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Research Guideline

1. BACKGROUND

The traditional health care system known as Sowa Rigpa was mainstreamed in 1967 with
the command of the third King, His Majesty King Jigme Dorji Wangchuk for the welfare of
Bhutanese people and to preserve its rich culture and tradition. It is provided through the same
roof with the modern healthcare system. The integration of these medical systems helps provide a
choice to the patients to opt for the health care service that they want, ensuring effective delivery
of the health care services. Further, the National health guideline aims to preserve and promote
the unique system of medicine that is based on Bhutanese culture and tradition, through capacity
building and establishing an effective system within the framework of the national healthcare

delivery system.

This unique system of traditional medicine- Sowa Rigpa has a vast knowledge that has been
gathered over many centuries using the country’s rich medicinal herbs with confirmed medicinal

qualities and is regarded as a rich cultural heritage where Buddhism is prevalent.

Recognizing that the Sowa Rigpa (TM) has a huge potential to promote research emphasizing on
scientific evidence. In 2008, The Traditional Medicine Research and Development Committee
(TMRDC) led the first publication of the Menjong Sorig Journal apprehending the importance
of scientific research that will help generate interest in the science of this unique ancient healing
system. In the following subsequent years, yearly publications were issued thus paving ways to
document research on traditional medicine. The Journal has provided a forum to the practitioners
and scholars to debate and exchange ideas on the unique essence of the traditional medicine
system. The faculty at present is also developing an open journal system known as Bhutan Sorig
Journal which will be a peer-reviewed print and online journal. This will help provide platform
for Clinicians, Academicians, Researchers and Health professionals to share their Sowa Rigpa

Knowledge based on research, academic works, ideas and experiences.

However, there is a lot of room to promote quality of research with the help of scientific
evidence about the ancient healing that has been practiced for centuries. At present, there is less
research carried out and there is a need to strengthen research and documentation for exchange of
evidence-based knowledge. Today, research is the one of the main rays of hope to improve
traditional medicinal system and service that can ensure effective treatment practices and safe

medicines while preserving the art of healing aligned with the Buddhist philosophy.

This Research Guideline would serve as a vital guiding tool to promote research and publication.
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This guideline will also help in planning and setting up priority areas. It is only through research

that the very essence of Sowa Rigpa can be preserved and promoted in the country and beyond.

2. AIMS

This guideline aims to create and support research culture for developing and promoting scientif-
ic temper and research aptitudes among the clinicians, faculty, staff and students. The guideline
shall serve as an overall framework within which research activities should be carried out. It
also aims to identify thrust areas of research having academic, practical and social relevance and
thereby supplementing the vision and mission of the university. The research guideline has been
framed to further analyze, understand and effectively respond to all types of challenges posed in

the pursuance of quality research.

It further aims at ensuring that the research activities conform to all applicable rules and
regulation as well as to the established standards and norms relating to safe and ethical conduct

of research.

3. OBJECTIVES
This research guideline provides a broad framework to guide scholarly research with the

following objectives:

1. To create and promote a culture of research in Sowa Rigpa.
2. To ensure quality, integrity and ethics in research.
3. To facilitate and provide professional guidance, technical support and recommenda-

tion for financial assistance.

4. PRINCIPLES OF RESEARCH
The researchers should hereby adhere to the following research principles:
a) Researchers should be free to select the subject matter of their research, to seek
financial support for their work, and to arrive at their own findings and conclusions.

The findings and conclusions should be available for scrutiny and peer review.

b) Researchers should adhere to the established professional ethics pertaining to the

health, safety, privacy, and other rights of human and animal as per the existing
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national and international norms.

c) The research proposals are subjected to the scrutiny of Research Committee to

initiate, promote and monitor the research activities.

5. CODE OF CONDUCT
HONESTY
a) Do not falsify, fabricate, plagiarize, mislead, or misrepresent (either in writing,
through electronic/online means or by any other means).
b) Do not deviate from accepted practices in the specific research discipline or per

taining to specific communities.

c) Obtain all relevant licenses, permits, permissions, and protocols, where
necessary.

TRANSPARENCY

a) Share and communicate research methodology, data and findings openly,

responsibly and accurately.

b) Disclose and manage conflicts of interest.

FAIRNESS

a) Treat fellow researchers and others involved in the research fairly and with
respect.

b) Appropriately reference and cite the work of others.

c) Give credit, including authorship where appropriate, to those who have

contributed to the research.

RECORD KEEPING
a) Secure and retain clear, accurate and complete records of all research including
research data and primary materials.

b) Research data should be preserved and protected at least for 5 years.

CONFLICT OF INTEREST

a) Disclose and manage any and all actual, potential or perceived conflict of interest.
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6. RESEARCH ETHICS

a)

b)
©)

d)

Apply the ethics principles of research merit and integrity, justice, beneficence
and respect in the conduct of all human and animal research.

Conduct research with approval from the appropriate ethics review body.

Ensure minimal impacts on animals used in research and support the welfare
and wellbeing of animals.

The ancient knowledge of Sowa Rigpa must be preserved through proper

research ethics.

7. RESEARCH PROPOSAL REQUIREMENT

The research proposal must qualify the general standards of research and should include infor-

mation on the following:

1.
ii.
1il.

1v.

V.

Vii.

Viil.

1X.

x1.

Research title

Authors and affiliations

Summary

Rationale- problem statement, literature review, justification and innovation
of the proposed research.

Research question

Aims and objectives (general and specific)

Methodology — study design, setting, target population, sample size and
technique, inclusion and exclusion criteria, variables, data collection (study tool
and procedure), data source, time frame, ethical considerations and critical
assumptions and data management and analysis plan.

Work plan - Gantt chart

Detailed budget

References

Annexure: The research tool, information sheet (as per ethics board template),
informed consent form (as per ethics board template), product details (if applica-
ble), and CVs of all authors. The informed consent form should be available in

both Dzongkha and English, where applicable.

The detail explanation of each section mentioned above are explained in Appendix I.
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8. RISK ASSESSMENT MECHANISM

The research committee should assess any proposal and deliberate on any possible
guideline implications and approve only those proposals with minimal implications. The
committee shall ensure highest safety standards possible, especially in the interventional
studies. The occupational health and safety issues should conform to the principles

of Good Laboratory Practice, Good Manufacturing Practice, Good Clinical Practice, etc.

9. MONITORING AND EVALUATION

The progress of the research shall be reported to the supervisors/ committee of the research
and any topics or information of importance shall be reported to the research committee.
Ifnecessary, changes and amendments may be made in the implementation of the research activities
considering the resource constraint. A technical committee shall be formed for M&E of clinical

trials.

10.REPORTING REQUIREMENTS

Upon completion, the researcher should submit the closing report and should at least include the

following:
a) Abstract
b) Methods and key findings
c) Constraint and recommendations
d) Conclusions

However, for clinical trials both progress and completion report should adhere to the national
(DRA guideline) and international norms of reporting (WHO clinical trial guideline, ICH guide-

lines etc).

11. PUBLICATION AND AUTHORSHIP
a) Include all authors of research outputs. Authors of research outputs are those,
and only those, who have made a significant intellectual or scholarly
contribution to the research and its output, and they have agreed to be listed as

an author.

b) Cite and acknowledge other work appropriately and accurately and obtain

permission for the use of unpublished work.
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c) Acknowledge professional and technical staff, institutions, funders, and shared
facilities which have contributed to the research explicitly on all published

outcomes of the research.

12. CONFERENCES/ SEMINARS/PRESENTATIONS/PUBLICATIONS
a) Participation in national or international conferences, presentation of papers and
publications will come under the purview of this research guideline only to the
extent they are related to research and recognized and recommended by the
Research Committee.
b) The researcher is expected to have paper/presentation scrutinized by the Research

Committee along with the budget and timeline for approval.

13. CONCLUSION

This research guideline has been created to encourage TM researchers to engage in creative,
innovative, clinically sound, and socially relevant research. It is our hope that this guideline will
serve as a starting point for researchers to embark on meaningful and impactful research projects.
As part of our commitment to continuous improvement, this guideline will be regularly reviewed

in consultation with stakeholders to ensure its effectiveness and relevance.
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Appendix 1: Research Proposal Format (Protocol)

Following is a basic outline for research with a brief description of each component. These
outline should not necessarily be rigidly applied. How they are applied will depend on the type
of study and the methodological approach of each study.

1. Overview — A research proposal is an overall plan, scheme, structure and strategy for obtaining
the answers to research questions, placed in the appropriate context (theoretical and conceptual

framework) with well thought-out rationales.

2. Purpose — A research proposal is intended to convince others that there exists potential for a
worthwhile research project and that the researcher is competent and has thought through the
work necessary to complete it. The proposal should explain all major elements involved in the
proposed project and be detailed enough for a well-informed reader to evaluate on its merits. A
research proposal also allows the researchers to ensure, for themselves, that they have adequately

thought through all the various aspects of planning a research project.

3. Suggested structure — For extra information and help with writing research proposals, the

research committee can render assistance. The research proposal should include the following:

3.1 Research Title — A concise description of the work. Often titles are stated in terms
of a functional relationship, because such titles clearly indicate the independent and
dependent variables. However, if possible, think of an informative but catchy title. An
effective title not only catches the reader’s interest, but also predisposes him/her

favorably towards the proposal.

3.2 Abstract — A brief summary of approximately 300 words. It should include the
research question, the rationale for the study, the hypothesis (if any), the methodology
and possible expected outcomes. Descriptions of the method may include the design,

procedures, the sample and any instruments that will be used.

3.3 Introduction- Rationale (including problem statement) — This provides necessary con
text for the research problem. It briefly highlights the current status of the field and any
major gaps in knowledge that need additional research. First, the research question should

be placed in the context of a current, focused, and active research area (or if it’s an older

area, explain why that is still a viable research topic). Second, provide some historical
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background, if any. Thirdly, discuss the modern context, wherein the research will be
central. Finally, refer briefly to the most significant recent publications (the full literature

review is separate).

3.3.1 The problem statement, which may be in the introduction in an appropriate
place, serves to: (1) Introduce the reader to the importance of the problem. The
reader is oriented to the significance of the study and the research questions or
hypotheses to follow; (2) Place the problem in a context; (3) Provide the
framework for reporting the results; and (4) Indicate what is probably necessary

to conduct the study and explain how the findings will present this information.

3.3.2 Sample parts of a qualitative problem statement: The purpose of this [type
of study] study is to understand [what] of [who or what] involving [what or who]
from [when] to [purpose]. Note: This can be spread out over two sentences if

necessary.

3.3.3 Background (literature review) — This demonstrates to yourself and
reviewers that you understand your field, and you have the background
knowledge to move forward. Most research is incremental: if you cannot find
literature on research that is very similar to yours, you have not looked hard
enough. Give historical context, but keep the bulk of this section focused on recent
advances (less than 10 years old). Sum up this section with a brief statement of the

unknowns in this field, and hint at how your research will address these gaps.

4. Specific aims — Should answer the question: “What am I going to do?” Think high level,

but make each aim an achievable objective, not a best effort, one with clear endpoints peer

reviewers can easily assess. Aims should be somewhat independent of each other. Check that: (1) My

Specific Aims can test my hypothesis; (2) They are doable within the grant period I am

requesting. (3) The aims are concrete and well-focused. (4) I can define endpoints my peer

reviewers will be able to assess.

5. Preliminary results (if any) — This section briefly gives the results of any preliminary/

exploratory studies that have been carried out; pilot studies; feasibility studies. It is often used to

prove that your design is likely to succeed. It should be directly related to your research design.

It can be your own work or someone in your research group (properly acknowledged).
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6. Research design (methods, different phases of the study, description of the instruments, sample
population and sampling procedure, study site, technical details) — The plans and procedures for
research: how you intend to execute the study. It provides sufficient information for any reader/

reviewer to determine if your methodology is valid. For each specific aim:

6.1 Provide a Rationale — Why is the Aim important and why do the procedures adopted

represent the best approach to accomplishing the Aim.

6.2 Individual instruments and procedures; experiments — Describe the procedure, and
explain how you will collect data (depending on the exact method, you must explicitly

mention why this is a valid method/instrument).

6.3 Explain limitations, assumptions, and potential caveats (and possible alternatives).

7. Mode of distribution of the research findings, and estimation of the potential benefits of the
research — Indicate how the outcomes will be published or otherwise disseminated, and what

sectors could benefit from the outcomes.

