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PARTICIPANT INFORMATION SHEET
(This template is for research interventions that use questionnaires, in- depth interviews or focus group discussions)

(language used throughout form should be at the level of a Grade 8 student

TEMPLATE FOR PARTICIPANT INFORMATION SHEET  

Study Title:

Introduction

Hello. My name is [name of person obtaining consent] from ……………….. We are carrying out research on__________________ 

Purpose of Study 

[explain purpose of study in simple easy to understand language. Avoid jargon or technical terms] 

Study Procedures
We will ask you questions on [nature of questions to be asked]. We will collect samples of [nature of samples to be collected, if applicable]. 

Confidentiality

The results of your tests and your answers to the questions will be kept confidential and will only be used for research purposes.

Study Benefits

[State the benefits of the participant from the study]: …… Examples: “Should you have any illness related to the study you will be treated free of charge by our study team” “We will reimburse your transport costs amounting to_______ every time you make a study visit”. “There will not be any immediate benefit to you if you choose to participate. However, many people may benefit in future if we are able to find the answers to our questions” 

Study Risks

[State the risks and discomfort from the study]: …  e.g. “There is a recognized risk of adverse reaction such as a severe rash as a result of taking this drug in some people” Or “The main risk or discomfort to you from this research will be from the needle as we collect blood”. “There are no risks associated with participating in this study”.
Voluntariness 

Your participation in this study is completely voluntary. Should you choose not to participate, no penalty or injury shall occur to you and you will continue to receive the same health care that you otherwise enjoy. You have the right to withdraw your participation any time you wish to do so.

If you have any doubts or you wish to seek clarification on the research, please feel free to contact the main researcher on the address below:

Name
Organization
Address 

Email: 

Tel:

If you have any complaints about the study, please contact the Secretary of the TDRC Ethics Review Committee at the following address:

The Secretary

TDRC Ethics Review Committee

Box 71769

Ndola

Email: tdrc-ethics@tdrc.org.zm 

Tel: +260 212 615444
Part II: Certificate of Informed Consent
This section must be written in the first person. It should include a few brief statements about the research and be followed by a statement similar the one in bold below. If the participant is illiterate but gives oral consent, a witness must sign. A researcher or the person going over the informed consent must sign each consent. Because the certificate is an integral part of the informed consent and not a stand-alone document, the layout or design of the form should reflect this. The certificate of consent should avoid statements that have "I understand…." phrases. The understanding should perhaps be better tested through targeted questions during the reading of the information sheet (some examples of questions are given above), or through the questions being asked at the end of the reading of the information sheet, if the potential participant is reading the information sheet him/herself.  

Example: I have been invited to participate in research about malaria and local health practices. 

(This section is mandatory) I have read the foregoing information, or it has been read to me. I have had the opportunity to ask questions about it and any questions I have been asked have been answered to my satisfaction. I consent voluntarily to be a participant in this study. 

Print Name of Participant__________________ Signature of Participant ___________________ Date ___________________________ Day/month/year 

If illiterate 1

I have witnessed the accurate reading of the consent form to the potential

1 A literate witness must sign (if possible, this person should be selected by the participant and should have no connection to the research team). Participants who are illiterate should include their thumb print as well.  

13

participant, and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely. 

Print name of witness____________     Thumb print of participant Signature of witness    _____________ Date ________________________                Day/month/year   

If   vulnerable or incapacitated like pregnant women, children, people with mental illness, people with disabilities, prisoners and minority groups form instance, the investigator must ensure that there is a well-educated and motivated surrogate or proxy decision maker. When comprehension is an issue the research plan should include means of testing the participants’ understanding of the important information prior to enrollment.  

Statement by the researcher/person taking consent

I have accurately read out the information sheet to the potential participant, and to the best of my ability made sure that the participant understands.

I confirm that the participant was given an opportunity to ask questions about the study, and all the questions asked by the participant have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. 

A copy of this ICF has been provided to the participant. Print Name of Researcher/person taking the consent________________________

Signature of Researcher /person taking the consent__________________________ Date ___________________________                 Day/month/year

CONTACTS FOR QUESTIONS (Names, addresses and phone numbers of the following): 14

1. Principal Investigator (Must be a local person and a Zambian).

Names:

Phone:

E mail:

Physical address:

1

I understand the information given to me and that my participation in this research is completely voluntary and its purpose has been fully explained to me. I also understand that my rights and privacy will be respected.

Name of participant:………………………………………………………………………………

Signature or thumb print of participant:…………………………………………………..

Name and signature of person obtaining consent: …………………………………………………

Date:
