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MINUTES




application form for ethics approval for Research: biomedical Studies 
Office use only
	Date received
	

	Ref number
	


The following documents must be included in with your application as numbered appendices:
Check list

For all research:
	Mark with an X
	

	
	Signed and dated research ethics application form

	
	All investigators’ CVs, signed and dated

	
	Copies of the protocol of the proposed research

	
	Supporting documents and annexes, incl. the research proposal

	
	Statement of agreement to comply with ethical principles set out in relevant guidelines, signed and dated by the Principal Investigator and all the co-investigators

	
	Copies of HPCSA registration documents for all investigators (or equivalent statutory health council registration number as appropriate); if registration is pending, submit proof of application.

	
	Medicines Control Council (MCC) approval

	
	Good Clinical Practice (GCP) certificate 

	
	Letter of clearance from the biostatistician

	
	Written or oral information to be given to participants before they consent

	
	Statement describing any compensation for study participation

	
	Relevant permissions (from e.g. company’s HR department, national authorities or other legally required consent)

	
	Description of the arrangements of indemnity

	
	Financial contract and payment of researchers must be declared

	
	Other (specify)


SECTION A
Applicant Details
Where applicable, please mark with more than one X.

	Surname
	
	Title
	

	First names
	

	Tel no
	
	Fax no
	

	Email address
	

	Academic qualifications
	

	Professional affiliation
	

	Operating unit (OU)/ Research centre
	
	Manager/ Supervisor
	

	Type of application

(Mark with an X)
	
	PG-funded Research
	
	Contract Research
	
	PhD
	
	Masters

	Employee/ student number
	

	Collaborations
	

	Principal investigator (If not applicant)
	

	Tel no
	
	Fax no
	

	Email address
	


	Co-investigators involved in this project

(Names of those authorised to carry out the proposed hands-on Animal Procedures should be clearly indicated)

	Name
	Organisation
	Qualifications
	Registration
	Tel no/ email
	Specific duties

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


SECTION B
Project Details
Where applicable, please mark with more than one X.

	Project title
	

	

	Has funding been secured?

(Mark with an X)
	Yes
	No

	Please state the source of funding

	

	Has this research project been reviewed for scientific merit by peers at the time of this submission?
	Yes
	No

	If yes, please state name of review panel and date of the scientific review

	

	Has this research project been submitted to other Ethics Committees for review?

(Mark with an X)
	Yes
	No

	

	

	NHREC number
(If obtained)
	

	If NHREC number is not obtained, please indicate reason

(Mark with an X)
	
	In the process of obtaining one

	
	Not a clinical trial
	
	Exemption obtained
	
	Other

(specify)

	Expected duration of project
	From:




To:

	Research type (Mark with an X)
	
	Epidemiological
	
	Clinical
	
	Laboratory-based

	
	Observational
(specify)
	
	Other

(specify)

	Research Classification
(Mark with an X)

	
	Type A
	
	Type B
	
	Type C

	Directed basic or applied research that explores the underlying nature of a system
	Experimental development that typically results in a new prototype, which captures new knowledge into products, processes, material systems and services
	Technology transfer, the first step of knowledge application.

	Has statistical planning been considered for this research study?
	Yes
	No

	If yes, please state if a professional statistician or a person with statistical background was consulted, and provide the name of the professional

	

	

	Outline of statistical considerations

(e.g. randomization, if there will be control groups, size of groups, etc.)

	

	If there are no statistical considerations, specify why they were not considered and motivate the research study design adopted.

	

	List all the sites in South Africa where the study will be conducted.

	


SECTION C
Participants’ Details
Clinical Data (Please indicate the numbers, source and age of the participants to be used in this research study)

Where applicable, please mark with more than one X.

