California Human Research Participants Bill of Rights

California Health and Safety Code §24172. Experimental subjects bill of rights.
The experimental subjects bill of rights is a list of outlining your rights as a subject in a medical
experiment.

Except as otherwise provided in §24172, this list shall include, but not be limited to, the subject’s
right to:

1.
2.

10.

Be informed of the nature and purpose of the experiment
Be given an explanation of the procedures to be followed in the medical experiment, and
any drug or device to be used

. Be given a description of any attendant discomforts and risks reasonably to be expected

from the experiment, if applicable

Be given an explanation of any benefits to the subject reasonably to be expected from the
experiment, if applicable.

Be given a disclosure of any appropriate alternative procedures, drugs, or devices that
might be advantageous to the subject, and their relative risks and benefits.

Be informed of the avenues of medical treatment, if any, available to the subject after the
experiment if complications arise.

Be given an opportunity to ask any questions concerning the experiment or the
procedures involved.

Be instructed that consent to participate in the medical experiment may be withdrawn at
any time and the subject may discontinue participation in the medical experiment without
prejudice.

Be given a copy of the signed and dated written consent form as provided for the §24173
or §24178.

Be given the opportunity to decide to consent or not to consent to a medical experiment
without the intervention of any element of force, fraud, deceit, duress, coercion, or undue
influence on the subject’s decision.

By signing below, I acknowledge I have received a copy of this document

Subject Name

Signature of Subject or Legally Authorized Representative Date
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Name of Subject’s Legally Authorized Representative Relationship to Subject
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RESEARCH SUBJECT INFORMED CONSENT FORM AND HIPAA

AUTHORIZATION
Title: A Non-Interventional Pilot Study to Explore the Role of Gut Flora
in Disease
Protocol Number: ProgenaBiome 002
Sponsor: ProgenaBiome, LLC

1845 Knoll Drive
Ventura, CA 93003

Investigator: Dr. Sabine Hazan, MD
Chief Operating Officer and Founder
ProgenaBiome, LLC
1845 Knoll Drive
Ventura, CA 93003
support@progenabiome.com

Sabine Hazan is an employee of, and is receiving monetary
Compensation from, ProgenaBiome, LLC, for this Research Study.

Site(s): ProgenaBiome, LLC
1845 Knoll Drive
Ventura, CA 93003

Study Related Phone Number: Daytime phone number: 805-339-0549
24-hour number: 800-920-0016

This consent form may contain words that you do not understand. Please ask the investigator to
explain any words or information you do not clearly understand. You may have an unsigned
copy of this form to take home in order to discuss with family members or friends before making
your decision.

Participating in a research study is not the same as getting regular medical care. The purpose of
regular medical care is to improve your health. The purpose of a research study is to gather
information.
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RESEARCH CONSENT SUMMARY

Introduction

You are being invited to take part in a research study. This document will tell you how the
research will be conducted, what you will be asked to do if you decide to participate and will
help you make an informed decision whether you would like to take part. These details are
provided in the sections below

What should I know about this research?
e Someone will explain this research to you.
Taking part in this research is voluntary. Whether you take part is up to you.
If you don’t take part, it won’t be held against you.
You can take part now and later drop out. It won’t be held against you.
If you don’t understand, please ask questions.
Ask all the questions you want before you decide.

How long will I be in this research?

Your participation in this research study will involve an initial screening visit during which you
will have vitals taken, be asked about your medications, and complete some surveys. You will
also pay the fee of $720 for the kit, shipping, and microbiome sequencing, and $150 for analysis,
for a total of $870. This visit will last approximately one hour. You may provide your stool
sample at this time or you may bring one to ProgenaBiome LLC at a time more convenient to
you.

You will then have one follow-up visit once sequencing has been completed, which will last
approximately one hour.

Why is this research being done?
The purpose of this study is to learn more about the microbes (very tiny organisms) that live in
our GI tract and how they affect our health.

What happens to me if I agree to take part in this research?

If you decide to take part in this research study, a stool sample will be provided by you and
analyzed by ProgenaBiome. You will complete surveys which will tell us more about you and
your health. You will make two to three visits to the clinic.

Could being in this research hurt me?
The procedures involved in this study should not be painful in any way.

