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FACULTY OF HEALTH SCIENCES
APPLICATION FOR ETHICAL APPROVAL TO CONDUCT RESEARCH

ALL SECTIONS MUST BE COMPLETED, EXCEPT SECTION E TO BE COMPLETED ONLY IF THE STUDY INVOLVES AN INTERVENTION
SECTION A - PROPOSAL IDENTIFICATION DETAILS
1.
TITLE OF THE PROPOSAL (And number if applicable)
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
	2.        HAS THIS PROTOCOL BEEN SUBMITTED TO ANY OTHER
           ETHICAL REVIEW COMMITTEE?
	Yes
	No


2.1
If YES, list which institutions and any reference numbers.

______________________________________________________________
______________________________________________________________
______________________________________________________________
2.2 What was/were the outcome/s of these applications?

______________________________________________________________

______________________________________________________________

______________________________________________________________
3. A SUMMARY OF THE RESEARCH PROTOCOL IN LAY TERMS as an addendum to the protocol on a separate page and included on a disk (stiffy) or forwarded by e-mail as an attachment to StraussHS.md@ufs.ac.za  

Kindly note that this summary has to be a short version of the Information Leaflet to the participant.  It should include the following information: 

· Where the study will be conducted

· What population will be included in the study

· What method will be used
· What treatment will be administered to participants

· What control method will be used

· Risk and adverse effects of participating in the study

· Expected outcome of the research. 

___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
4.
INVESTIGATOR DETAILS
4.1
Principal Investigator:
Title:  _________________________________________________________
Initials and Last Name:  __________________________________________
Department and/or Institution:  _____________________________________
______________________________________________________________

Phone:  _______________________________________________________
Email:  ________________________________________________________
Fax: __________________________________________________________

Professional Council:________________  Registration Number:___________
Signature:  ____________________________________________________
Date:  ____/____/______

4.1.1
(If different to 4.1 above) UFS Principal Investigator
Title:  _________________________________________________________
Initials and Last Name:  __________________________________________
Department and/or Institution:  _____________________________________
______________________________________________________________

Contact number:  _______________________________________________

Email:  ________________________________________________________
Fax: __________________________________________________________

Professional Council:________________  Registration Number:___________
Signature:  ____________________________________________________
Date:  ____/____/______

4.2 Co-investigators:
	Name
	Department and/or Institution
	Professional Council Number
	Telephone
	E-mail

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


5.
STUDY FOR A QUALIFICATION
	5.1       Is the study being undertaken for a higher degree?
	Yes
	No


If YES, 
5.1.1
Specify degree?  ________________________________________________
5.1.2
Specify faculty and department:  ___________________________________
5.1.3
Student name (If not the same as 4.1):  _______________________________
5.1.4
Supervisor name:  ______________________________________________
5.1.5
Supervisor details

Contact number:  _______________________________________________
Email:  ________________________________________________________
Signature:  ____________________________________________________
Date:  ____/____/______

SECTION B – CHECKLIST
Tick the appropriate block
	1.        Application form
	Yes
	No
	

	2.        Covering letter 
	Yes
	No
	

	3.        Detailed protocol
	Yes
	No
	

	4.        Proposed study budget
	Yes
	No
	

	5.        Investigator's brochure and other related material
	Yes
	No
	NA

	6.        Protocol summary
	Yes
	No
	

	7.        Approval from the Head of Department/School
	Yes
	No
	NA

	8.        Approval from School Research Committee/Evaluation committee,
           if applicable
	Yes
	No
	NA

	9.        Approval from institution where study will be conducted, if

           applicable
	Yes
	No
	NA

	10.      Approval from Radiation Committee, if applicable 
	Yes
	No
	NA

	11.      Approval from Animal Research Committee if applicable
	Yes
	No
	NA

	12.      Consent form
	Yes
	No
	NA

	13       Informed consent in language of choice?
	Yes
	No
	NA


	14.      What is the age range of participants in the study?

_______________________________________________________
	
	
	

