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[bookmark: _heading=h.30j0zll]TITLE:	ADVANCE Study: Assay Development and Validation for pre-Natal and Obstetric Conditions  

PROTOCOL NO.:	BTO-IRB-014
	WCG IRB Protocol #20253806

SPONSOR:	BillionToOne Inc.
	
INVESTIGATOR:	Elizabeth Sutton, PhD	
	100 Woman’s Way
	Baton Rouge, LA 70817
	USA

STUDY-RELATED
PHONE NUMBER(S)	225-924-8446

Your participation in this study is voluntary.  You may decide not to participate or you may leave the study at any time.  Your decision will not result in any penalty or loss of benefits to which you are otherwise entitled. 

If you have questions, concerns, or complaints, or think this research has hurt you, talk to the research team at the phone number(s) listed in this document. 

RESEARCH CONSENT SUMMARY 
You are being asked for your consent to take part in a research study. This document provides a concise summary of this research. It describes the key information that we believe most people need to decide whether to take part in this research. Later sections of this document will provide all relevant details. 

How long will I be in this research? 
We expect that your taking part in this research will last until your blood samples are collected (less than an hour). 

Why is this research being done? 
The purpose of this research is to collect your blood samples to further develop and improve UNITY prenatal screening.  

What happens to me if I agree to take part in this research? 
If you decide to take part in this research study, the general procedures include:

· Blood draw of up to 5 tubes of blood (50mL total) (each tube is approximately 2-4 teaspoons of blood).
· You will give your permission to collect medical records related to your pregnancy. 

Could being in this research hurt me? 
The most important risks or discomforts that you may expect from taking part in this research include pain and bruising at the site of the blood collection and the very rare risk of infection.
As with all research studies, there is a risk of loss of confidentiality. 

Will being in this research benefit me? 
It is not expected that you will personally benefit from this research. 

What other choices do I have besides taking part in this research? 
This study is not designed to diagnose or treat any of your conditions. Your alternative is to not participate. 

What else should I know about this research? 
There is a possibility that your deidentified information or biospecimens may be used or distributed for future research studies without your additional informed consent.

DETAILED RESEARCH INFORMATION

[bookmark: _heading=h.1fob9te]Taking part in this research is completely voluntary. You are free to decline participation or withdraw from this study at any time without consequence. Choosing to not participate or withdrawing will not result in any penalty or loss of benefits to which you would be otherwise entitled.

[bookmark: _heading=h.gjdgxs]Key Points of this form:
This section has the key points of the research study. More details can be found below in the other sections of the consent form.

· Each blood draw will involve the collection of up to 5 tubes of blood (50mL total) (each tube is approximately 2-4 teaspoons of blood).
· The blood samples will be used to validate, improve, and expand BillionToOne’s (BTO’s) tests.
· You will give your permission to collect medical records related to your pregnancy.
· You will receive $200 in gift cards each time you provide a sample for the study.

Who is sponsoring this study?
The sponsor for this study is BillionToOne Inc (BTO). The sponsor makes screening tests that determine the risk for the fetus to be affected with one of several genetic conditions. These kinds of tests are called non-invasive prenatal testing (NIPT). BTO’s NIPT is sold under the brand name UNITY.

Julia Wynn is an employee of the sponsor and holds private equity in the sponsor company. Please feel free to ask any further questions you might have about this matter.

What is the purpose of this research?
The purpose of this study is to further develop and improve UNITY prenatal screening. The samples collected in this study may be used to develop new investigational prenatal screening tests or to assess or improve existing screening tests. 

What are the prenatal assays in BTO’s portfolio?
BTO’s proprietary technology allows for the identification and quantification of cell-free DNA (cfDNA) circulating in the bloodstream. CfDNA is genetic information. Pregnant people have cfDNA from their fetus and other placenta markers circulating in their bloodstream. BTO uses this technology for prenatal screening under the name UNITY, which assesses fetal risk for a variety of genetic conditions.  

Why am I being asked to participate?
You are being asked to voluntarily take part in the collection and storage of blood samples to be used in the research and development of BTO’s suite of prenatal screening tests. You are being asked to participate because you are pregnant and you had NIPT testing with BTO or another laboratory, and/or you had diagnostic testing for a genetic condition in your pregnancy via either chorionic villus sampling (CVS) or amniocentesis. We are asking pregnant patients with a variety of different kinds of results to participate in this study, including people whose NIPT results showed low risk for a genetic condition, as well people whose NIPT results showed high risk for a genetic condition in the fetus and/or whose diagnostic testing during pregnancy confirmed a diagnosis of a genetic condition. 

