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Informed Consent Form Template for
Chinrcal Studies

-

L

(This template is for either clinicai triaks or clinical rescarch)
flanguage used throughout form should be at the level of alocal sindent of ciass 6*/8%)

Notes to Researchers:
1. Please note thal his is a template developed by the WHO ERC to assist the Principal
Investigator in the design of their informed conseat forms (FCF). It 15 important that Principal
Investigators adapt their own JCF's to the cutline and requirements of their particular study. The
logo of the Institution must be nsed on the ICF and not the WHO logo.

2. The informed consent form consists of two peris: the information sheet and the consent
cenificate.

3. Do not be concerned by the length of| this template. It is long only because it comains guidance
and explanations which are for you and which you will not include in the informed consent
forms that you develop and provide to participants in your research. —

4. This template includes examples of key questions that may be asked at the end of cach sect ion,
that could ensure the understarding of the information being provided, especially if the rescarch
study is complex. These are just examples, and suggestions, and the investigators will have to
modify the questions depending upon their study.

3. In this semplate:
* square brackets indicate where specific information is to be inserted
* bold lettering indicales sections or woerding which should be inzluded
* standard lettering is used for explanations io researchers only ard must not be included
in your consent forms. The explanation is provided in black, and examples are provided
i red in italics. Suggested questions to elucidate understanding are given in black in
italics.

TEMPLATE ON FOLLOWING PAGE

k
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[YOUR INSTITUTICNAL LETTERHEAD]
Please do not submit consent forms on the WHO letter head

Hoformed Consent form for i
Name the group of individuals for whom this informed consent form is written.Because research for a
single project is often camied out with 2 number of different groups of individuals - for example
healthcare workers, patients, and parents of patients - it is important that you identify which group this
particular consent is for.

{Exconple: This fnformed Conseni Form is for men and women who aitend clinic Z, and who we are
inviting o participate in research on X. The ritle of onr research project is "... e e 0 L.7)

You may provide the following information either as a running paragraph or under headings as shown
below.

jName of Principal Investizator]
|Name of Organization)

[Name of Sponsor]

[Nume of Proposal and version)

This Informed Consent Form has bwo paris:
= Information Sheet (10 sbarc information about the research wilk you)
s Certificate of Consent {for signatures if you agree to take part)

You will be given a copy of the full Informed Consent Form

PART I: Information Sheel

Introduction

Briefly state who you are and explain that you are inviting them to participate in the research you are
doing. Inform them that they may talk to anyone they fee] comfortable 1alking with about the research
and rhat they can take time to reflect on whether they want 10 panicipate or not. Assure the participant
that if they do not understand some of the words or concepis. that vou will take time 10 explain them as
¥ou go zalong and that they can ask quesiions now or later.

(Example: I am X, working for the Y Research Institute. We ave doing research on Z disease, which is
very common in this couniry. I am going io give you information and invite you to be part of this
research. Youdo not have lo deride today whether or not you will participate in the research. Before you
decide, you can talk 10 anyone you feel comfortable with about the research.

There may be some words thal you do not undersiand. Please ask me to stop as we go through the
information and I will 1ake lime to explain. If you have questions later, you can ask them of me, the study
doctor or the staff) '

N Logda
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Purpose of the research

Explain in lay terms why you are doing the research. The language used should clarify rather than
confuse. Use local and simplified tenmns for a disease, €.g. local name of disease instead of malaria,
mosquito instead of anopheles, “mosquitces help in spreading the disease” rather than “mosquitoes are
the vectors™. Avoid using terms like pathogenesis, indicators, determinants, equitable etc. There are
guides on the intesnet to help you find substitutes for words which are overly scientific or are professional
jargon, :

(Example: Molaria is one of the most common and dangerous diseases in this region. The drugs thal are
currentiy used to help people with maloria are nol as good as we would like them to be. In Jaci, only 40
ot of every 100 people given the malavia drug XYZ are completely cured There is a new drug which
may work better. The reason we are doing this research is 10 find out if the new drug ABX is betier than
drug XYZ which is currently being used )

Type of Research Intervention

Briefly state the type of intervention that will be undertaken. This will be expanded upon in the
procedures section but it may be helpful and less confusing to the participant if’ they know from
the very beginning whether, for example, the research involves a vaccine, an inlerview, a biopsy
or a series of finger pricks. :

{Excample: This research will involve a single injection in your arm as well as jour follov-up
visits fo the clinic.)

