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PART 1: INFORMATION SHEET

Study Title: PREgnancy Care Integrating translational Science, Everywhere (PRECISE)
Principal Investigator: [Name/contact info]

Co-Investigators: [Names/Contact info]

Sponsor of Research: UK Research and Innovation

Organisations involved: [Local Site, KCL]

PREgnancy Care Integrating translational Science, Everywhere (PRECISE Network)

COHORT 1
INFORMATION SHEET

The PRECISE Network aims to better understand why some women have problems during
pregnancy, while others do not. Such problems are high blood pressure, having a baby born small,
or having a baby born who may not survive. Because not all mothers and babies living in similar
settings are affected in the same way, we want to understand why some are at higher risk for
complications than others. We hope that by studying these differences, we will be able to develop
better ways (interventions) to improve care for all mothers and babies. Pregnancy problems like
high blood pressure and small babies happen in about 20% of all pregnancies and are associated
with poor maternal and newborn outcomes. The vast majority of these complications occur in
less-resourced settings, including sub-Saharan Africa. This an important issue, as most of our
knowledge about how and why these pregnancy problems occur comes from studies in more-
developed countries in Europe, North America and the Pacific. We need to learn about women
like you to better understand how to help women in Africa. The Network includes our colleague
and women and their families in The Gambia (West Africa), Kenya (East Africa) and Mozambique
(Southern Africa).

Therefore, we are investigating environmental, biological, clinical, social/cultural and health
system factors to improve our ability to understand, prevent and manage pregnhancy
complications for African women and their families.

As we said, this study will take place in three African countries and we hope to recruit around
10,000 pregnant women, around (4,000) of whom will come from (insert name of study site). We
will also recruit around 1500 non-pregnant women or reproductive age according to the following
criteria;

e Not pregnant by self-report and confirmed by pregnancy test result (or to be confirmed
later by testing of biological sample if pregnancy test refused).

e Not pregnant within the last six months by self-report (including miscarriage, termination,
stillbirth, or live birth).

o Aged 18-49 years.

We will not ask a woman to participate if:
Appendix 9. Patient Information Sheets and Consent Forms_v2.1 _20200610
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e She has already been approached and declined participation in PRECISE.
e Sheis aged <18 or >49 years.
e She s pregnant.

Why we are asking you to participate

We would like to invite you to participate in this study. We are approaching you as you could
provide us with important new knowledge about the general health and well-being of women
who are of an age that they might become pregnant. Your information will help us learn about
what could be done better for women like you. Also, your information can be compared with
information about pregnant women in general, and other women who we know have problems
like high blood pressure.

Before you decide whether or not you would like to participate, we would like you to understand
what is required of each participant. Please read this information sheet carefully. One of our team
will go through it with you and answer any questions you have. We suggest this should take about
20 minutes.

What is involved in the study?

We would like to invite you to participate in this research study examining the societal, physical
and mental health and wellbeing of women before and during pregnancy. If you agree to
participate, we will ask you to provide general information about you and your life and medical
information from your medical notes.

We wish to perform certain laboratory tests to look at proteins, vitamins, minerals and genetics
that create risk, or protect against risk, for pregnancy complications. For this, we will ask you to
provide biological samples such as blood, urine, and vaginal swabs.

Before you decide, talk to others about the study if you wish. Please ask us if anything is not clear.
What are the procedures of the study?
Measurements

If you agree to take part in the study, we will be measuring your blood pressure, the amount of
oxygen in your blood (how red it is), height and weight. If we find that you have either high blood
pressure or low oxygen, we will let you know and provide you with a referral note for more care
by the doctors and nurses.

Questionnaire

If you agree to take part in the study, we will ask you some questions about your life, family setting
and medical background. We will ask you a few questions about COVID-19, if you had any
symptoms and if you are vaccinated. We will record this information on forms through a tablet.
This interview should take approximately 45 minutes.

Biological samples
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If you agree to take part in the study, you will be asked to provide biological samples for our study
and for the PRECISE Network Biorepository (for future approved studies). The samples would be
collected at the time of enrollment in the study:

Blood - We would collect 16ml (1 tablespoon) of blood from a vein in your arm. Sterile, disposable
syringes will be used once only so that there is no chance of infection. This procedure is safe and
there is only a slight prick as the needle goes through the skin. Afterwards there may be some
slight bruising, but it will not cause any harm to you in any way.

Urine — We would collect a 20ml urine sample.

Vaginal Swab — A medical provider would collect vaginal swabs. We would wipe the inside of the
your birth passage with a cotton bud on a small probe. Collecting vaginal swabs may cause some
discomfort but will not cause any harm to you in any way.

DNA and RNA

We are asking to collect a sample of blood from you to study the genetic material that it contains,
and we would like to explain to you what that genetic material is. The genetic material is what
makes everyone different from birth — whether our height, our looks, or in many other ways,
including whether a baby is born on time or too soon. We are studying the genetic material from
mothers and babies who have problems and comparing these with the material from those who
do not have any problems. This will help us to discover the exact part of the genetic material that
might change how mothers and their babies either do well or poorly during pregnancy and soon
after birth. When taking a blood sample, sterile, disposable syringes will be used.

What will happen to the samples that are stored in the PRECISE BIOREPOSITORY?

We will take the samples back to our laboratory in [ ] where we will extract the genetic
material. We will keep some of this genetic material in [ ] and we may send some of
it to researchers outside of the country who are working with us on this project.

We will do tests on this sample immediately to analyze possible causes of pregnancy
complications, but other tests may take many years to develop. We are also asking permission to
store the samples in the PRECISE Network Biorepository in [_] until we have finished
all the tests and for future approved studies into the causes of pregnancy complications.

All biological samples, as well as data regarding this study, will be stored in the PRECISE Network
Biorepository and database located in [_]. The samples and all the data that we
collect will be stored without your personal information. Instead, we will create a unique
identification number that will help us to perform research studies, but it will not be possible to
use it to identify you, so that your identity will always be protected.

These de-identified data and samples will be made available to qualified investigators for
additional research related to understanding the causes of problems in pregnancy. Researchers
requesting samples and data from the PRECISE Network Biorepository must first get permission
from their institution’s ethical review board and from the research centre here. In addition, the
PRECISE Network Biorepository Sample Utilisation Committee will review all requests for samples
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and data. A researcher must receive approval from the Sample Utilisation Committee before
being given access to data and samples.

The samples and data stored in the PRECISE Network Biorepository will be used only for the goal
of improving maternal and newborn health. Studies using your samples could inform the
development of new products, tests or findings. It is possible that commercial products could be
developed by researchers. These may have value and may be developed and owned by the
research team and/or others. If this happens, there are no plans to provide any money to you or
your child.

What will happen to the information?

We will be very careful about all the information that we have collected about you and we will
make absolutely sure that when we tell people about our findings, no one will be able to discover
that any information came from you.

We shall make clinically-useful data available to your clinical provider. This could include
information such as blood pressure readings and some laboratory results.

Are there any costs or payments involved?

There is no payment for participating in the study, but we hope that you will find the overall goal
of this project worthy - helping mothers and babies achieve good health in the future.

What are the possible risks of taking part?

It may hurt a little bit when we put a needle into your arm to collect the blood, but the study will
not cause any harm to you. We plan to take our samples at the same time as routine blood tests
wherever possible. Collecting the vaginal swabs may cause some discomfort but will not cause
any harm to you. Collecting urine is without any risk to you.

There are chances that some of the questions we ask might trigger some emotional distress. If
this does occur, one of our nurses trained in counseling will be available to talk with you and can
refer you to existing care pathways.

What are the possible benefits of taking part?