8. Statement on the ethical conduct of the research — Indicate any and all potential ethical issues
you may encounter. Give plans to avoid ethical dilemmas, or if they are encountered, how you

will overcome them.

8.1 Human subjects research — Explicitly state how you will follow best practices in your

field (e.g. informed consent and anonymity).

8.2 Other animal research — Typically needs to document evidence that you will meet
specific requirements for ethical conduct of animal research cognizant of Bhutanese

values.

9. Statement on potential conflicts of interest — Full disclosure of any potential conflicts of inter-

est and plan to manage them or a statement that there are none.

9.1 Statement on health and safety considerations, if necessary — Plan to ensure the health

and safety of members of the research team for work proposed which may be hazardous.

9.2 Proposed budget and resource requirements — Detail of the financing of the research
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(if already secured) or funding request. The budget should follow University financial
guidelines. Researchers must be sure to include the indirect costs — A sponsored project
budget will include the University’s full negotiated Facilities & Administration (indirect)

cost rate, unless a waiver of those costs has been approved.

9.3 Indirect costs shall not be charged in case of research funded by organization that do
not allow indirect costs in grant. In such instances, the researchers may not include the

indirect costs in their budget.

9.4 Proposed time-frame — Indicate the overall time-frame for the research as well as

phase-wise goal deadlines.

9.5 Evidence of the researchers’ capability to carry out the work — CVs of all researchers
covered by the proposal. This should also include evidence of having obtained necessary
training, including relevant coursework if any. Student team members are not required to
include a full CV, but should still include basic biographical data including descriptions

of relevant coursework completed, academic performance, and any relevant experience.

9.6 Statement of support from a supervisor or guarantor, if necessary (students) — If the
proposal is submitted by students, it should include a letter of support from a supervisor

or guarantor.

9.7 Role of collaborators and credit-sharing agreement (if any) — If collaborating partners
are involved, the involvement, relative contribution, and plan for credit sharing should be

given.

9.8  Any required clearances — For example, medical (REBH), environmental (NEC),
statistical (NSB), or related to natural resources or traditional knowledge about natural
resources (CoRRB, NBC), etc. CRCs should grant “in-principle” approval for the
proposal if it meets all other criteria, pending these other clearances, in order to allow the

proposal to be forwarded to the other

10. Citation and Referencing - When you write anything, acknowledge the sources from

which your information or ideas came. These sources should be noted both within the text as a

citation and more fully at the end as references. This allows your reader to trace your sources

easily for further examination and also credits the original author(s). This way you will avoid the
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charge of plagiarism. Plagiarism is treated as crime, and plagiarized work is disqualified. Various
organizations have developed methods of citing references, however a common system used in
many educational establishments is the APA style. The faculty will be using this style of citation
and referencing which is APA referencing style 7th edition citing both in-text and end references

to acknowledge the sources. Following are some of the examples:

Quoting and Paraphrasing

1. Direct Quotation

Quotation of less than 40 words should be incorporated in the text by enclosing the quotation
with double quotation marks. If the quotation is in the middle of the sentence, cite the source in
parenthesis immediately after the quotation marks. If the source does not contain page number,

use paragraph number in place of page number (e.g. para. 4).

Example:
Herman (1999) says that “when new face imperialism invents...United Kingdom” (p. 3),

then the democracy will cease to exist.

When the quotation is at the end of sentence, cite the source immediately after the quotation

marks and end with a period.

Examplel:

This is because the political leadership has continued to perceive health, education and
even housing  “as essential social...science” (Khan, 2001, p. 20).

Example 2:

Ura (2004) asserts that “The Royal Government...charter” (p. 154).
If quote is more than 40 words omit the quotation marks, indent and display as a block quote.
Example 3:

Decentralization is defined as:

The transfer of responsibility... public authorities or corporations, area-wide, regional

or functional authorities, or non-governmental private or voluntary organization.

(Rondinelli & Nellis, 1986, p. 5)
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Examples 4:
Rondinelli and Nellis (1986) define decentralization as:
The transfer of responsibility... public authorities or corporations, area-wide, regional or

functional authorities, or non-governmental private or voluntary organization. (p. 5)

2. In text citation
a. One or two authors
When citing one or two authors use last name of author(s) followed by the year of publication. In
all subsequent citation of the same work, use same style of citation.
Example 1: Rondinelli (1983) reviews nine ... pure form.
Example 2: The traditional economy ... that period (Ura, 2004).
Example 3: Rondinelli and Cheema (1983) developed ... capacity.

b. Three to Five Authors
Cite all authors name in first citation followed by ‘et al’ in subsequent citations and the year of
publication. However, if it is cited more than once in the same paragraph, mention only first au-
thor name followed by ‘et al’ and omit the year of publication.
Example 1: Sonam, Dendup, Karma and Choden (2019) found that ... (for the first
citation in text)
Example 2: Sonam et al. (2019) found that ... (subsequent citation)

Example 3: Sonam et al. found that ... (second citation in same paragraph)

¢. Six or more authors
If there are six or more authors use ‘et al’ for all the in-text citations.

Example: Dorji et al. (2018) ...

d. Documents published by institution/organizations
In group author (institution/organizations) where abbreviation is identifiable and used
commonly, write the full name of the group followed by the year of publication for the first
citation. In the subsequent citations, use abbreviation followed by the year of publication.
Example 1: Royal University of Bhutan (RUB, 2018)... (for first citation)
Example 2: RUB (2018)... (for subsequent citations)

e. Citing a Secondary Source

Citing a secondary source can be used when primary sources are not available.

Example: Dorji (as cited in Sonam, 2017) found that development level...
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3. Reference list

» List the references in alphabetical order by the first author’s last name.

* Arrange by the year of publication with older publication first when referencing same
author with two or more works.

* Use a, b, ¢c and so on if the work is in same year by same author [e.g. Sonam,T.
(2017a)..., Sonam, T.(2017b)...]

* Mention names of the first six authors and the last author followed by the year of
publication for more than eight authors [e.g. Dorji, T., Karma, S., Phuntsho, T., Tashi,
P., Pema, K., Zam, L., ... Dawa, N. (2019)]

* Full official name should be used instead of abbreviation for the institution [e.g. Asian
Development Bank. (2009). Instead of ADB. (2009).]

* Last name of author followed by initial name.

+ Date of publication in parenthesis.

» Title of the book should be in italic with first letter of the title and subtitle in upper-
case.

* Place of publication followed by publisher.

» Use ‘author’ if author and publisher are same.

Example: Dorji, J. (2005). Quality of education in Bhutan: The story of growth and change in
the Bhutanese education system. Thimphu: KMT Publisher.

b. Edited Book

Place the editors’ name in the author position and enclose their abbreviation ‘Ed.” or ‘Eds.” in
parenthesis after the last editor’s name.

Example: Heywood, A. (Ed.). (2004). Political theory: An introduction (3rd ed.). New York:

Palgrave Macmillan.

c¢. Chapter in an edited book
* Begin with the last name of the chapter’s author followed by year of publication and
title of the chapter.
+ Editors’ name in initial followed by last name should precede the word ‘In’.
+ Title of the book in italic.
* Page number of the chapter.

* Place name and publisher.
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Example:
Law, W. W. (2009). The developmental state, social change, and education. In R. Cowen &
A.M. Kazamias (Eds.), Second international handbook of comparative education (pp. 239-245).

London: Springer.

d. Journal article

+ Start with last name of authors followed by initial name and year of publication.

»  Write the full title of the article with first letter of the title and the subtitle in upper-
case.

+ Title of the journal in italic.

*  Volume number is in italic followed by series number in parenthesis but should not
be italicized.

* Include page numbers of the journal article (e.g. 234-345).

* Include Digital Object Identifier [DOI] for electronic journal articles. Use web link if
DOI is not available.

Example 1: Bardhan, P. (2002). Decentralization of governance and development. Journal of
Economic Perspectives, 16 (4), 185-205.
Example 2: Mares, M. E., & Carnes, 1. (2009). Social guideline in developing countries. Annual
ReviewofPolitical Science, 12,93-113.doi: 10.1146/annurev.polisci.12.071207.093504
Example 3: Yeasmin, S. (2012). Triangulation research method as the tool of social science

research. BUP Journal, 1(1), 154-163. Retrieved from http://www.bup.edu.bd
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Appendix 11

Informed consent Form (4dapted FROM WHO-Guidelines)

Notes to Researchers:

1. This informed consent contents different sections. Please chose the section which is
relevant to your study

2. Language used throughout form should be at the level of a local student of class
6th/8th standard

3. Please note that this is a template developed by the IRB to assist the Principal
Investigator in the design of their informed consent forms (ICF). It is important that
Principal Investigators adapt their own ICFs to the outline and requirements of their
particular study.

4. Each section of the informed consent form consists of two parts: the information sheet
and the consent certificate.

5. Do not be concerned by the length of this template. It is long only because it contains
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.

6. This template includes examples of key questions that may be asked at the end of each
section that could ensure the understanding of the information being provided,
especially if the research study is complex. These are just examples, and suggestions,
and the investigators will have to modify the questions depending upon their study.

7. In this template:

. square brackets indicate where specific information is to be inserted
. bold lettering indicates sections or wording which should be included
. Standard lettering is used for explanations to researchers only and must

not be included in your consent forms. The explanation is provided in
black, and examples are provided in red in italics. Suggested questions

to elucidate understanding are given in black in italics.
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ANNEX 1:

Informed Parental Consent Form Template for

Research Involving Children (Clinical Studies)

(This template is for either clinical trials or clinical research)
Name of Principle Investigator:

[Informed Consent Form for |
Name the group of individuals for whom this consent is written. Because research for a
single project is often carried out with a 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.

(This informed consent form is for the parents of children between the ages of 1 and 4 years of
age who attend clinic Z, and who we are asking to participate in research X )

[Name of Principal Investigator]
[Name of Organization|
[Name of Sponsor]
[Name of Proposal and version]

C
PART I: Information Sheet
Introduction
Briefly state who you are and explain that you are inviting them to have their child participate in
research which you are doing. Inform them that may talk to anyone they feel comfortable talking
with about the research and that they can take time to reflect on whether they want their child to
participate or not. Assure the parent that if they do not understand some of the words or concepts,
that you will take time to explain them as you go along and that they can ask questions now or
later.

(I am X, working for the Y Research Institute. We are doing research on Z disease, which is very
common in this country.

1 am going to give you information and invite you to have your child participate in this research.
You do not have to decide today whether or not you agree that your child may participate in the
research. Before you decide, you can talk to anyone you feel comfortable with.

There may be some words that you do not understand. Please ask me to stop as we go through
the information and I will take time to explain. If you have questions later, you can ask them of
me, the study doctor or the staff.)

Purpose

Explain the problem/research question in lay terms which will clarify rather than confuse. Use
local and simplified terms for a disease, e.g. local name of disease instead of malaria, mosquito
instead of anopheles, “mosquitoes 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 internet to help you find substitutes for words which are overly scientific or are
professional jargon.
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Recognize that parents' feelings about involving their children in research can be
complicated. Thedesireand feelingofresponsibility toprotecttheirchild fromrisk ordiscomfortmay
exist alongside the hope that the study drug will help either their child or others. It is, therefore,
important to provide clear and understandable explanations, and to give parents time to reflect on
whether they will consent to have their child participate.

(Malaria is one of the most common and dangerous diseases in this region. The vaccine that is
currently being used is not as good as we would like it to be but there is a new vaccine which
may work better. The purpose of this research to test the new vaccine to see if it protects young
children better than the current vaccine).

Type of Research Intervention
Briefly state the intervention if you have not already done so. This will be expanded upon in the
procedures section.

(An injection OR a series of three injections OR taking a vaccine orally, a biopsy).

Participant selection

State clearly why you have chosen their child to participate in this study. Parents may wonder
why their child has been chosen for a study and may be fearful, confused or concerned. Include
a brief statement on why children, rather than adults, are being studied.

(The vaccine has been found to be effective with adults and older children. Because of how young
children grow and develop, we can't assume that the vaccine will be as effective on young chil-
dren unless we test it on children

We are inviting you to take part in this research because it is important that we test a new vaccine
on children who do not have malaria but who live in an area where malaria is a serious problem.
Because you and your child live in this area and your child does not have malaria, we are asking
if you would allow your child to participate.)

