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Minimal Risk Social-Behavioral-Educational Research
Renewal (Continuation) Request Form

(minimal risk research only)

	Principal Investigator/Project Director:



	Phone:


Fax:



	Department:



	Email:




	Faculty Sponsor (if applicable):



	Phone:


Fax:



Department:


	Email:




	Administrative Contact: (not required)



	Phone:


Fax:



Department:



	Email:




	Project Title:


	IRB #


I/we certify that this application represents an accurate and complete description of the current research and is consistent with proposal(s) submitted to external funding agencies (if applicable).  I/we affirm that the research will be carried out according to all applicable Federal and State laws and regulations in the jurisdiction where the research will be conducted and applicable policies and procedures of The College of Idaho. I/we have read and will comply with the C OF I IRB Investigator’s Assurance of Commitment to Responsible Research.

__





Project Director Signature                          Date 
Faculty Sponsor Signature                           Date

(Required if Project Director is a student, including grad students.)
I. FUNDING INFORMATION.  
A. Indicate below the current funding source(s) for the research described in this application and corresponding protocol.
[ ] No funding
[ ] Department funds and/or PI/PD discretionary funds (e.g., gift funds, start-up funds)
[ ] Industry Sponsor (name):_________________________________________

 [ ] Cooperative Group (name): ______________________________________________

[ ] Grant
· Grant status [ ] Awarded [ ] Pending  
· Has there been a change in the grant or competitive renewal since the study was last reviewed the IRB?
    FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes  If yes, submit a complete copy of the currently awarded grant.
B. Has funding changed since this study was last reviewed by the IRB (include any Modifications to add or remove funding source)?
 FORMCHECKBOX 
  No        FORMCHECKBOX 
  Yes

If “Yes,” provide a brief description of what has changed.

	


If research is funded by a NEW grant, please complete the grid below:
	Name of Sponsor
(e.g., NIH, NSF, McDonnell Foundation)
	Grant # other Identifying #
	Alternate Title (if applicable)
	Active? (Y/N)

	
	
	
	

	
	
	
	

	
	
	
	


· Attach a copy of the entire grant proposal (excluding appendices). Block out salary information. 

· IRB is required by the federal Office of Human Research Protection to review the grant proposal and human research application for consistency. You may be asked to explain discrepancies, if any, identified by IRB during the review process. 
· See OHRP’s IRB Review of Applications for HHS Support for more information about IRB responsibilities regarding grant review.
C. [ ] Other funding source(s) not indicated above, if any.  Describe.

	

	


II. PROJECT TEAM.  
· List all individuals, including study coordinators, research assistants, collaborators, or consultants (including those from other institutions) and key personnel (if funded by a grant) who will interact with research participants or have access to identifiable research data.  These individuals are considered “engaged” in the research.

· The PI/PD assures that each project team member identified on this study application has reviewed the protocol and has consented to his or her inclusion in the research.
· The Project Director and Faculty Sponsor are always engaged in the research and must be listed as project team members.
Engaged project team members who are not affiliated with The C OF I may be required to provide documentation of IRB approval from their home institution or comply with  additional requirements under C OF I’s Federalwide Assurance.
All members of the project team must complete an education program for the protection of human research participants prior to conducting this, or any other, research involving human participants.  C OF I employees must complete the C OF I-IRB-approved education program.  Engaged collaborators from another University or organization may provide written proof of human subject education from another institution in lieu of completing the C OF I program. 
	Name

Please use full legal name as in Personnel Payroll System 
	Appointment Title/Position

For example: Undergraduate Student, Postdoc, Resident, Assistant Professor
	Affiliation

For example: C OF I Dept of Sociology, University of Michigan

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Attach additional pages if necessary.
>>FOR RESEARCH FUNDED BY A GRANT.  Indicate any individuals listed on the grant as “key personnel” who are not engaged in the human subjects component of the research described in this application.  The PI/PD assures that all individuals listed below will not interact or intervene with living individuals for research purposes nor will they have access to (receive or share) any individually identifiable private information.  The grant will be reviewed for consistency.  You may be asked to explain any discrepancies.     FORMCHECKBOX 
 N/A
	Name

Please use full legal name as in Personnel Payroll System 
	Appointment Title/Position

For example: Undergraduate Student, Postdoc, Resident, Assistant Professor
	Affiliation

For example: C OF I Dept of Sociology, University of Michigan

	
	
	

	
	
	

	
	
	


III. PARTICIPANT UPDATE
A. Number of participants/data/samples currently approved by IRB
________


Include totals for ALL participant groups.

B. Number of participants/data/samples actually enrolled (participating) in the study
________*
C. *If number of participants/data/samples enrolled (B) is greater than the number of participants currently approved (A), please explain.  
	