Taking part in this study will not benefit you directly, but we hope that it will benefit women and
babies everywhere in the future, by helping us learn more about pregnancy and newborn
outcomes. However, you should realise that we are trying to tackle a very difficult problem and
that it may be many years before we achieve our goals.

Voluntary participation in research:

Your participation in this study is entirely voluntary—it is up to you. If you do not want your
samples to be taken, then this will in no way affect the care you will get in this clinic now or in the
future. You are free to withdraw from the study without giving a reason. This will have no
consequences for you. It will not affect the care you receive in any way. If you decide later that
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you want to withdraw your consent to participate in the study, you may do so up to one calendar
month after the last contact you have with the study team.

Will your taking part in this study be kept confidential?

You have a right to privacy. Nobody will know your identity, and we will keep your personal
information safe. Only our research team in _ and approved research partners will
have access to the data. We will give you a unique study code, so your name will never be used.
Your study information will always be stored on a password protected, secure database and there
will be a data sharing agreement in place for anyone who accesses the study data.

What will happen to the results of the research study?

The results of this research may appear in scientific publications without identifying you in any
way. Your identity will be protected at all times.

Whom do you call if you have questions or problems?

If you have any questions about how this study works, contact
. If you have any concerns about your rights in this study, contact

. If you think that being in this study injures you,

contact
Who has reviewed the study?

Research is reviewed by an independent group of people called a Research Ethics Committee to
protect your interests, safety, rights, well-being and dignity. This study has been reviewed and
given favourable opinion by the Ethics Review Committees of [_] and
King’s College London. All future studies that request biological samples and data from the
PRECISE Network Biorepository will be first reviewed by the Sample Utilisation Committee to
ensure that the study will add to our understanding of pregnancy complications and meets the
requirements of this informed consent.

How will the results of this study be shared with the public?

Once the study has finished any results that have been found will be reported back to your
community and the communities of other women taking part in the study. In addition, the results
will be written in a report and published in academic journals as well as being presented at
conferences and seminars for academic discussion. It is also hoped that the results of this study
will help to inform good policy decisions around health care for women and pregnant women all
around the world. Your personal details will remain completely confidential and never be used in
any of these study results, to ensure your privacy.

Further information and contact details.

If you have any further questions, please do not hesitate to contact _
and she/he will be able to explain better to you what our study

is about. You should also contact this person if you would like to withdraw from the study, or if
you have any worries regarding your participation in this study.
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YOU WILL HAVE A COPY OF THIS INFORMATION SHEET TO KEEP.

Your signature on the consent forms certifies the following:
e You have read the information provided in this consent form
e You have received answers to all of your questions

e You have freely decided to participate in this research
e You understand that you are not giving up any of your legal rights

If you are happy to take part in the study please read and sign the attached consent form.
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INFORMED CONSENT SHEET

NON-PREGNANT WOMEN OF REPRODUCTIVE AGE

| agree to be a participant in the PRECISE Network. The goals and methods are clear to me. |
understand that the study will involve answering a series of questions, including providing
personal and medical information, taking measurements, and providing biological samples. All
of the details and goals of the study have been explained to me. | understand that | have the
right to refuse to participate in the study. | agree that all information about the study will be
explained to me before consenting to participate, and that | am free to refuse participation in
the study without any consequences to me. (Tick the box that applies and initial):

(| YES INITIALS

(] NO INITIALS

BIOLOGICAL SAMPLES & DNA/RNA TESTING

The information around the biological samples taken from me, and the DNA/RNA that will be
extracted from some of the blood is clear, and | understand what the research team can or
cannot do with these samples.

You may collect the following information/samples for research on normal and abnormal
pregnancies, including how pregnancy affects maternal and child health after delivery.

Blood samples 1 YES [INO INITIALS
Urine samples 1 YES LINO INITIALS
Vaginal swabs 1 YES [INO INITIALS
FOLLOW-UP

You may contact me in the future about this study or other studies | might be eligible for

L1 YES LI NO INITIALS
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STORAGE AND USE OF BIOLOGICAL SAMPLES:

| agree to the use of the biological samples that | have consented to provide in approved

research carried out in (EERUNGSIONIOEAINESSAICHNNSHIUGON)

L YES LI NO INITIALS

| agree to the use of the biological samples that | have consented to provide in future ethically-
approved studies, only if the PRECISE Network Biorepository Sample Utilisation Committee
approves the transfer of the samples to other research collaborators/institutions

1 YES CINO INITIALS

| agree to the use of the biological samples that | have consented to provide in future ethically
approved studies, only if the PRECISE Network Biorepository Sample Utilisation Committee
approves the transfer of the samples to commercial partners

1 YES INO INITIALS

If I choose to withdraw from the study, | agree that my stored data and samples that have
already been collected may be kept for the study
O YES O NO INITIALS

Section 3: Disposal of Biological Samples

Retained biological samples can be preserved for many years. However, it may eventually
become necessary to dispose of them. This will be done in accordance with the law and
government guidance in effect at that date. | agree to the samples being disposed of when they
can be of no further use.

1 YES I NO INITIALS

AGREEMENT TO PARTICIPATE
A member of the research team has explained the PRECISE Network research study to my
satisfaction. | agree to participate in the study and will receive a copy of this consent form after |

sign it.

Participant Information

Printed Name of Research Participant Date

Signature/Thumbprint of Research Participant
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Witness to the Consent

In the event that the participant is illiterate and is not able to sign her name (with or without
provision of a thumbprint), a literate witness (other than the field worker) will be asked to sign
signifying that he/she confirms that the participant agreed to participate.

| have witnessed the accurate reading of the consent form to the potential participant, and the
individual has had the opportunity to ask questions. | confirm that the individual has given
consent freely.

Printed Name of Witness to the Consent

Signature of Witness to the Consent

Date
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PART 1: INFORMATION SHEET

Study Title: PREgnancy Care Integrating translational Science, Everywhere (PRECISE)
Principal Investigator: [Name/contact info]

Co-Investigators: [Names/Contact info]

Sponsor of Research: UK Research and Innovation

Organisations involved: [Local Site, KCL]

PREgnancy Care Integrating translational Science, Everywhere (PRECISE Network)

COHORT 2
INFORMATION SHEET

The PRECISE Network aims to better understand why some women have problems during
pregnancy, while others do not. Such problems are high blood pressure, having a baby born small,
or having a baby born who may not survive. Because not all mothers and babies living in similar
settings are affected in the same way, we want to understand why some are at higher risk for
complications than others. We hope that by studying these differences, we will be able to develop
better ways (interventions) to improve care for all mothers and babies. Pregnancy problems like
high blood pressure and small babies happen in about 20% of all pregnancies and are associated
with poor maternal and newborn outcomes. The vast majority of these complications occur in
less-resourced settings, including sub-Saharan Africa. This an important issue, as most of our
knowledge about how and why these pregnancy problems occur comes from studies in more-
developed countries in Europe, North America and the Pacific. We need to learn about women
like you to better understand how to help women in Africa. The Network includes our colleague
and women and their families in The Gambia (West Africa), Kenya (East Africa) and Mozambique
(Southern Africa).

Therefore, we are investigating environmental, biological, clinical, social/cultural and health
system factors to improve our ability to understand, prevent and manage pregnhancy
complications for African women and their families.

As we said, this study will take place in three African countries and we hope to recruit around
10,000 pregnant women, around (4,000) of whom will come from (insert name of study site).

Pregnant women will be invited to participate if they meet the following criteria;

e Pregnant.
e Aged 16-49 years.
e Have not been referred from another facility.

