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FORM HREC (2008 - MEDICAL)

UNIVERSITY OF THE WITWATERSRAND, JOHANNESBURG
APPLICATION 1 TO THE HUMAN RESEARCH ETHICS COMMITTEE: (MEDICAL) FOR CLEARANCE OF RESEARCH

THIS APPLICATION MUST BE TYPED OR HANDWRITTEN IN CAPITALS

Please complete ALL Investigators’ details involved in the Study as requested below (including Item 6.3):
SECTION 1

1 PRINCIPAL INVESTIGATOR PER SITE
NAME:  Prof/Dr/Mr/Miss/Ms

PROFESSIONAL STATUS (if student, year of study)


UNIVERSITY DEPARTMENT


DETAILS OF SITE WHERE STUDY WILL BE CONDUCTED / (SYNDICATE NAME:) 
- 

HOSPITAL / INSTITUTION WHERE EMPLOYED


FULL-TIME OR PART-TIME:



HPCSA NO:


TELEPHONE NO:



FAX NO:


CELL:








EMAIL:

GCP TRAINING: Please list all Investigators GCP Training 

Please indicate DATE AND NAME of GCP Course attended (dd/mmm/year)

(Investigators meetings do not qualify as GCP training)
Full Name:_____________________________________________________________

GCP Course Name: _____________________________________________________

Date of GCP course: day/month/year: ______________________________________

(the date is important for database process– please insert full date)

(It is a requirement that a GCP course be attended every THREE years)
SECTION 2

2 PLEASE SUPPLY CONTACT PERSON; ADDRESS AND CONTACT DETAILS TO WHOM

ALL CORRESPONDENCE SHOULD BE ADDRESSED:

NAME:



COMPANY:


ADDRESS:


TELEPHONE NO:





FAX NO:


CELL:








EMAIL:



SECTION 3

3a

PROTOCOL / PROJECT NUMBER: 

VERSION / AMENDMENT NUMBER:

DATE:

3.

TITLE OF RESEARCH PROJECT: 2 (Use no abbreviations)

WHERE WILL THE RESEARCH BE CARRIED OUT?  

(Please furnish name of hospital/institution and particular department)

All the following sections must be completed 3.  Please tick all relevant boxes.

3.1
PURPOSE OF THE RESEARCH:

Postgraduate: degree/diploma (state which)


 FORMCHECKBOX 

Undergraduate:  degree/diploma (state which)

 FORMCHECKBOX 

Not for degree purposes







 FORMCHECKBOX 

3.2
OBJECTIVES OF THE RESEARCH (please list): Please do not refer to an attached list – expand the space below to include the information required:
3.3
SUMMARY OF THE RESEARCH (give a brief outline of the research plan): Please do not refer to an attachment – expand the space below to include the information required:
SECTION 4
4.
REQUIREMENTS

4.1
If this project involves studies with drugs at a teaching hospital associated with this University, approval must first be obtained from the Protocol Review Committee. 

Has application been made? .










Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

(If not, this application cannot be considered)

4.2
If radiation or isotopes are to be used, written approval must be obtained from the Nuclear Medicine Department, Diagnostic Radiology Department, Radiation Therapy Department or NUCOR representative.

Is this attached?  If not, the application cannot be considered.


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

4.3

Participant Information Sheet4 is attached.  (For written and verbal consent) 













Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Informed Consent Form5 is attached.  (For written consent).


Yes   FORMCHECKBOX 

No  FORMCHECKBOX 

Please refer to Wits Informed Consent Form Template – www.witshealth.co.za – select Ethics for template:
Consent will be verbal












Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Informed consent is not necessary.  State why not.





Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

4.4
If a Questionnaire or Interview is to be used in the research, it must be attached.

Is it attached?  If not, the application cannot be considered.



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

SECTION 5
5.


PARTICIPANTS FOR STUDY

5.1

If patients are being studied, state where and how the participants are selected:

5.2.