Important Note: You may not increase the total “N” for any participant group without first obtaining permission from IRB. Over-enrollment in the absence of prior IRB approval is considered noncompliance and will be dealt with as described in the IRB Handbook.
D. Will additional participants/data/samples be needed for statistical validity?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, 

· Revise protocol to accurately reflect this new number.
· Submit revised protocol with change highlighted.
E. Since the date of last IRB review, provide the number of participants who:
_____   Withdrew from the study (not including screen failures)
_____   Complained about their experience with the research
>> REQUIRED.  If either response in question III.D is not ZERO, provide an explanation on a separate page.  Include the number of participants involved and how each issue was handled by the research team.
IV. RESEARCH UPDATE
A. Currently Approved Protocol Status & Progress of Research.
	a. Does the currently approved protocol accurately reflect the manner in which the research has been conducted since the date of last IRB review?  Points to consider include: timeline, participants, recruitment, study design, methods & procedures, remuneration, data security. 
If no, 

· In a separate document, describe each change and why it was made.
· Revise the protocol to reflect all changes.
· Submit revised protocol with change(s) highlighted.
*Note: Any change in the approved protocol requires IRB review and approval prior to initiation of the change. 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	b. Briefly describe your significant findings or observations, if any, since the date of last IRB review.  If research is funded by a grant, attach a copy of the most recent grant Progress Report instead.
	

	

	c. Are you aware of any recent literature that may be relevant to this research since the date of last IRB review?  If yes, summarize on a separate page.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	d. Have you received any multi-center trial reports (if applicable) that may be relevant to this research since the date of last IRB review?  If yes, summarize on a separate page.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	e. Have you encountered any unanticipated problems involving risk to research participants or others since the date of last IRB review, which have not already been reported to IRB?  If yes, report now to IRB via the Unanticipated Problem Report form.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	f. Are you aware of any other relevant information (including participant experiences) that might increase the level of risk associated with this research and/or the willingness of new participants to enroll or current participants to continue in this study?  If yes, describe on a separate page.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	g. Based upon: (i) your interim findings; (ii) the recent literature; (iii) multi-center trial reports (if any); (iv) unanticipated problems (if any); and (v) other relevant information (if any), please indicate whether the potential benefits (to participants or society) continue to outweigh any risks associated with this research. If no, explain on a separate page.

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


B. Revisions to Currently Approved Protocol (including study instruments).

	1. Are you requesting any changes to the currently approved protocol, including recruitment process, additional study site(s), or research procedures (e.g. adding or revising a task condition, adding an additional study session, change in stimuli)? 
If yes, 
· provide a brief explanation for the requested change(s);

· revise the protocol to accurately reflect these change(s); and

· submit revised protocol with changes highlighted.


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	2. Are you requesting any changes to currently approved study instruments (e.g. revising interview or survey questions, adding or deleting an instrument)?  
If yes, 
· provide a brief explanation for the requested change(s);

· revise the protocol to accurately reflect these change(s);

· submit revised protocol with changes highlighted; and

· submit the revised instruments with changes highlighted.



	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No




V. CONSENT FORM
	Are you requesting changes to any of the consent and/or assent forms most recently approved by IRB?  Changes include any information intended for research participants, including research procedures, amount of time required for participation, amount of compensation, explanation of risks and benefits, etc.

 FORMCHECKBOX 
 No. Submit one (1) clean copy of each consent/assent form you are currently using.

 FORMCHECKBOX 
 Yes. Submit:

(1) Version of each consent form you are currently using; and

(1) Copy of each proposed new version with changes highlighted; and

(1) Copy of each proposed new version (no highlighting)

 FORMCHECKBOX 
 NA, approved for waiver

 FORMCHECKBOX 
 NA, in data analysis only


VI. FINANCIAL CONFLICT OF INTEREST
A financial interest is defined as any relationship, other than employment by The College of Idaho (or the primary employment of outside project team members), which could result in financial gain for the individual or his/her immediate family.  For purposes of this disclosure, family member is defined as spouse or dependent children.  Financial relationships include but are not limited to consulting, speaking or other fees, honoraria, gifts, licensing revenues, other research agreements, and equity interests including stock and stock options.
· Does the Project Director* or any individual* involved in the design, conduct, or reporting of the research have, or anticipate having, any income from or financial interest in: the sponsor of the protocol, the supporting organization, or the company that owns/licenses the technology being studied?               

 FORMCHECKBOX 
  Not applicable; project not funded

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes  The IRB may require disclosure of financial interests during the consent process.
	Final Checklist

Have you included the following?

· Required original signatures (Page 1).
· Current grant award (if applicable) (Section I.A.)

· The complete current protocol, with any proposed changes highlighted (if applicable) (Section IV.A.a.).
· Most recent grant progress report (if applicable) (Section IV.A.b.)
· Explanations or further information requested in Section IV.

· Instruments or other study materials that you wish to revise (Section IV).
· A clean (unstamped) version of the current consent document and any newly proposed consent documents. Use the most up-to-date template.  (Section V).
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