A woman will not be eligible to participate if:

e She has already been approached and declined participation in PRECISE.
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e Sheis aged <16 or >49 years.
e She does not plan to deliver at this facility.

Why we are asking you to participate

We would like to invite you to participate in this study. We are approaching you as you could
provide us with important new knowledge about pregnancy in general. Your information will help
us learn about what could be done better for women like you. Also, your information can be
compared with information about women who we know have problems like high blood pressure.

Before you decide whether or not you would like to participate, we would like you to understand
what is required of each participant. Please read this information sheet carefully. One of our team
will go through it with you and answer any questions you have. We suggest this should take about
20 minutes.

What is involved in the study?

We would like to invite you to participate in this research study examining the societal, physical
and mental health and wellbeing of women before and during pregnancy. If you agree to
participate, we will ask you to provide general information about you and your life and medical
information from you and from your and your baby’s medical notes.

We wish to perform certain laboratory tests to look at proteins, vitamins, minerals and genetics
that create risk, or protect against risk, for pregnancy complications. For this, we will ask you to
provide biological samples such as blood, urine, and vaginal swabs at different time points during
your pregnancy, during delivery, and after your baby is born.

Before you decide, talk to others about the study if you wish. Please ask us if anything is not clear.
What are the procedures of the study?
Measurements

If you agree to take part in the study, we will be measuring your blood pressure, the amount of
oxygen in your blood (how red it is), height and weight. If we find that you have either high blood
pressure or low oxygen, we will let you know and provide you with a referral note for more care
by the doctors and nurses. Also, we will use a hand-held monitor that we will move across your
abdomen to help develop a tool that will give future women knowledge about when they are due
to deliver. It only takes a few minutes, will not hurt you or your baby, and will not cause any
discomfort.

Questionnaire

If you agree to take part in the study, we will ask you some questions about your life, family setting
and medical background. We will ask you a few questions about COVID-19, if you had any
symptoms and if you are vaccinated. We will record this information on forms through a tablet.
This interview should take approximately 45 minutes.

Biological samples
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If you agree to take part in the study, you will be asked to provide biological samples for our study
and for the PRECISE Network Biorepository (for future approved studies). The samples would be
collected at the following times:

At the time of enrollment in the study

Blood - We would collect 16ml (1 tablespoon) of blood from a vein in your arm. Sterile, disposable
syringes will be used once only so that there is no chance of infection. This procedure is safe and
there is only a slight prick as the needle goes through the skin. Afterwards there may be some
slight bruising, but it will not cause any harm to you or your baby in any way.

Urine — We would collect a 20ml urine sample at each visit.

Vaginal Swab — A medical provider would collect vaginal swabs. We would wipe the inside of your
birth passage with a cotton bud on a small probe. Collecting vaginal swabs may cause some
discomfort, but will not cause any harm to you or your baby in any way. We would do this during
each visit and once either during labour at the time of assessing the progress of delivery or when
the bladder tube (catheter) is inserted if you have a Caesarean birth.

at a second antenatal visit during the last three months of pregnancy:

Blood - We would collect 16ml (1 tablespoon) of blood from a vein in your arm.
Urine — We would collect a 20ml urine sample at each visit.

Just before delivery

Vaginal Swab — A medical provider would collect vaginal swabs.

Immediately after delivery

Umbilical cord blood — We would take a 16ml blood sample (equivalent to about 1 tablespoon) of
blood from the umbilical cord after your baby is born and after the cord has been separated from
the baby.

Placental and cord tissue samples - We would take nine small pieces (the size of a small coin) of
your placenta, one piece of placenta membrane 0.5cm thick and five short sections of umbilical
cord (about 0.5 cm each in length), after your baby has been delivered. These samples are
collected after delivery and do not pose any risk to your baby.

After delivery, and before you go home:
Blood - We would collect 16ml (1 tablespoon) of blood from the vein in your arm.
Urine — We would collect a 20ml urine sample.

Newborn blood sample — If we were unable to collect the cord blood at the time of delivery, we
ask to collect a few drops of blood from one of your baby’s heels either before you go home or at
the postpartum visit.
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Postpartum visit, 6 weeks after giving birth:
Blood — We would collect 16ml (1 tablespoon) of blood from the vein in your arm.

Urine — We would collect a 20ml urine sample

Baby’s stool sample — At the postpartum visit or at the time of a vaccination visit, we would collect
a small amount of stool from your baby’s nappy. (only in Kenya)

DNA and RNA

We are asking to collect a sample of blood from you to study the genetic material that it contains,
and we would like to explain to you what that genetic material is. The genetic material is what
makes everyone different from birth — whether our height, our looks, or in many other ways,
including whether a baby is born on time or too soon. We are studying the genetic material from
mothers and babies who have problems and comparing these with the material from those who
do not have any problems. This will help us to discover the exact part of the genetic material that
might change how mothers and their babies either do well or poorly during pregnancy and soon
after birth. When taking a blood sample, sterile, disposable syringes will be used.

What will happen to the samples that are stored in the PRECISE BIOREPOSITORY?

We will take the samples back to our laboratory in | ] where we will extract the genetic
material. We will keep some of this genetic material in [ ] and we may send some of
it to researchers outside of the country who are working with us on this project.

We will do tests on this sample immediately to analyze possible causes of pregnancy
complications, but other tests may take many years to develop. We are also asking permission to
store the samples in the PRECISE Network Biorepository in [_] until we have finished
all of the tests and for future approved studies into the causes of pregnancy complications.

All biological samples, as well as data regarding this study, will be stored in the PRECISE Network
Biorepository and database located in [_]. The samples and all the data that we
collect will be stored without your personal information. Instead, we will create a unique
identification number that will help us to perform research studies, but it will not be possible to
use it to identify you, so that your identity will always be protected.

These de-identified data and samples will be made available to qualified investigators for
additional research related to understanding the causes of problems in pregnancy. Researchers
requesting samples and data from the PRECISE Network Biorepository must first get permission
from their institution’s ethical review board and from the research centre here. In addition, the
PRECISE Network Biorepository Sample Utilisation Committee will review all requests for samples
and data. A researcher must receive approval from the Sample Utilisation Committee before
being given access to data and samples.

The samples and data stored in the PRECISE Network Biorepository will be used only for the goal
of improving maternal and newborn health. Studies using your samples could inform the
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development of new products, tests or findings. It is possible that commercial products could be
developed by researchers. These may have value and may be developed and owned by the
research team and/or others. If this happens, there are no plans to provide any money to you or
your child.

What will happen to the information?

We will be very careful about all the information that we have collected about you and your baby
and we will make absolutely sure that when we tell people about our findings, no one will be able
to discover that any information came from you or your baby.

We shall make clinically-useful data available to your clinical provider. This could include
information such as blood pressure readings and some laboratory results.

Are there any costs or payments involved?

There is no payment for participating in the study, but we hope that you will find the overall goal
of this project worthy - helping mothers and babies achieve good health in the future.

What are the possible risks of taking part?

It may hurt a little bit when we put a needle into your arm to collect the blood, but the study will
not cause any harm to you or your baby. We plan to take our samples at the same time as routine
blood tests wherever possible. Collecting the vaginal swabs may cause some discomfort but will
not cause any harm to you or your baby. Collecting urine, cord blood or placental and cord tissue
samples is without any risk to you or your baby. If we are unable to collect the cord blood within
the required period of time, we will ask to collect a few drops of blood from your baby’s heel
before discharge or at the postpartum visit.

There are chances that some of the questions we ask might trigger some emotional distress. If
this does occur, one of our nurses trained in counseling will be available to talk with you and can
refer you to existing care pathways.

What are the possible benefits of taking part?