Will being in this research benefit me?
There could be discoveries made through this research that allow us to better understand how the
microbes that live inside us, collectively our microbiome, contribute to health and disease.
While this will hopefully lead to personalized medicine, it is still in the early stages and
shouldn’t be substituted for medical advice. There is no direct benefit to you.
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What other choices do I have besides taking part in this research?
This study does not provide medical treatment or diagnosis. Your alternative is to not participate.

What else should I know about this research?

The microbiome testing kit costs $870 and is not covered by insurance, thus this is an
out-of-pocket expense. This fee is inclusive of all analysis performed with your stool samples,
as well as the collection kit. This fee is based on the cause of the supplies and work hours
required to generate results.
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DETAILED RESEARCH CONSENT

Introduction
You are being invited to take part in a research study. A person who takes part in a research
study is called a research subject, or research participant.

In this consent form “you” generally refers to the research subject. If you are being asked as the
parent, or guardian to permit the subject to take part in the research, “you” in the rest of this form
generally means the research subject.

Background Information

The relationship between our bodies and the microbes that live inside us can have a tremendous
impact on our overall heath. The more we learn about this relationship, and about the organisms
involved, the better we can help humans to live healthier, happier lives.

What should I know about this research?

Someone will explain this research to you.

This form sums up that explanation.

Taking part in this research is voluntary. Whether you take part is up to you.

You can choose not to take part. There will be no penalty or loss of benefits to which you

are otherwise entitled.

® You can agree to take part and later change your mind. There will be no penalty or loss of
benefits to which you are otherwise entitled.

e Ifyou don’t understand, ask questions.

e Ask all the questions you want before you decide.

Purpose of this research study
The goal of this Research Study is to better understand how the genetic information in the
microbiome in your gut connects with information you provide.

How long will I be in this research?

You will make one visit to the doctor’s office for screening, provide the stool sample (either at
screening or a time more convenient for you), and one follow-up visit. It typically takes about a
month to complete these two to three visits.

Procedures
In order to analyze your gut microbiome, you will provide us with a stool sample.

In addition to the sample, you will complete surveys to tell us more about you. These surveys
will include questions about your medical history, your diet, and the medical history of your
family members. Depending on the information provided, we may ask you to complete surveys
specific to your health condition(s). It should take approximately one hour to complete these
surveys.
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Participation in the ProgenaBiome, LLC Research Study will consist of:

1. Allowing access to your medical records

2. Providing a stool sample

3. Allowing ProgenaBiome, LLC to conduct research with your microbiome
information

4. Allowing ProgenaBiome, LLC to conduct research with your DNA information

5. Sharing personal information about yourself via surveys

On the first visit, called a screening visit, you will meet with the study doctor to discuss the study
and ask any questions you might have. Your vital signs will be taken, including heart rate,
respiratory rate, temperature, and blood pressure. You will be asked about medications you are
currently taking, and medications you have taken in the past. You will be asked to complete
surveys to tell us more about your health and habits. Depending on the answers to these initial
surveys we may ask you to complete more specific surveys related to your health condition(s).
The specific conditions under study include the following:

1. C. difficile infection
2. Obesity
3. Autism
4. Alzheimer's disease
5. Crohn's discase
6. Myalgic Encephalomyelitis/Chronic Fatigue Syndrome (ME/CFES)
7. Psoriasis
8. Chronic UTI
9. Ulcerative Colitis
10. Multiple Sclerosis (MS)
11. Chronic constipation
12. Celiac sprue
13. Lyme disease
14. Elevated cholesterol
15. Colorectal cancer
16. Amyotrophic lateral sclerosis (ALS)
17. Rheumatoid arthritis
18. Parkinson’s disease
19. Depression
20. Anxiety
21. Obsessive-Compulsive disorder
22. Bipolar Disorder
23. Migraine headaches
24. Diabetes mellitus
25. Lupus
26. Epidermolysis
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27. Metastatic mesothelioma
28. IBS Diarrhea

29. IBS Constipation

30. Eczema

31. Acnhe

32. Fatty liver

33. Myasthenia Gravis

34. Gout

We are also studying patients without the specific health conditions on this list. Based on your
specific diagnosis we may ask you to complete additional surveys regarding your health
condition(s) to help us better understand your results, and how they relate to your health.