	14.1     If participants are minors (under 18 years), from whom will consent be
            obtained?

_______________________________________________________
	
	
	

	14.2     If participants are minors, is an Assent Document provided?
	Yes
	No
	NA

	15.       If records only will be included, from whom will consent be obtained?

_______________________________________________________
	
	
	

	16.       Patient/Subject information sheet 
	Yes
	No
	NA

	17.      Measuring instrument/Data form
	Yes
	No
	NA

	18.      Will the research benefit the participant in any direct way?
	Yes
	No
	

	          If YES, describe the benefits to the study participant

_____________________________________________________________________

_____________________________________________________________________
_____________________________________________________________________
_____________________________________________________________________
_____________________________________________________________________

_____________________________________________________________________
	
	
	

	Procedures (Mark research procedure(s) that will be used)


	
	
	

	19.      Record review/checklist (must be attached)
	
	
	

	20.      Structured interview/questionnaire (must be attached)/checklist (must be
           attached)
	
	
	

	21.      Self-administered questionnaire (must be attached)
	
	
	

	22.      Examination (state below at explanation: nature and frequency of
           examination)
	
	
	

	23.      Drug or other substance administration (state below at explanation: name,
           dose, and frequency of administration)
	
	
	

	24.      X-rays
	
	
	

	25.      Isotope administration (state below at explanation:  name, dose, and
           frequency)
	
	
	

	26.      Blood sampling; □Venous;  □Arterial (state below at explanation:  Volume
           to be taken and the frequency of sampling)
	
	
	

	27.      Biopsy
	
	
	


	28.      Focus groups/In depth interviews/nominal group technique
	
	
	

	29.      Other procedures (explain below at explanation)
	
	
	

	Explanation
______________________________________________________________________

______________________________________________________________________
______________________________________________________________________
______________________________________________________________________
______________________________________________________________________

______________________________________________________________________

30.      Is/are procedure(s) routine for:  (Tick all that apply)
	
	
	

	(a)       Diagnosis / management?
	
	
	

	(b)       Specific to this research?
	
	
	

	30.1     Who will carry out the procedure(s)?  (Give names, qualifications,
            expertise with procedures)
______________________________________________________________________

______________________________________________________________________
______________________________________________________________________
______________________________________________________________________

______________________________________________________________________

_____________________________________________________________________
_____________________________________________________________________
	
	
	

	30.2     Who will fund/pay for the procedures?  (Tick all that apply)
	
	
	

	(a)    Patient/Medical fund
	
	(b)     Researcher
	

	(c)    Sponsor
	
	(d)     Other
	

	If other, specify _________ ____________________________________

	31.      Risks of the study procedure(s):  (Tick all that apply)

	
	
	No risk
	
	Physical discomfort

	
	
	Pain
	
	Possible complications

	
	
	Side effects from agents used
	
	Breach of confidentiality

	
	
	Possible stigmatisation
	
	Psychological stress

	31.1     If you have checked any of the above except “No risk” please provide details
_____________________________________________________________________

_____________________________________________________________________
_____________________________________________________________________
_____________________________________________________________________
_____________________________________________________________________

_____________________________________________________________________



	32.      Will genetic material be collected and stored as part of the
           protocol?
	Yes
	No

	32.1    If YES, Separate Informed Consent included?
	Yes
	No

	
	
	

	33.      Will blood or tissues be stored for future use or future testing as
           part of this study?
	Yes
	No

	33.1    If YES, Separate Informed Consent included?
	Yes
	No

	33.1.1    Provide location of storage facility
             _________________________________________________________

	33.1.2    Name type of specimen to be retained:

             _________________________________________________________

	33.1.3    Where will investigations be performed?

              _________________________________________________________


SECTION C - INFORMATION FOR ALL STUDIES
	1.     Study design:___________________________________________

