Guidance for Researchers

Participant Information Sheet and Consent Form Template
The information provided to participants is crucial for a number of reasons: It explains to individuals everything that will happen to them, should they consent to participate; it allows them to weigh up the risks and benefits of taking part; and it ensures that the information provided to them is fully documented from a legal perspective. All of the above should be achieved in as concise a way as possible, without
compromising clarity.

This template is a guide to help researchers design study information sheets and consent forms. 
 Sample text is italicised. Alter or delete as required as you produce the draft.
 Main headings are in bold. Headings can remain in this format if desired. Some headings may be deleted or added as relevant to your study.

All advisory text should be deleted before finalising the document.

Repetition of information throughout the participant information sheet is not necessary; it may be useful to cross-reference to other section(s) to avoid repetition.
Although the PIS and Consent form templates are in one file here, please make them separate documents when you develop yours.

Should you require assistance, contact the Centre for Research Services at either pclaassen@unam.na or ibruwer@unam.na or elibuku@unam.na.  
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<Add the name and contact details of the
the local research team and
either the Chief or Local Investigator>

PARTICIPANT INFORMATION LEAFLET AND CONSENT FORM
             							
<Study Title>: The title could be the same as in the protocol or a simplified version understandable to a layperson. The titles must be consistent throughout the documentation.

<Invitation paragraph>: We'd like to invite you to take part in our research study. Before you decide, it is important that you understand why the research is being done and what it would involve for you. Please take time to read this information and discuss it with others if you wish. If there is anything that is not clear, or if you would like more information, please ask us. Your participation is entirely voluntary, and you are free to decline to participate.  If you say no, this will not affect you negatively in any way whatsoever.  You are also free to withdraw from the study at any point, even if you do agree to take part. 
This study has been approved by the Research Ethics Committee at The University of Namibia and will be conducted according to the ethical guidelines and principles of the international Declaration of Helsinki, South African Guidelines for Good Clinical Practice and Namibian National Research Ethics Guidelines.
1. What is this research study all about?
Provide a brief outline of the purpose of your study in lay language. Do not cut and paste directly from the protocol. Below are some questions to consider when outlining the purpose of the study.
a) Where will the study be conducted; are there other sites; total number of participants to be recruited at your site and altogether?
b) Explain in participant-friendly language what your project aims to do and why you are doing it.
c) Explain all procedures.
d) Explain any randomization process that may occur.
e) Explain the use of any medication, if applicable.
2. Why have you been invited to participate?
a) Explain specifically why the participant has been invited (e.g., because they have a specific condition, or because they are healthy individuals).
b) State how many participants you are intending to involve and their characteristics (e.g. healthy volunteers, people with x condition).
3. What will your responsibilities be?
This section details what will be involved in your research study from a participant’s point of view, and in the order, they will experience it. If there are multiple study visits, describe them in turn. In addition, explain this question clearly below.
a) Explain the duration the participant is expected to participate in the study (i.e.  2 hours, 4 days, etc.)
b) If you will be allocating participants randomly to study medication(s) and/or placebo, describe what it means in lay terms.
c) If you will be collecting samples, give an idea of the amounts. Blood volume may be more meaningfully expressed in tablespoons: 5ml is equivalent to 1 teaspoon, and 15ml is 1 tablespoon. Biopsies may be compared to grains of rice.
d) If you will be using tissue samples, state whether the tissue will already be collected as part of the clinical care. 
e) Are you requesting the use of tissue surplus for diagnostic needs, or collecting additional samples?
f) Outline any plans for long-term monitoring/follow-up.
g) If the study involves the use of any ionising radiation (e.g. x-rays) or non-ionising radiation, such as
h) MRI scans, please add template consent form point 10 (appended) to your consent form.

4. Will you benefit from taking part in this research?
Explain all benefits objectively.  Sometimes participants can benefit directly. If this is so, be clear; if not, be equally clear that there is no benefit. Ensure that potential participants are aware that you do not know what the outcome will be, and this is why you are conducting the research. If there are no personal benefits, then indicate who is likely to benefit from this research e.g., future patients.

