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FACULTY OF HEALTH SCIENCES

UNDERGRADUATE STUDENT PROJECT

REGISTRATION OF RESEARCH AND APPROVAL BY THE ETHICS COMMITTEE

This application form, protocol etc. have to be submitted to the Ethics Committee, 
Block D, Room 108, Faculty of Health Sciences, University of the Free State for the attention of Ms Jemima du Plessis, Tel. 4052812 (E-mail address DuPlessisJ@ufs.ac.za)









STUDENT PROJECT NO. …………………..
1.
FOR OFFICE USE ONLY:
	1. Cv’s
	

	2. Questionnaire
	

	Examples of the following:
	

	3. Informed Consent for the patient/trial person
	

	4. Permission letter to the Dept of Education
	

	5. Permission letter to the Dean, Student Services
	

	6. Permission letter to the Vice-rector: Academic Planning
	

	7. Permission letter to the parent/guardian
	

	8. Assent Form with regard to children
	

	9. Permission letter to the Principal of the school
	

	10. Permission letter to the Department of Health
	

	11. Permission letter to the institution where the study will be done
	

	12. Copies of letters to the Dean of the Faculty/Head of Dept/Laboratory/Ward/Section/Clinic 
	

	13. Advertisement (if applicable)
	

	14. Approval letter by Biostatistician
	

	15. Lay term explanation printed on separate page
	


2.1
STUDENT DETAILS 
Dept. ........................................................
Year of study ............................
 Course ..........................................

	Name and Surname
	Cell phone number
	E-mail address

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


CONTACT DETAILS of group leader (where students are working in groups) 
Name and Surname:  …………………………….…………………………………………………………………


Cell Phone number: .............................................
  E-mail address:  ..........................................................
Letter will be collected  

2.2
STUDY LEADER  (Very important!)

Name and Surname:  ....................................................................................

Dept. ………………………………...................................................................
Cell phone number: ................................................
E-mail address: ...........................................................
3.
TITLE OF PROJECT: ……………………………………………………………………….………………………………………………………….
…………………………………………………………………………………………….……………................................. 
……………………………………………………………………….…………………………………………………………..
…………………………………………………………………………………………….……………................................. 
……………………………………………………………………….…………………………………………………………..
…………………………………………………………………………………………….……………................................. 
4.
SUMMARY OF RESEARCH PROTOCOL IN LAY LANGUAGE (for lay member of Ethics Committee): 

As an addendum to the protocol printed on a separate page and forwarded to e-mail address StraussHS@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. 

5.
DURATION OF STUDY









 
     M
      Y
Expected date to start
Expected date of completion
6. 
APPROVAL BY BIOSTATISTICIAN
Please enclose an approval letter obtained from the biostatistician, UFS who assisted you with the protocol: (otherwise only state the name of the biostatistician if not on campus)  ….………………………………………………………………..
7.
Kindly note that two (2) sets of documents have to be submitted in order to distribute it to two (2) reviewers simultaneously. 
THE FOLLOWING ARE OF THE UTMOST IMPORTANCE TO STUDYLEADERS AND STUDENTS:

7.1
APPLICATION FORM completed in full, PROTOCOL and BUDGET.  Information regarding PROTOCOL PLANNING is available at the Secretariat of the Ethics Committee or on the network: i:/algemeen/navorsing-research/etiekkomitees/research manual.
7.2
CV of the study leader.  CV of student group:  Kindly mention full names, Student nr, course, language, ID nr and cellphone number as an addendum to the application form. 
7.3
The following must be mentioned in die INFORMATION LEAFLET AND INFORMED CONSENT:
· Purpose of the study (explanation in lay terms)

· Potential advantages of the study for the patient and the other persons
· Risks and foreseeable discomfort for the patient/subject

· That the patient/subject may withdraw from the study at any time

· That participation is voluntary

· Alternative methods for treatment available?

· Nature of preparations (+ placebo) in use

· That information obtained will be treated as confidential

· That insurance has been taken out to protect subjects

· The name of the contact person is mentioned

· Indicate in the Informed Consent the reversibility or irreversibility of side-effects
· Number of studies that have so far been conducted with this substance on animals and also the number of persons that have been exposed to it

· Serious adverse effects have to be clearly separated and stipulated
· Dotted line for signature and date

· That results may be published and/or presented at a meeting/congress

· That no costs will be payable by the participant  

· Remuneration for patient/participant?

· Each page of the Informed Consent form must be initialled by the patient/trial person and the doctor.

· Time that participant will have to give up to participate in the study

· Whether the product will be made available to participants on completion of the study and if so, whether there are any cost implications for the participant.


