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INFORMATION LEAFLET AND INFORMED CONSENT

PROJECT TITLE: MANAGEMENT OF Q IN COMMUNITY Z
Primary investigator: Ms E Somebody, BTech (Chemistry)
Study leader: Prof W Expert, DTech, Department of XYZ, Tshwane University of Technology, Pretoria

Co-study leader: Dr A Specialist, ABC Laboratories, Johannesburg
Dear Research participant,
You are invited to participate in a research study that forms part of my formal MTech-studies.  This information leaflet will help you to decide if you would like to participate.  Before you agree to take part, you should fully understand what is involved.  You should not agree to take part unless you are completely satisfied with all aspects of the study. 

WHAT IS THE STUDY ALL ABOUT?

(Provide some background information regarding the main theme of the study and the specific problem that it will address.  It needs to provide enough background information to potential research participants to enable an informed decision to take part or not.  The “Background and Justification” in the proposal can provide the needed information for this section.  You may also include the study objectives in this section.  Do not use more than 3 paragraphs in this section, use easily understandable language and do not cite any references.)
WHAT WILL YOU BE REQUIRED TO DO IN THE STUDY?
(Fully describe in easily understandable language each of the following: 1) The procedures that will be performed on/with the research participants, 2) The time commitment it will require from the participants, including whether it involves once-off or multiple contact sessions, 3) The location of the study activities, 4) Any specific requirements, e.g. wearing gym clothes or fasting for 10 hours before the session, and 5) Expenses that the participants will be required to carry, e.g. transport costs or consultation fees.  Use as many paragraphs as needed to fully describe the research procedures.  The participants need to know exactly what will be required from them when they sign up for the study.  An example is provided underneath.)
If you decide to take part in the study, you will be required to do the following:
· To sign this informed consent form

· To complete a Medical History and Physical Activity History questionnaire.  You will be asked to respond to questions regarding your general physical activities in a typical week.  You will complete the questionnaire in a private office at the clinic.  It should not take more than 30 minutes to complete it
· To participate in a focus group consisting of 6-8 persons who are knowledgeable about the health needs of community X.  You will be required to provide your opinions and/or insights of the study theme during the discussion that will last for approximately 90 minutes
· To then sit for 5 minutes in one of the clinic’s consulting rooms where your blood pressure will be measured twice
· To have your body composition assessed using various skinfold measurements. Skinfold measurements will be taken at a number of anatomical landmarks (e.g. triceps muscle, biceps muscle, thigh muscle) using a skinfold caliper.  The technique employed to measure these skinfold sites requires that the researcher ‘pinch’ the subcutaneous fat at the aforementioned anatomical landmarks.  Your weight and height will also be measured.

· To provide a blood sample (10ml) via venipunctures from the vein in the fold of the elbow. 

ARE THERE ANY CONDITIONS THAT MAY EXCLUDE YOU FROM THE STUDY?
(Indicate clearly all exclusion criteria, if any)

You will not be eligible to participate in this study if you currently suffer from any of the following conditions: Asthma, depression, muscle injuries or cardiovascular defects.  Also, if you are older than 60 years or live in Durban, you will be excluded from the study.
CAN ANY OF THE STUDY PROCEDURES RESULT IN PERSONAL RISK, DISCOMFORT OR INCONVENIENCE?

(A complete description of all potential and/or foreseeable risks needs to be provided.  This should enable the research participants to make an informed decision regarding their participation in the study.  No known risks may be withheld from the participants for whatever reason.  Underneath follows some examples, depending on the type of study.)

Questionnaires: The study and procedures involve no foreseeable physical discomfort or inconvenience to you or your family. Due to the personal nature of the questions, you may experience some emotional discomfort.

Physical exhaustion: The endurance exercise on the treadmill may lead to physical exhaustion, muscle cramps and dehydration.  A physician will constantly monitor your performance.  He/she will terminate the exercise session as soon as you present with clinical symptoms that indicate arrhythmia, dehydration and severe hypertension.  Previous studies found that less than 1% of healthy individuals present with such clinical symptoms during the exercise regime.

Emotionally sensitive interviews: In the interview/s you will be sharing emotionally sensitive and intimate details about yourself.  This process of self-revelation means that you will have to recall emotions, thoughts and actions regarding your experience which could be traumatic for you.  Therefore, I have made arrangements with the counsellors at the Student Support Services for you to visit free of charge should you want to talk to one of them for professional therapy.