You will also sign this form and a release form so that we may obtain copies of your medical
records. This visit will generally take one to two hours. You may provide a stool sample at this
visit or bring one to the clinic at a more convenient time.

The day of your follow-up visit you will present to the doctor’s clinic for a discussion of your
microbiome results. This visit will generally be one hour or less. You will be given a report
with your results to discuss with your doctor.

During the process of collecting specimen samples to analyze your microbiome, some of your
DNA will be collected. It is contained within the specimen samples we are already collecting;
no additional specimen samples are required or taken. This DNA will be analyzed, and stored in
our DNA database, primarily for research purposes, and will help us better understand the
microbiome and how it relates to the genetics of the individual. This testing is integral to the
Research Study being conducted and, as such, is mandatory for participation. The information
from your DNA will be analyzed in conjunction with your microbiome information and the
information you provide could help us better understand how the microbiome and genetics
impact health and disease. The analysis of the DNA is experimental.

What are my responsibilities if I take part in this research?
e Please present to all scheduled study visits
e Please ask questions if anything is unclear to you
e Please inform the study staff if you have any concerns

Security, Use, and Sharing of Data

Your personal information and survey responses will be protected by ProgenaBiome, LLC with
physical, technical, and administrative procedures. . We may publish the results of this research.
However, we will keep your name and other identifying information confidential.
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We protect your information from disclosure to others to the extent required by law. We cannot
promise complete secrecy.

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required
by U.S. Law. This Web site will not include information that can identify you. At most, the Web
site will include a summary of the results. You can search this Web site at any time.

Data or specimens collected in this research might be deidentified and used for future research or
distributed to another investigator for future research without your consent.

Your information will be coded, and only specific personnel will have access to the codes. In
addition to individual analysis, your information will be pooled with that of other participants
and analyzed as a group. These analyses and your information will be kept confidential.

Your coded specimen samples will be stored indefinitely for research purposes, including future
research. Information from analyses of your coded specimen samples and your coded medical
information will be put into databases along with information from the other research
participants. These databases will be accessible by the Internet.

You may be contacted by ProgenaBiome, LLC in the future, if follow-up research requires
additional information or specimen samples. It will be your choice whether or not to participate
in this future research.

ProgenaBiome, LLC’s internal researchers may collaborate with external members of our
research group. These data will not contain any identifying information and will be pooled, with
the following exceptions:

1. If ProgenaBiome, LLC asks for and receives your explicit authorization
ProgenaBiome, LLC may release your individual data to a third party.
2. ProgenaBiome, LLC, if requested by law enforcement agencies, country of law,

regulatory and government agencies, or are otherwise required by law to do so, may
release individual-level information.

3. The Institutional Review Board (IRB), the Food and Drug Administration and other
government agencies responsible for monitoring our Research Study may inspect the
results of the Research Study. All of the representatives from outside groups are
obligated to keep the information you provide confidential.

4. With your permission, ProgenaBiome, LLC’s may allow researchers to have access to
data with your name and contact information removed

Benefits

With this research, scientific discoveries could be made that can help understand the basic causes
of disease. ProgenaBiome, LLC does not seek to cure or treat any medical condition, and you
should not substitute participation in this Research Study for medical treatment. There is no
direct benefit to you.
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Risks

Some potential risks:

Cost

You or family members may be uncomfortable with some of the survey questions

In the event of a security or data breach or a failure to follow protocol, your data,
survey responses, or other personally identifying information could be compromised.
This could be a physical breach of lab and storage facilities, compromising of data
storage, or a failure to follow protocol. If a physical sample is stolen or mishandled
by an employee or contractor, they may be able to obtain additional information from
the sample such as sequencing your DNA. If data are compromised, it could be
possible to connect your data with your identity.

There may be other risks that are not currently foreseeable.

