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PARTICIPANT INFORMATION SHEET
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STUDY TITLE: A Randomized Controlled Trial of Maternal Eating Behaviour by using Nutrition
Infarmation System (SISFORNUTRIMIL) Application at Bandung City, Indonesia.

We would like to invite you to take part in our research study. Before you decide we would like
you to understand why the research is being done and what it would involve for you. Please ask
us if there is anything that is not clear. We are looking to recruit participants who are at
between 20-30 years of age who are pregnant and undergo routine antenatal care in this
PUSKESMAS.

What is the purpose of the study?

The purpose of this study is to examine the difference of maternal eating behaviour and
pregnancy outcomes between women who use the nutrition information system
(SISFORNUTRIMIL) application and those who do not use the application.

Why have | been invited?

You may have been invited for a number of reasons and because you meet the eligibility criteria
for this study.

Do | have to take part?

Mo, taking part in this research is entirely voluntary. It is up to you to decide if you want to
volunteer for the study. We will describe the study in this information sheet. If you agree to
take part, we will then ask you to sign the attached consent form.

What will happen to me if | take part?

The researcher will randomize participants to assign them into the intervention group or the
control group using a computer-generated randomization system:



1) Intervention group: Pregnant women who receive standard prenatal care plus the
SISFORNUTRIMIL app to record their daily consumption.

2) Control group: pregnant women who receive standard prenatal care.
Intervention arm Protocol

Participants in both groups received the same antenatal care. Clinical assessment measurement
will be conducted three times during the mid and end-pregnancy visits. In mid pregnancy were
obtained in between 22-26 weeks of gestation will be measurement of blood pressure, weight
gain, non-fasting blood samples, haemoglobin levels and dietary diversity survey. Further in 12
weeks after baseline assessment, both of groups will be determined the same assessment
except dietary diversity survey and in the end of pregnancy period, the birth weight will be
measured.

The participants recruited into ‘SISFORNUTRIMIL" application group will be provide access to
http: //www.sisfornutrimil.com. This website address can be access by pregnant women
through a computer or notebook, also can be opened via tablet or smartphone, which the
application size will automatically match the screen size of the device used. This application
also comes with some content about pregnancy that contains material as additional
information for pregnant women. When accessing as a member on this website, pregnant
women will see the content, which contains basic knowledge about pregnancy and variety of
food sources for consumed and also can calculate the amount of energy needed in foods. The
references data were based on dietary recommendations for Indonesian population and those
published by the health ministry of Republic Indonesia. Energy estimates for each food and
drink were calculated based on food groups and subgroups. Standard measuring equipment on
common various size containers (e.g. plates, cups, bowls, spoons and glasses) used to assist in
quantifying portion sizes. There are 321 types of food which are divided into 7 main food source
groups including carbohydrates, protein, vegetables, fruits, light meals, fast food, and
beverages. To document of food intake the woman must open the food log feature and choose
any food they have been eating and saved.

The woman should record their food has been consumed each day (two days in weekdays and 1
weekend day) until 12 weeks. Also, the investigator will remind the woman to record the food
they have consumed every week and ensure they have no difficulty accessing and using the
application. Participants will be given telephone support at least once a week during the
intervention period also to determine the overall effectiveness of interventions.

Participants will compensate by souvenirs which have been prepared as gifts (such as hand
towel/meals box). The rewards will be given at PUSKESMAS on out of schedule of regular
antenatal care. Then, for women who have completed food records at SISFORNUTRIMIL, they
will be allowed to gift voucher for chance to be entered into a draw to win a gift equal with £10
or 200.000 IDR, if women are able to complete the intervention.

Control arm

The data will be carried out in baseline and every antenatal care visits after baseline.
Participants in the control arm will receive standard prenatal care at maternal and child health







clinic, PUSKESMAS from health professionals, plus souvenirs which have been prepared as gifts
(such as hand towel/meals box). In general, the standard prenatal care and tests may include
checking blood pressure and weight; baby’s heart rate; measuring women abdomen;
measurement of haemoglobin levels, blood glucose. The group control will be asked to read
information about nutrition in pregnancy through leaflets that have been given by researcher,
and also they received an explanation about how to fill in the food record form during 12
weeks. Then, for women who have completed food records at SISFORNUTRIMIL, they will be
allowed to receive transportation fees. The rewards will be given at PUSKESMAS when they are
visiting for baseline measurement. In addition, participants will be entered into a draw to win a
gift equal with £10 or 200.000 IDR, if women are able to complete the intervention.

Expenses and payments

Participants will be given the opportunity to choose souvenirs (such as hand towels, food boxes,
etc.) as gifts because they are willing to participate in this study. Then, for women who have
completed food records at SISFORNUTRIMIL, they will be given transportation fees. The
rewards will be given at PUSKESMAS when they are visiting for baseline measurement. In
addition, participants will be entered into a draw to win a gift equal with £10 or 200.000 IDR, if
women are able to complete the intervention.