-

Participant selection .
State why this participant has been chosen for this research. Pecple often wonder why they -have been
chosen 1o participate and may be fearful. confused or concerned.

(Example: We are inviting all adulis with malaria who ottend clivic 2 1o parlicipare in the research on
the new mmalaria drug.) ;

» _Example of quesiion to efucidate nnderstanding; Do you know why we are asking vou to rake

part in this study? Do vou know what the siudy is about?

Voluntary Participation

Indicate clearly that they can choose to participate or not. State, what the alternative - in terms of the
irealment offered by the clinic - will be, ifthey decide not 10 participale. State, only if it is applicable, that
they will stift receive all the services they usually do whether they choose to participate or nol. This can
be repeated and expanded upon later in the forny as weli, but il is important to state clearly at the
beginmag of the form thart participation is volunlary so that the other information can be heard in this
COnrext.,

(Example: Your participation in this reseqrch is entirely voluntary. It is vour choice whether to
participate or not. Whether you choose ta participate or not, all the services you receive of this clinic will
continue and nothing will change. If you choose not to pariicipate in this research profect, you will
affered the frealment that is routinely offered in this clinic/hospital Jfor disease Z, and we will tell you
more about it later. You may change your mind later and siop participating even if you agreed earlier.)

> Examplesof question to elucidate understanding: If vou decide not io take par: fn this research
study, do you kmow what your options are? Do you know that you do not have to lake partin this
research study, if you do not wish to? Do you have any guestions?

—_—
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Include the following section only if the protoco] is for a clinical trial;

Information on the Trial Drug [Name of Drug]

1) give the phase of the wial and explain what that means. Explain to the participant why you are
comparing or testing the drugs.

2} provide as much information as is appropriate and understandable about the drug such as its
manufaciurer or location of manufactore and the reason Tor its development.

3) explain the known experience with this drug

4) explain comprehensively all the known side-effect s/toxicity of this drug, as well as the adverse effects
of all the other medicines ihal are being used in the trial

(Example: The drug we are testing in this research is called ABX. It has been tested before with people who do i
have malaria but who live in areas where maloria is common. We now want o lest the drug on people who have g
malaria. This second research is called a "phase 2" irial, o

The drug ABX is made by Company C. You should know thar it has a few side effects. One of ihe side

effecis, or problems, is that you may feel tired for the first day after being given the drug. Also, 20% of
ithe peaple who tried the drug in previous research experienced lemporary swelling where the injection

eniered the skin. We know of no other problem or risks.

Some participants in the research will not be given the drieg which we ure testing. Instead, they will be
given the drug XYZ, the drug which is mosi commaenly used in this region 1o treat maloria, There is no-
risk associated with thet drug and 1o known problems_ It does irot, hin vever, cure malarie as ofien as we
would like,)

Procedures amd Protocol

Describe or explain the exact procedures that will be followed on a step-by-step basis, the tests that
will be done, and any drugs that will be given, Explain {tom the cutset what some of the more
unfamiliar procedures involve (placebo, randomization, hiopsy. etc.) Indicate which procedure is
routine znd which is experimental o research.Participants should know what to expect and what i3
expecled ol them. Use active, rather than conditional. language, Write "we will ask ¥ou to...." instead
of "we would Iike 10 ask you to....".

In this template, this section has been divided into two: firstly, an explanation of unfamiliar procedures
and, secondly, a description of process.

A. Unfamiliar Procedures
This section should be inchided if there mav be procedures which are net familiar 10 the participant.

1f the pretocol is for a clinical irial:

1} involving randomization or blinding, the participants should be told what that means and what chance
they have of getting which drug (i.e. one in four chances of getting the test drug).

(Example:. Because we do not know if the new malaria drug is betier than the currently available drug
Jor treating malaria, we need to compare the two. To do this, we will put people taking part in this
research into two groups. The groups are selected by chance, as if by tossing a coin.

Fariicipants in one group will be given the test drug while participants in the other group will be given
the drug that is currently being used for malaria. It is important that neither you nor we know which of
the two drugs you are given. This information wilf be in owr files, but we will not look at these files until

- - e
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after the research is finished. This is the best waywe have for lesting without being influenced bvwhat we
think or hope might happen. We wilf then compare which of the two has the best results.