Why are my samples and medical records being requested?
Studying blood samples from pregnant people with specific traits or characteristics will help BTO to develop new investigational tests and improve existing tests. Your samples can help BTO add to and improve UNITY prenatal screening by helping to validate new investigational screening tests (making sure they are as accurate as possible) and allowing BTO to perform quality improvement checks.

As part of this study the study team will access medical records related to your pregnancy. The study team may include researchers at BTO as well as members of the study team at the medical center where you receive obstetrical care. For example, we will access the test reports from NIPT and/or from the diagnostic testing on the pregnancy. This information can help BTO to verify that its prenatal screening is working as expected.

You can choose whether or not you want to participate in this study. The information in this informed consent form will help you make a decision whether to participate in this study.  Please take your time to decide, and talk about this study with your personal doctors, family members, and friends if you like.  If you decide you do not want to sign this consent form, you cannot take part in this research study.

How will my samples and data be used and stored?
The samples will be kept at BTO located at 1035 O’Brien Dr. Menlo Park, CA 94025 or 3200 Whipple Road, Union City, CA 94587. Upon arriving at the BTO laboratory any direct identifiers (names, dates of birth) will be removed from the samples and they will be labeled with a unique study ID and the date of the blood draw. In some cases, samples may be sent to an outside laboratory for validation purposes. In such cases the samples sent to the outside laboratory will be de-identified. The study team will maintain a key connecting the study identifiers to names and other identifiable information. The people who will have access to the key may include the BTO study team. Data and medical records from this study will be stored indefinitely. These data and medical records may contain personal identifiers such as your name, and will be stored in a secure, access-controlled database accessible only to members of the study team who need the data for research or quality assurance purposes. For participants who underwent clinical testing at BTO the data or samples from this study may be linked with data or samples generated from their BTO clinical testing.

How many people will take part in this study?
The study expects to enroll about 500 subjects.

What is involved in the study?
If you agree to participate you will be asked to provide a blood sample. Up to five tubes (50mL, equivalent to approximately 4 tablespoons) of whole blood will be collected by venipuncture in a single draw. Your blood draw may occur at the clinical laboratory affiliated with this medical center. Alternatively, BTO can arrange for a phlebotomist (a person trained to draw blood) to come to your home (or wherever is convenient for you) to draw your blood. In order to arrange for the phlebotomist, BTO will share your name, date of birth, address, and contact information with a mobile phlebotomy company, who will reach out to confirm the appointment you requested. After the blood is drawn the phlebotomy company will send it back to BTO. You may also have the option of having your blood drawn at a phlebotomy site run by BTO. We may ask you to have your blood drawn multiple times. Each time they draw your blood they will collect up to 5 tubes. You will receive $200 in gift cards for each blood draw.

The results from any testing of the samples are for research purposes only and have no effect on your medical care. You will not receive any results and they will not be sent to you or your doctor, will not be used in planning your care, and will not become part of your medical record.

In this study, BTO may do genetic testing on your blood. Genetic testing is being done for research purposes only. The purpose of the testing is not to discover information that could be used to inform your medical care, or advise you or your physician on your risk of disease.

We may access your medical records pertaining to your pregnancy, and those medical records or identifiable data from the medical records may be shared directly with BTO or BTO may access your medical records directly via a healthcare interoperability network. 

How long will my samples and data be used?
The samples will be kept until they are used up or destroyed. Your data will be stored and used indefinitely.

What are the risks of this study?
The risks of a blood draw include pain and bruising at the site of the blood collection and the very rare risk of infection.

As with all research studies, there is a risk of loss of confidentiality. The study team will make every effort to minimize this risk. All participant information will be stored securely and access to identifiable information will be limited to study team members, all of whom have undergone HIPAA training.

Are there benefits to me from participating in this study?
If you agree to allow your samples to be banked and used for research purposes, there will be no benefit to you.  We hope the information learned from this research will benefit expectant parents in the future.