What measurements will be taken (or data collected)?

There will be times during the study when you will be antenatal care. We will check your weight
gain, height, blood pressure, uteri fundal height. We will also check laboratory test such as
haemoglobin, protein urine and blood glucose as standard assessment in pregnancy.

What are the possible disadvantages and risks of taking part?

The data collection process there is no harmful action. You will receive standard antenatal care
from health professional including laboratories test as standard assessment. While accessing
SISFORNUTRIMIL, beside as a tool for food record, also pregnant women will get content that
contains basic information about pregnancy and influence of nutrition pregnancy.

What are the possible benefits of taking part?

You will receive intensive monitoring maternal health care including health information and
could potentially win a prize as well.

Will my taking part in the study be kept confidential?

The raw data, which identifies you, will be kept securely by the Principal Investigator. Your
questionnaire data will be anonymous with your consent form. This means that whilst your raw
data (only identifiable by participant number) will be kept separate from your consent forms
(which will have your name and participant number). The exception to this will be any legal
authority that may have the legal right to access the data for the purposes of conducting an
investigation in exceptional cases. The raw data will be retained for up to 10 years, and your
consent will also be retained for 10 years. When it is no longer required, the data will be
disposed of securely (e.g. electronic media and paper records / images) destroyed.



The data, when made anonymous, may be presented to others at scientific meetings, or
published as a project report, academic dissertation or scientific paper or book. It could also be
made available to any sponsor of the research. Anonymous data, which does not identify you,
may be used in future research studies approved by an Appropriate Research Ethics
Committee.

What will happen if | don’t want to carry on with the study?

As a volunteer, you can stop any test at any time, or withdraw from the study at any time
before finishing all study, without giving a reason if you do not wish to.

What if there is a problem?

If you have a query, concern or complaint about any aspect of this study, in the first instance
you should contact the Principal Investigator (Pl) if appropriate.

What will participants be dropped out?

The researcher will remove the women from this study if participant do not have a completely
data such as missed of baseline and after baseline measurement, moved out cities, and
miscarriages or Intra Uterine Foetal Death (IUFD) during 12 weeks intervention periods.

Thank you

Thank you for taking time to read this information sheet and for considering volunteering for
this study. If you do volunteer for this study your consent will be sought on the following page.
You will then be given a copy of this information sheet and your signed consent form, for you to
keep.

Sincerely,

~\ )=

Mira Trisyani Koeryaman
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CONSENT FORM

STUDY TITLE: A Randomized Controlled Trial of Maternal Eating Behaviour by using Nutrition
Information System (SISFORNUTRIMIL) Application at Bandung City, Indonesia.

Please initial each box if
content

1 | I confirm that | have read and understood the attached information sheet for the
above. | confirm that | have had opportunity to consider the information, ask questions
and that these that been answered satisfactorily.

2 | l understand that my participation is voluntary and that | am free to withdraw at any
time without giving any reason.

3 | lunderstand that the results of this may be published and/or presented at meetings. |
give my permission for my anonymous data, which does not identify me, to be
disseminated in this way.

4 | Data collected during this study could be requested by regulatory authorities. | give my
permission to any such regulatory with legal authority to review the study to have
access to my data, which may identify me.

5 | I agree to the data | contribute being retained for any future research that has been
approved by the Science Faculty Ethic Consideration.

6 | I agree to take laboratory test for HB, blood glucose and urinary examination

7 | 1 agree to take part in this study.

8 | 1 agree that | could be referred to appropriate health professionals, if appropriate.

Name of Participant  : Date: Signature:

Name of Person taking Consent: Date: Signature:
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Consent form

I Mira Tisyani KOeryamar. «..veiusvionisieinni i [Name]...give...my....consent for

information about myself/fmy child or ward/my relative (circle as appropriate) to be published in

TRIALS, manuscript mumber is TRLS-D-19-01138 . Corresponding author; Nursing Faculty of Universitas
ST T 6 T2

[Name of journal, manuscript number and corresponding author].

I understand that the information will be published without my/my child or ward’s/my relative’s (circle as
appropriate) name attached, but that full anonymity cannot be guaranteed.

I understand that the text and any pictures or videos published in the article will be freely available on the
internet and may be seen by the general public. The pictures, videos and text may also appear on other websites
or in print, may be translated into other langnages or used for commercial purposes.

I have been offered the opportunity to read the manuscript.

Signing this consent form does not remove my rights to privacy.

Name : Mira Trisyani Koeryaman

Date: 19 November 2019,

Author name: Mira Trisyani Koeryaman.,

Date:: 19 November 2019

Please keep this consent form in the patient’s case files. The manuscript reporting this patient’s details
should state that “Written informed consent for publication of their clinical details and/or clinical
images was obtained from the patient/parent/guardian/ relative of the patient. A copy of the consent
form is available for review by the Editor of this journal.
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