— Example of question to elucidate understanding: Do you know why your child

has been identified as a potential research participant? Do you know what the
Study is about?

Voluntary Participation

Indicate clearly that they can choose to have their child participate or not. State, if it is applicable,
that they will still receive all the services they usually do if they decide not to participate. This
can be repeated and expanded upon later in the form as well. It is important to state clearly at the
beginning of the form that participation is voluntary so that the other information can be heard
in this context.

(Your decision to have your child participate in this study is entirely voluntary. It is your choice
whether to have your child participate or not. If you choose not to consent, all the services you
and your child receive at this clinic will continue and nothing will change. You may also choose
to change your mind later and stop participating, even if you agreed earlier, and the services you
and/or your child receives at the clinic will continue.)

— Examples of question to elucidate understanding: If you decide that you do not

want your child to take part in this research study, do you know what your
options for him/her are? Do you know that you do not have to accept that your
child takes part in this research study? Do you have any questions?
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Include the following section only if the protocol is for a clinical trial:

Information on the Trial Drug [Name of Drug]

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

2) provide as much information as is appropriate and understandable about the drug such as its
manufacturer or location of manufacture and the reason for its development.

3) explain the known experience with this drug

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

(The ABX vaccine has been tested twice before but only with older children and adults. In both
Studies, the vaccine worked better than the vaccine that currently exist. While the current vaccine
protects only 60% of people who take the vaccine the new one protected more than 80% of the
people The new vaccine also protected for a longer time period. We want to compare those two
vaccines - the current one and the new one - in a younger age group, and that is why we are doing
this research.

The drug is made by Company AB, who is working with a local hospital to have it tested. It's
called a type of drug because it helps part of the blood to . The new vaccine that
we are Studying has no known side effects. The current vaccine that is being used in the study
also has no known side effects.)

Procedures and Protocol

It is important that the parents know what to expect and what is expected of them and their child.
Describe or explain the exact procedures that will be followed on a step-by-step basis, the tests
that will be done, and the drugs that will be given. It is also important to explain from the outset
what some of the more unfamiliar procedures involve (placebo, randomization, biopsy, etc.)
Describe very clearly which procedure is routine and which is experimental or research. Explain
that the parent may stay with the child during the procedures. If the researchers are to have access
to the child's medical records, this should be stated.

Use active, rather than conditional, language. Write "we will ask you to...." instead of "we would

"

like to 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

If the protocol is for a clinical trial:

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). A very
minimal statement is provided below to give you an example. You may need to be more explicit
about what is exactly involved.

(Because we do not know if the new vaccine is better than the currently available vaccine for
treating this disease, we need to make comparisons. Children taking part in this research will be
put into groups which are selected by chance, as if by tossing a coin.

One group will get the vaccine we are testing, and the other group will get the malaria vaccine
which is currently used in this region. It is important that neither you nor we know which of the
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two vaccines your child was given. This information will be in our files, but we will not look at
these files until after the research is finished. This is the best way we have for testing vaccines
without being influenced by what we think or hope might happen. We will then compare which
of the two has the best results.

The healthcare workers will be looking after you and the other participants very carefully during
the study. If we are concerned about what the medicines or treatment is doing , we will find out
which vaccine your child is getting and make changes.)

2) involving a placebo it is important to ensure that the participants understand what is meant by
a placebo. An example for a placebo is given below.

(4 placebo or inactive medicine looks like real medicine but it is not. It is a dummy or pretend
medicine. It has no effect on a person because it has no real medicine in it. Sometimes when we
want to know whether a new medicine is good, we give some people the new medicine and some
people the pretend or dummy medicine. For the research to be good, it is important that you and
your child do not know whether the real medicine or the pretend or dummy medicine was given.
This is one of the best ways we have for knowing what the medicine we are testing really does.)

3) which may necessitate a rescue medicine, then provide information about 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

(If we find that the medicine that is being used does not have the desired effect, or not to the extent
that we wish it to have, we will use what is called a “rescue medicine.”.)

B. Description of the Process
Describe the process on a step-by-step basis.

(You may stay with your child during each of the visits and during the procedures. In the first
visit, a small amount of blood, equal to about a teaspoon will be taken from your child's arm.
This will be tested for the presence of substances that help your child's body to fight infections.
Your child will feel some discomfort when the needle stick goes into her/his arm but this will go
away very quickly. There may be slight bruising but this will disappear in a few days.

In the next visit, your child will be given either the test vaccine or the vaccine that is currently
being used for malaria in this region. Neither you nor we will know, until later in the study, which
vaccine your child was given. The vaccine will be given by a trained healthcare worker. After the
vaccine, we ask that you and your child stay at the clinic for 30 minutes so that the healthcare
worker can observe any immediate changes in the child's mood, and if swelling occurs around
the injection site. We will give you and your child juice and something small to eat.

We will ask your child's physician to give us the details of your child's health and illness related
information. If you do not wish us to do that, please let us know. However, because your child's
health records are very important for the study, if we cannot look at the health records, we will
not be able to include your child in the study.

At the end of the study, we will contact you by letter to tell you which of the two vaccines your
child was given.... )
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In case of a clinical research:

Explain that there are standards/guidelines that must be followed. If a biopsy will be taken, then
explain whether it will be under local anesthesia, sedation or general anesthesia, and what sort of
symptoms and side effects the participant should expect under each category.

(Your child will receive the treatment for his/her condition according to national guidelines, etc.
The sample will be taken using a local anesthesia which means that only the part of your child
that we are taking the sample from, and a small surrounding area, will lose feeling for a short
time. Your child shouldn't feel pain, etc.)

For any clinical study (if relevant):
If blood samples are to be taken explain how many times and how much in a language that the
person understands. It may, for example, be inappropriate to tell a tribal villager that blood equal
to a table-spoon full will be taken.

If the tissues/blood samples or any other human biological material will be stored for a duration
longer than the research purpose, or is likely to be used for a purpose other than mentioned in the
research proposal, then provide information about this and obtain consent specifically for such
storage and use in addition to consent for participation in the study - (see last section)

If not, then explicitly mention here that the biological samples obtained during this research
procedure will be used only for this research, and will be destroyed after  years, when the
research is completed.

Duration
Include a statement about the time commitments of the research for the participant and for the
parent including both the duration of the research and follow-up, if relevant.

(The research takes place over _ (number of) days/or ___ (number of) months in total. During
that time, it will be necessary for you to come to the clinic/hospital/health facility (num-
ber of) days, for __ (number of) hours each day. We would like to meet with you six months
after your last visit for a final check-up. Altogether, we will see you and your child 4 times over
a year).

—  Examples of question to elucidate understanding: Can you tell me if you remember the

number of times that we are asking you to come to the hospital to complete the
treatment? The research project? How many injections will you be given? How many
tablets? How much blood will be taken from your veins, using a syringe and needle? Over
how many weeks? Etc. Do you have any other questions? Do you want me to go through
the procedures again?

Side Effects
Parents should be told if there are any known or anticipated side effects and what will happen in
the event of a side effect or an unexpected event.

(These vaccines can have some unwanted effects or some effects that we are not currently aware
of- However, we will follow your child closely and keep track of these unwanted effects or any
problems. We will give you a telephone number to call if you notice anything out of the ordinary,
or if you have concerns or questions. You can also bring your child to this health facility at any
time and ask to see

[name of nurse, doctor, researcher].
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We may use some other medicines to decrease the symptoms of the side effects or reactions. Or
we may Stop the use of one or more drugs. If this is necessary, we will discuss it together with
you and you will always be consulted before we move to the next step.)

Risks

A risk can be thought of as being the possibility that harm may occur. Explain and describe any
such possible or anticipated risks. Provide enough information about the risks that the parent can
make an informed decision. Describe the level of care that will be available in the event that harm
does occur, who will provide it, and who will pay for it.

(By participating in this research it is possible that your child will be at greater risk than he/
she would otherwise be. There is a possibility that may happen as a result of taking
this drug. While the possibility of this happening is very low, you should still be aware of the
possibility. If something unexpected happens and harm does occur, we will provide your child
with . [explain the level of care that will be available, who will provide it, and who will
pay for it. Inform the parent if there is a particular insurance in place.])

Discomforts
Explain and describe the type and source of any anticipated discomforts that are in addition to the
side effects and risks discussed above.

(By participating in this research it is possible that your child may experience some discomfort
such as the discomfort of the injections. There may be a slight hardening and/or swelling where
the needle stick goes into the skin. This should disappear in one day. Your child may also be
fussier than usual or more tired. These behaviors usually stop within one day but if you are con-
cerned, please call me or come to the clinic.)

—__Examples of question to elucidate understanding: Do you understand that, while the

research study is on-going, no-one may know which medicine your child is receiving?
Do you know that the medicine that we are testing is a new medicine, and we do not know
everything about it? Do you understand that your child may have some unwanted
side-effects from the medicines? Do you understand that these side-effects can happen
whether or not your child is in the research study? Etc. Do you have any questions?

Benefits

Benefits may be divided into benefits to the individual, benefits to the community in which the
individual resides, and benefits to society as a whole as a result of finding an answer to the re-
search question. Mention only those activities that will be actual benefits and not those to which
they are entitled regardless of participation.

(If your child participates in this research, he/she will have the following benefits: any inter-
im illnesses will be treated at no charge to you. If your child falls sick during this period he/
she will be treated free of charge. There may not be any other benefit for your child but his/her
participation is likely to help us find the answer to the research question. There may not be any
benefit to the society at this stage of the research, but future generations are likely to benefit.)

Reimbursements

State clearly what you will provide the participants with as a result of their participation. IRB
does not encourage incentives beyond reimbursements for expenses incurred as a result of
participation in research. The expenses may include, for example, travel expenses and
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reimbursement for time lost. The amount should be determined within the host country context.

(You will not be provided any incentive to take part in this research. However, you will be reim-
bursed with - provide a figure if money is involved - for your lost time and travel expense.)

—  Examples of question to elucidate understanding: Can you tell me if you have
understood correctly the benefits that your child will have if you allow him/her to take

part in the study? Do you know if the study will pay for your and your child’s travel costs
and your 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 maintain the confidentiality of data, especially with respect
to the information about the participant, which would otherwise be known only to the physician
but would now be available to the entire research team. 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 community and is therefore more likely to be stigmatized.

(The information that we collect from this research project will be kept confidential.
Information about your child that will be collected from the research will be put away and no-one
but the researchers will be able to see it. Any information about your child will have a number
on it instead of his/her name. Only the researchers will know what his/her number is and we will
lock that information up with a lock and key. It will not be shared with or given to anyone except
[name who will have access to the information, such as research sponsors, DSMB board, your
clinician, etc].)

—  Example of question to elucidate understanding: Did you understand the procedures

that we will be using to make sure that any information that we as researchers
collect about you and/or your child will remain confidential? Do you have any questions
about them?

Sharing of the results
Your plan for sharing the information with the participants and their parents should be provided.
If you have a plan and a timeline for the sharing of information, include the details. Also inform
the parent that the research findings will be shared more broadly, for example, through publica-
tions and conferences.

(The knowledge that we get from this study will be shared with you before it is made widely avail-
able to the public. Confidential information will not be shared. There will be small meetings in
the community and these will be announced. Afterwards, we will publish the results in order that
other interested people may learn from our research).

Right to Refuse or Withdraw

This is a reconfirmation that participation is voluntary and includes the right to withdraw.
Tailor this section well to ensure that it fits for the group for whom you are seeking consent. The
example used here is for a parent of an infant at a clinic.

(You do not have to agree to your child taking part in this research if you do not wish to do so
and refusing to allow your child to participate will not affect your treatment or your child's
treatment at this Centre in any way. You and your child will still have all the benefits that you would
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otherwise have at this Centre. You may stop your child from participating in the research at any
time that you wish without either you or your child losing any of your rights as a patient here.
Neither your treatment nor your child's treatment at this Centre will be affected in any way.)

Alternatives to participating
Include this section only if the study involves administration of investigational drugs or use of

new therapeutic procedures. It is important to explain and describe the established standard treat-
ment.

(If you do not wish your child to take part in the research, your child will be provided with the
established standard treatment available at the centre/institute/hospital. People who have ma-
laria are given....)

