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Format of informed consent form for Subjects participating in a clinical trial

Protocol Title: *A study to assess the effectiveness of a structured educational intervention on knowledge
and attitude regarding menstrual hygiene among adolescent girls in a selected school of Howrah, West
Bengal.”
Study Number:
Subject’s Initials:
Study Number:
Subject’s Name:
Date of Birth / Age:
Nominee:
Informed Consent form to participate in a clinical trial Date:
Name of Legal Relation:
Relationship with Subject:
Signature:
Date:

Name of the Impartial Witness:

Name of the person/Signature of the person administering consent Name
of Principal Investigator : Sriparna Giri

Contact Details of Principal Investigator

e Email ID: sriparna.giri@tmckolkata.com
e Contact Number: +9051297990 / +918017947844
e Address: J-14,604. SP Shukhobristi. Newtown, Kolkata-700160

Institutional Review Board (IRB) - Tata Medical Center

e Phone Number: +91336605 7579/ 7629/ 8146
¢ Email-ID: irb@tmckolkata.com
e Address: 14 MAR, Kolkata-700160
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. Child assent statement for Adolescent Girls [ 13 to 18] years (wherever applicable)

I have had the above research project explained to me in language that I can understand and [ agree to participate.

Protocol Title:

Study Number:

Subject’s Initials: Study
Number:

Subject’s Name:

Date of Birth / Age: Date:

Signature of child: Date:
Name of person obtaining Signature of person: Date:

Name of Legal Relation:
Relationship with Subject:
Signature:
Date:
Name of the Impartial Witness:
Name of the person/Signature of the person administering consent Name

of Principal Investigator Sriparna Giri

Contact Details of Principal Investigator

e Email ID:
e Contact Number:
e Address

Institutional Review Board (IRB) - Tata Medical Center

e Phone Number ® Email-ID:
e Address

Assent form for children: TMC studies

An Informed Assent Form doesn’t 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.
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For children between 13 and 19 years of age, oral assent must be obtained in the presence of parent/LAR. For
children between 13 and 19 years of age, written assent must be obtained. If a child becomes 13 years old during
the course of the study, then written assent must be obtained in addition to parent/LAR consent. If the child

becomes an adult then proper written consent should be obtained.

PART 1.The type and amount of information given should be simplified as per the adolescent girl’s cognitive and
developmental level. The information should be simple, age-appropriate and in a language which is easy to
understand for school girls. The basic information that needs to be provided includes:

1.  What the study is about and how it might help?

A. °We want to learn about menstrual hygiene (period care ) & see if this education helps girls like you
improve their knowledge and attitude”.

“ This study will help you understand how to take care of yourself during periods and stay healthy.”
2. ‘What will happen and when?

A. “ You will attend a short teaching session at your school. We will explain about menstrual hygiene using

simple language, charts, or videos.”
“You may also be asked to answer some questions before and after the teaching session.”

3. What discomfort might there be and what will be done to minimize it?

A. “Youmay feel shy or uncomfortable while talking about periods, but we will make sure the environment
is friendly and comfortable.”

“You can skip any question you don’t want to answer.” What discomfort there might be and what will
be done to minimize it? ”

4.  Who will answer, if I have any questions during the study?
A. If you have any questions, you can ask Researcher any time.”
5.  Whether an option to say “no” exists?

A. “You can say ‘No’ if you do not want to take part in the study.”

“No one will be angry with you. Even if you say ‘Yes’ first, you can change your mind later.”

o
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Information on the Educational Intervention :
What is this study and what should you know ?

< This study is a research project designed to evaluate how a structured educational intervention
affects the knowledge and attitude of adolescent girls regarding menstrual hygiene.

< The study involves a "Pre-test" and "Post-test" design. This means we will compare your level of
understanding before the teaching session with your level of understanding after the session to
see how much you have learned.

% The intervention consists of a structured teaching program specifically developed for adolescent
girls in Howrah. It uses visual aids and planned lessons to explain the biological process of
menstruation and the best practices for hygiene and self-care.

The known experience with this type of educational intervention is positive; it is a standard health

®,
%

promotion tool used to empower young women with accurate health information and to reduce

social stigma.

There are no physical risks or "side effects" associated with this study. The intervention is purely

O
o

educational and does not involve any medication, invasive procedures, or physical examinations.
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.
| have read this information (or had the information read to me). | have had my questions answered and know that
| can ask questions later if | have them.
| agree to take part in the research.
OR
I do not wish to take part in the research and | have not signed the assent below.