Taking part in this study will not benefit you or your baby directly, but we hope that it will benefit
women and babies everywhere in the future, by helping us learn more about pregnancy and
newborn outcomes. However, you should realise that we are trying to tackle a very difficult
problem and that it may be many years before we achieve our goals.

Voluntary participation in research:

Your participation in this study is entirely voluntary—it is up to you. If you do not want your
samples to be taken, then this will in no way affect the care you or your baby will get in this clinic
now or in the future. You are free to withdraw from the study without giving a reason. This will
have no consequences for you. It will not affect the care you receive in any way. If you decide
later that you want to withdraw your consent to participate in the study, you may do so up to one
calendar month after the last contact you have with the study team.
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Will your taking part in this study be kept confidential?

You have a right to privacy. Nobody will know your identity, and we will keep your personal
information safe. Only our research team in _ and approved research partners will
have access to the data. We will give you a unique study code, so your name will never be used.
Your study information will always be stored on a password protected, secure database and there
will be a data sharing agreement in place for anyone who accesses the study data.

What will happen to the results of the research study?

The results of this research may appear in scientific publications without identifying you in any
way. Your identity will be protected at all times.

Whom do you call if you have questions or problems?

If you have any questions about how this study works, contact
. If you have any concerns about your rights in this study, contact

. If you think that being in this study injures you,

contact
Who has reviewed the study?

Research is reviewed by an independent group of people called a Research Ethics Committee to
protect your interests, safety, rights, well-being and dignity. This study has been reviewed and
given favourable opinion by the Ethics Review Committees of [_] and
King’s College London. All future studies that request biological samples and data from the
PRECISE Network Biorepository will be first reviewed by the Sample Utilisation Committee to
ensure that the study will add to our understanding of pregnancy complications and meets the
requirements of this informed consent.

Will there be a follow-up study?

We may contact you again to participate in a follow-up study and will provide you with more
details when we contact you. The follow-up study is completely voluntary and we will go through
another similar information and consenting process.

How will the results of this study be shared with the public?

Once the study has finished any results that have been found will be reported back to your
community and the communities of other women taking part in the study. In addition, the results
will be written in a report and published in academic journals as well as being presented at
conferences and seminars for academic discussion. It is also hoped that the results of this study
will help to inform good policy decisions around health care for women and pregnant women all
around the world. Your personal details will remain completely confidential and never be used in
any of these study results, to ensure your privacy.

Further information and contact details.
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If you have any further questions, please do not hesitate to contact _

and she/he will be able to explain better to you what our study
is about. You should also contact this person if you would like to withdraw from the study, or if
you have any worries regarding your participation in this study.

YOU WILL HAVE A COPY OF THIS INFORMATION SHEET TO KEEP.
Your signature on the consent forms certifies the following:

e You have read the information provided in this consent form

e You have received answers to all of your questions

e You have freely decided to participate in this research

e You understand that you are not giving up any of your legal rights

If you are happy to take part in the study please read and sign the attached consent form.
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INFORMED CONSENT SHEET

UNSELECTED PREGNANT WOMEN

| agree to be a participant in the PRECISE Network. The goals and methods are clear to me. |
understand that the study will involve answering a series of questions, including providing
personal and medical information, taking measurements, and providing biological samples. |
understand that this work will be done at the health facility and there may be a follow up visit at
home. All the details and goals of the study have been explained to me. | understand that | have
the right to refuse to participate in the study. | agree that all information about the study will be
explained to me before consenting to participate, and that | am free to refuse participation in
the study without any consequences to me. (Tick the box that applies and initial):

(| YES INITIALS

(] NO INITIALS

BIOLOGICAL SAMPLES & DNA/RNA TESTING

The information around the biological samples taken from me, and the DNA/RNA that will be
extracted from some of the blood is clear, and | understand what the research team can or
cannot do with these samples.

You may collect the following information/samples for research on normal and abnormal
pregnancies, including how pregnancy affects maternal and child health after delivery.

Blood samples 1 YES LINO INITIALS
Urine samples 1 YES [INO INITIALS
Vaginal swabs 1 YES I NO INITIALS
Placenta and cord tissue 1 YES [1NO INITIAL
BABY’S SAMPLES

You may collect the following samples from my baby for research

Cord blood O YES 0 NO INITIALS
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Stool sample 1 YES CINO INITIALS

If the cord blood is not able to be collected within the required time limit, you may collect a few
drops of blood from my baby’s heel for research

L YES LI NO INITIALS

FOLLOW-UP
You may contact me in the future about this study or other studies | might be eligible for

O YES O NO INITIALS

STORAGE AND USE OF BIOLOGICAL SAMPLES:

| agree to the use of the biological samples that | have consented to provide in approved

research carried out in (iECIINGMCOMOCHNESCAICHINSHTUtON)
O YES O NO ______INITIALS

| agree to the use of the biological samples that | have consented to provide in future ethically-
approved studies, only if the PRECISE Network Biorepository Sample Utilisation Committee
approves the transfer of the samples to other research collaborators/institutions

1 YES I NO INITIALS
| agree to the use of the biological samples that | have consented to provide in future ethically
approved studies, only if the PRECISE Network Biorepository Sample Utilisation Committee
approves the transfer of the samples to commercial partners

L1 YES LINO INITIALS

If | choose to withdraw from the study, | agree that my stored data and samples that have
already been collected may be kept for the study

L1 YES LINO INITIALS

Section 3: Disposal of Biological Samples
Retained biological samples can be preserved for many years. However, it may eventually

become necessary to dispose of them. This will be done in accordance with the law and
government guidance in effect at that date.
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| agree to the samples being disposed of when they can be of no further use.
1 YES INO INITIALS

AGREEMENT TO PARTICIPATE
A member of the research team has explained the PRECISE Network research study to my
satisfaction. | agree to participate in the study and will receive a copy of this consent form after |

sign it.

Participant Information

Printed Name of Research Participant Date

Signature/Thumbprint of Research Participant
Witness to the Consent

In the event that the participant is illiterate and is not able to sign her name (with or without
provision of a thumbprint), a literate witness (other than the field worker) will be asked to sign
signifying that he/she confirms that the participant agreed to participate.

| have witnessed the accurate reading of the consent form to the potential participant, and the
individual has had the opportunity to ask questions. | confirm that the individual has given
consent freely.

Printed Name of Witness to the Consent

Signature of Witness to the Consent

Date

PART 1: INFORMATION SHEET
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Study Title: PREgnancy Care Integrating translational Science, Everywhere (PRECISE)

Principal Investigator: [Name/contact info]
Co-Investigators: [Names/Contact info]
Sponsor of Research: UK Research and Innovation

Organisations involved: [Local Site, KCL]

PREgnancy Care Integrating translational Science, Everywhere (PRECISE Network)

COHORT 3
INFORMATION SHEET

The PRECISE Network aims to better understand why some women have problems during
pregnancy, while others do not. Such problems are high blood pressure, having a baby born small,
or having a baby born who may not survive. Because not all mothers and babies living in similar
settings are affected in the same way, we want to understand why some are at higher risk for
complications than others. We hope that by studying these differences, we will be able to develop
better ways (interventions) to improve care for all mothers and babies. Pregnancy problems like
high blood pressure and small babies happen in about 20% of all pregnancies and are associated
with poor maternal and newborn outcomes. The vast majority of these complications occur in
less-resourced settings, including sub-Saharan Africa. This an important issue, as most of our
knowledge about how and why these pregnancy problems occur comes from studies in more-
developed countries in Europe, North America and the Pacific. We need to learn about women
like you to better understand how to help women in Africa. The Network includes our colleague
and women and their families in The Gambia (West Africa), Kenya (East Africa) and Mozambique
(Southern Africa).

