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Introduction
You are being invited to participate in a research study conducted by the Renown Institute for
Health Innovation (“RIHI”) in collaboration with Helix OpCo, LLC (“Helix”). Before you agree to
be in the study, read this form carefully. It explains why we are doing the study; what you must
do to participate in the study; what personal information, including genetic information and
protected healthcare information, you agree to share as a participant in the study; and other
important information you need to know.
At any time, you may ask us to explain anything about the study that you do not understand.
You do not have to participate in this study; your participation is voluntary. If you agree now but
change your mind, you will need to contact us to withdraw, and we can explain to you what
happens with the information you agreed to share when you withdraw.

Why are we doing this study?
We are doing this study to obtain de-identified genetic data to combine with de-identified
medical data along with regional weather, geologic and other data from DRI and other sources.
The de-identified data we collect will be stored in a joint genetic and health information
database that will be used to look for patterns and other statistically relevant information that
may be beneficial in predicting, planning for, and positively influencing the health, health
decisions and health care needs of participants. We will also be studying the influence on the
health decisions made by study participants as a result of obtaining the genetic insights
provided to participants by Helix’s partners and their healthcare professionals.
In addition, the de-identified information in the joint genetic and health information database
will be made available for other research projects and to researchers outside of RIHI, as
approved by RIHI, including for commercial or for-profit purposes. For example, the information
will be available for any research question, such as research to understand what causes certain
diseases (for example heart disease, cancer, or psychiatric disorders), development of new
scientific methods, and development of new treatments for certain diseases.
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From time to time, researchers from RIHI or other institutions might want to ask you to
participate in additional research studies or development projects. In some cases, you might be
a particularly good candidate for a particular study because of your health history or genetic
report. If you give us permission below, RIHI will contact you about future research
opportunities. In order to contact you, researchers at RIHI will re-identify your information
outside of the joint genetic and health information database for the limited purpose of
determining your contact information. You may withdraw your permission at any time by
contacting the principal investigator of the study.
May we contact you about future research and development opportunities with researchers
from RIHI or other organizations? (Please check the box for your response below)
Yes
No

Why are we asking you to be in this study?
We are asking you to consider being a part of this study because you are a resident in a
geographical region of interest and you indicated to us your interest and willingness to
participate.

How many people will be in this study?
We expect to enroll approximately 250,000 participants.

What will you be asked to do if you agree to be in the study?
You will be asked to provide a saliva sample to be used for genetic sequencing by Helix. Helix
will use your saliva sample to sequence specific portions of your genome called exome plus
sequencing. You will be asked for authorization to share the results of your genetic sequence
with RIHI. RIHI researchers will initially be examining your genes for risks related to
cardiovascular disease, cancers and other illnesses where risks are increased based on genetic
profile, such as age related macular degeneration. If you have any medical records with Renown
Health, UMC or our other research partners, you will be asked for authorization to share those
records with RIHI and Helix. You will be periodically contacted via email or web survey by RIHI
and Helix and asked to answer questions that will provide important additional data points that
will be used as part of the research.

How long will you be in the study?
The study enrollment will take about 30 minutes of your time, which include the education and
registration process as well as providing the saliva sample. For the next two years you will be
periodically contacted via email and asked to answer several questions providing additional
relevant data. Your de-identified genetic and health information will be stored indefinitely in a
database for future research use, as described under “Why are we doing this study?”. In
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addition, if you agree to be contacted regarding future research opportunities, you may be
contacted regarding those opportunities until you withdraw your permission.

What happens if you choose not to be in this research study?
If you decide not to be in the study, you will not be asked to provide a saliva sample and there is
no other obligation.

What if you agree to be in the study now, but change your mind later?
You may withdraw from the study at any time by notifying the Principal Investigator of the
study. The result of withdrawing from the study is that you will no longer receive any emails
and have no obligation to answer the emails you have already received. In addition, your
genetic results will be completely de-identified and we will have no way of contacting you about
future research opportunities. However, your de-identified genetic and health information will
continue to be a part of the entire study genetic and health information database and will
continue to be used by the researchers and may be used for future research. Since the data is
de-identified, the researchers will have no way to tie the data they are reviewing to you or any
other individual study participant.