Venipunctures: The main risk involved with performing venipunctures is bruising (hematoma) and/or infection at the site of needle insertion.   Standard aseptic techniques will be used at all times to avoid the risk of infection and blood will be drawn by a register nurse.
Minimal risk/discomfort/inconvenience:  Participation in the study involves minimal risks, discomforts and/or inconveniences that are no more than the risks, discomforts and/or inconveniences one encounter in daily living.

WHAT ARE THE POTENTIAL BENEFITS THAT MAY COME FROM THE STUDY?

(Describe the potential benefits, if any, of the study for each of the following: 1) Personal benefits for the research participant, 2) Benefits for the scientific community, and 3) Benefits for the institution, community or society in general. Be short and to the point.  Be realistic and do not claim potential “outrageous” benefits if no existing evidence support such a claim.)

The benefits of participating in this study are:

· You will make a contribution towards establishing a profile of cardiovascular disease risk amongst elite athletes in South Africa
· You will receive personal information on your cardiovascular disease risk classification
· You will be invited to attend an information session presented by a cardiologist, dietician and sport scientist.

WILL YOU RECEIVE ANY FINANCIAL COMPENSATION OR INCENTIVE FOR PARTICIPATING IN THE STUDY?

(Clearly indicate if and how much compensation will be paid.  Underneath follows two possible formulations, depending on the type of study.)

Please note that you will not be paid to participate in the study.  However, you will receive refreshments after completion of the fitness exercise.
or

You will receive compensation for transport expenses incurred due to participation in the study.  Receipts of all expenses should be submitted to the researcher during the evaluation session.  A cheque will then be posted to you within two weeks.

or

You will receive a once-off cash payment of R100-00 at the end of the interview session.

or

You will not be financially compensated for participation in the study, however a sponsor will provide one T-shirt and a designer cap to each research participant.
WHAT ARE YOUR RIGHTS AS A PARTICIPANT IN THIS STUDY?

Your participation in this study is entirely voluntary.  You have the right to withdraw at any stage without any penalty or future disadvantage whatsoever.  You don’t even have to provide the reason/s for your decision.  Your withdrawal will in no way influence your continued care and relationship with the health care team. Note that you are not waiving any legal claims, rights or remedies because of your participation in this research study.
(The formulation of the above paragraph should be adapted to suit the context of each specific study)

HOW WILL CONFIDENTIALITY AND ANONYMITY BE ENSURED IN THE STUDY?

(Underneath follows possible formulations, depending on the type of study.)

All information obtained during the course of this study is strictly confidential.  The study data will be coded so that it will not be linked to your name.  Your identity will not be revealed while the study is being conducted or when the study is reported in scientific journals.  All the data sheets that have been collected will be stored in a secure place.  Any information that is obtained in connection with this study and that can be identified with you will remain confidential and will be disclosed only with your permission or as required by law.  The information received during the project will only be used for research purposes and not released for any employment-related performance evaluation, promotion and/or disciplinary purposes.
or

All the data that you provide during the study will be handled confidentially.  This means that access to your data will be strictly limited to the researcher, the supervisors of the study and the designated examiners (appointed by Tshwane University of Technology).  Also, your data and personal information will be kept and stored in a confidential format which will only be accessible to the researcher.  Any information that is obtained in connection with this study and that can be identified with you will remain confidential and will be disclosed only with your permission or as required by law.
or

Confidentiality of data will be maintained - in other words your identity will only be known to the researcher.  I will remove/mask all identifying data on transcriptions and final report documents (e.g. thesis and journal articles).  Thus, your identity will not be revealed during or after the study, even when the study is published or used in any format.  Any information that is obtained in connection with this study and that can be identified with you will remain confidential and will be disclosed only with your permission or as required by law.
or

Only the researcher and the supervisors will have access to the filled-out questionnaires.  Your answers will be totally anonymous and your identity will not be revealed under any circumstance.  Also, nobody outside the study panel will be able to connect any answer to you in any recognisable way.  The results of this study might be published in a scientific journal and/or presented at scientific meetings, but again without revealing the identity of any research participant.  The original questionnaires will be stored in a safe place for three years, after which they will be destroyed.

IS THE RESEARCHER QUALIFIED TO CARRY OUT THE STUDY?

(Underneath follows possible formulations, depending on the type of study.)

The researcher is a qualified sport physiologist who has previously completed similar research studies.  Also, he/she has received special training in exercise studies from the Alberta University in Canada.

or

The researcher comes from the same geographical region as you.  This means that he/she deeply understand your cultural context and can fluently speak the local languages.  The field workers will be registered professional nurses from the local communities.

or

The researcher is an adequately trained and qualified researcher in the study fields covered by this research project, specifically in organic chemistry and animal husbandry.
HAS THE STUDY RECEIVED ETHICAL APPROVAL?