Therefore, we are investigating environmental, biological, clinical, social/cultural and health
system factors to improve our ability to understand, prevent and manage pregnancy
complications for African women and their families.

As we said, this study will take place in three African countries and we hope to recruit around
10,000 pregnant women, around (4,000) of whom will come from (insert name of study site).

We are inviting women to participate who meet the following criteria;

e Attending facility for their own care.

e Pregnant.

e Aged 16-49 years.

e By clinical assessment, have hypertension or suspected FGR (without hypertension) or
COVID-109.

A woman will not be eligible to participate if:

e She has already been approached and declined participation in PRECISE.
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e Sheis aged <16 or >49 years.

e She s not pregnant.

e By clinical assessment, she does not have hypertension, or suspected FGR (without
hypertension) or COVID-19.

Why we are asking you to participate

We would like to invite you to participate in this study. We are approaching you as you have either
high blood pressure or there is concern that your baby is small. Your information will help us learn
about what could be done better for women like you.

Before you decide whether or not you would like to participate, we would like you to understand
what is required of each participant. Please read this information sheet carefully. One of our team
will go through it with you and answer any questions you have. We suggest this should take about
20 minutes.

What is involved in the study?

We would like to invite you to participate in this research study examining the societal, physical
and mental health and wellbeing of women before and during pregnancy. If you agree to
participate, we will ask you to provide general information about you and your life and medical
information from you and from your and your baby’s medical notes.

We wish to perform certain laboratory tests to look at proteins, vitamins, minerals and genetics
that create risk, or protect against risk, for pregnancy complications. For this, we will ask you to
provide biological samples such as blood, urine, and vaginal swabs at different time points during
your pregnancy, during delivery, and after your baby is born.

Before you decide, talk to others about the study if you wish. Please ask us if anything is not clear.
What are the procedures of the study?
Measurements

If you agree to take part in the study, we will be measuring your blood pressure, the amount of
oxygen in your blood (how red it is), height and weight. If we find that you have either high blood
pressure or low oxygen, we will let you know and provide you with a referral note for more care
by the doctors and nurses. Also, we will use a hand-held monitor that we will move across your
abdomen to help develop a tool that will give future women knowledge about when they are due
to deliver. It only takes a few minutes, will not hurt you or your baby, and will not cause any
discomfort.

Questionnaire

If you agree to take part in the study, we will ask you some questions about your life, family setting
and medical background. We will ask you a few questions about COVID-19, if you had any
symptoms and if you are vaccinated. We will record this information on forms through a tablet.
This interview should take approximately 45 minutes.
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Biological samples

If you agree to take part in the study, you will be asked to provide biological samples for our study
and for the PRECISE Network Biorepository (for future approved studies). The samples would be
collected at the following times:

At the time of enrollment in the study

Blood - We would collect 16ml (1 tablespoon) of blood from a vein in your arm. Sterile, disposable
syringes will be used once only so that there is no chance of infection. This procedure is safe and
there is only a slight prick as the needle goes through the skin. Afterwards there may be some
slight bruising, but it will not cause any harm to you or your baby in any way.

Urine — We would collect a 20ml urine sample.

Vaginal Swab — A medical provider would collect vaginal swabs. We would wipe the inside of your
birth passage with a cotton bud on a small probe. Collecting vaginal swabs may cause some
discomfort but will not cause any harm to you or your baby in any way. We would do this during
the first visit and once either during labour at the time of assessing the progress of delivery or
when the bladder tube (catheter) is inserted if you have a Caesarean birth.

at a second antenatal visit during the last three months of pregnancy:

Blood - We would collect 16ml (1 tablespoon) of blood from a vein in your arm.
Urine — We would collect a 20ml urine sample at each visit.

Just before delivery

Vaginal Swab — A medical provider would collect vaginal swabs.

Immediately after the birth:

Umbilical cord blood — We would take a 16ml blood sample (equivalent to about 1 tablespoon) of
blood from the umbilical cord after your baby is born and after the cord has been separated from
the baby.

Placental and cord tissue samples - We would take nine small pieces (the size of a small coin) of
your placenta, one piece of placenta membrane 0.5cm thick and five short sections of umbilical
cord (about 0.5 cm each in length), after your baby has been delivered.These samples are
collected after delivery and do not pose any risk to your baby.

After delivery, and before you go home:
Blood - We would collect 16ml (1 tablespoon) of blood from the vein in your arm.

Urine — We would collect a 20ml urine sample.
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Newborn blood sample — If we were unable to collect the cord blood at the time of delivery, we
ask to collect a few drops of blood from one of your baby’s heels either before you go home or at
the postpartum visit.

Postpartum visit, 6 weeks after giving birth:
Blood — We would collect 16ml (1 tablespoon) of blood from the vein in your arm.
Urine — We would collect a 20ml urine sample

Baby’s stool sample — At the postpartum visit or at the time of a vaccination visit, we would collect
a small amount of stool from your baby’s nappy.

DNA and RNA

We are asking to collect a sample of blood from you to study the genetic material that it contains,
and we would like to explain to you what that genetic material is. The genetic material is what
makes everyone different from birth — whether our height, our looks, or in many other ways,
including whether a baby is born on time or too soon. We are studying the genetic material from
mothers and babies who have problems and comparing these with the material from those who
do not have any problems. This will help us to discover the exact part of the genetic material that
might change how mothers and their babies either do well or poorly during pregnancy and soon
after birth. When taking a blood sample, sterile, disposable syringes will be used.

What will happen to the samples that are stored in the PRECISE BIOREPOSITORY?

We will take the samples back to our laboratory in [ ] where we will extract the genetic
material. We will keep some of this genetic material in [ ] and we may send some of

it to researchers outside of the country who are working with us on this project.

We will do tests on this sample immediately to analyze possible causes of pregnancy
complications, but other tests may take many years to develop. We are also asking permission to
store the samples in the PRECISE Network Biorepository in [[ENMGIOMGIN until we have finished
all of the tests and for future approved studies into the causes of pregnancy complications.

All biological samples, as well as data regarding this study, will be stored in the PRECISE Network
Biorepository and database located in [_]. The samples and all the data that we
collect will be stored without your personal information. Instead, we will create a unique
identification number that will help us to perform research studies, but it will not be possible to
use it to identify you, so that your identity will always be protected.

These de-identified data and samples will be made available to qualified investigators for
additional research related to understanding the causes of problems in pregnancy. Researchers
requesting samples and data from the PRECISE Network Biorepository must first get permission
from their institution’s ethical review board and from the research centre here. In addition, the
PRECISE Network Biorepository Sample Utilisation Committee will review all requests for samples
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and data. A researcher must receive approval from the Sample Utilisation Committee before
being given access to data and samples.

The samples and data stored in the PRECISE Network Biorepository will be used only for the goal
of improving maternal and newborn health. Studies using your samples could inform the
development of new products, tests or findings. It is possible that commercial products could be
developed by researchers. These may have value and may be developed and owned by the
research team and/or others. If this happens, there are no plans to provide any money to you or
your child.

What will happen to the information?

We will be very careful about all the information that we have collected about you and your baby
and we will make absolutely sure that when we tell people about our findings, no one will be able
to discover that any information came from you or your baby.

We shall make clinically-useful data available to your clinical provider. This could include
information such as blood pressure readings and some laboratory results.

Are there any costs or payments involved?

There is no payment for participating in the study, but we hope that you will find the overall goal
of this project worthy - helping mothers and babies achieve good health in the future.

What are the possible risks of taking part?