	2.     Estimated number of participants:  __________________________

	3.     Study period (Anticipated start and end date):  ___________________________

	4.     Where will the research be carried out: ______________________


5.     Is there an agreement amongst researchers regarding authorship when articles are to be published?  

SECTION D - FINANCIAL AND CONTRACTUAL INFORMATION
1.         Indicate who is carrying the cost of this research (Tick those that are

            applicable)

	
	
	Researcher self
	
	Research Institution e.g. NRF, MRC

	
	
	Department
	
	Bursary

	
	
	School
	
	Other sponsor, specify _____________

	
	
	Pharmaceutical company (specify)_________________________
	
	________________________________

	1.1      Is the study sponsored/funded by a Pharmaceutical Company?
           For invoicing purposes you are required to provide company name,
          address, contact person and telephone number in the space
          provided below.
	Yes


	No

	1.2     Who is the sponsor/funder of the study?
          ____________________________________________________

	1.3     What is the total budget/sponsorship for the study?
          _____________________________________________

	1.3(a)  Is the overall budget inclusive of Ethics Review levy?

           (budget/sponsorship must be inclusive of this levy)
	Yes
	No

	1.4     Into what fund is the sponsorship being paid?

          _______________________________________________

	1.5      Are there any restrictions or conditions attached to publication
           and/or presentation of the study results? (Note that any such 
           restrictions or conditions contained in funding contracts must be
           made available to the Committee along with the proposal)
	Yes
	No

	1.6     Does the contract specifically recognize the independence of the
          researchers involved? 
	Yes
	No


	2.     Will additional costs be incurred by the institution where research is 
        being conducted?
	Yes
	No

	        If YES, specify these costs

        _______________________________________________________

        _______________________________________________________

        _______________________________________________________

        _______________________________________________________

        _______________________________________________________



	3.     Will participants receive any remuneration?
	Yes
	No

	       If YES, specify amount: _____________________________________

       Explain what the remuneration is for

  ________________________________________________________
  ________________________________________________________
  ________________________________________________________
  ________________________________________________________
  _________________________________________________________

	


SECTION E - INTERVENTION INFORMATION
1. Intervention period (Anticipated start and end date):  _______________________
1.1  Describe the nature of intervals for the intervention period in regards to minutes, hours, days, weeks, months, years.
________________________________________________________
  ________________________________________________________
  ________________________________________________________
  ________________________________________________________
     _________________________________________________________
	2.     Is the product registered with the Medicines Control Council?
	NA
	Yes
	No

	2.1 If YES, provide registration number:______________________

	2.2       If NO, is the letter to the MCC attached?
	Yes
	No

	3.         If a device, product code number:__________________________

	            FDA registration number:_________________________________

	            EU mark reference number:_______________________________


	4.         Is this study registered with the NHREC?
	Yes
	No

	4.1      Give registration number:_________________________________

	

	5.        Are results of similar trials available?
	Yes
	No

	
	
	

	6.        Is the investigator(s) covered by professional liability insurance?
	Yes
	No

	6.1      If YES, provide policy number:________________________________________

	

	7.        Does the trial involve hospitalisation of patients?
	Yes
	No

	7.1 If YES,  which hospital(s):  _________________________________________
            _______________________________________________________________

            Who is responsible for the hospitalisation costs?_________________________
            Specify the duration of hospitalisation:_________________________________

            Specify how often the participants need to be hospitalised:_________________

	

	8.         Is this a multicentre study?
	Yes
	No

	8.1       If YES, list the other Centres involved in this study
            _______________________________________________________________
            _______________________________________________________________
            _______________________________________________________________
            _______________________________________________________________

	9.        If this is a multicentre study, the UFS counterpart/PI undertakes that he or she is
            fully conversant with the content of the protocol, understands fully the ethical
            implications of the protocol, and takes full responsibility for the implementation
            of  the protocol meeting ethical standards.