5. Are there risks involved in your taking part in this research?
Identify any risks objectively. Provide a fair and honest evaluation of the possible consequences of key research procedures and drugs: risks and their relative likelihoods, as well as what you will do to mitigate these risks. If there are no risks, then state or indicate so. 
Example of risks:
a) Blood samples: the possibility of bruising and/or fainting
b) Biopsies: the possibility of bruising, or infection (mitigated by antiseptic, trained staff).
c) Additional radiation when the study involves any ionising radiation: the implications of doses in
d) addition to standard care.
e) Questionnaires or interview questions that may cause distress: indicate the kinds of questions you will be asking, and outline what would happen if a participant becomes upset.
f) State whether the drug is commonly used for the indication being researched or for other conditions, or whether it is ‘first in man’.
g) State known side effects of study drugs.


6. If you do not agree to take part, what alternatives do you have? (Include if applicable)
Clearly indicate in broad terms what alternative treatment is available and where it can be accessed, if applicable.

7. Who will have access to your medical records? (Include if applicable)
Explain that the information collected will be treated as confidential and protected.  If it is used in a publication or thesis, the identity of the participant will remain anonymous.  Clearly indicate who will have access to the information.

8. What will happen in the unlikely event of some form of injury occurring as a direct result of your taking part in this research study?
Clarify issues related to insurance cover if applicable.  If any pharmaceutical agents are involved will compensation be according to ABPI guidelines? (Association of British Pharmaceutical Industry compensation guidelines for research-related injury which is regarded as the international gold standard).  If yes, please include the details here.  If no, then explain what compensation will be available and under what conditions.

9. Will you be paid to take part in this study and are there any costs involved?
a) Make clear whether they will be compensated for their time, the inconvenience of having to take medications or for having to donate blood or tissue samples. It is important that potential participants understand how these payments might be influenced by their duration of involvement in your study (whether pro rata) or by factors such as the completeness of the diaries they provide. 
b) Make clear whether they and/or others who might accompany them will be reimbursed for their expenses such as travel, meals, and childcare. It should not cost participants to contribute to research; at a minimum, travel should be reimbursed. This expense may sometimes be avoided by having research visits coincide with regular clinical appointments.

10. Is there anything else that you should know or do?
a) You should inform your family practitioner or usual doctor that you are taking part in a research study.  (Include if applicable)
b) You should also inform your medical insurance company that you are participating in a research study.  (Include if applicable)
c) You can contact Dr ……………….………..….. at tel ……………………… if you have any further queries or encounter any problems.
d) You can contact the Centre for Research Services at +264 061 2063061; pclaassen@unam.na or ibruwer@unam.na or elibuku@unam.na  if you have any concerns or complaints that have not been adequately addressed by the investigator.
e) You will receive a copy of this information and consent form for your records.

11. Declaration by participant

By signing below, I …………………………………..…………. agree to take part in a research study entitled (insert title of study). 
I declare that:
a) I have read or had read to me this information and consent form and it is written in a language with which I am fluent and comfortable.
b) I have had a chance to ask questions and all my questions have been adequately answered.
c) I understand that taking part in this study is voluntary and I have not been pressurised to take part.
d) I may choose to leave the study at any time and will not be penalised or prejudiced in any way.
e) I may be asked to leave the study before it has finished, if the study doctor or researcher feels it is in my best interests, or if I do not follow the study plan, as agreed to.


Signed at (place) ......................…........…………….. on (date) …………....……….. 2023.

			
Signature of participant	Signature of witness
12. Declaration by investigator

I (name) declare that:

· I explained the information in this document to …………………………………..
· I encouraged him/her to ask questions and took adequate time to answer them.
· I am satisfied that he/she adequately understands all aspects of the research, as discussed above
· I did/did not use an interpreter.  (If an interpreter is used then the interpreter must sign the declaration below.


Signed at (place) ......................…........…………….. on (date) …………....……….. 2023.

			
Signature of investigator	Signature of witness


13. Declaration by interpreter

I (name)declare that:

a) I assisted the investigator (name) ………………………………………. in explaining the information in this document to (name of participant) ……………..…………………………….. using the language medium of  (Oshiwambo, Oshiherero, Afrikaans, etc.)







PARTICIPANT INFORMATION LEAFLET AND CONSENT FORM – adapted from ICF and NHS forms.
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