It may hurt a little bit when we put a needle into your arm to collect the blood, but the study will
not cause any harm to you or your baby. We plan to take our samples at the same time as routine
blood tests wherever possible. Collecting the vaginal swabs may cause some discomfort but will
not cause any harm to you or your baby. Collecting urine, cord blood or placental and cord tissue
samples is without any risk to you or your baby. If we are unable to collect the cord blood within
the required period of time, we will ask to collect a few drops of blood from your baby’s heel
before discharge or at the postpartum visit.

There are chances that some of the questions we ask might trigger some emotional distress. If
this does occur, one of our nurses trained in counseling will be available to talk with you and can
refer you to existing care pathways.

Participation in the PRECISE Study does involve unlikely risks of a breach of confidentiality of
medical record, self-reported, or genetic information and associated privacy of the participants.
Such risks will additionally be minimized by removing direct personal information from the data
and samples, and by only allowing access to personal information to the authorized personnel.

What are the possible benefits of taking part?

Taking part in this study will not benefit you or your baby directly, but we hope that it will benefit
women and babies everywhere in the future, by helping us learn more about pregnancy and
newborn outcomes. However, you should realise that we are trying to tackle a very difficult
problem and that it may be many years before we achieve our goals.
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Voluntary participation in research:

Your participation in this study is entirely voluntary—it is up to you. If you do not want your
samples to be taken, then this will in no way affect the care you or your baby will get in this clinic
now or in the future. You are free to withdraw from the study without giving a reason. This will
have no consequences for you. It will not affect the care you receive in any way. If you decide
later that you want to withdraw your consent to participate in the study, you may do so up to one
calendar month after the last contact you have with the study team.

Will your taking part in this study be kept confidential?

You have a right to privacy. Nobody will know your identity, and we will keep your personal
information safe. Only our research team in _ and approved research partners will
have access to the data. We will give you a unique study code, so your name will never be used.
Your study information will always be stored on a password protected, secure database and there
will be a data sharing agreement in place for anyone who accesses the study data.

What will happen to the results of the research study?

The results of this research may appear in scientific publications without identifying you in any
way. Your identity will be protected at all times.

Whom do you call if you have questions or problems?

If you have any questions about how this study works, contact
. If you have any concerns about your rights in this study, contact

. If you think that being in this study injures you,

contact
Who has reviewed the study?

Research is reviewed by an independent group of people called a Research Ethics Committee to
protect your interests, safety, rights, well-being and dignity. This study has been reviewed and
given favourable opinion by the Ethics Review Committees of [_] and
King’s College London. All future studies that request biological samples and data from the
PRECISE Network Biorepository will be first reviewed by the Sample Utilisation Committee to
ensure that the study will add to our understanding of pregnancy complications and meets the
requirements of this informed consent.

Will there be a follow-up study?

We may contact you again to participate in a follow-up study and will provide you with more
details when we contact you. The follow-up study is completely voluntary and we will go through
another similar information and consenting process.

How will the results of this study be shared with the public?

Once the study has finished any results that have been found will be reported back to your
community and the communities of other women taking part in the study. In addition, the results
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will be written in a report and published in academic journals as well as being presented at
conferences and seminars for academic discussion. It is also hoped that the results of this study
will help to inform good policy decisions around health care for women and pregnant women all
around the world. Your personal details will remain completely confidential and never be used in
any of these study results, to ensure your privacy.

Further information and contact details.

If you have any further questions, please do not hesitate to contact _

and she/he will be able to explain better to you what our study
is about. You should also contact this person if you would like to withdraw from the study, or if
you have any worries regarding your participation in this study.

YOU WILL HAVE A COPY OF THIS INFORMATION SHEET TO KEEP.
Your signature on the consent forms certifies the following:

e You have read the information provided in this consent form

e You have received answers to all of your questions

You have freely decided to participate in this research

You understand that you are not giving up any of your legal rights

If you are happy to take part in the study please read and sign the attached consent form.
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INFORMED CONSENT SHEET

PREGNANT WOMEN WITH HIGH BLOOD PRESSURE OR A SMALL BABY

| agree to be a participant in the PRECISE Network. The goals and methods are clear to me. |
understand that the study will involve answering a series of questions, including providing
personal and medical information, taking measurements, and providing biological samples. |
understand that this work will be done at the health facility and there may be a follow up visit at
home. All of the details and goals of the study have been explained to me. | understand that |
have the right to refuse to participate in the study. | agree that all information about the study
will be explained to me before consenting to participate, and that | am free to refuse
participation in the study without any consequences to me. (Tick the box that applies and
initial):

(| YES INITIALS

(| NO INITIALS

BIOLOGICAL SAMPLES & DNA/RNA TESTING

The information around the biological samples taken from me, and the DNA/RNA that will be
extracted from some of the blood is clear, and | understand what the research team can or
cannot do with these samples.

You may collect the following information/samples for research on normal and abnormal
pregnancies, including how pregnancy affects maternal and child health after delivery.

Blood samples 1 YES [INO INITIALS
Urine samples 1 YES LINO INITIALS
Vaginal swabs 1 YES [INO INITIALS
Placenta and cord tissue 1 YES CINO INITIALS
BABY’S SAMPLES
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You may collect the following samples from my baby for research
Cord blood 1 YES INO INITIALS

Stool sample 1 YES CINO INITIALS

If the cord blood is not able to be collected within the required time limit, you may collect a few
drops of blood from my baby’s heel for research

L YES LI NO INITIALS

FOLLOW-UP
You may contact me in the future about this study or other studies | might be eligible for

L YES LI NO INITIALS

STORAGE AND USE OF BIOLOGICAL SAMPLES:

| agree to the use of the biological samples that | have consented to provide in approved

research carried out in (i SCIUNGISIONOCANESCaICAINSULUNION)

1 YES I NO INITIALS
| agree to the use of the biological samples that | have consented to provide in future ethically-
approved studies, only if the PRECISE Network Biorepository Sample Utilisation Committee

approves the transfer of the samples to other research collaborators/institutions
1 YES I NO INITIALS

| agree to the use of the biological samples that | have consented to provide in future ethically
approved studies, only if the PRECISE Network Biorepository Sample Utilisation Committee
approves the transfer of the samples to commercial partners

L1 YES LI NO INITIALS

If | choose to withdraw from the study, | agree that my stored data and samples that have
already been collected may be kept for the study

L1 YES LINO INITIALS

Section 3: Disposal of Biological Samples
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Retained biological samples can be preserved for many years. However, it may eventually
become necessary to dispose of them. This will be done in accordance with the law and
government guidance in effect at that date.

| agree to the samples being disposed of when they can be of no further use.

1 YES INO INITIALS
AGREEMENT TO PARTICIPATE
A member of the research team has explained the PRECISE Network research study to my
satisfaction. | agree to participate in the study and will receive a copy of this consent form after |
sign it.

Participant Information

Printed Name of Research Participant Date

Signature/Thumbprint of Research Participant
Witness to the Consent

In the event that the participant is illiterate and is not able to sign her name (with or without
provision of a thumbprint), a literate witness (other than the field worker) will be asked to sign
signifying that he/she confirms that the participant agreed to participate.

| have witnessed the accurate reading of the consent form to the potential participant, and the
individual has had the opportunity to ask questions. | confirm that the individual has given
consent freely.

Printed Name of Witness to the Consent

Signature of Witness to the Consent

Date
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PART 1: INFORMATION SHEET

Study Title: PREgnancy Care Integrating translational Science, Everywhere (PRECISE)
Principal Investigator: [Name/contact info]

Co-Investigators: [Names/Contact info]

Sponsor of Research: UK Research and Innovation

Organisations involved: [Local Site, KCL]

PREgnancy Care Integrating translational Science, Everywhere (PRECISE Network)

COHORTS 4 &5
INFORMATION SHEET

We are so very sorry to learn of your tragedy. We are very determined to do what we can to
reduce the chances that this happen to other women anywhere in Africa in the future.