	Source

(Mark with an X)
	
	Inpatients
	
	Outpatients
	
	Volunteers
	
	Animals

	State the number of participants in the groups
	
	
	
	

	Participants age
(Mark with an X)
	
	Neonates (<28 days)
	
	Infants (1-11months)

	
	Children (1-12 yrs)
	
	Adolescent (13-17 yrs)
	
	Adults (≥ 18 yrs)

	Please detail inclusion and exclusion criteria

	Inclusion:

	Exclusion:


	Describe the recruitment process for all groups

	


	Informed consent form attached?
(Mark with an X)
	Yes
	No
	If informed consent form is not necessary, please state why

	

	What information will be given to participants before they consent to participate?

	Information
	Given by
(Mark with an X)

	
	Principal investigator
	Researcher
	Other

(Specify)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Required permits
(Copies of all relevant permits should be forwarded with the application form)

	Relevant authority
	Application date
	Status

	
	
	

	
	
	

	
	
	

	
	
	


Details of the Experiment
Where applicable, please mark with more than one X.

	State the starting date, the end date and the approximate period of the research project.

	Expected duration of project
	From:




To:

	Recruitment start and end date
	From:




To:

	Background

(This introductory statement should give a clear description of objectives, and potential benefits of the project)

	


	Experimental design/ Plan of work

	

	Indicate which of the following subjects the research study will involve.

(Mark with an X)

	
	Alive participants
	
	Dead subjects

	
	Tissue specimens
	
	Medical records

	Research Procedures to be Used

(Mark with an X)
	
	No Risk

	
	Interview schedule
	
	Questionnaire
	
	Physical examination

	
	Drug or other substance administration
	
	X-Rays
	
	Isotope administration

	
	Blood sampling
	
	Biopsy
	
	Other

(specify)

	Please use this space to elaborate marked researchers procedures above.

	


	In the case of community-based studies, explain what consultation is planned within the community at the following stages

	Preparation



	Implementation of study



	Dissemination of the results thereafter



	State the benefits expected to arise from this study under the following headings

(Mark with an X)

	Possible direct benefits to study participants




	State the benefits expected to arise from this study under the following headings

(Mark with an X)

	Clinical care


	Public health


	Financial gain



	Risks of procedure(s) that participants/ subjects may suffer
(Mark with an X)

	
	No risk
	
	Physical discomfort
	
	Breach of confidentiality

	
	Pain
	
	Possible complications
	
	Side effects from agents used

	
	Stigmatisation
	
	Psychological stress
	
	Other 
(specify)  


	Are risks reversible?

(Mark with an X)
	Yes
	No

	Elaborate on how this will be handled in the space provided below

	

	Will participation or non-participation disadvantage the participants in any way?
(Mark with an X)
	Yes
	No

	

	Is there a possibility of any negative consequences on the participants, members of the public, researchers, field staff or the physical environment (including the laboratory)?
	Yes
	No

	

	How will data be stored?

	


	How will confidentiality be maintained?

	

	Will the results of the study be published?

	Please explain in the space provided below

	

	Will the findings be reported back to the participants?

(Mark with an X)
	Yes
	No

	Please explain in the space provided below

	


SECTION D
Peer Review Committee
	I declare that this research protocol has been peer-reviewed by the OU/ Centre Review Panel and has been judged to be relevant, designed in accordance to accepted scientific practices and norms and is in the opinion of the reviewers to be likely to be successful in achieving its objective/s.

	Full name
	Signature
	Date

	OU/ Centre Review Panel Chairperson
	
	

	
	
	


SECTION E
Signatories
In signing this form, the researcher and other signatories of this project undertake to ensure that any amendments to this project that are required by the CSIR Research Ethics Committee are made before the project commences.
	I recognise that it is my responsibility to conduct my research in an ethical manner according to the CSIR Research Ethics Policy, according to any laws and/ or legal frameworks that may apply, and according to the norms and expectations of my discipline.

	Full name
	Signature
	Date

	Applicant 
	
	

	
	
	


	We, the signatories declare that all information on this form is correct and that we will strive to maintain the highest ethical standards in this research, according to the guidelines provided by the CSIR REC.

	Full name
	Signature
	Date

	Research group leader
	
	

	
	
	

	Strategic research manager
	
	

	
	
	


Research Ethics Committee
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