Where the participants are not patients, 

They will be invited to volunteer
 FORMCHECKBOX 

they will be selected  FORMCHECKBOX 

State how the participants are selected, or who is invited to volunteer:

Are the participants subordinate to the person doing the recruiting?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, justify the selection of subordinate participants:

5.3
Will control participants be used?









Yes FORMCHECKBOX 
 No FORMCHECKBOX 

If yes, explain how they will be recruited

5.4
Participants records: state what records will be used and how they will be selected:

5.5
Age range of patients/participants/controls:
If under 18 years, from who will consent be obtained?

If under 18 years, is a Patient Assent Document included?


Yes FORMCHECKBOX 

No FORMCHECKBOX 

5.6
Sex:
Male  FORMCHECKBOX 
 Female  FORMCHECKBOX 

5.7

Number of patients ________;
non-patient participants_____
 controls ____

5.8 Benefit to patient or participants: will the research benefit the patient(s) or

participant(s) in any direct way.  If yes, explain in what way.


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Is the patient being remunerated for participating in the study?


Yes FORMCHECKBOX 

No FORMCHECKBOX 

If yes, please state what the remuneration is for and how much will be paid. ________________

5.9 Disadvantages to patients/participants/controls.  Will participation or non-


participation disadvantage them in any way?  If yes, explain in what way:




Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

SECTION 6

6.
PROCEDURES
6.1

Mark research procedure(s) that will be used:

 FORMCHECKBOX 
  Record review

 FORMCHECKBOX 
  Interview form (must be attached)

 FORMCHECKBOX 
  Questionnaire (must be attached)

 FORMCHECKBOX 
  Examination (state below nature and frequency of examination)

 FORMCHECKBOX 
  Drug or other substance administration (state below name(s) of 

drug(s)/substance(s) and dose(s) and frequency of administration)

 FORMCHECKBOX 
   X-rays

 FORMCHECKBOX 
  Isotope administration (state below name(s) of isotope(s) and frequency)

 FORMCHECKBOX 
  Blood sampling;
 FORMCHECKBOX 
venous;
 FORMCHECKBOX 
arterial (state below amount to be taken

and the frequency of blood sampling)

 FORMCHECKBOX 
  Biopsy

 FORMCHECKBOX 
  Other procedures (explain)

Use this space to elaborate procedures marked above:

6.2   
Is/are procedure/(s) routine for:
diagnosis/management?

 FORMCHECKBOX 
 

Specific to research?


 FORMCHECKBOX 

6.3  
Who will carry out the procedure(s)?

(State name/(s) and position/(s) held per research unit. 

All sub-investigators must be listed here, Please attach the study specific CV’s in the required format.)

GCP TRAINING: Please list all Investigators GCP Training 

Please indicate date and  name of GCP Course attended

(Investigators meetings do not qualify as GCP training)

Full Name:_____________________________________________________________

GCP Course Name: ______________________________________________________

Date of GCP course: day/month/year: _______________________________________

(It is a requirement that a GCP course be attended every THREE years)

6.4 When will the research commence, and over what approximate time period will the research be conducted?

START DATE: _________________________END DATE: ______________________

RECRUITMENT START:_________________ END DATE: ______________________

Please include: Anticipated number of participants to be enrolled at each site.

6.5 Research on studies being conducted outside the Gauteng Academic Hospitals, please list the number of other studies currently being conducted by the Principal Investigator, the number of patients per study and state where they are being performed.

6.6 For applications outside the Gauteng Academic Hospitals: Is the investigator involved in clinical -Time / Full-Time capacity (delete whichever is not applicable)

SECTION 7
7.
RISKS OF THE PROCEDURE(S) participants/controls will suffer:

 FORMCHECKBOX 

No risk


 FORMCHECKBOX 

Discomfort 

 FORMCHECKBOX 

Pain


 FORMCHECKBOX 

Possible complications

 FORMCHECKBOX 

Side effects from agents used
If you have checked any of the above except "No risk" provide details here:

SECTION 8

8.
GENERAL

8.1.
Has permission of relevant authority/ies been obtained?



Yes FORMCHECKBOX 

No FORMCHECKBOX 

N/A FORMCHECKBOX 

State name of authority/ies:

8.2
Has this study been submitted to other Ethics Committees?

Yes FORMCHECKBOX 

No FORMCHECKBOX 

N/A FORMCHECKBOX 

If yes, what is the status of the application?