The PRECISE Network aims to better understand why some women have problems during
pregnancy, while others do not. Such problems are high blood pressure, having a baby born small,
or having a baby born who may not survive. Because not all mothers and babies living in similar
settings are affected in the same way, we want to understand why some are at higher risk for
complications than others. We hope that by studying these differences, we will be able to develop
better ways (interventions) to improve care for all mothers and babies. Pregnancy problems like
high blood pressure and small babies happen in about 20% of all pregnancies and are associated
with poor maternal and newborn outcomes. The vast majority of these complications occur in
less-resourced settings, including sub-Saharan Africa. This an important issue, as most of our
knowledge about how and why these pregnancy problems occur comes from studies in more-
developed countries in Europe, North America and the Pacific. We need to learn about women
like you to better understand how to help women in Africa. The Network includes our colleague
and women and their families in The Gambia (West Africa), Kenya (East Africa) and Mozambique
(Southern Africa).

Therefore, we are investigating environmental, biological, clinical, social/cultural and health
system factors to improve our ability to understand, prevent and manage pregnancy
complications for African women and their families.

As we said, this study will take place in three African countries and we hope to recruit around
10,000 pregnant women, around (4,000) of whom will come from (insert name of study site).

We are inviting women to participate who meet the following criteria;

e Attending facility for their own care.
e Pregnant.
e Aged 16-49 years.
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e By clinical assessment, have an IUFD or stillbirth.

A woman will not be eligible to participate if;

She has already been approached and declined participation in PRECISE.
She is aged <16 or >49 years.

She is not pregnant

By clinical assessment, she does not have IUFD or stillbirth

Why we are asking you to participate

We would like to invite you to participate in this study. We are approaching you as you have
suffered the tragic loss of your baby. Your information will help us learn about what could be done
better for women like you.

Before you decide whether or not you would like to participate, we would like you to understand
what is required of each participant. Please read this information sheet carefully. One of our team
will go through it with you and answer any questions you have. We suggest this should take about
20 minutes.

What is involved in the study?

We would like to invite you to participate in this research study examining the societal, physical
and mental health and wellbeing of women before and during pregnancy. If you agree to
participate, we will ask you to provide general information about you and your life and medical
information from your medical notes.

We wish to perform certain laboratory tests to look at proteins, vitamins, minerals and genetics
that create risk, or protect against risk, for pregnancy complications. For this, we will ask you to
provide biological samples such as blood, urine, and vaginal swabs at different time points during
your pregnancy, during delivery, and after your baby is born.

Before you decide, talk to others about the study if you wish. Please ask us if anything is not clear.
What are the procedures of the study?
Measurements

If you agree to take part in the study, we will be measuring your blood pressure, the amount of
oxygen in your blood (how red it is), height and weight. If we find that you have either high blood
pressure or low oxygen, we will let you know and provide you with a referral note for more care
by the doctors and nurses. Also, we will use a hand-held monitor that we will move across your
abdomen to help develop a tool that will give future women knowledge about when they are due
to deliver. It only takes a few minutes, will not hurt you or your baby, and will not cause any
discomfort.

Questionnaire
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If you agree to take part in the study, we will ask you some questions about your life, family setting
and medical background. We will ask you a few questions about COVID-19, if you had any
symptoms and if you are vaccinated. We will record this information on forms through a tablet.
This interview should take approximately 45 minutes.

Biological samples

If you agree to take part in the study, you will be asked to provide biological samples for our study
and for the PRECISE Network Biorepository (for future approved studies). The samples would be
collected at the following times:

At the time of enrollment in the study, if you are enrolled before delivery:

Blood - We would collect 16ml (1 tablespoon) of blood from a vein in your arm. Sterile, disposable
syringes will be used once only so that there is no chance of infection. This procedure is safe and
there is only a slight prick as the needle goes through the skin. Afterwards there may be some
slight bruising, but it will not cause any harm to you or your baby in any way.

Urine — We would collect a 20ml urine.

Vaginal swab — A medical provider would collect vaginal swabs. We would wipe the inside of your
birth passage with a cotton bud on a small probe. Collecting vaginal swabs may cause some
discomfort but will not cause any harm to you or your baby in any way. We would do this at the
time of enrollment, either during labour at the time of assessing the progress of delivery or when
the bladder tube (catheter) in inserted if you have a Caesarean birth.

Immediately or soon after the birth (this might be when you are enrolled):

Umbilical cord blood — We would take a 16ml blood sample (equivalent to about 1 tablespoon) of
blood from the umbilical cord after your baby is born and after the cord has been separated from
the baby.

Placental and cord tissue samples - We would take nine small pieces (the size of a small coin) of
your placenta, one piece of placenta membrane 0.5cm thick and five short sections of umbilical
cord (about 0.5 cm each in length), after your baby has been delivered. These samples are
collected after delivery and do not pose any risk to your baby.

After delivery, and before you go home (this might be when you are enrolled):
Blood - We would collect 16ml (1 tablespoon) of blood from the vein in your arm.
Urine — We would collect a 20ml urine sample.

Postpartum visit, 6 weeks after giving birth:

Blood — We would collect 16ml (1 tablespoon) of blood from the vein in your arm.
Urine — We would collect a 20ml urine sample

DNA and RNA
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We are asking to collect a sample of blood from you to study the genetic material that it contains,
and we would like to explain to you what that genetic material is. The genetic material is what
makes everyone different from birth — whether our height, our looks, or in many other ways,
including whether a baby is born on time or too soon. We are studying the genetic material from
mothers and babies who have problems and comparing these with the material from those who
do not have any problems. This will help us to discover the exact part of the genetic material that
might change how mothers and their babies either do well or poorly during pregnancy and soon
after birth. When taking a blood sample, sterile, disposable syringes will be used.

What will happen to the samples that are stored in the PRECISE BIOREPOSITORY?

We will take the samples back to our laboratory in [ ] where we will extract the genetic
material. We will keep some of this genetic material in [ ] and we may send some of
it to researchers outside of the country who are working with us on this project.

We will do tests on this sample immediately to analyze possible causes of pregnancy
complications, but other tests may take many years to develop. We are also asking permission to
store the samples in the PRECISE Network Biorepository in [_] until we have finished
all of the tests and for future approved studies into the causes of pregnancy complications.

All biological samples, as well as data regarding this study, will be stored in the PRECISE Network
Biorepository and database located in [_]. The samples and all the data that we
collect will be stored without your personal information. Instead, we will create a unique
identification number that will help us to perform research studies, but it will not be possible to
use it to identify you, so that your identity will always be protected.

These de-identified data and samples will be made available to qualified investigators for
additional research related to understanding the causes of problems in pregnancy. Researchers
requesting samples and data from the PRECISE Network Biorepository must first get permission
from their institution’s ethical review board and from the research centre here. In addition, the
PRECISE Network Biorepository Sample Utilisation Committee will review all requests for samples
and data. A researcher must receive approval from the Sample Utilisation Committee before
being given access to data and samples.

The samples and data stored in the PRECISE Network Biorepository will be used only for the goal
of improving maternal and newborn health. Studies using your samples could inform the
development of new products, tests or findings. It is possible that commercial products could be
developed by researchers. These may have value and may be developed and owned by the
research team and/or others. If this happens, there are no plans to provide any money to you.

What will happen to the information?

We will be very careful about all the information that we have collected about you and your baby
and we will make absolutely sure that when we tell people about our findings, no one will be able
to discover that any information came from you or your baby.

