APPLICATION FORM FOR ETHICAL CLEARANCE OF RESEARCH PROPOSALS 

SECTION A: DETAILS OF THE RESEARCHER(S)
A1 Full nameS ANDTITLE of THE PRINCIPAL INVESTIGATOR
	


A2 HIGHEST Academic and professional qualification
	


A3 TITLE OF PROPOSED STUDY
	

	

	


A4 Personal particulars (PRINCIPAL INVESTIGATOR)
	(a) Initials & surname
	

	(b) staff/student number:
	

	(c) E-mail:
	

	(d) Telephone number(s)
	

	(e) Type of project
	

	(e) Type of funding
	


A5 PERSONAL PARTICULARS OF PROJECT COLLABORATORS/SUPERVISOR
	(a) Initials & surname: 
	

	(b) Contact details: 
	

	(c) Department: 
	

	

	(a) Initials & surname: 
	

	(b) Contact details: 
	

	(c) Department: 
	

	
	


A6: Abstract

This abstract should be written in lay terms (non-technical, everyday language, MAX 250 WORDS) and include:

The purpose of the study

Setting

Study population and sample

Data collection and data analysis methods

Contribution

SECTION B: DETAILS OF THE RESEARCH PROPOSALS
b1.  INTRODUCTION AND BACKGROUND 
	


b2.  DESCRIPTION OF THE STUDY PROBLEM
	


B3.  THEORETICAL FRAMEWORK 

	


b4.  Definition of key concepts
	


b5.  PURPOSE OF THE STUDY
	


b6.  RESEARCH OBJECTIVES and questions/ HYPOTHESES
	


B7.  RESEARCH PARDIGM

	


B8.  STUDY APROACH AND DESIGN
	


B9. STUDY SETTING, STUDY POPULATION, SAMPLING AND SAMPLE SIZE
	


B10.  DATA COLLECTION METHOD(S) AND PROCEDURE

	


B11.  DATA ANALYSIS METHOD

	


B12 ENSURING RIGOUR 

	


B13.  ETHICAL CONSIDERATIONS 

	


SECTION C: RISK ASSESMENT & CATERGORY
C1.1. HOW SHOULD THIS STUDY BE CHARACTERISED? (Please tick all appropriate boxes.)
	Personal and social information collected directly from participants
	Yes 
	No

	Participants to undergo physical examination*
	Yes
	No 

	Participants to undergo psychometric testing**
	Yes
	No

	Identifiable information to be collected about people from available records (e.g. medical records, staff records, student records, etc.)
	Yes
	No




Please note: *For medical or related procedures, please submit an application to an accredited health research ethics committee. **Please add details on copyright issues related to standardized psychometric tests.
C 1.2.  RISK ASSESSMENT CATEGORY 

	Guided by the information above, classify your research project based on the anticipated degree of risk. [The applicant completes this section. The HSREC critically evaluates this benefit-risk analysis to protect participants’ rights]

Place an ‘x’ in the  box provided

	Category 1

Negligible

No to indirect human participant involvement. 


	
	Category 2

Low risk

Direct human participant involvement. The only foreseeable risk of harm is the potential for minor discomfort or inconvenience, thus research that would not pose a risk above the everyday norm.
	
	Category 3

Medium risk 

Direct human participant involvement. Research that poses a risk above the everyday norm, including physical, psychological and social risks. Steps can be taken to minimise the likelihood of the event occurring.
	
	Category 4

High risk

Direct human participant involvement.

A real or foreseeable risk of harm including physical, psychological and social risk that may lead to a serious adverse event if not managed responsibly.
	

	(a) Briefly justify your choice/classification



	(b) In medium and high-risk research, indicate the potential benefits of the study for the research participants and/or other entities.

	(c) In medium and high-risk research, indicate how the potential risks of harm will be mitigated by explaining the steps that will be taken to minimise the likelihood of the event occurring (e.g. referral for counselling, debriefing, etc.).




C1.3. DESCRIPTION OF STEPS TO BE UNDERTAKEN IN CASE OF ADVERSE EVENTS OR WHEN INJURY OR HARM IS EXPERIENCED BY POTENTIAL PARTICIPANTS ATTRIBUTABLE TO THEIR PARTICIPATION IN THE PROPOSED STUDY.

	


C1.4 WHAT IS THE AGE RANGE OF POTENTIAL PARTICIPANTS FOR THE PROPOSED STUDY? 
	


C1.5
If the potential participants are 18 years and older, is the participants’ informed consent form attached?

	Yes 
	No
	Not applicable


C1.6 If the proposed participants are younger than 18 years, are consent and assent forms attached?  (In order for minors -younger than 18 years of age- to participate in a research study, parental or guardian permission must be obtained. For minors a youth assent form is required.)

	Yes 
	No
	Not applicable 


C1.7
DESCRIPTION OF THE PROCESS FOR OBTAINING PARTICIPANTS’ INFORMED CONSENT (IF APPLICABLE)
	


C1.8 DESCRIPTION AND/OR AMOUNTS OF COMPENSATION INCLUDING REIMBURSEMENTS, GIFTS OR SERVICES TO BE PROVIDED TO PARTICIPANTS (IF APPLICABLE) (Will potential participants incur financial costs by participating in the proposed study? Will there be any incentives to be given to potential participants for participation in this proposed study? )
	


C1.9 DESCRIPTION FOR ARRANGEMENT FOR INDEMNITY (IF APPLICABLE)

	


C1.10 LIST OF REFERENCES
	


C1.11 PROJECT TIME FRAME

	


SECTION D: CANDIDATE’S STATEMENT AGREEING TO COMPLY WITH ETHICAL PRINCIPLES SET OUT IN UNISA POLICY ON RESEARCH ETHICS

I ……………………………………………………. (Name of applicant) declare that I have read the policy for research ethics of UNISA and that this form is a true and accurate reflection of the methodological and ethical implications of the proposed study. I shall carry out the study in strict accordance with the approved proposal and the ethics policy of UNISA. I shall maintain the confidentiality of all data collected from or about research participants, and maintain security procedures for the protection of privacy. I shall record the way in which the ethical guidelines as suggested in the proposal has been implemented in this research. I shall work in close collaboration with my program managers and shall notify them in writing immediately if any change to the study is proposed. I undertake to notify the Higher Degrees Committee in writing immediately if any adverse event occurs or when injury or harm is experienced by the participants attributable to their participation in the study. 
SIGNATURES OF RESEARCHERS

I. Signature of Principal investigator: 
Date: 






II. Signature(s) of Project Collaborator(s)/Supervisor(s): 

Date:
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