Who to Contact
Provide the name and contact information of someone who is involved, informed and accessible

(a local person who can actually be contacted.) State also that the proposal has been approved
and how.

(If you have any questions you may ask them now or later, even after the study has started. If
you wish to ask questions later, you may contact any of the following: [name, address/telephone
number/e-mail]

This proposal has been reviewed and approved by [name of the IRB e.g IRB or REBH], which is
a committee whose task it is to make sure that research participants are protected from harm. If
you wish to find about more about the IRB, contact [name, address, telephone number.])




Research Guideline

PART II: Certificate of Consent

Certificate of Consent

This section should be written in the first person and have a statement similar to 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. 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.

(I have been invited to have my child participate in research of a new malaria vaccine). 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 that I have asked have been answered to my

satisfaction. I consent voluntarily for my child to participate as a participant in this study.

Print Name of Participant

Print Name of Parent or Guardian

Signature of Parent or Guardian

Date

Day/month/year
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Ifilliterate
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 witnessed the accurate reading of the consent form to the parent of the potential

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

individual has given consent freely.

Print name of witness AND Thumb print of parent

Signature of witness

Date

Day/month/year

Statement by the researcher/person taking consent

I have accurately read out the information sheet to the parent of the potential participant,
and to the best of my ability made sure that the person understands that the following will
be done:

1.

2.

3.

I confirm that the parent was given an opportunity to ask questions about the study, and all
the questions asked by the parent have been answered correctly and to the best of my abil-
ity. 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

An Informed Assent Form will OR will not be completed.
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ANNEX 2

Informed Parental Consent Form Template for

Research Involving Children (Qualitative Studies)

1C

(For use with Participant Observation, Focus Group Discussions, Interviews, and Surveys)

[Informed Consent Form for ]

Name the group of individuals for whom this consent is written. Because research for a
single project is often carried out with a 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.

(e.g. This informed consent form is for parents of adolescent girls and boys participating in the

research titled. “What do we want: Adolescents and health systems “)

[Name of Principle Investigator]
[Name of Organization]
[Name of Sponsor]

[Name of Project and Version]|

This Informed Consent Form has two parts:

. Information Sheet (to share information about the study with you)
. Certificate of Consent (for signatures if you agree that your child may
participate)

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

Part I: Information Sheet

Introduction

Briefly state who you are and explain that you are inviting them to have their child participate in
research which you are doing. Inform them that may talk to anyone they feel comfortable talking
with about the research and that they can take time to reflect on whether they want their child to

participate or not. Assure the parent that if they do not understand some of the words or concepts,

that you will take time to explain them as you go along and that they may ask questions now or

later.
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(Example: I am X, and I work at Y organization in . 1 am doing some research which

might help your clinic/hospital do more to help teenagers become and stay healthier. In our
research we will talk to many teenagers, both girls and boys, and ask them a number of ques-
tions. Whenever researchers study children, we talk to the parents and ask them for their
permission. After you have heard more about the study, and if you agree, then the next thing I will
do is ask your daughter/son for their agreement as well. Both of you have to agree independently

before I can begin.

You do not have to decide today whether or not you agree to have your child participate in this

research. Before you decide, you can talk to anyone you feel comfortable with.

There may be some words that you do not understand. Please ask me to stop as we go through
the information and I will take time to explain. If you have questions later, you can ask them of

me or of another researcher.)

Purpose
Explain in lay terms why the research is being done and what is expected from the results.
Explain why you need to conduct the research with children.

(Example: It is possible that the clinics and the hospital in this region are not providing some
of the services that are important for teenagers. In this study we will talk to teenage girls and
boys about what they know about caring for their bodies in a healthy way including sexual and
reproductive health. We will invite them to share their knowledge and understanding with us so

that we can find ways of meeting their needs at the local clinics and hospital.)

Type of Research Intervention

Briefly state the intervention. This will be expanded upon in the procedures section.
(Example: A questionnaire OR a focus group OR an interview)

Selection of Participants
State clearly why you have chosen their child to participate in this study. Parents may wonder

why their children have been chosen for a study and may be fearful, confused or concerned.

(Example: We want to talk to many teenagers about their health and what information or services
they want for themselves. One part of health that we want to talk to them about is sexuality. We
would like to ask your daughter/son to participate because she/he is a teenager and lives in this

region.)
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— Example of question to elucidate understanding: Do you know why we are
asking your child to take part in this study? Do you know what the study is

about?

Voluntary Participation

Indicate clearly that they can choose for their child to participate or not and reassure they will still
receive all the services they usually do if they choose not to participate. Also inform them that
their child will also have input into the decision. This can be repeated and expanded upon later
in the form as well. It is important to state clearly at the beginning of the form that participation
is voluntary so that the other information can be heard in this context. Participants may also be
more alert at the beginning.

(Example: You do not have to agree that your daughter/son can talk to us. You can choose to say
no and any services that you and your family receive at this centre will not change. We know that
the decision can be difficult when it involves your children. And it can be especially hard when
the research includes sensitive topics like sexuality. You can ask as many questions as you like
and we take the time to answer them. You don 't have to decide today. You can think about it and

tell me what you decide later.)

— Examples of question to elucidate understanding: If you decide not to allow
your child to take part in this research study, do you know what the optionsfor him

are? Do you know that your child does not have to take part in this research study,

if you do not wish so? Do you have any questions?

Procedure
Explain what each of the steps or procedures involve. Indicate when the research will take

place and where. If there are surveys, indicate where and how the surveys will be collected and
distributed.

(Examples:

1) the following applies only to focus group discussions:

Your daughter/son will take part in a discussion with 7-8 other teenagers , or a mix of teenagers
and social service workers from the community. The girls and boys will be in separate groups.

This discussion will be guided by[ give name of moderator| or me.

2) the following applies only to interviews:

Your daughter/son will participate in an interview with [name of interviewer] or myself.

3) the following applies only to questionnaire surveys:

Your daughter/son will fill out a questionnaire which will be provided by [name of distributor of
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blank questionnaires] and collected by [name of collector of completed questionnaires].OR The
questionnaire can be read aloud and she/he can give me the answer which she/he wants me to

write.)

Explain the type of questions that the participants are likely to be asked in the focus group
discussion, interview or in the questionnaire. If the questions are sensitive, acknowledge this,
try to anticipate parents’ concerns and protective responses, and address these. Parents may be
concerned that if researchers talk to their children about sexuality it may encourage them to
explore sexual activities with their peers. Other concerns may include disbelief that their child is

ready to talk about sexuality, or parents may be personally embarrassed.

(Examples:

1) The following applies only to focus group discussions:

The group discussion will start with me, or the focus group guide (use the local word for group
discussion leader), making sure that the participants are comfortable. We will also answer
questions about the research that they might have. Then we will ask questions about the health
system in this community. We will talk about where they go for information about health, and
whether they get the information and services they need and want. We will encourage them
to talk about sexual and reproductive health as well as other important health topics such as
food and nutrition. These are the types of questions we will ask. We will not ask them to share

personal stories or anything that they are not comfortable sharing.

The discussion will take place in [location of the FGD], and no one else but the people who
take part in the discussion and the guide or I will be present during this discussion. The entire
discussion will be tape-recorded, but no-one will be identified by name on the tape. The tape will
be kept [explain how the tape will be stored]. The information recorded is confidential, and no
one else except [name of person(s) with access to the tapes] will be allowed to listen to the tapes.

[The tapes will be destroyed after period of time.]

2) The following applies only to interviews:

If your daughter does not wish to answer any of the questions during the interview, she may say
so and the interviewer will move on to the next question. The interview will take place in [loca-
tion of the interview], and no one else but the interviewer will be present unless your child asks
for someone else to be there. The information recorded is confidential, and no one else except
[name of person(s) with access to the information] will have access to the information document-

ed during your interview.) [The tapes will be destroyed after period of time.]

3) The following applies only to questionnaires and surveys:

If your daughter/son does not wish to answer some of the questions included in the

questionnaire, she/he may skip them and move on to the next question. The information recorded
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is confidential, and no one else except [name of person(s) with access to the information] will

have access to her questionnaire. [The questionnaires will be destroyed after period of
time.])

Duration

Include a statement about the time commitments of the study for the child and any time
commitments on the part of the parent(s). Include both the duration of the study and follow-up,
if relevant.

(Example: We are asking your child to participate in an interview which will take about 1 hour of
her/his time. We can do this outside of school/work hours. There is also a questionnaire that we
will either provide to your child or which we will do together with her/him. This also takes about

an hour. Altogether, we are asking for about 2 hours of your child’s time.)

— Examples of question to elucidate understanding: If you decide that your child

can take part in the study, do you know how much time will the interview take?
Where will it take place? Do you know that we will be sending a transport to pick
up your child from your home? Do you know how much time will the discussion
with other people take? If you agree that your child can take part, do you know if
he/she can stop participating? Do you know that your child may not respond to
the questions that he/she deso not wish to respond to? Etc. Do you have any more

questions?

Risks and Discomforts

Explain any risks or discomforts including any limits to confidentiality.

(If the discussion is on sensitive and personal issues e.g. reproductive and sexual health, person-
al habits etc. then an example of text could be something like “We are asking your son/daughter
to share with us some very personal and confidential information, and he/she may feel uncom-
fortable talking about some of the topics. You must know that he/she does not have to answer any
question or take part in the discussion/interview/survey if he/she doesn t wish to do so, and that
is also fine. He/she does not have to give us any reason for not responding to any question, or for

refusing to take part in the interview”

OR If for example, the discussion is on opinions on government policies and community beliefs,
and in general no personal information is sought, then the text under risks could read something
like “There is a risk that your son/daughter may share some personal or confidential information

by chance, or that he/she may feel uncomfortable talking about some of the topics. However, we

do not wish for this to happen. You must know that he/she does not have to answer any question
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or take part in the discussion/interview/survey if he/she feels the question(s) are too personal or
if talking about them makes him/her uncomfortable.)

Your daughter/son may choose to tell you about the interview and the questionnaire but she/
he does not have to do this. We will not be sharing with you either the questions we ask nor the

responses given to us by your child.)

Benefits
Describe any benefits to their child, to the community, or any benefits which are expected in the
future as a result of the research.

(Example: There will be no immediate and direct benefit to your child or to you, but your child’s
participation is likely to help us find out more about the health needs of teenage girls and boys

and we hope that these will help the local clinics and hospitals to meet those needs better in the

future.)

Reimbursements

State clearly what you will provide the participants with as a result of their participation. IRB
does not encourage incentives beyond reimbursements for expenses incurred as a result of
participation in research. The expenses may include, for example, travel expenses and

reimbursement for time lost. The amount should be determined within the host country context.
(Example: Your daughter/son will not be provided with any payment to take part in the research.
However, she/he will be given with [provide a figure, if money is involved] for her/his time, and

travel expense (if applicable).)

— Examples of question to elucidate understanding: Can you tell me if you have

understood correctly the benefits that your child will have if you allow him/her to
take part in the study? Do you know 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 maintain the confidentiality of data, especially with respect
to the information about the participant. Outline any limits there are to confidentiality. Note that
with focus groups confidentiality cannot be guaranteed because what is said within the group
becomes common knowledge. Participants can be asked not to share outside of the group but this
does not guarantee confidentiality.

(Examples:

Because something out of the ordinary is being done through research in your community, it will
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draw attention. If your daughter/son participates, she and you may be asked questions by other

people in the community.

We will not be sharing information about your son or daughter outside of the research team.
The information that we collect from this research project will be kept confidential. Information
about your child that will be collected from the research will be put away and no-one but the
researchers will be able to see it. Any information about your child will have a number on it
instead of his/her name. Only the researchers will know what his/her number is and we will lock
that information up with a lock and key. It will not be shared with or given to anyone except
[name who will have access to the information, such as research sponsors, DSMB board, your

clinician, etc].

The following applies to focus groups:

We will ask your child and others in the group not to talk to people outside the group about what
was said in the group. We will, in other words, ask each participant to keep what was said in the
group confidential. You should know, however, that we cannot stop or prevent participants who

were in the group from sharing things that should be confidential.)

— Example of question to elucidate understanding: Did you understand the

procedures that we will be using to make sure that any information that we as
researchers collect about your child will remain confidential? Do you understand
that the we cannot guarantee complete confidentiality of information that your

child shares with us in a group discussion Do you have any more questions?