8.3 Confidentiality: How will confidentiality be maintained so that patients/ participants 

/controls are not identifiable to persons not involved in the research?

8.4
Results: to whom will result be made available?

8.5
Finances:
There will be financial costs to:

Patient/Participants




Yes FORMCHECKBOX 

No FORMCHECKBOX 

Hospital/institution




Yes FORMCHECKBOX 

No FORMCHECKBOX 

Other




Yes FORMCHECKBOX 

No FORMCHECKBOX 

Explain any box marked
"Yes":

8.6
How will the research be funded?

Please complete details of Funder / Donor / Sponsor / Pharmaceutical Company - (Full name and address)

8.7
Any other information, which may be of value to the Committee, 

should be provided here:

Date:




Applicant's Signature:

_______________________________________________________________________________________________________

WHO WILL SUPERVISE THE PROJECT? (WHERE APPLICABLE)

Name

Department: 

Telephone No:


Date



Signature:


___________________________________________________________________________________

HEAD / RESEARCH COORDINATOR OF DEPARTMENT / INSTITUTE IN WHICH STUDY WILL BE CONDUCTED (where applicable) 

or, if not applicable, 

NAME, CONTACT DETAILS AND SIGNATURE OF COMPANY REPRESENTATIVE:

Name:

Signature:

Date:

Company:

Tel No:

Fax No:

Email:

PLEASE NOTE:

1 If not employed by the University or one of the University's teaching hospitals, please indicate clearly, where correspondence should be sent.

2 This requirement holds even if, to assist the Committee, a protocol detailing the background to the research, the design of the investigation and all procedures, is submitted with the application.

3 NB. If any doubt exists please contact Wits Ethics Office Secretariat to the Human Research Ethics Committee  

At
011 274 9278 / 9279 /80 – Fax:
011 274 9281

4 Whether written or verbal consent is to be obtained, the HREC requires a Participant Information Sheet written in language understandable to the participant (or guardian) detailing what the participant will be told.  This should include the following:  

(1) Participation is voluntary, and refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled:

(2) The participant may discontinue participation at any time without penalty or loss of benefits:

(3) A brief description of the research, its duration, procedures and what the participant may expect and/or be expected to do:

(4) Any foreseeable risks, discomforts, side effects or benefits, including those for placebo:

(5) Disclosure of alternatives available to the participant.  If risks are involved: 

(6) A professional contact name and 24 hour telephone number:

(7) Explanation whether medical treatment will be provided in the case of a complication developing:

(8) Compensation for trial related injuries will be in accordance with the ABPI guidelines:

(9) A separate Patient Information and Informed Consent sheet for blood / tissue samples taken for future testing.  The Participant Information Sheet may be incorporated into the consent form, or the consent form may be submitted separately:

(10) Please ensure to INVITE the participant to take part in the study; please include a greeting and introduce yourself. 

The HREC requests that the participant be invited – (using a friendly tone):

5 The Informed Consent Form should include a clear statement that the participant is consenting to involvement in research, and not to treatment, which will necessarily provide personal benefit.  Any personal benefit should be mentioned when this is possible.  In a trial containing a placebo, the participant must be made aware that, although the potential risks and benefits of all the substances under trial have been explained, none of the active substances may be administered and it will not be possible for the researcher to reveal whether an active substance or placebo is being administered.  An important piece of information is that the participant is free to withdraw from the trial at any time without prejudicing any treatment that is required for existing or future medical conditions. If this is not made clear, the researcher risks the accusation that consent was obtained by subtle coercion (that is, the possibility of prejudice against the participant as a current or future patient).

6
STORAGE OF BLOOD AND/OR TISSUES SAMPLES:

The ethical issues surrounding the storage of blood and/or tissue samples internationally and in South Africa

"If, blood specimens are to be stored for future analysis and it is planned that such analysis will be done outside Wits then the blood must be stored at Wits with release of sub-samples only once projects have been approved by the local Research Ethics Committee applicable to where the research will be done as well as by the Wits Human Research Ethics Committee: (Medical)."
�
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