KINDLY NOTE: When children participate in research studies, an Assent Form together with an Information Leaflet (with the above information explained at the level of the children involved) must be available.
7.4
Copies of letters to obtain PERMISSION TO CONDUCT ANY PROJECT/TRIAL/STUDY IN THE HOSPITAL addressed to the Clinical Head, Universitas Hospital; Head of Department and Clinic, Laboratory, Institution, ward, section (if applicable).  [When studies are performed in other hospitals, consent must be obtained from the Chief Executive Officer of the hospital concerned].


The following must be mentioned in the letter:

· Project/trial/study title

· Name and contact details of the researcher

· Brief description of the project/trial/study

· The relevant department/ward and whether patients and/or files are involved

· Number of patients, records/files, samples involved

· Duration of the study 

· Whether the results of the project will be published and/or presented at a meeting/congress

Copies of permission letters received from the authorities of institutions/companies have to be submitted to the Ethics Committee in order to obtain final approval before conducting a study. 

7.5
If QUESTIONNAIRES ARE DISTRIBUTED IN UNIVERSITY HOSTELS, the consent of Dr KC Makhetha, the Dean, Student Services, Thakaneng Bridge, Room 4 must be appended.  (A protocol has to be submitted together with a cover letter).
7.6
SURVEYS DONE AMONG STUDENTS, LECTURERS OR OTHER ROLEPLAYERS ON CAMPUS AT THE UFS have to be reported to and permission obtained from Prof Driekie Hay, Vice-rector: Teaching and Learning, Main Building, Room 39 as well as from the Dean of the Faculty and the Head of the School/Department. 
· Faculty of Health Sciences:  A copy of the protocol together with Form EC42 “Cover letter re staff and students of Health Sciences in research” have to be submitted to obtain permission.
· Other faculties:  A copy of the protocol together with a cover letter has to be submitted to obtain permission. 
7.7
QUESTIONNAIRES AS WELL AS INFORMED CONSENT FORMS, attached to the protocol, must be available in the language the trial person prefers.  (No personal information of the patient/participant may be requested).

PLEASE NOTE:  That the following wording have to be included at the top of all questionnaires where anonymous participation in a study is under discussion.  In these cases the Informed Consent form must not be signed.  "You have been asked to participate in a research study.  Please note that by completing this questionnaire you are voluntarily agreeing to participate in this research study.  You will remain anonymous and your data will be treated confidentially at all times.  You may withdraw from this study at any given moment during the completion of the questionnaire.  Results of the study may be published”.
7.8
If PATIENTS are involved in the study, the consent of the physician attending have to be obtained.

7.9
When HOSPITAL RECORDS are being used, consent of the Chief Executive Officer at the hospital have to be obtained.

7.10
When CHILDREN at the age of 14 or younger participate in the study, consent of the parent/guardian have to be obtained. 

7.11
If your PROJECT IS BEING DONE AT A SCHOOL, consent/permission has to be obtained from the following:

· Department of Education, Private Bag 20565, Bloemfontein, Fax number 4048160 
· Principal and Teacher

· Parent/guardian

· Learners

7.13
For PROJECTS DONE AT PROVINCIAL/PUBLIC HEALTH CARE INSTITUTIONS, permission has to be obtained from the Prof P Ramela, Head of the Dept of Health, Bloemfontein, Fax number 051-4081058
7.14
STUDENTS OVER 18 YEARS give consent to participate in a study. 

7.15
If an ADVERTISEMENT for potential study subjects must be placed in the media, it must contain the statement “this will be done in collaboration with your general practitioner”.  (Guidelines are obtainable from the Secretariat, Ethics Committee)
7.16
Kindly note that a PROGRESS REPORT be presented not later than one year after approval of the project.

7.17
AMENDMENTS AND CHANGES: A letter addressed to the Chairperson, clearly stating the reason(s) for amending the original documentation. The changes must be indicated in the original text (for example highlighted).  Amendments may be submitted not later than 4 days before the planned Ethics Committee meeting.
7.18
Please note that the Student Project Number, i.e. 02/09 has to be quoted in correspondence to the secretariat.

Verified/Approved by:  
……………………………………………………………


……………………

PROJECT LEADER/HEAD OF THE DEPARTMENT


DATE

8.
APPROVAL BY ETHICS COMMITTEE

	
	SIGNATURE
	SIGNATURE

	
	First Reviewer
	Second Reviewer


	APPROVED
	
	

	NOT APPROVED
	
	

	DATE
	
	


COMMENTS OF COMMITTEE MEMBERS: (Please provide comprehensive, clearly defined comments
in block letters)
…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………
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