As technology advances, there may be new ways to access and trace information back
to you (or your close biological relatives) that we cannot predict. The sponsor will use
reasonable measures within its control to safeguard your information. Even though no
one would be able to know just from looking at your genetic data that the information
belongs to you, there is a potential risk to you and to your family. This is because
your genetic information is unique to you. Therefore, there is a chance that someone
could trace the information back to you or your close biological relatives. This could
happen if you (or your biological relatives) had DNA testing done another time that
could be matched against your results from this study. The risk of this happening is
small but could grow in the future. It would be extremely difficult to determine any
individual’s data from these summaries, however if a third party had partial data to
work with some of your information could be obtained indirectly.

The Chief Scientific Officer of ProgenaBiome, LLC, a private company, is also the
head of research, or Primary Investigator. While there could arise a conflict of
interest for this person, the duties of the Primary Investigator come first, and the
interests of the research are held above those of the company for the purposes of the
Research Study.

If participants choose to share information from the Research Study with their health
care providers that information could become part of their medical record.
Information contained in the medical record may become available to other medical
professionals or insurance companies.

Stool Collection: Possible risk related to providing a stool sample is possible skin
contamination with feces from the collection container.

The microbiome kit and analysis are not covered by insurance at this time. You will be charged
$870 for participating in this study.
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Compensation
You will not be compensated for participation. You will not be compensated for any products,
services, or intellectual property developed as a result of this Research Study.

Alternatives
This research is not designed to diagnose, treat or prevent any disease. Your alternative is to not
take part in the research.

Voluntary Participation and Withdrawal

Your participation in this Research Study is completely voluntary, and you may stop
participating at any time. If you decide not to participate or decide to withdraw from the study,
there will be no penalty or loss of benefits to which you are otherwise entitled. The Research
Study doctor or sponsor may remove you from the Research Study at any time without your
consent. The Research Study may also be terminated without your consent. If this happens your
samples and information will be stored according to the terms of this document

If you decide to stop participating with this Research Study please contact ProgenaBiome, LLC
to inform us at Support@Progenabiome.com.

Once ProgenaBiome, LLC has received your request to stop participating (withdraw consent) we
will process that request and cease use of your data and sample for new research within 30 days
from your request. Research already completed or published will not be undone, withdrawn, or
revised. ProgenaBiome, LLC may still use your information for other purposes because your
samples and data will be de-identified (exist in our database without your name attached).

Who can answer questions about this research?
If you have questions, concerns, or complaints, or think this research has hurt you or made you
sick, talk to the research team at the phone number listed above on the first page.

This research is being overseen by an Institutional Review Board (“IRB”). An IRB is a group of
people who perform independent review of research studies. You may talk to them at (800)
232-9570, info@neirb.com if:

e You have questions, concerns, or complaints that are not being answered by the research
team.

You are not getting answers from the research team.

You cannot reach the research team.

You want to talk to someone else about the research.

You have questions about your rights as a research subject.

What if [ am injured because of taking part in this research?
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If you are injured or get sick because of being in this research, call the study doctor immediately.
The study doctor will provide emergency medical treatment. Your insurance may be billed for
this treatment.

Contact Information

Please feel free to contact us with any questions and concerns, including if you suffered a
research-related injury:

Email: Support@progenabiome.com

Phone: 805-339-0549 (daytime phone number) or 800-920-0016 (24-hour phone number)

What your Agreement Means:

You are consenting to take part in this Research Study

The Research Study was explained to you

You have been provided a copy of your rights as a research participant

You have fully read this consent

You do not give up your legal rights by agreeing, and the researcher(s) or sponsor(s) are
not relieved of any liability

6. If any new information arises which may affect your health or willingness to stay in the
Research Study ProgenaBiome, LLC will inform you

AP e

Please select from the following choices

o I agree to participate

Subject’s Name Today’s Date

Subject’s Signature or Legally Authorized Representative

Printed Name of Subject’s Legally Authorized Representative

o0 I do not wish to participate at this time

o0 ProgenaBiome, LLC, or its affiliates, may contact me in for the future to invite my
participation in additional research

o I give permission for my samples and data to be used for future research and shared
with other researchers.