Sharing of Research Findings

Include a statement indicating that the research findings will be shared in a timely fashion but
that confidential information will remain confidential. If you have a plan and timeline for the
sharing of information, include the details. Also inform the parent that the research findings will

be shared more broadly, for examples, through publications and conferences.

(Example: At the end of the study, we will be sharing what we have learnt with the participants
and with the community. We will do this by meeting first with the participants and then with the
larger community. Nothing that your child will tell us today will be shared with anybody outside
the research team, and nothing will be attributed to him/her by name. A written report will also
be given to the participants which they can share with their families. We will also publish the

results in order that other interesied people may learn from our research.)

Right to refuse or withdraw

Explain again the voluntary nature of consent. Also explain that their child will be asked to agree

- or assent - and that the child’s concerns and wishes will be taken very seriously.
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(Example: You may choose not to have your child participate in this study and your child
does not have to take part in this research if she/he does not wish to do so. Choosing to
participate or not will not affect either your own or your child’s future treatment at the
Centre here in any way. You and your child will still have all the benefits that would
otherwise be available at this Centre. Your child may Sstop participating in the
discussion/interview at any time that you or she/he wish without either of you losing any of your

rights here.)

Who to Contact
Provide the name and contact information of someone who is involved, informed and accessible
(a local person who can actually be contacted. State also that the proposal has been approved and

how.

(Example: If you have any questions you may ask them now or later, even after the study has
started. If you wish to ask questions later, you may contact any of the following: [name, address/
telephone number/e-mail]

This proposal has been reviewed and approved by [name of the IRB], which is a committee
whose task it is to make sure that research participants are protected from harm. If you wish to

find about more about the IRB, contact [name, address, telephone number.])

— Example of question to elucidate understanding: Do you know that you do not
have to allow your child take part in this study if you do not wish to? You can say

No if you wish to? Do you know that you can ask me questions later, if you wish
to? Do you know that I have given the contact details of the person who can give

you more information about the study? Etc.
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PART II: Certificate of Consent

Certificate of Consent

This section can be written in the first person. It should include a few brief statements about
the research and be followed by a statement similar to 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
information sheet and not a stand-alone document, the layout or design of the form should reflect

this.

I have been asked to give consent for my daughter/son to participate in this research study which
will involve her completing one interview and one questionnaire. 1 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 that I have asked have been answered to my satisfaction. I consent

voluntarily for my child to participate as a participant in this study.

Print Name of Parent or Guardian

Signature of Parent of Guardian

Date

Day/month/year

Ifilliterate

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 witnessed the accurate reading of the consent form to the parent of the potential
participant, and the individual has had the opportunity to ask questions. I confirm that the

individual has given consent freely.

Print name of witness AND Thumb print of participant

Signature of witness

Date

Day/month/year
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Statement by the researcher/person taking consent

I have accurately read out the information sheet to the parent of the potential participant,
and to the best of my ability made sure that the person understands that the following will
be done:

1.

2.

3.

I confirm that the parent was given an opportunity to ask questions about the study, and all
the questions asked by him/her 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 Informed Consent Form has been provided to the parent or guardian of the

participant

Print Name of Researcher/person taking the consent




Research Guideline

ANNEX 3

Informed Parental Consent Form Template for

Storage and Future Use of Unused Samples

Additional Consent to [Name of Project]

Include the following section if the research protocol calls for storage and future use of samples

This Statement of Consent consists of two parts:
. Information Sheet (to share information about unused samples with you)

. Certificate of Consent (to record your agreement)

You will be given a copy of the full Statement of Consent

Part 1. Information Sheet

Explain that you are seeking permission to store their unused samples for possible
future use in either your own research or someone else's research. State that they need to
make some decisions about their blood/tissue/sperm/sputum sample because they gave you

permission only to use it for the current research.

Explain that sometimes people don't want their samples used for research into areas they
might not agree with, for example, research into birth control or reproductive technology.
Use lay terms to explain research possibilities. If genetic research is a possibility, explain
what this is and any implications for them. State that they can tell you if there is something

they don't want their sample used for, or if they don't want their sample used at all.

Inform the participant that at present, the researchers can trace which blood/tissue/sperm/
sputum sample belongs to the participant. In most cases, the participant must decide
whether they want to let the researchers keep the sample but get rid of all identifying
information, or whether they are comfortable with the researchers knowing whose
sample it is. Explain the risks and benefits of each of these options. Inform the participant of
researcher obligations in cases where the sample remains linked. These obligations include

informing the participant of results which have immediate clinical relevance.

Inform participants that their sample will not be sold for profit and that any research which
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uses their sample will have been approved.

Right to Refuse and Withdraw

Explain that the participant may refuse to allow samples to be kept or put restrictions
on those samples with no loss of benefits and that the current research study will not be
affected in any way. Inform the participant that they may withdraw permission at any
time and provide them with the name, address, and number of the person and sponsoring

institution to contact.

Confidentiality

Briefly explain how confidentiality will be maintained including any limitations.

You can ask me any more questions about any part of the information provided above, if you

wish to. Do you have any questions?

Part II. Certificate of Consent

If any of the (TYPE OF SAMPLE i.e. blood, tissue) I have provided for this research project is

unused or leftover when the project is completed (Tick one choice from each of the following

boxes)

0 I wish my [TYPE OF SAMPLE] sample to be destroyed immediately.
0 I want my [TYPE OF SAMPLE] sample to be destroyed after years.
O I give permission for my [TYPE OF SAMPLE] sample to be stored indefinitely

AND (if the sample is to be stored)

0 I give permission for my (TYPE OF SAMPLE) sample to be stored and used in future
research but only on the same subject as the current research project : [give name of]
current research]

0 I give my permission for my [TYPE OF SAMPLE] sample to be stored and used in future
research of any type which has been properly approved

O I give permission for my [TYPE OF SAMPLE] sample to be stored and used in future|
research except for research about [NAME TYPE OF RESEARCH]
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AND

O I want my identity to be removed from my (TYPE OF SAMPLE) sample.
0 I want my identity to be kept with my (TYPE OF SAMPLE) sample.

I have read the information, or it has been read to me. I have had the opportunity to ask
questions about it and my questions have been answered to my satisfaction. I consent

voluntarily to have my samples stored in the manner and for the purpose indicated above.

Print Name of Participant

Signature of Participant
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 witnessed the accurate reading of the consent form to the potential participant, and
the individual has had the opportunity to ask questions. I confirm that the individual has

given consent freely.

Print name of witness AND Thumb print of participant

Signature of witness

Date

Day/month/year

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 that the following will be done:
1.

2.

3.
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I confirm that the participant was given an opportunity to ask questions about the nature
and manner of storage of the samples, 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
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ANNEX 4

Informed Parental Consent Form Template for
Children/Minors

An Informed Assent Form does not replace a consent form signed by parents or guardians. The
assent is in addition to the consent and signals the child's willing cooperation in the study.

[Informed Assent Form for |

Name the group of individuals for whom this assent is written. Because research for a single
project is often carried out on a number of different groups of individuals - for example children
with malaria, children without malaria, students - it is important that you identify which group

particular assent is for.

(This informed assent form is for children between the ages of 12 - 18 who attend clinic X and

who we are inviting to participate in research Y.)

[Name of Principle Investigator]
[Name of Organization]
[Name of Sponsor]

[Name of Project and Version]

This Informed Assent Form has two parts:
. Information Sheet (gives you information about the study)

. Certificate of Assent (this is where you sign if you agree to participate)

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

Part I: Information Sheet

Introduction

This is a brief introduction to ensure the child knows who you are and that this is a research study.
Give your name, say what you do and clearly state that you are doing research. Inform the child
that you have spoken to their parents and that parental consent is also necessary. Let them know

that they can speak to anyone they choose about the research before they make up their mind.

(Example: My name is and my job is to research and test vaccines to see which work best to
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stop malaria before it makes someone sick. We want to know if this new vaccine will stop children

from getting sick and we think this research could help tell us that.

1 am going to give you information and invite you to be part of a research study. You can choose
whether or not you want to participate. We have discussed this research with your parent(s)/
guardian and they know that we are also asking you for your agreement. If you are going to
participate in the research, your parent(s)/guardian also have to agree. But if you do not wish to

take part in the research, you do not have to, even if your parents have agreed.

You may discuss anything in this form with your parents or friends or anyone else you feel
comfortable talking to. You can decide whether to participate or not after you have talked it over.

You do not have to decide immediately.

There may be some words you don't understand or things that you want me to explain more about
because you are interested or concerned. Please ask me to stop at anytime and I will take time

to explain).

Purpose: Why are you doing this research?

Explain the purpose of the research in clear simple terms.

(Example: We want to find better ways to prevent malaria before it makes children sick. We have
a new vaccine to prevent malaria which we are hoping might be better than the one that is cur-

rently being used. In order to find out if it is better we have to test it.)

Choice of participants: Why are you asking me?
Children, like adults, like to know why they are being invited to be in the research. It is important

to address any fears they may have about why they were chosen.

(Example: We are testing this vaccine on children who are your age - between 12 and 18 years
old - who live in a place where there is malaria . We are only testing the vaccine on children who

do not have malaria.)

Participation is voluntary: Do I have to do this?
State clearly and in child-friendly language that the choice to participate is theirs. If there is a
possibility that their decision not to participate might be over-ridden by parental consent, this

should be stated clearly and simply.
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(Example:You don't have to be in this research if you don't want to be. Its up to you. If you decide
not to be in the research, its okay and nothing changes. This is still your clinic, everything stays

the same as before. Even if you say "yes" now, you can change your mind later and its still okay.

If applicable: If anything changes and we want you to stay in the research study even if you want
to stop, we will talk to you first.)

— Examples of question to elucidate understanding: If you decide not to take part

in this research study, do you know what your options are? Do you know that you
do not have to take part in this research study, if you do not wish to? Do you have

any questions?
I have checked with the child and they understand that participation is voluntary __ (initial)
Information on the Trial Drug [Name of Drug]|: What is this drug and what do you know

about it?

Include the following section only if the protocol is for a clinical trial:

1) give the phase of the trial 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
manufacturer or location of manufacture and the reason for its development.

3) explain the known experience with this drug

4) Explain comprehensively all the known side-effects/toxicity of this drug, as well as the ad-

verse effects of all the other medicines that are being used in the trial

(Example: The vaccine we are testing in this research is called ABX. It has been tested twice
before with adults who do not have malaria but who live in areas where malaria is common.
We now want to test the vaccine on teenagers who do not have malaria. This second research is

called a "phase 2" trial.

The vaccine ABX is made by Company C. It has very few side effects. It can make you feel tired
for the first 24 hours after being given the drug. Also, 20% of the people who tried the drug
in previous research experienced temporary swelling where the injection entered the skin. We

know of no greater risk or other side effects. Some participants in the research will not be given

the drug which we are testing. Instead, they will be given the drug XYZ, the drug which is most
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commonly used in this region to treat malaria. There is no risk associated with that drug and no

known side effects.)

Procedures: What is going to happen to me?
Explain the procedures and any medical terminology in simple language. Focus on what is ex-

pected of the child. Describe which part of the research is experimental.

(Example: We are going to test the vaccine by giving some of the children in the research study
the new vaccine and the others are going to get the vaccine that is already being used to prevent
malaria. Neither you nor the researchers will know which vaccine you were given until after
the study is over. By doing the research like this, we can compare which of the vaccines is better

without being influenced by what we think or hope the research will show.

If you decide that you want to do this, there will be three things that happen.
1. In about ten days, you will come to the clinic with your parents and you will get an injection/
shot in your arm. This is either the vaccine that we are testing or the vaccine that is usually used

to prevent malaria.

2.. At the clinic we will also give you a mosquito net to take home and sleep under. Maybe you

have seen these before. They stop mosquitoes from biting you during the night when you sleep.

3. Once a month for six months after that, you will come to the clinic and the nurse will take your
temperature. She will also take a little bit of your blood, about three or four drops, from your

finger with a finger prick. This might hurt a little but the hurt will go away before very long.

Altogether you will come to the clinic 7 times over 7 months. At the end of seven months, the

research will be finished.

I have a picture here to show you what will happen. You can ask me to stop and explain again at

any time and I will explain more about the process).