Signature:  ________________________                                  Date:___/____/______


	10.       Justification for the trial: Has a literature search been done and
            included?
	Yes
	No

	           If NO, please submit a systematic literature review or meta-analysis as
            justification of the trial together with statistical evaluations

	11.      Study phase:

	
	
	Phase 1
	
	Phase 1 and 2

	
	
	Phase 2
	
	Phase 2 and 3

	
	
	Phase 3
	
	Phase 4

	
	
	Other
	
	

	12.     Intervention type

	
	
	Unregistered drug
	
	Registered drug, new application

	
	
	Registered drug
	
	Gene transfer

	
	
	Device
	
	Stem cell

	
	
	Vaccine
	
	Procedural

	
	
	Behavioural
	
	Care change

	
	
	Stem cell
	
	Training

	
	
	Treatment
	
	Other: specify_______________________

	13. Purpose:


	
	
	Treatment
	
	Prevention v Diagnostic

	
	
	Non-therapeutic (e.g. phase 1)
	
	Education/counselling/training

	
	
	Other, specify____________________________________________

	14.      Allocation:


	
	
	Randomised
	
	Non-Randomised

	15.      Masking:


	
	
	Open
	
	Single-blind

	
	
	Double-blind
	
	

	16. Describe the control group:
             ______________________________________________________________

             ______________________________________________________________

             _______________________________________________________________

             _______________________________________________________________




17.     

	Is the justification for the control group attached?
	Yes
	No

	18.     Assignment:


	
	
	Single group
	
	Cross-over

	
	
	Parallel
	
	Factorial

	
	
	Expanded access
	
	

	19.      Endpoints:


	
	
	Safety
	
	Safety/Efficacy

	
	
	Efficacy
	
	Bioequivalence

	
	
	Pharmacokinetic
	
	Pharmacokinetic/dynamics

	
	
	Pharmacodynamics
	
	Other

	If Other, please specify
_________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

	20.      Drug/product name (Generic):  _____________________________________________________________________

	20.1     Manufacturer Name:  _____________________________________________________________________

	20.2     Country of manufacture:  ___________________________________________

	21.       Washout period, if applicable:  _______________________________________

	22.       Have arrangements been made to provide post trial access to
            product as specified in the Declaration of Helsinki, 2000?
	Yes
	No

	For YES, please provide details in a separate document. 
For NO please provide justification in a separate document.

	23.      Good Clinical Practice (GCP)  (Note:  investigator’s meetings do not qualify as
           GCP  training)


	Give the date and name of GCP course attended for all investigators:

	Name of investigator
	GCP course attended
	Date

	
	
	

	
	
	

	
	
	

	
	
	


SECTION F - STATEMENT ON CONFLICT OF INTEREST
The researcher is expected to declare to the Committee the presence of any potential or existing conflict of interest that may potentially pose a threat to the scientific integrity and ethical conduct of any research in the Faculty.  The Committee will decide whether such conflicts are sufficient as to warrant consideration of their impact on the ethical conduct of the study.

Disclosure of conflict of interest does not imply that a study will be deemed unethical, as the mere existence of a conflict of interest does not mean that a study cannot be conducted ethically.  However, failure to declare to the Committee a conflict of interest known to the researcher at the outset of the study will be deemed to be unethical conduct.

Researchers are therefore expected to sign either one of the two declarations below.

a) As the Principal Researcher in this study (name:  ________________________), I hereby declare that I am not aware of any potential conflict of interest which may influence my ethical conduct of this study.

Signature:  _________________________
       Date: ____/____/______

b) As the Principal Researcher in this study (name: ________________________), I hereby declare that I am aware of  potential conflicts of interest  which should be considered by the Committee:

Signature: _________________________
      Date:  ____/____/______

Declare the conflicts of interests:

___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
___________________________________________________________________
SECTION G:  ETHICAL AND LEGAL ASPECTS

1. Detail of the insurance to be provided
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

2. Specify the possible ethical issues relevant to the study.
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
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