Yes.  The Faculty Higher Degrees Committee and the Research Ethics Committee of the Tshwane University of Technology have approved the formal study proposal.  Also, the management and the Scientific Committee of the ABC Hospital have granted written approval for the study.  All parts of the study will be conducted according to internationally accepted ethical principles.

WHO CAN YOU CONTACT FOR ADDITIONAL INFORMATION REGARDING THE STUDY?

The primary investigator, Ms E Somebody, can be contacted during office hours at Tel (012) 382-1111, or on her cellular phone at 082 111-1111.  The study leader, Prof W Expert, can be contacted during office hours at Tel (012) 382-2222.  Should you have any questions regarding the ethical aspects of the study, you can contact the chairperson of the TUT Research Ethics Committee, Dr WA Hoffmann, during office hours at Tel (012) 382-6265/46, E-mail hoffmannwa@tut.ac.za 
DECLARATION: CONFLICT OF INTEREST
(The researcher and/or study leaders need to explicitly declare any conflict of interest that may influence the study procedures, data collection, data analysis and publication of results.  This includes any financial compensation from a sponsoring agent, any financial or other significant relation of the researcher with companies that may gain/lose financially from the results in the study, and the provision of any test instruments and/or test products by any external company.  Financial support from recognised funding agencies (e.g. NRF and MRC) need not be declared.  Clearly indicate any prohibitions or conditions set by funding or sponsoring agents on the publication of the research results).
Food supplement QPR is a sponsored product from Company Z.  This company has allocated a sponsorship to the value of R100 000-00 to the study.  Additionally, the primary investigator will receive R100-00 for every research participant that agrees to test the effectiveness of the food supplement during the study.  The final results of the study will only be published after the Director of Company Z has given written approval of the research report.

A FINAL WORD
Your co-operation and participation in the study will be greatly appreciated.  Please sign the underneath informed consent if you agree to participate in the study.  In such a case, you will receive a copy of the signed informed consent from the researcher.

CONSENT
I hereby confirm that I have been adequately informed by the researcher about the nature, conduct, benefits and risks of the study.  I have also received, read and understood the above written information.  I am aware that the results of the study will be anonymously processed into a research report.  I understand that my participation is voluntary and that I may, at any stage, without prejudice, withdraw my consent and participation in the study.  I had sufficient opportunity to ask questions and of my own free will declare myself prepared to participate in the study.

Research participant’s name: 
                        


 (Please print)

Research participant’s signature: 
                        



Date: 
            


Researcher’s name: 
                                                


 (Please print)

Researcher’s signature: 
                        



Date: 
            



VERBAL CONSENT
(Applicable when participants cannot read or write)

I hereby declare that I have read and explained the contents of the information sheet to the research participant.  The nature and purpose of the study were explained, as well as the possible risks and benefits of the study. The research participant has clearly indicated that he/she is aware of the right to withdraw from the study at any time, for any reason and without jeopardizing his/her relationship with the research team.  I hereby certify that the research participant has verbally agreed to participate in this study.

Research participant’s name: 
                        


 (Please print)

Researcher’s name: 
                                                


 (Please print)

Researcher’s signature: 
                        



Date: 
            


PARENTAL INFORMED CONSENT
(Applicable when participants are younger than 18 years old)

I hereby confirm that I have been adequately informed by the researcher about the nature, conduct, benefits and risks of the study.  I have also received, read and understood the above written information. I am aware that the results of the study, including personal details regarding my child, will be anonymously processed into a research report. I understand that his/her participation is voluntary and that he/she may, at any stage, without prejudice, withdraw his/her assent and participation in the study. He/she had sufficient opportunity to ask questions and I, of my own free will, declare that my child can participate in the above mentioned study.

Research participant’s name: 
                        


 (Please print)

Research participant’s parent/guardian’s name:       


 
(Please print)

Research participant’s parent/guardian’s signature: 
                        




Date: 
            


Researcher’s name: 
                                                


 (Please print)

Researcher’s signature: 
                        




Date: 
            


CHILD ASSENT FORM

(Applicable when participants are younger than 18 years old)

I, ……………………………………………………(print full name), understand that my parent(s)/guardian(s) has given permission (said it is okay) for me to take part in the research project.  I am taking part because I want to and not because I’m forced to do so.  I have been assured that I can stop at any time I want to without getting into any trouble (nothing bad will happen to me and nobody will be mad at me if I want to stop).  Also, I can always ask the researcher any question about the study.
	Signature/Name
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