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Application Form
For review of projects by the IITA Internal Review Board, please submit a completed and signed copy of this application form by e-mail with the attachments indicated below to: 
Internal Review Board (IITA IRB) IITA-IRB@CGIAR.ORG
1. 		One copy of the overall research proposal
2. 		One copy of completed Informed Consent Form (in English and in the language in which it will be used)
3. 		One copy of CVs of PIs and Co-PIs
Please note that research activities must present no more than minimal risk to humans as outlined in the Minimal Risk Checklist (pages 10-11 in this form) to be eligible for IRB review procedure. 
If your research does not comply with the minimal risk checklist, please indicate here   
Your proposal will then be subject to special review.


Section One: Application Information
	Title of Proposal:  
	

	Principal investigator of IITA:
	

	Collaborating Institution(s):
	

	Study Duration:  From:
	
	To: 
	

	Study Location:
Country/ies:
	

	Region(s):
	

	Name of Funding Agency:
	

	Project Number 
(if applicable):
	





Section Two: Information for IRB Review
Please answer each specific question and use additional sheets as needed.  A response of “See attached project description or grant application” is not sufficient.
1. Objectives of Research: (Summary) (Not more than 1,000 words)
	




2. Risk vs. Benefit Analysis
Risk to participants may include physical risks, or emotional or psychological risks such as stress, discomfort or invasion of privacy; social risks, such as jeopardy to insurability, employability, or social status. Sources of risk may include drugs, venepuncture, biopsy or other invasive procedures, and over-treatment if treatment is based on symptomatic diagnosis. Sources of risks may also include questionnaires on sensitive topics, recordings (audio, video or photography), or risk associated with failure to maintain confidentiality.
a. 	Summarize the nature and amount of risk (including social, emotional, psychological, or physical) or substantial stress or discomfort involved in participation in research
	



b. 	Are there any anticipated adverse effects? If yes, indicate section of proposal where these are described.
	



c. 	Summarize planned provisions for monitoring for possible adverse effects during and after data collection.
	



d. 	Will there be extra costs to the subject or families related to their participation in the study (e.g transport). If yes describe.
	



e. 	Summarize the nature of the benefits for the participants, their community or for the humanity. Explain how the benefits outweigh the risks.
	





3. Confidentiality
a.	Describe the steps taken to assure that participation by subjects will be kept confidential. 
Be specific.
	



b.	What safeguards are used to protect against identifying directly, any participants in the research project?
	



c. 	Describe provisions for control over access to documents and data. What safeguards are used to protect information from disclosure to others not involved with this research project?	
	



d. 	Describe procedures to remove or destroy at the earliest possible opportunity, consistent with the purposes of the study, information that would enable a participant to be identified
	




4. Informed Consent
Informed consent is required for all research involving human subjects. All applicable items on the attached list of required elements (page 9 of this form) must be included in the informed consent document. Documentation of informed consent is required for all research projects.
a. What types of consent will be used?
‒ Written consent singed by participant or participant’s legal guardian  
‒ Oral consent with documented signature by the participant or participant’s legal guardian (i.e participant or legal guardian gives oral consent in front of witness who documents consent for each participant/legal guardian) 
‒ 	Oral consent statement or written study overview not requiring documented signature (waiver of documentation of consent). If choosing this option, complete section 8 below  

b. 	Describe the consent process: What and when will the consent process occur?
	



c. 	Who will obtain consent?
	



d. 	Will a witness be present? If yes, who will serve as witness?
	



e. 	Describe any measures other than the consent form used to confirm the participant’s understanding of the research. Attach copies of written materials used for this purpose.
	





5. Local ethical review
a. 	Has this research activity undergone ethical review by a local institution (collaborator or other if collaborator does not have an institutional review board), or is such a review planned?
     	Yes: 	No: 
      

If No, please explain why no local ethical review is planned.
	
	




If Yes, what institution is responsible for this review?
      
	



       
6. Use and benefits of research findings to study participants
      
	



a. How will your research results benefit the subjects/informants of the research?
   
	



b. What plans do you have for feeding back research findings to information and/or other stakeholders in the research setting?
	