— Examples of question to elucidate understanding: Can you tell me if you

remember the number of times that we are asking you to come to the hospital to
complete the treatment? How many times extra will you have to come if you
decide to take part in the research study? How many injections will you be given?

How many tablets? How much blood will be taken from your veins, using a
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syringe and needle? Over how many weeks? Etc. Do you have any other

questions? Do you want me to go through the procedures again?

I have checked with the child and they understand the procedures (initial))

Risks: Is this bad or dangerous for me?

Explain any risks using simple, clear language.

(Example:The vaccine is considered safe. It has already been tested on adults and on other
children. There has been nothing that has worried us at all. If anything unusual happens to you,
however, we need to know and you should feel free you to call us anytime with your concerns
or questions. Another way of us knowing how you are is by having you come to the clinic every
month for a check-up. If you get sick or have concerns or questions in-between the scheduled
visits to clinic, you should let me or the staff nurse know. You don't have to wait for a scheduled

Visit.)

Discomforts: Will it hurt?
If there will be any discomforts state these clearly and simply. State that they should tell you and/
or their parents if they are sick, experience discomfort or pain. Address what may be some of the

child's worries, for example, missing school or extra expense to parents.

(Example: There are a few other things that [ want you to know.

The injection might hurt for just a second when it goes into your arm. It might get a little bit red
and hard around the place where the injection/needle goes in. That should go away in a day. If it
hurts longer than that, or if it stays hard for longer or swells up, tell your parents or me. If you

feel bad or strange, tell us.

Sleeping under a mosquito net can be uncomfortable because it can be hot and stuffy.

Sometimes you may not want to come to the clinic to get your blood checked or have your
temperature taken. Its important that you try to come. It won't take very long. You will miss a
little bit of school - about an hour every month - and we will tell your teacher about that so that

she knows its okay.)

— Examples of question to elucidate understanding: Do you understand that, while
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the research study is on-going, no-one may know which medicine you are
receiving? Do you know that the medicine that we are testing is a new medicine,
and we do not know everything about it? Do you understand that you may have
some unwanted side-effects from the medicines? Do you understand that these
side-effects can happen whether or not you are in the research study? Etc. Do you

have any other questions?

I have checked with the child and they understand the risks and discomforts (initial)

Benefits: Is there anything good that happens to me?
Describe any benefits to the child.

(Example:Nothing really good might happen to you. The vaccine may not stop you from getting
malaria. But this research might help us to find a vaccine now or later that could help other
children. There are a couple of good things if you do decide that you want to do this. You do get
regular check-ups with the nurse so that if you are sick, we will know very soon and this can be
important. And you will keep the mosquito net which will help keep mosquitoes away from you.

Because mosquitoes cause malaria, this is important.)

I have checked with the child and they understand the benefits (initial)

Reimbursements: Do I get anything for being in the research?

Mention any reimbursements or forms of appreciation that will be provided. Any gifts given
to children should be small enough to not be an inducement or reason for participating. WHO
does not encourage incentives beyond reimbursements for expenses incurred as a result of
participation in the research. These expenses may include, for example, travel expenses and

reimbursement for time lost. The amount should be determined within the host country context.

(Example:Because you live quite far from the clinic, we will give your parents enough money to

pay for the trip here and (whatever other expense is reasonable).

— Examples of question to elucidate understanding: Can you tell me if you have

understood correctly the benefits that you will have if you take part in the study?
Do you know 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?
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Confidentiality: Is everybody going to know about this?
Explain what confidentiality means in simple terms. State any limits to confidentiality. Indicate

what their parents will or will not be told.

(Example:We will not tell other people that you are in this research and we won't share
information about you to anyone who does not work in the research study. After the research is

over, you and your parents will be told which of the two injections you received and the results.

Information about you that will be collected from the research will be put away and no-one
but the researchers will be able to see it. Any information about you will have a number on it
instead of your name. Only the researchers will know what your number is and we will lock that
information up with a lock and key. It will not be shared with or given to anyone except [name

who will have access to the information, such as research sponsors, DSMB board, your clinician,

etc].)

— Example of question to elucidate understanding: Did you understand the
procedures that we will be using to make sure that any information that we as
researchers collect about you will remain confidential? Do you have any

questions about them?

Compensation: What happens if I get hurt?
Describe to the ability of the child to understand and explain that parents have been given more

information.

(Example:If you become sick during the research, we will look after you. We have given your

parents information about what to do if you are hurt or get sick during the research.)

Sharing the Findings: Will you tell me the results?

Describe to the ability of the child to understand that the research findings will be shared in a
timely fashion but that confidential information will remain confidential. If you have a plan and
a timeline for the sharing of information, include the details. Also tell the child that the research

will be shared more broadly, i.e. in a book, journal, conferences, etc.

(Example: When we are finished the research, I will sit down with you and your parent and |

will tell you about what we learnt. I will also give you a paper with the results written down.

Afterwards, we will be telling more people, scientisis and others, about the research and what we
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found. We will do this by writing and sharing reports and by going to meetings with people who

are interested in the work we do.)

Right to Refuse or Withdraw: Can I choose not to be in the research? Can I change my
mind?

You may want to re-emphasize that participation is voluntary and any limits to this.

(Example:You do not have to be in this research. No one will be mad or disappointed with you if

ou say no. Its your choice. You can think about it and tell us later if you want. You can say "yes’
4 y Y 4 y Yy

now and change your mind later and it will still be okay.)

Who to Contact: Who can I talk to or ask questions to?
List and give contact information for those people who the child can contact easily (a local per-
son who can actually be contacted). Tell the child that they can also talk to anyone they want to

about this (their own doctor, a family friend, a teacher).

(Example:You can ask me questions now or later. You can ask the nurse questions. I have written
a number and address where you can reach us or, if you are nearby, you can come and see us. If
you want to talk to someone else that you know like your teacher or doctor or auntie, that's okay

t0o.)

If you choose to be part of this research I will also give you a copy of this paper to keep for

yourself. You can ask your parents to look after it if you want.

— Example of question to elucidate understanding: Do you know that you do not

have to take part in this study if you do not wish to? You can say No if you wish to?
Do you know that you can ask me questions later, if you wish to? Do you know
that I have given the contact details of the person who can give you more

information about the study? Etc.

You can ask me any more questions about any part of the research study, if you wish to. Do you

have any questions?
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PART 2: Certificate of Assent

This section can be written in the first person. It should include a few brief statements about
the research and be followed by a statement similar to the one identified as 'suggested wording'
below. If the child is illiterate but gives oral assent, a witness must sign instead. A researcher or

the person going over the informed assent with the child must sign all assents.

(Example:I undersiand the research is about testing a new vaccine for malaria and that I might
get either the new vaccine which is being tested or the vaccine which is currently being used. |
understand that I will get an injection and that I will come for regular monthly check-ups at the

clinic where I will give a blood sample with a finger prick.)

I have read this information (or had the information read to me). I have had my questions
answered and know that I can ask questions later if I have them. I agree to take part in the
research.

OR
I do not wish to take part in the research and I have not signed the assent below.

(initialled by child/minor)

Only if child assents:

Print name of child

For child 12 years through <18 years: Signature of child:

For child 7 years through <12 years: Verbal assent provided: ['Yes [/No
Date:

day/month/year
Ifilliterate:
A literate witness must sign (if possible, this person should be selected by the participant, not be
a parent, and should have no connection to the research team). Participants who are illiterate

should include their thumb print as well.

I have witnessed the accurate reading of the assent form to the child, and the individual has

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

Print name of witness (not a parent) AND Thumb print of participant

Signature of witness

Date

Day/month/year
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I have accurately read or witnessed the accurate reading of the assent form to the potential
participant, and the individual has had the opportunity to ask questions. I confirm that the

individual has given assent freely.

Print name of researcher

Signature of researcher

Date

Day/month/year

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 child understands that the following will be done:

1.

2.

3.

I confirm that the child was given an opportunity to ask questions about the study, and all
the questions asked by him/her 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 assent form has been provided to the participant.

Print Name of Researcher/person taking the assent

Signature of Researcher /person taking the assent

Date

Day/month/year
Copy provided to the participant (initialed by researcher/assistant)
Parent/Guardian has signed an informed consent _Yes  No (initialed by re-
searcher/assistant
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ANNEX 5§

Informed Parental Consent Form Template for

Qualitative Studies

(This template is for research interventions that use questionnaires, in-depth interviews or

focus group discussions)

[Informed Consent Form for |

Name the group of individuals for whom this consent is written. Because research for a
single project is often carried out with a number of different groups of individuals - for example
counselors, community members, clients of services - it is important that you identify which

group this particular consent is for.

(Example: This informed consent form is for social service providers in the community X and
who we are inviting to participate in research Y, titled "The Community Response to Malaria

Project".)

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

shown below.

[Name of Principle Investigator]
[Name of Organization]
[Name of Sponsor]

[Name of Project and Version]|
This Informed Consent Form has two parts:
. Information Sheet (to share information about the study with you)

. Certificate of Consent (for signatures if you choose to participate)

You will be given a copy of the full Informed Consent Form
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Part I: Information Sheet

Introduction

Briefly state who you are and that you are inviting them to participate in research which you are
doing. Inform them that they may talk to anyone they feel comfortable talking with about the
research and that they can take time to reflect on whether they want to participate or not. Assure
the participant that if they do not understand some of the words or concepts, that you will take

time to explain them as you go along and that they can ask questions at any time.

(Example: [ am X, working for the Y organization. I am doing research on the disease malaria
which is very common in this country and in this region. I am going to give you information and
invite you to be part of this research. You do not have to decide today whether or not you will
participate in the research. Before you decide, you can talk to anyone you feel comfortable with
about the research.

This consent form may contain words that you do not understand. Please ask me to stop as we go
through the information and I will take time to explain. If you have questions later, you can ask

them of me or of another researcher.)

Purpose of the research

Explain the research question in lay terms which will clarify rather than confuse. Use local
and simplified words rather than scientific terms and professional jargon. In your explanation,
consider local beliefs and knowledge when deciding how best to provide the information.
Investigators however need to be careful not to mislead participants, by suggesting research
interests that they do not have. For example, if the study wants to find out about treatments
provided by local practitioners, wording should not suggest that they want to find out about
how the practitioners are advertising themselves. Misleading participants may be essential and
justified in certain circumstances, but that needs to be carefully argued, and approved by an ethics

committee.

(Example: Malaria is making many people sick in your community. We want to find ways to stop
this from happening. We believe that you can help us by telling us what you know both about
malaria and about local health practices in general. We want to learn what people who live or
work here know about the causes of malaria and why some people get it. We want to learn about
the different ways that people try to stop malaria before someone gets it or before it comes to the
community, and how people know when someone has it. We also want to know more about local

health practices because this knowledge might help us to learn how to better control malaria in
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this community.)

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 interview, a

questionnaire, or a series of finger pricks.

(Example: This research will involve your participation in a group discussion that will take about

one and a half hour, and a one-hour interview).

Participant Selection
Indicate why you have chosen this person to participate in this research. People wonder why they

have been chosen and may be fearful, confused or concerned.

(Example: You are being invited to take part in this research because we feel that your
experienceas asocial worker (or as amother, or as a responsible citizen) can contribute much to our

understanding and knowledge of local health practices.)

— Example of question to elucidate understanding: Do you know why we are asking
you to take part in this study? Do you know what the study is about?

Voluntary Participation

Indicate clearly that they can choose to participate or not. State, only if it is applicable, that they
will still receive all the services they usually do if they choose not to participate. Explanation: It
may be more applicable to assure them that their choosing to participate or not will not have any
bearing on their job or job-related evaluations. This can be repeated and expanded upon later in
the form as well. It is important to state clearly at the beginning of the form that participation is
voluntary so that the other information can be heard in this context. Although, if the interview or
group discussion has already taken place, the person cannot 'Stop participation' but request that

the information provided by them not be used in the research study.

(Example: Your participation in this research is entirely voluntary. It is your choice whether to
participate or not. If you choose not to participate all the services, you receive at this Centre will
continue and nothing will change.

OR
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The choice that you make will have no bearing on your job or on any work-related evaluations

or reports. You may change your mind later and stop participating even if you agreed earlier.)

— Examples of question to elucidate understanding: If you decide not to take part

in this research study, do you know what your options are? Do you know that
you do not have to take part in this research study, if you do not wish to? Do you

have any questions?