The healthcare workers will be looking afler you and the other participants very carefully during the
study. if we are concerned about what the drug is doing , we will find out which drug vou are gelting and
make changes. If there is anything you are concerned about or that is bothering you about the research
Please talk 10 e or one of the other researchers)

2})involving an inactive drug or placebo, it is impmaﬁt to ensure that the participanis understand what is
meant by a placebo or inactive drug.

(Example. A placebo or inaciive medicine looks like real medicine but it is not. Ji is dummy or pretend
medicine. It has no effect on a person because it has no read medicing in it Sometimey when we want io
know whether a new medicine is good, we give some people ihe new medicine and some people the
pretend or dummy medicine. For the research ro be good. it is fmporiant that you do not know whether
you have been given the real medicine or the pretend or dummy medicine. This is one of the best ways
we have for knowing what the medicine we are testing really toes, )

3} which may necessilate a rescue medicine, then provide information aboul the rescue medicine or
treatment such as what it is and the criterion for its use. For example, in pain trials, if the test drug does
not control pain, then intravenous morphine may be used as a rescue medicine,

(Example:. If we find that the medicine thar is being used does not have the desired effect, or not 1o-+he
exient thar we wish it 1o have, we will use what is called a “rescue medicine.” The medicine that we wil]
use is celled QRS and it hras been proven to control pain. if you find that the drug we are lesting does not
iop your pain and it is very wicomforiable for you, we can use the rescue medicine (o moke you more
comjortable )

If'the protoco! is for clinical research:

Firsily, explain that there are standarcs/guidelines that will be followed for the treatment of their
condition. Secondly, ifas part of the research a biopsy will be taken. then explain whether it will be under
local anesthesia. sedation or general anesthesia, and what sori of symptoms and side eflecis the
participant should expect under each category. :

{Example: You will receive ihe reatmeni of your condition wecording to national guidelines. This means
that you will be (explain the treatment). To confirm the cause of Your swelling, a small sample of your
skinwill be icken. The guidelines say that the sample must be taken using alocal anesthesia which means
that we will give you an injection close 1o the areawhere we witl jake the sample from. This will make the
area imumb so that you will not feel any pain when we take the sumple }

For any clinica) study (if relevam); .

If blood samples are 1o be taken explain how many times and how much in language that the person
understands. It may, for example, be inappropriate 1o tell a tribal vittager that blood equal to a wine-glass
full wilt be taken but it may be very appropriate (o use pictures or other props to illustrate the procedure if
it is unfarniliar. -

If the samples are to be used only for this research, then explicitly mention here that the biological
samples obtained during this research procedure wil be used only for this research, and will be destroyed
afler ___ years, when the research is completed. I the tissues/blood samples or any other human
biological material will be stored for a duration Jonger than the research purpose, or is tikely to be used
for & purpose other than mentioned in the research proposal, then provide information abowt this and-

-
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»  Examples of question to elucidate understanding: Con you tell me if you have understood
correcily the benefits that you will have if you 1ake part in the study? Do you kmow if the study
will pay for your travel costs and time lost, and do you know how much you will be re-imbursed?
Do you have any other questions?

Confidentiality .

Explain how the research team will mainizin the M'rﬁl'denliaﬁty of data, especially with respeci to the
infermation about the participant which would ctherwise be known only to the physician but would now
be available to the entire rescarch team, Note that because something out of the ordinary is being done
through research, any individual taking part in the research is likely to be more easily identified by
members of the communily and is therefore more likely to be stigmatized.
(Example: With this research, something ot of the ordinary is being done in your community. It is
possible that if others in the conmunity are aware that you are participating, they may ask you questions,
We will not be sharing the identity of those participating in the reseorch.

The information that we collect from this research project will be kepi confideniial. Information about
you that will be collected during the research will be put away and no-one but the researchers will be
able (v see 11. Any information aboni you will have @ number or it instead af your name. Only the
researchers will kinow whal youwr jumber is and we will lock thar information up with a lock and key. It
will ot he shared with or given 1o anyone excepi [name who will have access 1o the information, such as
research sponsors, DSMB boord, your clivicion, eic].)

