add additional rows to the table as needed.
Is enrollment proceeding as expected?  ___  Yes  ___  No

If no, please provide a short explanation.
Important:  If more participants have been enrolled than was approved, please complete a Protocol Deviation Report (IRB-6), and submit with this Re-approval/Termination form. 

Additionally, if you wish to increase the total anticipated enrollment, please complete an Amendment Review Form (IRB-3), and submit with this Re-approval/Termination form.

If your study is more than minimal risk, requiring review by the full board, and involves use of an approved screening procedure, please complete the following for participants enrolled to date:  
	Identify each Participant Population in this column (e.g. Children, Adults)
	Total # of participants screened.
	Total # of participants who were screened and enrolled in the study.
	Total # of participants who were enrolled but later withdrew.

	
	
	
	

	
	
	
	

	
	
	
	

	Total:
	
	
	


Note:  Add additional rows to the table as needed.
If data is available, state the number of participants enrolled to date in each of the categories below. 

	
	American Indian or Alaskan
	Asian or Pacific Islander
	Black, not of Hispanic Origin
	Hispanic
	White, not of Hispanic Origin
	Other or Unknown
	Total

	Female
	
	
	
	
	
	
	

	Male
	
	
	
	
	
	
	

	Trans-Gender
	
	
	
	
	
	
	

	Unknown
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	


Please Note:  If participants were enrolled during the last IRB approval period, you must submit copies of 5 signed Consent/Assent forms to the IRB for verification purposes with the participants’ last names blacked-out.  Do not provide the IRB with original consent forms.  If fewer than 5 participants have been enrolled during the last approval period, copies of all signed Consent/Assent forms obtained during this period must be submitted.  If you have used more than one IRB-approved Consent/Assent form, (e.g., Adult, Parental Permission, Assent, Translations, etc.), please submit at least one example of each type used.  
SECTION Vl:  Anticipated/Unanticipated Events

Please Note: Adverse Events and Protocol Deviations, both anticipated and unanticipated, must be reported in writing to the IRB in accordance with the Adverse Event/Protocol Deviation policy.  

1. Describe any anticipated and unanticipated outcomes or problems that occurred since the last IRB review.  

2. Was the frequency of these events different from what you anticipated? Indicate “Yes” or “No.”  If yes, please explain in the space below the text border.
3. Did the PI or member of the research team remove a subject from the study during the last approval period? Indicate “Yes” or “No.”  If Yes, please describe how many participants were removed and the circumstances and reasons for each withdrawal.  Include your opinion about whether any of the withdrawals were related to the research procedures.
4. Did any participant voluntarily withdraw from the study since the last IRB review?  Indicate “Yes” or “No.”  If yes, indicate how many subjects withdrew, and at what point during the study they withdrew (i.e., after consenting but before study procedures were initiated).  Describe if this number is more or less than expected.  Also, if known, please state the reason(s) for withdrawal.
5. Were there any complaints about the research since the last IRB review?  Indicate “Yes” or “No.”  If Yes, please describe how many, the nature of the complaints, and how they were addressed.
SECTION VIl:  IRB Review By Other Institutions

Has another IRB reviewed this study?  ___  Yes  ___  No
If yes, provide the name of the institution(s) and describe the outcome(s):
	Name of Institution(s):

Important - Please attach the current, unexpired approval/re-approval letters from each institution associated with this study.  
	Indicate Approval Period:
	Outcome of Review (e.g. approved, require modifications, deferred, not approved).  Important:. If the study was not approved or was deferred, please explain in the space below the table.

	
	
	

	
	
	


Note:  Add additional rows to the table as needed.
SECTION VIII: Comments From the Principal Investigator

If applicable, please provide additional comments that may be helpful in the IRB’s evaluation of the continuation of this study. 

Principal Investigator Certification
I understand the Columbia College Chicago’s policies concerning research involving human participants and I agree:

1. To comply with all IRB policies, decisions, conditions, and requirements;

2. That this study has been designed, to the best of my knowledge, to protect human participants engaged in research in accordance with the standards set by Columbia College Chicago, the United States Department of Health and Human Services, and any other sponsoring agency;

3. To obtain prior approval from the IRB before amending the research protocol or the approved consent/assent form;

4. To report to the IRB in accordance with IRB policy, any adverse event(s) and/or unanticipated problem(s) involving risks to participants;

5. To submit the Re-Approval/Completion Form as needed;

6. That each individual listed as study personnel in this application has a) completed the required human subjects training, and b) are knowledgeable of the study procedures described in the protocol; 

7. That each individual listed as study personnel in this application possesses the necessary training and experience for conducting research activities in the role described for them in this research study.

	
	

	Original Signature of Principal Investigator
	Date


	
	

	Original Signature of Student Investigator

(Only for Student-Initiated Research)
	Date


Internal office use only:


Protocol # __________


Re-Approval ___  Completion ___








1
IRB-Approval/Completion, Version 4/2008
Form IRB-2