Is there any way being in this study could be bad for you?
Your participation in this study is non-invasive and cannot cause any potential adverse
consequences to your health. However, there are risks involved in having your genes analyzed
and in sharing your genetic and health information.
● Your genetic data may reveal that you are at risk of developing certain illnesses, which
might also indicate that your genetic relatives are similarly at-risk.
● Some survey questions may make you or your family members uncomfortable.
● Your genetic data, health information, survey responses, and/or personally identifying
information may be stolen in the event of a security breach. In the event of such a
breach, if your data are associated with your identity, they may be made public or
released to insurance companies, which could have a negative effect on your ability to
obtain insurance coverage.
● If you or a family member has genetic data linked to your name or your family member's
name in a public database, someone who has access to your genetic data might be able
to link that data to your name or your family member's name through the publicly
available genetic data.
Although RIHI cannot provide a 100% guarantee that your data will be safe, they have strong
policies and procedures in place to minimize the possibility of a breach, including keeping
genetic information separate from other health information. In addition to the risks noted
above, there may be additional risks to participation that are currently unforeseeable.
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Will being in this study benefit you in any way?
This study is not intended to provide you with any direct clinical diagnostic information so there
is no intended personal health benefit to you.
You will receive access to the Helix Store, where you can get products that give you genetic
insights. In addition, these report(s) can be shared by you with your healthcare professional
who can help you better understand the genetic information contained in the report. More
information about the Helix genetic test and test results will be provided to you during the
registration process using Helix’s website.
There is a small chance that the genetic sequence provided to RIHI will reveal information about
you that is important for your health. For example, the genetic sequence may reveal that you
are at risk for certain cancers, genetic syndromes, and cardiac conditions about which you may
want to seek immediate medical attention and care. With your permission, medical researchers
or a genetic counselor will contact you regarding any such findings. You may withdraw this
permission at any time by contacting the principal investigator of the study.
May we contact you about information that RIHI receives from your Helix genetic report that is
important for your health? (Please check the box for your response below)
Yes

No

Who will pay for the costs of your participation in this research study?
There is no cost to you associated with participation in this study. You also do not need to pay
for Helix’s genetic sequencing. You will receive one product from the Helix Store free of charge.

Will you be paid for being in this study?
You will not receive any cash payment for being in this study. You will be given the opportunity
to receive ancestry analysis that you will receive at no cost to you. You are not required to use
any complimentary product that is offered to you in order to participate in the study. You are
not required to purchase any additional services or apps. You will be given a chance to answer a
follow-up survey from the RIHI, and if you complete this survey, you will be entered to win a
prize, such as a $250 gift card, or similarly valued item. The odds of winning are approximately
1 in 2500 and dependent on how many completed surveys are received in an approximate 6
month time frame. Terms of the drawing could change at any point in the future and will be
disclosed at the time of survey distribution.
If your information is used as part of or to create valuable products or services, there are no
plans to pay you or give any compensation to you and your family.
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Who will know that you are in this study and who will have access to the
information we collect about you?
The researchers who conduct the statistical analyses do not have access to Registration
Information (name, address, email address, user ID, and password) of participants. Employees
who interact with research participants have access to names and contact information of
participants, but no genetic information. All employees are trained how to work with human
research participants. In addition, all researchers are trained how to conduct research
responsibly. Helix will have access to the information you provide to Helix during the
registration process using Helix’s website, and some of your health information stored in your
medical record. This information will be used for research purposes and will be analyzed as deidentified data. We may also provide your de-identified data to other researchers conducting
research projects in the future, as described under “Why are we doing this study?”.
Your de-identified information will be re-identified by RIHI if you give us permission to contact
you about future research opportunities or information that we find is important for your
health, and RIHI needs to contact you for those reasons. Your identifiers will never be associated
with your information in the joint genetic and health information database that will be used for
research purposes.

