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Research Ethics Committee
   WOMEN’S UNIVERSITY IN AFRICA
Addressing Gender Disparity and Fostering Equity in University Education

		


ETHICS EVALUATION FORM

	Title of project:



	
	Reviewed by: 

	Date: 

	
	
	
	

	ETHICAL ISSUES

	A
	VULNERABLE/HIGH RISK GROUPS
	COMMENT

	A1
	Is a vulnerable population being studies? 	            Yes                           No
· [image: ]


	

	A2
	If yes, tick the vulnerable population being studied

	

	
	        Elderly                                      Pregnant women                                  Adolescents
[image: ]



         Children                                    Prisoners                                              Refugees
        



          Persons with mental or           Those who cannot give consent            Other (specify)  



          behavioural disorders              (unconscious) 

	

	A3
	Is the justification for studying this vulnerable group adequate?

	

	B
	SCIENTIFIC AND TECHNICAL ISSUES
	

	B1
	Are the objectives of the study clearly stated in the context of what the study aims to achieve?
	

	B2
	Is the rationale for or justification of the study clearly stated in the context of existing knowledge?
	

	B3
	Is the research project’s design sound?
	

	B4
	Are the research participants’ inclusion and exclusion criteria appropriate and complete?
	

	B5
	Are the procedures for research participants’ recruitment, admission, follow up and completion appropriate?
	

	
	For Medical Research
	

	B6
	Are the drugs and/or devices to be used fully described?
	

	B7
	Are the clinical procedures, laboratory tests and other diagnostic procedures to be carried out fully described and appropriate?
	

	C
	INFORMED CONSENT, DECISION-MAKING & CONFIDENTIALITY
	

	C1
	Has appropriate formal permission to conduct research been obtained, if required (e.g. Government Ministry/Department, RDC, Employer, NGO etc)
	

	N
	Have the Ethics Clearance and Informed Consent Forms been signed by the Research Supervisor or Principal Investigator? 
	

	C3
	Is the Informed Consent Form free of technical terms, written in lay persons’ language, easily understandable, complete and adequate?
	

	C4
	Does it explain why the study is being done, duration of the research and why the research participant is being asked to participate?
	

	C5
	Does it provide the nature and likelihood of anticipated discomfort or adverse effects, including physical, psychological, legal and social risks or harm, if any, and what will be done to minimise these risks and the action to be taken if they occur?
	

	C6
	Does it outline the possible benefits, if any, to the research participants, to the community or to society?
	

	C7
	Does it outline the procedures that will be followed to protect the confidentiality of participants’ data (either that provided by participants or that derived during and from the research itself?
	

	C8
	Does it inform the research participants that their participation is voluntary and refusal to participate (or discontinue participation) will involve no penalty or loss of monetary or other benefits to which the participant was otherwise entitled?
	

	C9
	Does it describe the nature of any compensation or reimbursement to be provided?
	

	C10
	Does it provide the name and contact information of a person who can provide more information about the research project at any time?
	

	C11
	Has provision been made for participants incapable of reading and signing the written consent form (e.g. illiterate persons)? 
	

	C12
	Has provision been made for participants incapable of giving personal consent (e.g. for cultural reasons, children or adolescents less than the legal age of consent in the country in which research is taking place, research participants with cognitive disorders etc)? 
	

	
	Does it outline the procedure that will be followed to keep participants informed of the progress and outcome of the research?
	

	D
	OTHER MATERIALS, DOCUMENTS AND STUDY INSTRUMENTS PARTICIPANTS RECRUITMENT MATERIALS, QUESTIONNAIRES)
	

	D1
	Is the Participant Recruitment Material (e.g. Informed Consent Form, Questionnaire etc) provided both in English and/or in the local language(s)?
	

	D2
	Do these materials make claims that may not be true?
	

	D3
	Do they make promises that may be inappropriate in the research setting (e.g. provide undue incentives or emphasize remuneration)?
	

	D4
	Are the research questions worded sensitively?
	

	D5
	Does the consent information and form state that the participant is free to not answer any question?
	

	D6
	Does the proposal describe how confidentiality of the research materials such as questionnaires will be maintained (i.e. will they be coded or anonymised)?
	

	E
	CLINICAL TRIALS
	

	E1
	Is this a new drug or vaccine trial?
	

	E2
	Is clearance from the national regulatory authority attached? 
	

	E3
	Is the Investigator’s Brochure (including safety information) attached?
	

	E4
	Is the Adverse Drug Reaction /Adverse Event reporting form attached?
	

	E5
	Has a Data Safety Monitoring Board been established?
	

	E6
	Are the names of the chairperson and members of the DSMB available for the records?
	

	F
	HUMAN BIOLOGICAL MATERIALS
	

	F1
	Will human biological materials (tissues, cells, fluids, genetic material or genetic information) to be collected as part of the research?
	

	F2
	Does the consent information and form fully describe the nature, number and volume of the samples to be obtained and the procedures to be used for obtaining them?
	

	F3
	Does the consent information and form indicate if the procedures for obtaining these materials are routine or experimental and if routine, are more invasive than usual?
	

	F4
	Does the consent information and form clearly describe the use to which these samples will be put?
	

	F5
	Does the consent information and form include the provision for the research participant to decide on the use of left-over specimens in future research of a restricted, specified or unspecified nature? 
	

	F6
	Does the consent information and form cover for how long such specimens can be kept and how they will be finally destroyed? how specimens will be coded/ anonymised?
	

	F8
	Where applicable, does the consent mention that genetic testing/genomic analysis will be carried out on the human biologic materials? 
	





ADDITIONAL COMMENTS/CONCERNS
………………………………………………………………………………………………………………………………….
….………………………………………………………………………………………………………………………………………………………………………………………..
….……………………………………………………………………………………………………………………………………………………………………………………….


RECOMMENDATIONS
….……………………………………………………………………………………………………………………………………………………………………………………
….……………………………………………………………………………………………………………………………………………………………………………………
….…………………………………………………………………………………………………………………………………………………………………………………….
[bookmark: _GoBack]….…………………………………………………………………………………………………………………………………………………………………………………..


Check one only

1 Approve research proposal as submitted…………………………………………………………..

2 Approve research proposal with minor modifications (please specify in the space below).


3 Approve research proposal as submitted with the stipulation that 


4 Approve research proposal subject to the following revisions (Please specify below).

5 After amendments, return proposal to primary reviewer for further review………………………

6 Reject the research proposal.  (Please explain in the space provided below)……………………..

1. ….…………………………………………………………………………………………………………
2. ….…………………………………………………………………………………………………………
3. ….…………………………………………………………………………………………………………
4. ….…………………………………………………………………………………………………………
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