	IRB/Proposal Number:
	



Elements of Informed Consent Forms
1. 	Purpose of research: Provide a clear, concise explanation of the research including the name of the study and its main objectives.
2.	Methods, procedures: Describe methods, procedures, of the study. Explain what will be happening to the subject during the study, and indicate the time commitment of each component and other expectations from participants. If study involves and experimental design and/or random allocation of subjects to different intervention groups, explain procedures in languages that participants can understand.
3. 	Risks: Describe the frequent and /or important risks, side effects or discomforts of the study procedures.
4. 	Benefits: Describe any benefits from participating.
5. 	Volume Participation: State the subject’s participation is voluntary, that the subject may refuse to participate before the study begins, discontinued at any time, or skip any questions that may make him/her feed uncomfortable, with no affect or penalty or loss of benefits to him/her.
6. 	Request for information: State that the subject is allowed to ask questions concerning the study, both before agreeing to be involved and during the course of the study (see required contact information in #11 below).
7. 	Confidentiality: describe how subject’s confidentiality will be protected.
8. 	Use of the information: describe how the data will be used when the study is completed.
9. 	Use of recording devices: (Where applicable): describe how audio or video equipment will be used and what will be done with the tapes upon completion of the study (destroyed, erased, archived, etc) and after which period of time (number of years), Provide a separate signature line on the consent form for the subject to agree to be video/audio tapes or photographed.
10. 	Copy of the signed and dated consent form: indicate that the subject will received a copy of the signed and dated consent form.
11. 	Contact information: provide the name(s) of the investigator(s) and contact information. 
12. 	Additional contact information: indicate that the subject may contact the IRB Chair at IITA with any concerns or complaints. Include email address, phone number and website.
13. 	Approval: Indicate at the bottom of the form: “Consent form approved by IITA IRB on [date]”.

Note: If subject is under 18 years of age, parental consent is required.




I hereby certify that:
· the study will not be initiated until IITA’s IRB’s approval is received;
· all procedures performed under this study will be conducted by individuals legally and responsibly entitled to do so;
· I will use the consent form approved by IITA’s IRB;
· the modification to the study protocol, e.g change in  principal investigator, research methodology, subject recruitment procedures, etc., will be submitted to IITA’s IRB for its approval prior to implementation (except were necessary to eliminate apparent immediate hazards to subjects, in which case IITA’s IRB will be notified immediately after implementation). For approval of modifications, a new Application Form should be submitted with the modifications clearly indicated.
· any adverse reactions experienced by subjects involved in the research will be immediately reported to IITA’s IRB
· all IITA’s IRB decisions, conditions and requirements will be complied; and 
· all research will conform to legal and other requirements governing human research in the country in which it is conducted.

Principal Investigator’s signature (or IITA’s main contact)
	
	


 
	Name
	Date









	Application Status (for IRB use only)

	Approved:
	
	Date:
	
	Approval expires:
	

	Denied:
	
	Date:
	

	Referred for further review:
	

	Date:
	

	Comments supporting decision:
	

	
	

	
	
	

	Signature over printed name
IRB Chair
	
	Date





Minimal Risk Checklist
	Definition of Minimal Risk
A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposal research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests




The review procedures may not be used where identification of the subjects and/or their responses
would expose them to risk of criminal or civil liability or be damaging to the subjects’ financial
standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and
appropriate protections will be implemented so that risks relate to invasion of privacy and breach
of confidentiality are no greater than minimal.


Research Categories Eligible for IRB Review
· Research employing survey, interview, oral history, focus group methods.
· Research on individual or group characteristics of behavior (such as research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behaviour).
· Collection of data from voice, video, digital or image recording made for research purposes.
· Research involving materials (data, documents, records or specimens) that have been collected previously by IITA or other research institutions.
· Research involving measurements of body composition (weight, height, skinfold thickness or other non-invasive methods).
· Research involving collection of biological specimens (urine, stools, saliva) for research purposes by non-invasive means.
· Research involving collection of blood samples by fingers stick, heel stick, ear stick or venepuncture from:

· Healthy, non-pregnant adults who weigh at least 110 pounds, from whom amount drawn will not exceed 550 ml in an 8-week period, collected no more frequently than 2 times per week
· Other adults and children, considering the age, weight and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. The amount drawn will not exceed 50 ml or 3 ml per kg in an 8-week period, collected no more frequently than 2 times per week.
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