How will we protect your private information and the information we collect
about you?
We will treat your identity with professional standards of confidentiality and protect your
private information to the extent allowed by law. RIHI have strong data privacy and security
policies and procedures in place to protect your information and minimize the possibility of
breach.
During the initial phases of the study your de-identified genetic data will be provided to
researchers. In addition, if you have a medical record at Renown Health, UMC or our other
research partners, your health information will be provided to researchers and subsequently deidentified. We will not provide the researchers or Helix with your name or other information
that could identify you. If you give RIHI permission to contact you about future research, your
de-identified information may be re-identified for the limited purpose of letting you know about
other research opportunities. Your name will not be used in any publications or reports that
result from the study.
Helix will protect your information using the methods and practices stated in Helix’s Privacy
Policy, Terms of Service, and Platform Consent, which you will have an opportunity to review
during the registration process using Helix’s website.
If other researchers request access to your data for use in future research, we will only provide
your de-identified data.
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Do the researchers have monetary interests tied to this study?
The researchers and/or their families have no direct financial interest in the study sponsor or its
outcome.

Who can you contact if you have questions about the study?
At any time, if you have questions about this study, contact Joseph Grzymski, PhD (PI) 775-6737478, Christopher Rowan, MD (Co-PI) 775-982-2400 or Michele Frankovich (study contact) 775982-6914.
This research is covered by a Certificate of Confidentiality from the National Institutes of
Health. The researchers with this Certificate may not disclose or use information, documents,
or biospecimens that may identify you in any federal, state, or local civil, criminal,
administrative, legislative, or other action, suit, or proceeding, or be used as evidence, for
example, if there is a court subpoena, unless you have consented for this use. Information,
documents, or biospecimens protected by this Certificate cannot be disclosed to anyone else
who is not connected with the research except, if there is a federal, state, or local law that
requires disclosure (such as to report child abuse or communicable diseases but not for
federal, state, or local civil, criminal, administrative, legislative, or other proceedings, see
below); if you have consented to the disclosure, including for your medical treatment; or if it
is used for other scientific research, as allowed by federal regulations protecting research
subjects.
The Certificate of Confidentiality will not be used to prevent disclosure as required by federal,
state, or local law of child abuse or neglect, or harm to self or others.
The Certificate of Confidentiality will not be used to prevent disclosure for any purpose you
have consented to in this informed consent document: contacting you about future research
and development opportunities with researchers from RIHI or other organizations and/or
contacting you about information that RIHI receives from your Helix genetic report that is
important for your health.
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Agreement to be in study
We will give you a copy of this form to keep.
By signing your name below, you agree to be in this study and acknowledge and agree to the
following:
1. You acknowledge that you have been given the opportunity to fully read this form and
ask any questions.
2. You agree to fully participate in the Helix registration and education process to
participate in the study.
3. You authorize your saliva to be genetically tested by Helix and the sharing of your deidentified genetic information from Helix with the researchers conducting the study,
RIHI, UMC, and our other research partners. We encourage all individuals with positive
results to share information with their primary care provider.
4. You authorize that your age, ethnicity, email, phone number and de-identified genetic
and health information may be used as part of the database for the study, which will be
maintained and used for future research by RIHI and other researchers with the approval
of RIHI.
5. You agree to participate in the study by reasonably responding to email requests for
additional data and allow such additional data to be used in the study.
6. You agree that RIHI will contact you regarding future research opportunities according to
your preferences noted above.
7. You agree that a medical researcher or genetic counselor will contact you regarding
information from your genetics that is important for your health according to your
preferences noted above.
8. All right and obligations herein may be transferred by RIHI to any successor organization.

Participant’s Name Printed

Signature of Participant
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CONTACT INFORMATION

Email Address: ________________________________________________________

Date of Birth: __________________________________________________________

Home Phone: _______________________________________________________________

Mobile Phone: _______________________________________________________________

Zip Code: _________________________________________________________

Ethnicity: _______________________________________________________

Birth Gender: ___________________________________________________

Kit ID (use barcode scanner to enter): ________________________________

I am at least 18 years old

How Did You Hear About Us?: _________________________________________________
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