BRTI-IRB REF. NO.


APPLICATION FOR ETHICAL REVIEW
by the
BIOMEDICAL RESEARCH & TRAINING INSTITUTE
Note that for BRTI-IRB ethical review, the following information is required, and all sections must be completed in typescript. If there is insufficient space, please use an additional page. The application should be accompanied by electronic copies of the full protocol, including the study budget, curriculum vitae of the Principal Investigator (PI) and Co-PIs, a summary of the study in an appropriate format as well as copies of the informed consent documents to be used. Applications for ethics review should be submitted to: irb@brti.co.zw


1. GENERAL INFORMATION:

1.1 Study Title: 
1.2 Principal Investigator: 
1.3 PI’s position and qualifications: 
1.4 Address for correspondence (incl. E-mail): 
1.5 Co-Investigators names: 
1.6 Other key personnel: 
1.7 Approximate date of start of study: 
1.8 Estimated duration of study: 
1.9 Study site(s): 

N.B. If this is a trial of drugs, devices or biologics that are not registered, please indicate the phase of the trial i.e. Phase I, II or III

2. SPONSOR INFORMATION

Name and country of sponsor(s): 
Full title of grant application:

2.1 Grant number (if available): 

3. INFORMATION ON SUBJECTS

3.1 Total number of subjects to be enrolled: 

3.2 Source of recruitment (e.g. hospital patients, out-patient clinics, FPC, factories etc.): 
3.3 Ages to be recruited (e.g. infants, children, adolescents, adults): 
3.4 Duration of study for each subject: 

3.5 Payments to be made to each subject (if any): 

3.6 Other direct benefits to subject (if any): 
3.7 Do you intend to use an advertisement, letter or card for recruitment? If so please provide a copy

3.8 What, if any, biological samples are to be taken from subjects?  
3.9 State the tests that will be carried out, and the name the laboratory where these tests will be conducted:

4. REVIEW STATUS

4.1 Is the study being reviewed by any other body (MCAZ, MRCZ etc.): 
4.2 If so, please provide a copy of the review decision (or state whether under review): 

5. SUPPORT LETTERS AND AGREEMENTS
5.1 Support letters from collaborators
5.2 Details of Material/data transfer agreements, if required

6. STATEMENT BY PRINCIPAL INVESTIGATOR

I		certify that the information in this application document, and the attached protocol and summary, is true and complete in all respects. I confirm that the application has not been disapproved by any other ethical review committee.


Signed	                                                                  Date  
[image: ]
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GUIDELINES FOR THE SUMMARY

In order to assist the members of BRTI-IRB to reach a reasoned opinion on the proposed study, the study summary should contain:

1. Background: A brief description of the background to the proposal, indicating the value that the research will have towards the health needs of the community.

2. Aims or goals: A statement of the specific aims

3. Methodology: A description of the procedure to be followed, including sample size, source of subjects, any interventions to be used, samples to be collected and clinical tests to be carried out, details of training for those performing the research procedures, the methods of data collection and plans for data analysis. 

4. Outcome measures: A description of the outcome measures that will be used.

5. Risks: A brief description of specific risks, discomforts or harms that may be experienced by participants. These should include the ways in which issues of confidentiality and adverse events will be handled where this is appropriate.

6. Benefits: A description of the benefits of the study both to the participants and to the community.

7. Changes: Any changes in study design that may be anticipated during the course of the study. 



CHECKLIST FOR SUBMISSION OF APPLICATION FOR ETHICS APPROVAL BY THE BRTI IRB 

	
No.
	
                  Item
	INCLUDED IN APPLICATION Yes/No/Not applicable

	1. 
	Completed IRB application form (available on the BRTI Website - https://brti.co.zw/ethics-irb/)
	

	2. 
	Full research proposal
	

	3. 
	Research proposal summary (maximum 4 pages)
	

	4. 
	Informed consent forms, including Specimen Storage and shipment consent forms in English and appropriate vernacular language(s) depending on the research setting (you may use the MRCZ template) 
	

	5. 


	Data collection tools in English and vernacular language(s) depending on the research setting
	

	6. 

	  CVs for Principal Investigator and Co-Investigators
	

	7. 
	Drug brochure or supplementary information, if applicable
	

	8. 
	Permission letter from head of institution where data is to be collected (For research in schools, a letter from ministry of Education is a requirement).
	

	9. 
	Support letter(s) from collaborating institutions
	

	10. 

	Proof of funding on Sponsor’s Letterhead (where applicable)
	

	11. 
	Administration fee
	

	12. 
	Approval letters from other Research Ethics Committees /IRBs
	

	13. 
	Budget
	

	14. 
	Material/data transfer agreement
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