We shall make clinically-useful data available to your clinical provider. This could include
information such as blood pressure readings and some laboratory results.

Appendix 9. Patient Information Sheets and Consent Forms_v2.1 _20200610



7ING'S PRECISE _-

(x 0//( :Q( ’ PREgnancy Care Integrating translational
T \ Science, Everywhere
LONDON ' .

Are there any costs or payments involved?

There is no payment for participating in the study, but we hope that you will find the overall goal
of this project worthy - helping mothers and babies achieve good health in the future.

What are the possible risks of taking part?

It may hurt a little bit when we put a needle into your arm to collect the blood, but the study will
not cause any harm to you or your baby. We plan to take our samples at the same time as routine
blood tests wherever possible. Collecting the vaginal swabs may cause some discomfort but will
not cause any harm to you or your baby. Collecting urine, cord blood or placental and cord tissue
samples is without any risk to you or your baby.

There are chances that some of the questions we ask might trigger some emotional distress. If
this does occur, one of our nurses trained in counseling will be available to talk with you and can
refer you to existing care pathways.

Participation in the PRECISE Study does involve unlikely risks of a breach of confidentiality of
medical record, self-reported, or genetic information and associated privacy of the participants.
Such risks will additionally be minimized by removing direct personal information from the data
and samples, and by only allowing access to personal information to the authorized personnel.

What are the possible benefits of taking part?

Taking part in this study will not benefit you directly, but we hope that it will benefit women and
babies everywhere in the future, by helping us learn more about pregnancy and newborn
outcomes. However, you should realise that we are trying to tackle a very difficult problem and
that it may be many years before we achieve our goals.

Voluntary participation in research:

Your participation in this study is entirely voluntary—it is up to you. If you do not want your
samples to be taken, then this will in no way affect the care you will get in this clinic now or in the
future. You are free to withdraw from the study without giving a reason. This will have no
consequences for you. It will not affect the care you receive in any way. If you decide later that
you want to withdraw your consent to participate in the study, you may do so up to one calendar
month after the last contact you have with the study team.

Will your taking part in this study be kept confidential?

You have a right to privacy. Nobody will know your identity, and we will keep your personal
information safe. Only our research team in _ and approved research partners will
have access to the data. We will give you a unique study code, so your name will never be used.
Your study information will always be stored on a password protected, secure database and there
will be a data sharing agreement in place for anyone who accesses the study data.

What will happen to the results of the research study?
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The results of this research may appear in scientific publications without identifying you in any
way. Your identity will be protected at all times.

Whom do you call if you have questions or problems?

If you have any questions about how this study works, contact
. If you have any concerns about your rights in this study, contact

. If you think that being in this study injures you,

contact
Who has reviewed the study?

Research is reviewed by an independent group of people called a Research Ethics Committee to
protect your interests, safety, rights, well-being and dignity. This study has been reviewed and
given favourable opinion by the Ethics Review Committees of [_] and
King’s College London. All future studies that request biological samples and data from the
PRECISE Network Biorepository will be first reviewed by the Sample Utilisation Committee to
ensure that the study will add to our understanding of pregnancy complications and meets the
requirements of this informed consent.

Will there be a follow-up study?

We may contact you again to participate in a follow-up study and will provide you with more
details when we contact you. The follow-up study is completely voluntary and we will go through
another similar information and consenting process.

How will the results of this study be shared with the public?

Once the study has finished any results that have been found will be reported back to your
community and the communities of other women taking part in the study. In addition, the results
will be written in a report and published in academic journals as well as being presented at
conferences and seminars for academic discussion. It is also hoped that the results of this study
will help to inform good policy decisions around health care for women and pregnant women all
around the world. Your personal details will remain completely confidential and never be used in
any of these study results, to ensure your privacy.

Further information and contact details.

If you have any further questions, please do not hesitate to contact _
_ and she/he will be able to explain better to you what our study

is about. You should also contact this person if you would like to withdraw from the study, or if
you have any worries regarding your participation in this study.

YOU WILL HAVE A COPY OF THIS INFORMATION SHEET TO KEEP.
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Your signature on the consent forms certifies the following:

e You have read the information provided in this consent form

e You have received answers to all of your questions

e You have freely decided to participate in this research

e You understand that you are not giving up any of your legal rights

If you are happy to take part in the study please read and sign the attached consent form.
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INFORMED CONSENT SHEET

PREGNANT WOMEN WITH A KNOWN FETAL DEATH OR FOLLOWING A STILLBIRTH

| agree to be a participant in the PRECISE Network. The goals and methods are clear to me. |
understand that the study will involve answering a series of questions, including providing
personal and medical information, taking measurements, and providing biological samples. |
understand that this work will be done at the health facility and there may be a follow up visit at
home. All the details and goals of the study have been explained to me. | understand that | have
the right to refuse to participate in the study. | agree that all information about the study will be
explained to me before consenting to participate, and that | am free to refuse participation in
the study without any consequences to me. (Tick the box that applies and initial):

(| YES INITIALS

(] NO INITIALS

BIOLOGICAL SAMPLES & DNA/RNA TESTING

The information around the biological samples taken from me, and the DNA/RNA that will be
extracted from some of the blood is clear, and | understand what the research team can or
cannot do with these samples.

You may collect the following information/samples for research on normal and abnormal
pregnancies, including how pregnancy affects maternal and child health after delivery.

Blood samples 1 YES LINO INITIALS
Urine samples 1 YES [INO INITIALS
Vaginal swabs 1 YES I NO INITIALS
Placenta and cord tissue 1 YES INO INITIALS
BABY’S SAMPLES

You may collect the following samples from my baby for research

Cord blood O YES 0 NO INITIALS
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FOLLOW-UP
You may contact me in the future about this study or other studies | might be eligible for

O YES O NO INITIALS

STORAGE AND USE OF BIOLOGICAL SAMPLES:

| agree to the use of the biological samples that | have consented to provide in approved
research carried out in ([iSGIUNGICIONOGANESCaICAINSURUNION)

O YES O NO INITIALS

| agree to the use of the biological samples that | have consented to provide in future ethically-
approved studies, only if the PRECISE Network Biorepository Sample Utilisation Committee
approves the transfer of the samples to other research collaborators/institutions

1 YES INO INITIALS

| agree to the use of the biological samples that | have consented to provide in future ethically
approved studies, only if the PRECISE Network Biorepository Sample Utilisation Committee
approves the transfer of the samples to commercial partners

1 YES COINO INITIALS

If | choose to withdraw from the study, | agree that my stored data and samples that have
already been collected may be kept for the study

1 YES I NO INITIALS
Section 3: Disposal of Biological Samples
Retained biological samples can be preserved for many years. However, it may eventually
become necessary to dispose of them. This will be done in accordance with the law and

government guidance in effect at that date.
| agree to the samples being disposed of when they can be of no further use.

L1 YES LINO INITIALS
AGREEMENT TO PARTICIPATE

A member of the research team has explained the PRECISE Network research study to my
satisfaction. | agree to participate in the study and will receive a copy of this consent form after |
sign it.

Participant Information
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Printed Name of Research Participant Date

Signature/Thumbprint of Research Participant

Witness to the Consent

In the event that the participant is illiterate and is not able to sign her name (with or without
provision of a thumbprint), a literate witness (other than the field worker) will be asked to sign
signifying that he/she confirms that the participant agreed to participate.

| have witnessed the accurate reading of the consent form to the potential participant, and the
individual has had the opportunity to ask questions. | confirm that the individual has given
consent freely.

Printed Name of Witness to the Consent

Signature of Witness to the Consent

Date
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