(Initialled By child/minor) Only

if child assents:

Print name of child

Signature of child;
Date (DD/MM/YYYY):
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Consent of Parent/LAR
1. The EC should determine if consent of one or both parents would be required before a child could be enrolled.
2. Generally, consent from one parent/LAR may be consideréd sufficient for research involving no more than

minimal risk and/or that offers direct benefit to the child. Consent from both parents may have to be obtained
when the research involves more than minimal risk and/or offers no benefit to the child.

3. Only one parent’s consent is acceptable if the other parent is deceased, unknown, incompetent, not reasonably
available, or when only one parent has legal responsibility for the care and custody of the child, irrespective
of the risk involved.

4, Whenever relevant, the protocol should include a parent/LAR information sheet that contains information

about specific aspects relevant to the child such as effects on growth and development, psychological
wellbeing and school attendance, in addition to all components described in the participant information sheet.

- 5. When the research involves sensitive issues related to neglect and abuse of a child, the EC may waive the
requirement of obtaining parental/LAR consent and prescribe an appropriate mechanism to safeguard the
interests of the child.

6. Cbgnitively impaired children or children with developmental disorders form one of the most vulnerable

populations. In fact, their parents are also vulnerable and there is a high likelihood of therapeutic
misconception. The potential benefits and risks must be carefully explained to parents so as to make them

understand the proposed research.

7.  Research involving institutionalized children would require assent of the child, consent of parents/LAR,
permission of the relevant institutional authorities (for example, for research in a school setting: the child,
parents, teacher, principal or management may be involved).

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) Thumb print of participant
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Signature of witness
Date (DD/MM/YYYY) |
|
|
|
I

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.

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.

Name of Researcher/person taking the assent___Nasima Khatun Ph no :- 6295795987
Signature of Researcher /person taking the assent Date
(DD/MM/YYYY)

Copy provided to the participant (signed by researcher team member) Parent/Guardian
has signed an informed consent: O Yes O No
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Name of Principal Investigator: Sriparna Giri

Name of Co-Investigators: Nasima Khatun

Name of the Department: Nursing

Contact Details of Principal Investigator

e Email ID: sripama.giri@tmckolkata.com
e Contact Number:+91 9051297990
® Address: Tata Medical Center, 14 MAR, Kolkata-700160

Institutional Review Board (IRB) - Tata Medical Center

e Phone Number : +91336605 7579/ 7629/ 8146
e Email-ID: irb@tmckolkata.com
e Address: Tata Medical Center, 14 MAR, Kolkata-700160
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Section A: Demographic Variables

Instructions: Please tick (v) the most appropriate option.
1.Age: -

e 13-15years[]
e 16-17years[]
e 18-19vyears[]

2.Class:-

e ClassVI[]
e ClassVII[]
e ClassIX[]
e ClassX[]

3.Age at Menarche: -

e Under12years[]
e 12-14years[]
e Above 14years|[]

4 Source of Information:

e Mother[]

e Friends/Peers|[]

e Teachers[]

e Media (TV/Internet) []

Section B: Structured Knowledge Questionnaire

1.What is the normal duration of a menstrual cycle?
A) 15days| ]
B)28-30 days | ]

C)45days|\ ]

2. Which of the following is a hygienic absorbent during periods?

A) Old unwashed cloth [ ]
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B) Sanitary pads [ ]
C) Newspaper [ ]
3. How often should a sanitary pad be changed to prevent infection?
A)Once aday| ]
B) Every 4-6 hours [ ]
C) Once every two days [ ]
4. Poor menstrual hygiene can primarily cause:
A) Digestive issues [ ]
B) Reproductive and urinary tract infections [ ]
C) Eye infections [ ]
Section C: Attitude Scale (Likert Scale)

Response options: Strongly Agree (SA), Agree (A), Neutral (N), Disagree (D), Strongly
Disagree (SD).

Parameter Strongly | Agree Neutral (N) | Disagree Strongly
Agree (A) (D) Disagree
(SA) (SD)

1. Menstruation is a ’
natural physiological )

process
2. Menstruating girls ‘T
should be allowed to
attend religious events.
—

3. Menstrual blood is
“impure" or "dirty."

4. Discussing
menstruation openly is
shameful.
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