0 I do not give permission for my samples and data to be used for future research

Name of Person Conducting Consent Signature of Person Conducting Consent
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Today’s Date

*You will receive a copy of this signed informed consent document

Health Information Portability and Accountability Act (HIPAA) Authorization

Title of Research Study: A Non-Interventional Pilot Study to Explore the Role of
Gut Flora in Disease

Protocol #: ProgenaBiome-002
Sponsor:  ProgenaBiome, LLC

Introduction
The purpose of this document is to inform you regarding how your protected
health information (PHI) and medical records will be used for the Research Study,
and how they may be shared. Please ask ProgenaBiome, LLC to explain any words
or information that is unclear to you. You do not need to make a decision right
away and may consult with others before making your decision. You may choose
not to sign this form. If you choose not to sign this form, you may not participate
in the Research Study. If you do choose to participate, you will receive a copy of
the signed and dated form for your records.
This form allows your healthcare provider to share your information as described
previously in the Research Study consent form. You have rights regarding your
protected health information and medical records. You have a right to view your
medical records and know who else is viewing them and why. If you choose to
participate in this Research Study and sign this form, it will give your healthcare
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provider permission to share your protected health information with
ProgenaBiome, LLC. ProgenaBiome, LLC may then share that information with its
researchers and regulatory agencies. This document will describe this in detail so
that you can make an informed decision whether you would like to participate in
the research.

Your Rights as A Research Study Participant
1. You have the right to be informed of the purpose of the experiment
2. You have the right to be informed of the nature of the experiment
3. You have the right to ask questions about the experiment and its
procedures
4. You have the right to be informed of any possible benefits to you from the
experiment
5. You have the right to be informed of any treatments available to you,
should any complications arise after the experiment is over
6. You have the right to withdraw permission at any time
You have the right to receive a copy of your signed and dated consent form
8. You have the right to decide whether to participate in this Research Study
without any undue influence, including force, deceit, or coercion.

N

What Information We Are Referring To
For the purposes of this Research Study, the following information may be
reviewed and collected. This may include the following:
1. Your Microbiome information from ProgenaBiome, LLC’s analysis
2. Information requested by researchers from your health care provider when
the ProgenaBiome, LLC Microbiome analysis was requested
3. Information requested by ProgenaBiome, LLC from your medical records

You Have a Right to Your Own Medical Record

This includes viewing and making a copy of your records. You also have a right to
access your Microbiome information during this Research Study.

Who Will Receive This Information and Why?
By signing this form, you agree to let your health care provider share your medical records with
the sponsor of the Research Study, and the sponsor’s representatives. These are the people

Page 15 of 17
Approved by NEIRB on 02-20-2020
NEIRB Version 3.0



who will collect data from your records and then the sponsor will analyze these data. Your
name, address, and social security number are NOT included with this information.

Regulatory agencies may review the data from this Research Study to review it and make sure
your privacy is being protected. The Institutional Review Board (IRB) may receive the data from
this Research Study to make sure your rights are being protected.

If the results of this Research Study are published in scientific journals your name and other
identifying information will not be included.

How Do We Protect Your Privacy Rights?

We will only use the information you give us for the purposes described here and
in the Research Study consent form. We will only share that information as
described above, and each of those groups has an obligation to protect your
information.

Could You Be Identified from the Information We Use?

It is possible, although highly unlikely, that technology in the future could allow a
person to compare information about you or a close relative to our databases and
find your information. It is also possible, although unlikely, that the security of
the databases could be compromised, allowing those without access to see the
codes which link your personal information to your test results.

Will my authorization expire?

If you do not withdraw this Authorization, it will remain in effect.

If the research site is located in California, Delaware, lllinois, Indiana, Washington,
or Wisconsin this authorization will expire on 31Dec2060.

You May Withdraw Permission at Any Time

This can be done by writing to ProgenaBiome, LLC at
support@progenabiome.com. You will no longer be able to participate in the
Research Study if you do this. Once ProgenaBiome, LLC has received your request
to stop participating (withdraw consent) we will process that request and cease
use of your data and sample for new research within 30 days from your request.
Any information sent to the sponsor prior to this date may still be used, but
without any identifying information.

What | Am Authorizing
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By signing this consent form, | am not giving up any of my legal rights as a
Research Study participant

| am authorizing the disclosure and use of my Protected Health Information as
described above.

Subject’s Name (please print)

Signature of Subject or Subject’s Legally Authorized Representative  Date

Printed Name of Subject’s Legally Authorized Representative Relationship to Subject
(When applicable)
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