Procedures

A. Provide a brief introduction to the format of the research study.

(Example: We are asking you to help us learn more about malaria in your community. We are

inviting you to take part in this research project. If you accept, you will be asked to.....)

B. Explain the type of questions that the participants are likely to be asked in the focus group, the
interviews, or the survey. If the research involves questions or discussion which may be sensitive

or potentially cause embarrassment, inform the participant of this.

(Example 1 (for focus group discussions)

take part in a discussion with 7-8 other persons with similar experiences. This discussion will be
guided by [name of moderator/guider] or myself.

The group discussion will start with me, or the focus group guide or moderator (use the local
word for group discussion leader), making sure that you are comfortable. We can also answer
questions about the research that you might have. Then we will ask you questions about the
malaria and give you time to share your knowledge. The questions will be about malaria in your
community, how is it recognized, what people do to stop it from spreading to other people, who
people go to for help and what happens when people become sick with it.

We will also talk about community practices more generally because this will give us a chance to
understand more about malaria but in a different way. These are the types of questions we will
ask...... We will not ask you to share personal beliefs, practices or stories and you do not have
to share any knowledge that you are not comfortable sharing.

The discussion will take place in [location of the FGD], and no one else but the people who
take part in the discussion and guide or myself will be present during this discussion. The entire
discussion will be tape-recorded, but no-one will be identified by name on the tape. The tape will
be kept [explain how the tape will be stored]. The information recorded is confidential, and no

one else except [name of person(s)] will have access to the tapes. The tapes will be destroyed
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after number of days/weeks.

Example 2 (for interviews)

Participate in an interview with [name of interviewer] or myself.

During the interview, I or another interviewer will sit down with you in a comfortable place at
the Centre. If it is better for you, the interview can take place in your home or a friend's home.
If you do not wish to answer any of the questions during the interview, you may say so and the
interviewer will move on to the next question. No one else but the interviewer will be present
unless you would like someone else to be there. The information recorded is confidential, and
no one else except [name of person(s)] will access to the information documented during your
interview. The entire interview will be tape-recorded, but no-one will be identified by name on
the tape. The tape will be kept [explain how the tape will be stored]. The information recorded is
confidential, and no one else except [name of person(s)] will have access to the tapes. The tapes

will be destroyed after number of days/weeks.

Example 3 (for questionnaire surveys)
fill out a survey which will be provided by [name of distributor of blank surveys] and collected
by [name of collector of completed surveys].OR You may answer the questionnaire yourself, or it
can be read to you and you can say out loud the answer you want me to write down.

If you do not wish to answer any of the questions included in the survey, you may skip them
and move on to the next question. [Describe how the survey will be distributed and collected].
The information recorded is confidential, your name is not being included on the forms, only a
number will identify you, and no one else except [name of person(s) with access to the

information] will have access to your survey.)

Duration
Include a statement about the time commitments of the research for the participant including both

the duration of the research and follow-up, if relevant.

(Example: The research takes place over (number of) days/ or (number of) months in
total. During that time, we will visit you three times for interviewing you at one month interval
and each interview will last for about one hour each. The group discussion will be held once and

will take about one and a half hour.)

— Examples of question to elucidate understanding: If you decide to take part in

the study, do you know how much time will the interview take? Where will it take
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place? Do you know that we will be sending you transport to pick you up from
your home? Do you know how much time will the discussion with other people
take? If you agree to take part, do you know if you can stop participating? Do you
know that you may not respond to the questions that you do not wish to respond

to? Etc. Do you have any more questions?

Risks
Explain and describe any risks that you anticipate or that are possible. The risks depend upon the
nature and type of qualitative intervention, and should be, as usual, tailored to the specific issue

and situation.

(If the discussion is on sensitive and personal issues e.g. reproductive and sexual health,
personal habits etc. then an example of text could be something like "We are asking you to share
with us some very personal and confidential information, and you may feel uncomfortable talking
about some of the topics. You do not have to answer any question or take part in the discussion/
interview/survey if you don't wish to do so, and that is also fine. You do not have to give us any
reason for not responding to any question, or for refusing to take part in the interview"

OR If for example, the discussion is on opinions on government policies and community beliefs,
and in general no personal information is sought, then the text under risks could read something
like "There is a risk that you may share some personal or confidential information by chance,
or that you may feel uncomfortable talking about some of the topics. However, we do not wish
for this to happen. You do not have to answer any question or take part in the discussion/in-
terview/survey if you feel the question(s) are too personal or if talking about them makes you

uncomfortable.)

Benefits

Benefits may be divided into benefits to the individual, benefits to the community in which
the individual resides, and benefits to society as a whole as a result of finding an answer to the
research question. Mention only those activities that will be actual benefits and not those to

which they are entitled regardless of participation.

(Example: There will be no direct benefit to you, but your participation is likely to help us find

out more about how to prevent and treat malaria in your community).

Reimbursements

State clearly what you will provide the participants with as a result of their participation. IRB




Research Guideline

does not encourage incentives beyond reimbursements for expenses incurred as a result of partic-
ipation in the research. These may include, for example, travel costs and reimbursement for time

lost. The amount should be determined within the host country context.

Example: You will not be provided any incentive to take part in the research. However, we will

give you [provide a figure, if money is involved] for your time, and travel expense (if applicable).

— Examples of question to elucidate understanding: Can you tell me if you have
undersiood correctly the benefits that you will have if you take part in the study?

Do you know 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 maintain the confidentiality of data with respect to both in-
formation about the participant and information that the participant shares. Outline any limits to
confidentiality. Inform the participant 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 community and therefore more likely to be stigmatized. If the research is
sensitive and/or involves participants who are highly vulnerable - research concerning violence
against women for example - explain to the participant any extra precautions you will take to

ensure safety and anonymity.

(Example: The research being done in the community may draw attention and if you
participate you may be asked questions by other people in the community. We will not be sharing
informationaboutyoutoanyoneoutsideoftheresearchteam. Theinformationthatwecollectfromthis
research project will be kept private. Any information about you will have a number on it
instead of your name. Only the researchers will know what your number is and we will lock that
information up with a lock and key. It will not be shared with or given to anyone except [name

who will have access to the information, such as research sponsors, DSMB board, your clinician,

etc])

The following applies to focus groups:

Focus groups provide a particular challenge to confidentiality because once something is said
in the group it becomes common knowledge. Explain to the participant that you will encourage

group participants to respect confidentiality, but that you cannot guarantee it.
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(Example: We will ask you and others in the group not to talk to people outside the group about
what was said in the group. We will, in other words, ask each of you to keep what was said in the
group confidential. You should know, however, that we cannot stop or prevent participants who

were in the group from sharing things that should be confidential.)

— Example of question to elucidate understanding: Did you understand the

procedures that we will be using to make sure that any information that we as
researchers collect about you will remain confidential? Do you understand that
the we cannot guarantee complete confidentiality of information that you share

with us in a group discussion Do you have any more questions?

Sharing the Results

Your plan for sharing the findings with the participants should be provided. If you have a plan
and a timeline for the sharing of information, include the details. You may also inform the par-
ticipant that the research findings will be shared more broadly, for example, through publications

and conferences.

(Example: Nothing that you tell us today will be shared with anybody outside the research team,
and nothing will be attributed to you by name. The knowledge that we get from this research
will be shared with you and your community before it is made widely available to the public.
Each participant will receive a summary of the results. There will also be small meetings in the
community and these will be announced. Following the meetings, we will publish the results so

that other interested people may learn from the research.)

Right to 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 seeking consent. The example
used here is for a community social worker. Participants should have an opportunity to review

their remarks in individual interviews and erase part or all of the recording or note.

(Example: You do not have to take part in this research if you do not wish to do so, and
choosing to participate will not affect your job or job-related evaluations in any way. You may stop
participating in the [discussion/interview] at any time that you wish without your job being
affected. I will give you an opportunity at the end of the interview/discussion to review your
remarks, and you can ask to modify or remove portions of those, if you do not agree with my notes

or if I did not understand you correctly.)
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Who to Contact

Provide the name and contact information of someone who is involved, informed and accessible
- alocal person who can actually be contacted. State also the name (and contact details) of the
local IRB that has approved the proposal. State also that the proposal has also been approved by
the IRB.

(Example: If you have any questions, you can ask them now or later. If you wish to ask questions
later, you may contact any of the following: [name, address/telephone number/e-mail]

This proposal has been reviewed and approved by [name of the local IRB], which is a committee
whose task it is to make sure that research participants are protected from harm. If you wish to

find about more about the IRB, contact .)

This proposal has been reviewed and approved by [name of the local IRB]|, which is a
committee whose task it is to make sure that research participants are protected from
harm. Ifyou wish to find about more about the IRB, contact [name, address, telephone
number.]).

Example of question to elucidate understanding: Do you know that you do not have to
take part in this study if you do not wish to? You can say No if you wish to? Do you know
that you can ask me questions later, if you wish to? Do you know that I have given the

contact details of the person who can give you more information about the study? Etc.

You can ask me any more questions about any part of the research study, if you wish to.

Do you have any questions?

Part 1I: Certificate of 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.
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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’
I have witnessed the accurate reading of the consent form to the potential 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

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 that the following will be done:
1.

2.

3.

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

1A 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.
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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
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ANNEX 6

Informed Parental Consent Form Template for

Qualitative Studies

1C

(This template is for either clinical trials or clinical research)

[Informed Consent form for ]

Name the group of individuals for whom this informed consent form is written.Because research
for a single project is often carried out with a 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.

(Example: This Informed Consent Form is for men and women who attend clinic Z, and who we

are inviting to participate in research on X. The title of our research projectis "......................")

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

[Name of Principal Investigator]

[Name of Organization|

[Name of Sponsor]

[Name of Proposal and version]

This Informed Consent Form has two parts:
. Information Sheet (to share information about the research with you)

. 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 Sheet

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 feel comfortable talking with about the

research and that they can take time to reflect on whether they want to participate or not. Assure

the participant that if they do not understand some of the words or concepts, that you will take

time to explain them as you go along and that they can ask questions now or later.
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(Example: I am X, working for the Y Research Institute. We are doing research on Z disease,
which is very common in this country. I am going to give you information and invite you to be
part of this research. You do not have to decide today whether or not you will participate in the

research. Before you decide, you can talk to anyone you feel comfortable with about the research.

There may be some words that you do not understand. Please ask me to stop as we go through

the information and I will take time to explain. If you have questions later, you can ask them of
me, the study doctor or the staff.)

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 terms for a disease, e.g. local name of disease instead
of malaria, mosquito instead of anopheles, “mosquitoes 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 internet to help you find substitutes for words which are

overly scientific or are professional jargon.

(Example: Malaria is one of the most common and dangerous diseases in this region. The drugs
that are currently used to help people with malaria are not as good as we would like them to be.
In fact, only 40 out of every 100 people given the malaria drug XYZ are completely cured. There
is a new drug which may work better. The reason we are doing this research is to find out if the

new drug ABX is better 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 interview, a biopsy

or a series of finger pricks.

(Example: This research will involve a single injection in your arm as well as four follow-up

visits to the clinic. )
Participant selection

State why this participant has been chosen for this research. People often wonder why they have

been chosen to participate and may be fearful, confused or concerned.
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(Example: We are inviting all adults with malaria who attend clinic Z to participate in the re-

search on the new malaria drug.)

— Example of question to elucidate understanding: Do you know why we are asking
you to take part in this study? Do you know what the study is about?

Voluntary Participation

Indicate clearly that they can choose to participate or not. State, what the alternative - in terms
of the treatment offered by the clinic - will be, if they decide not to participate. State, only if it
is applicable, that they will still receive all the services they usually do whether they choose to
participate or not. This can be repeated and expanded upon later in the form as well, but it is
important to state clearly at the beginning of the form that participation is voluntary so that the

other information can be heard in this context.

(Example: Your participation in this research is entirely voluntary. It is your choice whether to
participate or not. Whether you choose to participate or not, all the services you receive at this
clinic will continue and nothing will change. If you choose not to participate in this research
project, you will offered the treatment that is routinely offered in this clinic/hospital for disease
Z, and we will tell you more about it later. You may change your mind later and stop participating

even if you agreed earlier.)

