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Study Title: Identifying barriers and facilitators for using and improving quality perinatal care
through systems models

Principal Investigator: Arielle Deutsch, PhD

This is a research study on factors that impact how people use perinatal health care, the quality
of care they can receive, and how this care impacts the health of pregnant and postpartum
people and their risk of experiencing maternal morbidity (negative health outcomes due to
pregnancy or labor). A Principal Investigator (PI) has the overall responsibility for the conduct
of the research. However, there are other individuals who are part of the research team.

Purpose of this research:

We are doing this research study to better understand how to improve people’s access to and use
of high-quality perinatal healthcare to reduce negative outcomes due to pregnancy or labor.

We are interested in getting the perspectives of many different people: from people who have or
have not used healthcare when they were pregnant or after pregnancy, to people who provide
this care, and to people who make decisions about how perinatal health care is provided. By
talking to a diverse group of people with different thoughts and experiences about these issues,
we can get a full understanding of what our communities can do to improve the health of
pregnant women and people who have given birth, which is why your voice and opinions are so
important.

The goal of the study is to combine all the different perspectives of community members and use
the information that we get to determine what strategies may be the most powerful to improve
health and healthcare for pregnant and postpartum women. We will do this by collecting the ideas
and perspectives of many different people in a few different ways that are described below. We
will then use this information to develop a computer model that will allow researchers to test
different kinds of strategies

We are interested in looking at different areas, like different parts of South Dakota, because we
know that the same solutions may not work everywhere, but there may be common solutions that
can help many different places.

How did you obtain my name and contact information?

You were identified as someone who could provide important perspectives on perinatal health.

Who will take part in this research?

We are asking you to take part in this research study because we know that your perspective is
important to improving our understanding of maternal morbidity. Up to100 people will take part
in this research study.
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What will happen if you take part in this research?
If you decide to join this research study, the following things will happen:

e We will ask you to participate in 1 to 6 modeling session that could last between an hour
and a half to three hours, in which we ask you, one-on-one or in a small group, to share
your thoughts on people’s perinatal health and wellbeing in your community, how people
use or provide perinatal care and the barriers or facilitators they face, and how these
things have changed over time.

e The session may involve having conversations or drawing a visual map (either in a group,
or one-on-one) linking perinatal healthcare barriers and facilitators to quality of care and
health, or providing your thoughts on visual diagrams that were developed through
discussions with others.

Is this study voluntary?

Your participation is voluntary. You can choose not to participate, or you may stop your
participation at any time without penalty or loss of benefits to which you are otherwise entitled.

People who are hostile or cause deliberate discomfort to others who are participating will be
removed from the study without regard to the subject’s consent.

Your decision won’t change the medical care you receive within the Avera Healthcare system or
any other medical providers now or in the future. There will be no penalty, and you won’t lose

any benefits you receive now or have a right to receive.

We will tell you if we learn new information that could make you change your mind about taking
part in this research study.

What should you do if you want to stop taking part in the study?
If you take part in this research study and want to drop out, inform a PHRAME study team
member. We will make sure that you stop the study safely. We will also talk to you about

follow-up care, if needed.

Also, it is possible that we will have to ask you to drop out of the study before you finish it. If
this happens, we will tell you why.

If you take part in this research study, how will we protect your privacy?
Federal law requires the Avera Research Institute to protect the privacy of health information and
related information that identifies you. We refer to this information as “identifiable information”.

In this study, we may collect identifiable information about you from:

e Research procedures, including group model building workshops and interviews
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While we cannot guarantee absolute confidentiality, we will use all available security measures
to minimize the risk that this information would be given to someone outside of the study. None
of the activities during the workshops will ask you about your own personal information or
health history, but you might choose to disclose this during the discussions. If you join this study,
any identifiable information noted during the workshops will be de-identified.

The information we collect in this study may help advance other research. It will not be possible
to link the information back to you. Any information that is shared with investigators at the
Avera Research Institute would be the notes (with no names or personally identifiable
information included) and the visual diagrams or other products that are created during the
workshops.