BTO may use your blood when developing new tests, procedures, and commercial products.  If this happens, the sponsor does not plan to share any profits with you.

BTO may publish the results of this research. However, your name and other identifiable information will remain confidential.

What are the alternatives to participation?
Your alternative is to not participate.

How much will it cost to participate?
There will be no cost to you if you agree to participate.

[bookmark: _Hlk210382941]Will I be paid to participate?
You will be given a total of $200in gift cards for your participation. 

Any biospecimens you provide may be used for commercial purposes, but you will not receive any financial compensation or share in potential revenue derived from such commercial use.

Do I have to be in this study?
You do not have to be in this study.  There is no penalty if you don't want to participate.

What are your rights if you take part in this study?
Deciding to take part in this study is your choice. Declining to participate will not affect your access to medical treatment, payment or enrollment in any health plans or affect your ability to get benefits. You can change your mind about being part of this study and drop out of the study by emailing the study team at Elizabeth.Sutton@womans.orgor calling 225-924-8446If you withdraw, we will remove your data from the study. The genetic data and health data anonymized and stored before you withdraw your consent may still be used for research because we cannot identify it to remove it. Similarly any deidentified data that has already been published cannot be revoked. There are limitations on our ability to exclude your information after it has been de-linked from identifying information and/or published or presented at scientific meetings. 

Will my records be kept confidential?
Your study records will be kept as confidential as possible.  You can find out more in the section “Information about Confidentiality and Health Insurance Portability and Accountability Act Authorization.”

The next section of this form is called an “Authorization” and will tell you about your rights under HIPAA.

[bookmark: _heading=h.b0putzoepmll]Information about Confidentiality and Health Insurance Portability and Accountability Act Authorization

Although every effort will be made to protect the confidentiality of your records and data, absolute confidentiality cannot be guaranteed. Also, according to the rules governing research procedures at Woman’s Hospital and BillionToOne, by agreeing to participate in the research study, you grant permission for information about you obtained during the research study to be made available to:
· The investigator and members of the Woman’s Hospital study team and BillionToOne study team members and employees,
· Authorities at WCG IRB who independently review studies to assure adequate protection of research participants, as required by federal regulations,
· The Federal Office of Human Research Protections (OHRP) and other government agencies such as the FDA that oversee the safety of human subjects

The health information that may be used and disclosed includes:
· All information collected during the research described in the Informed Consent Form for this Study (“the Research”); and
· Health information in your medical records that is relevant to the Research,
· This may include medical history information that may be considered sensitive. Once health information has been disclosed to a third party as permitted by this informed consent form, federal privacy laws may no longer protect it from further disclosure.

You do not have to sign this Authorization, but if you do not, you cannot participate in the Research.

This permission will be good until December 31, 2070. 

Voluntary Participation
Deciding to take part in this study is your choice. Declining to participate will not affect your access to medical treatment, payment or enrollment in any health plans or affect your ability to get benefits. You can change your mind about being part of this study and drop out of the study by contacting the study team at Elizabeth.Sutton@womans.orgor call 225-924-8446or contact the study doctor or study staff at the contact information listed in this document. If you withdraw, we will remove your data from the study. The genetic data and health data anonymized and stored before you withdraw your consent may still be used for research because we cannot identify it to remove it. There are limitations on our ability to exclude your information after it has been de-linked from identifying information.

We may publish the results of this research. However, we will keep your name and other identifying information confidential.

Questions
If you have questions, concerns, or complaints, or think this research has hurt you, talk to the research team at the phone number(s) listed in this document.

[bookmark: _heading=h.3znysh7][bookmark: _Hlk210039844]This research is being overseen by WCG IRB. An IRB is a group of people who perform independent review of research studies. You may talk to them at 855-818-2289 or clientcare@wcgclinical.com if: 
· 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.

Statement of Consent
I voluntarily give my consent to participate in the “ADVANCE Study: Assay Development and Validation for pre-Natal and Obstetric Conditions”. I have read the consent form and talked about this research study, including the purpose, procedures, risks, benefits, and alternatives with the investigator or study staff. Any questions I had were answered to my satisfaction. I am aware that by signing below, I am agreeing to participate in the study. I also know that I can withdraw at any time. I am not waiving (giving up) any of my legal rights by signing this consent form. I will be given a copy of the signed and dated consent form for my records.
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