— Examples of question to elucidate understanding: If you decide not to take part in

this research study, do you know what your options are? Do you know that you do
not have to take part in this research study, if you do not wish to? Do you have any

questions?

Include the following section only if the protocol is for a clinical trial:

Information on the Trial Drug [Name of Drug]

1) give the phase of the trial 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
manufacturer or location of manufacture and the reason for its development.

3) explain the known experience with this drug

4) explain comprehensively all the known side-effects/toxicity of this drug, as well as the adverse

effects of all the other medicines that are being used in the trial
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(Example: The drug we are testing in this research is called ABX. It has been tested before with
people who do not have malaria but who live in areas where malaria is common. We now want

to test the drug on people who have malaria. This second research is called a "phase 2" trial.

The drug ABX is made by Company C. You should know that it has a few side effects. One of the
side effects, or problems, is that you may feel tired for the first day after being given the drug.
Also, 20% of the people who tried the drug in previous research experienced temporary swelling

where the injection entered the skin. We know of no other problem or risks.

Some participants in the research will not be given the drug which we are testing. Instead, they
will be given the drug XYZ, the drug which is most commonly used in this region to treat malaria.
There is no risk associated with that drug and no known problems. It does not, however, cure

malaria as often as we would like.)

Procedures and 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 from the outset what some of the
more unfamiliar procedures involve (placebo, randomization, biopsy, etc.) Indicate which pro-
cedure is routine and which is experimental or research.Participants should know what to expect
and what is expected of them. Use active, rather than conditional, language. Write "we will ask

you to...." instead of "we would like to ask you to....".

In this template, this section has been divided into two: firstly, an explanation of unfamiliar pro-

cedures and, secondly, a description of process.
A. Unfamiliar Procedures
This section should be included if there may be procedures which are not familiar to the partic-

ipant.

If the protocol is for a clinical trial:

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 better than the currently avail-
able drug for 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.
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Participants 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 will be in our files, but we will
not look at these files until after the research is finished. This is the best way we have for testing
without being influenced by what we think or hope might happen. We will then compare which
of the two has the best resullts.

The healthcare workers will be looking after 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 you are
getting and make changes. If there is anything you are concerned about or that is bothering you

about the research please talk to me or one of the other researchers)

2) involving an inactive drug or placebo, it is important to ensure that the participants understand

what is meant by a placebo or inactive drug.

(Example: A placebo or inactive medicine looks like real medicine but it is not. It is a dummy or
pretend medicine. It has no effect on a person because it has no real medicine in it. Sometimes
when we want to know whether a new medicine is good, we give some people the new medicine
and some people the pretend or dummy medicine. For the research to be good, it is important
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 does.)

3) which may necessitate a rescue medicine, then provide information about 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 that is being used does not have the desired effect, or not
to the extent that we wish it to have, we will use what is called a “rescue medicine.” The medicine
that we will use is called QRS and it has been proven to control pain. If you find that the drug
we are testing does not stop your pain and it is very uncomfortable for you, we can use the rescue

medicine to make you more comfortable.)

If the protocol is for clinical research:

Firstly, explain that there are standards/guidelines that will be followed for the treatment of their

condition. Secondly, if as part of the research a biopsy will be taken, then explain whether it will
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be under local anesthesia, sedation or general anesthesia, and what sort of symptoms and side

effects the participant should expect under each category.

(Example: You will receive the treatment of your condition according to national guidelines.
This means that you will be (explain the treatment). To confirm the cause of your swelling, a
small sample of your skin will be taken. The guidelines say that the sample must be taken using a
local anesthesia which means that we will give you an injection close to the area where we will
take the sample from. This will make the area numb so that you will not feel any pain when we

take the sample.)

For any clinical study (if relevant):

If blood samples are to be taken explain how many times and how much in a language that the
person understands. It may, for example, be inappropriate to tell a tribal villager that blood equal
to a wine-glass full will be taken but it may be very appropriate to use pictures or other props to

illustrate the procedure if it is unfamiliar.

If the samples are to be used only for this research, then explicitly mention here that the
biological samples obtained during this research procedure will be used only for this research,
and will be destroyed after  years, when the research is completed. If the tissues/blood
samples or any other human biological material will be stored for a duration longer than the
research purpose, or is likely to be used for a purpose other than mentioned in the research
proposal, then provide information about this and obtain consent specifically for such storage and

use in addition to consent for participation in the study - (see last section)

(Example: We will take blood from your arm using a syringe and needle. Each time we will take
about this much blood (show a spoon, vial or other small container with a small amount of water
in it. In total, we will take about ... ..... this much blood in x number of weeks/months. At the end

of the research, in 1 year, any left over blood sample will be destroyed.)

B. Description of the Process

Describe to the participant what will happen on a step-by-step basis. It may be helpful to the
participant if you use drawings or props to better illustrate the procedures. A small vial or

container with a little water in it is one way of showing how much blood will be withdrawn.

(Example: During the research you make five visits to the clinic.

. In the first visit, a small amount of blood, equal to about a teaspoon, will be taken
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from your arm with a syringe. This blood will be tested for the presence of sub
stances that help your body to fight infections. We will also ask you a few
questions about your general health and measure how tall you are and how much
you weigh.

. At the next visit, which will be two weeks later, you will again be asked some
questions about your health and then you will be given either the test drug or the
drug that is currently used for malaria. As explained before, neither you nor we
will know whether you have received the test or the dummy/pretend drug.

. After one week, you will come back to the clinic for a blood test. This will

involve....)

Duration
Include a statement about the time commitments of the research for the participant including both

the duration of the research and follow-up, if relevant.

(Example: The research takes place over __ (number of) days/ or ___ (number of) months in
total. During that time, it will be necessary for you to come to the clinic/hospital/health facility
(number of) days , for (number of) hours each day. We would like to meet with you

three months after your last clinic visit for a final check-up.

In total, you will be asked to come 5 times to the clinic in 6 months. At the end of six months, the

research will be finished.)

— Examples of question to elucidate understanding: Can you tell me if you

remember the number of times that we are asking you to come to the hospital
to complete the treatment? The research project? How many injections will you be
given? How many tablets? How much blood will be taken from your veins, using a
syringe and needle? Over how many weeks? Etc. Do you have any other

questions? Do you want me to go through the procedures again?
Side Effects
Potential participants should be told if there are any known or anticipated side effects and what

will happen in the event of a side effect or an unexpected event.

(Example: As already mentioned, this drug can have some unwanted effects. It can make you

tired and it can cause some temporary swelling around the place where the injection goes into
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your arm. It is possible that it may also cause some problems that we are not aware of. However,
we will follow you closely and keep track of any unwanted effects or any problems. We may use
some other medicines to decrease the symptoms of the side effects or reactions. Or we may stop
the use of one or more drugs. If this is necessary we will discuss it together with you and you will

always be consulted before we move to the next step.)

Risks

Explain and describe any possible or anticipated risks. Describe the level of care that will be
available in the event that harm does occur, who will provide it, and who will pay for it. A risk
can be thought of as being the possibility that harm may occur. Provide enough information

about the risks that the participant can make an informed decision.

(Example: By participating in this research it is possible that you will be at greater risk than you
would otherwise be. There is, for example, a risk that your disease will not get better and that the
new medicine doesn't work even as well as the old one. If, however, the medicine is not working
and your fever does not go down in 48 hours we will give you quinine injections which will bring

your fever down and make you more comfortable.

While the possibility of this happening is very low, you should still be aware of the possibility.
We will try to decrease the chances of this event occurring, but if something unexpected happens,

we will provide you with )

— Examples of question to elucidate understanding: Do you understand that, while
the research study is on-going, no-one may know which medicine you are
receiving? Do you know that the medicine that we are testing is a new medicine,
and we do not know everything about it? Do you understand that you may have
some unwanted side-effects from the medicines? Do you understand that these
side-effects can happen whether or not you are in the research study? Etc. Do you

have any other questions?

Benefits

Mention only those activities that will be actual benefits and not those to which they are entitled
regardless of participation. Benefits may be divided into benefits to the individual, benefits to
the community in which the individual resides, and benefits to society as a whole as a result of

finding an answer to the research question.




Research Guideline

(Example: If you participate in this research, you will have the following benefits: any interim
illnesses will be treated at no charge to you. If your child falls sick during this period he/she will
be treated free of charge. There may not be any benefit for you but your participation is likely to
help us find the answer to the research question. There may not be any benefit to the society at

this stage of the research, but future generations are likely to benefit.)

Reimbursements

State clearly what you will provide the participants with as a result of their participation. WHO
does not encourage incentives. However, it recommends that reimbursements for expenses
incurred as a result of participation in the research be provided. These may include, for example,
travel costs and money for wages lost due to visits to health facilities. The amount should be

determined within the host country context.

(Example:. We will give you [amount of money] to pay for your travel to the clinic/parking and
we will give you [amount] for lost work time. You will not be given any other money or gifts to

take part in this research.)

— Examples of question to elucidate understanding: Can you tell me if you have
understood correctly the benefits that you will have if you take part in the study?

Do you know 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 maintain the confidentiality of data, especially with respect
to the information about the participant which would otherwise be known only to the physician
but would now be available to the entire research 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 community and is therefore more likely to be

stigmatized.
(Example: With this research, something out of the ordinary is being done in your community. It
is possible that if others in the community are aware that you are participating, they may ask you

questions. We will not be sharing the identity of those participating in the research.

The information that we collect from this research project will be kept confidential.

Information about you that will be collected during the research will be put away and no-one
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but the researchers will be able to see it. Any information about you will have a number on it
instead of your name. Only the researchers will know what your number is and we will lock that
information up with a lock and key. It will not be shared with or given to anyone except [name

who will have access to the information, such as research sponsors, DSMB board, your clinician,

etc].)

— Example of question to elucidate understanding: Did you understand the

procedures that we will be using to make sure that any information that we as
researchers collect about you will remain confidential? Do you have any

questions about them?

Sharing the Results

Where it is relevant, your plan for sharing the information with the participants should be
provided. If you have a plan and a timeline for the sharing of information, include the details.
You should also inform the participant that the research findings will be shared more broadly, for

example, through publications and conferences.

(Example: The knowledge that we get from doing this research will be shared with you through
community meetings before it is made widely available to the public. Confidential information
will not be shared. There will be small meetings in the community and these will be announced.
After these meetings, we will publish the results in order that other interested people may learn

from our research.)

Right to 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 seeking consent. The example

used here is for a patient at a clinic.

(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 treatment at this clinic in any way. You will still have all the
benefits that you would otherwise have at this clinic. You may stop participating in the research
at any time that you wish without losing any of your rights as a patient here. Your treatment at
this clinic will not be affected in any way.)

OR

(Example: You do not have to take part in this research if you do not wish to do so. You may also

Stop participating in the research at any time you choose. It is your choice and all of your rights
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will still be respected.)

Alternatives to Participating
Include this section only if the study involves administration of investigational drugs or use
of new therapeutic procedures. It is important to explain and describe the established standard

treatment.

(Example: If you do not wish to take part in the research, you will be provided with the estab-
lished standard treatment available at the centre/institute/hospital. People who have malaria are

given....)

Who to Contact
Provide the name and contact information of someone who is involved, informed and accessible
(a local person who can actually be contacted. State also that the proposal has been approved and

how.

(Example: If you have any questions you may ask them now or later, even after the study has
started. If you wish to ask questions later, you may contact any of the following: [name, address/

telephone number/e-mail])

This proposal has been reviewed and approved by [name of the local IRB], which is a com-
mittee whose task it is to make sure that research participants are protected from harm. If
you wish to find about more about the IRB, contact [name, address, telephone number.]). It
has also been reviewed by the Ethics Review Committee of the World Health Organization

(WHO), which is funding/sponsoring/supporting the study.

— Example of question to elucidate understanding: Do you know that you do not

have to take part in this study if you do not wish to? You can say No if you wish to?
Do you know that you can ask me questions later, if you wish to? Do you know
that I have given the contact details of the person who can give you more

information about the study? Etc.

You can ask me any more questions about any part of the research study, if you wish to. Do you

have any questions?
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PART II: Certificate of Consent

This section should be written in the first person and have a statement similar to 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. 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.
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 that I have asked have been answered to my

satisfaction. I consent voluntarily to participate as a participant in this research.

Print Name of Participant

Signature of Participant

Date

Day/month/year
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