To help us protect your privacy, we have obtained a Certificate of Confidentiality from the
National Institutes of Health (NIH). The researchers can use this Certificate to legally refuse to
disclose information that may identify you in any federal, state, or local civil, criminal,
administrative, legislative, or other proceedings, for example, if there is a court subpoena. The
researchers will use the certificate to resist any demands for information that would identify you
except as explained below.

The certificate cannot be used to resist a demand for information from personnel of the United
States federal or state government agency sponsoring the project and that will be used for
auditing or program evaluation of agency funded projects. You should understand that a
Certificate of Confidentiality does not prevent you or a member of your family from voluntarily
releasing information about yourself or your involvement in this research. If another person
obtains your written consent to receive research information, then the researchers will not use the
certificate to withhold that information.

What are the risks and possible discomforts from being in this research study?

We are asking you to share your thoughts and feelings on very sensitive topics. You may feel
uncomfortable talking about some of these topics, especially if you have had a distressing
experience related to pregnancy or childbirth. You do not have to discuss any information you
feel uncomfortable talking about.

If you become upset by questions, you may stop at any time or choose not to answer a question.
If you would like to talk to someone about your feelings regarding these issues, you are
encouraged to contact the South Dakota Helpline (Dial 211) or the Suicide & Crisis Lifeline at
988.

Another risk could include a breach of confidentiality if a fellow group participant shares
something personal or sensitive about you that you have disclosed with others.
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What are the benefits of this study?

You will not benefit personally from this study. However, we hope in the future that your
community will benefit from this study. These benefits include helping us find out more about
how to prevent and address maternal morbidity in South Dakota and beyond. We will be
presenting information discovered from this study based on everyone’s contributions back to the
communities that we are collaborating with in public discussions. We will provide this
information in ways that can best help communities strengthen the ways they address these
issues.

The research team intends to share findings from the study directly with you as data is gathered
throughout the study and after the study has closed.

Who is funding this research?

The study is funded by the National Institute of Health (NIH). This means that the Avera
Research Institute is receiving payments from the NIH to support the activities that are required
to conduct the study. No one on the research team will receive a direct payment or an increase
in salary from the NIH for conducting this study.

Will you be compensated for participating in this study?

If you have been invited to participate because you are a person who has experience in perinatal
healthcare practice or policy, professionally or personally, you will be compensated $50 per
hour for your time in the form of a gift card for the expected duration of the session. In addition,
transportation can be provided upon your request through ride-share companies where
available.

Will this session be recorded?

Yes, with your consent, we will audio record the session for the purposes of data reliability. The
recordings will only be accessible to authorized personnel who will de-identify the data and
produce a transcript used to process the data.

If you have questions or concerns about this research study, whom can you call?

You can call us with your questions or concerns. Our telephone numbers are listed below. Ask
questions as often as you want.

Arielle Deutsch, PhD is the person in charge of this research study. You can call her or the study
team at (605) 504-3154 or (605) 791-1658; Monday- Friday 8:00 am to 5:00 pm with questions
about this research study.

If you want to speak with someone not directly involved in this research study, please contact the
Oglala Lakota Tribal RRB at 605-867-1704 or ost.rrb16@gmail.com.

You can talk to them about:
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Your rights as a research subject

Your concerns about the research

A complaint about the research

Any pressure to take part in, or to continue in the research study

We are required by the Health Insurance Portability and Accountability Act (HIPAA) to protect
the privacy of health information obtained for research. This is an abbreviated notice and does

not describe all details of this requirement. During this study, identifiable information about you
or your health will be collected and shared with the researchers conducting the research. In
general, under federal law, identifiable health information is private. However, there are
exceptions to this rule. In some cases, others may see your identifiable health information for
purposes of research oversight, quality control, public health and safety, or law enforcement. We
share your health information only when we must, and we ask anyone who receives it from us to

protect your privacy.
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