»  Exwmple of question to elucidate undersianding: Did you undersiemd the procedures that

we wifl e using tv make sure thay any information that we as researchers colleci about
You will remain confidential? Do you have any quesiions about them?

Sharing the Results

Where it is rclevant, your plan for sharing the information with the participanis should be provided. If
you have a plan and a timeline for the sharing of in formation, inctude the details. You should also infonm

the participant that the research Findings will be shared more broadly. for exampie. 1hrough publications
and conferences. :

(Example: The knowledge that we ger from doing this research will be shared with you through
community mectings before it is made widely available to the public. Confidential informationwill not be
shared, Ticre witl be smicli meetings it the community and these will be annouiiced After these meetings,
we will publish the results in order thet orber interested peopie may learn from our research.)

Right 10 Refuse or Withdraw

This is a reconfirmation that participation is voluntary and includes the right to withdraw. Tailor this

section to ensure that it fits for the group for whom you are secking consent. The exampie used here is for
a patient at a clinic. 7

(Example: You do not have to take part in this research if you do not wish to do so and refusing to
participate will not affect your ireatment at this clinic isi anyway. You will siill have ail the benefits that
youwould otherwise have ar this clinic. You "ay stop participaiing in the research at any lime that you
wishwithout losing any of your rights as a patient here. Your treatment at this clinic will not be affected
m any way.) '

or
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(Example. You do not have 1o take part in this research if vou do not wish to da so. You may also stop
participating in the research ot any time you choese. It is your choice and all of your rights wiil still be
respected.) .
Alternatives to Participating :

[nctude this section only if the study invoives administration of investigational drugs or use of new
therapeutic procedures. I is important to explain and describe the gstablished standard treatment.

(Example: {f you do not wish ie iake part in the re.rear&h, you will be pravided with the established
standard treatment available at ihe centre/instituieMospital, People who have malaria are given....}

Whao to Contact ;
Provide the name and contacl information of someone who is invelved, informed and accessible (alocal
person who can actually be contacted. State also that the proposal has been approved and how.

(Example: If you have any quesfions you may ask them now or later, even after the study has started, I

you wish to ask questions fater, you may contact any of the following: [mame, oddress/telephone
mimber/e-mail]) .

This proposal has been reviewed and approved by [name of (he local IRB}, which is 2 committce
whose task it is to make sure that research participants arve protccted from harm. I you wish to
find about more abont the IRB, contact [name, address, telephonc number.]). It has also been
revicwed by the Ethics Review Committee of the World Meaith Orgzanization (WHO), which is. .
funding/sponsoring/supporting the studly.

>  Example of guestion 1o elucidate understanding: Do you know that you do not have to
rake part in this siudy ifyou do not wish tv? You can say No if you wish fo? Do you knew
that you can ask me questions later, if you wish 107 Do yom know thal I have given the
contact details of the person whe can give you move information about the stuedy? Ere.

You can ask me any more questions about any part of the research study, if you wish t0. Do
you have any guestions? :

PART I1: Certificate of Consent’

This seetion should be written in the first person and have a statement similar 1o the one in bold below., If
the participant is llilerate but gives oral consent, a witness must sign. A researcher or the person going
over ihe informed consent must sign each consent. The cenificate of consent should avoid statements that
have * undarstand....” phrases. The understanding should perhaps be beter tested through largeted
questions during the reading of the information sheet {same examples of questions are given above), or
through the questions being asked al the end of the reading of the information sheet, if the potential
participant is reading the information sheet him/herself.

1 have read the foregoing information, or it has been read to me. I have had the opportanity to ask
quesiions about it and any questions that I have asked have been answered to my satisfaction, ]
consent voluntarily to participate as a participant in this research. .

Print Name of Participant

Signature of Participant

363




Date
Day/month/year

If illiterate

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. -

I have wilnessed the accurale reading of the consent form to the potential participant, and the

individual has had the opportunity to ask questions. [ confirm that the individual has given consent
freely.

Print name of witness AND Thumb print of participznt

Signature of witness

Date

Da}rimohlhiycar

Statement by the researcher/person taking consent
I have accurately read out the information shect to the potential participant, and 6~
the best of my ability made sure that the participant understands that the following will be
done:

)14

7

3.

I confirm that the participant was giver 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. 1 confirm that the individual has not been cocrced 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
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