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1. [bookmark: _heading=h.1fob9te]Consent Overviews
For new customers (not previously genotyped on our platform), enrollment in the Lung Cancer Genetics Study will present many consent documents and legal releases to participants; because of this, we may show a consent overview to new customers before the consent documents.  This overview may summarize the contents of each document and act as a guide to help prospective participants understand the different study activities they are being asked to consent to.

[Overview of Study Consent Documents
On the following pages, you will be asked to read and agree to a number of documents.  We’ve summarized what each of these documents is about below. Each document asks for your consent to an important part of the Lung Cancer Genetics Study. Please read each document carefully. For your records, you can print each of the consent documents or review them at any time by going to your account settings. If you do not want to agree to a document, you can end the enrollment process [by {DESCRIPTION OF EXITING ENROLLMENT}]. 

[Research Consent Document (required)
· Allows 23andMe to use your Research Information in 23andMe Research.
· Allows us to include your Research Information in data summaries we share with third-party researchers.  

Lung Cancer Genetics Study Consent Document (required) 
· Supplemental to the Research Consent Document. 
· Allows 23andMe to access your individual-level data (data related to you, but stripped of Registration Information) from various external sources and link these data with information you provide about lung disease. 
· Allows 23andMe to conduct 23andMe Research using such data.
· Allows 23andMe to share your individual-level data with qualified research collaborators.
· Allows 23andMe to include your data in a scientific database controlled by a third party (not 23andMe) for lung cancer research. This may include additional data you may have agreed to share through other research-related consents, such as medical records, tumor biomarker data, and health and fitness-related data. Qualified research collaborators may access the database

Consent for Medical Records Collection and Tumor Biomarker Data (optional)
· Supplemental to the Research Consent Document. 
· Allows 23andMe or a designated contractor to collect your medical records and tumor biomarker data and link that data with your Research Information for use in 23andMe Research


Consent to Store Your Sample (optional) 
· Supplemental to the Research Consent Document. 
· Allows 23andMe to store your biological samples (such as saliva, blood, etc.) for further use in 23andMe Research. 
· Allows us to conduct additional genetic analyses on your sample (such as DNA sequencing) as part of 23andMe Research.

Consent for the Use of [Mobile or Wearable] Device Data in 23andMe Research (optional)
· Supplemental to the Research Consent Document. 
· Allows 23andMe to use your health and fitness-related data from your [mobile and/or wearable] device(s) and link it with Research Information you have previously provided or may provide in the future, for use in 23andMe Research, including [STUDY NAME].]

2. [bookmark: _heading=h.3znysh7]Lung Cancer Genetics Study Consent Document 

The purpose of this study is to understand the genetics and factors that may contribute to lung cancer, and to build a scientific database for future lung cancer research. Below is a summary of key information regarding voluntary participation in the [Study Name], followed by the full consent document. Please read the entire consent document before making your decision to participate. 

This consent document serves as a supplement to 23andMe’s (“we” or “our”) main Research Consent Document<link to full consent document>. All capitalized terms not defined in this consent have the respective meanings set forth in our main Research Consent Document. If this supplemental consent conflicts with our main Research Consent Document, the conflicting terms in the supplemental consent will apply.

Key information 

· What’s involved: You will submit a saliva sample for genetic analysis (if you have not previously been genotyped with 23andMe), and complete surveys about your experience with lung cancer over time. The amount of time to complete each survey is about [15-20] minutes. You can skip questions you do not want to answer. You may also choose to provide 23andMe access to additional health information from connected devices and/or medical records.
· Your data: We will remove your Registration Information (such as your name and contact information). Any individual-level data you provide will instead use a unique study code. 
· Data sharing: Your individual-level Research Information will be included in a scientific database and shared with qualified researchers for the purposes of lung cancer or related research.
· Risks: There is a risk that someone could get access to your Personal Information (information that can be used to identify you) without your permission in the event of a privacy breach. There is also the potential for an emotional reaction if you choose to view your personalized genetic reports and learn something unexpected.
· Benefits: It is unlikely that you will directly benefit from your participation, though you and others may benefit in the future as scientific knowledge increases and/or new drugs or tests are developed. We may provide you with progress updates or summary outcomes of the research. You will also be provided access to the 23andMe Health + Ancestry Service and will have the option of accessing your personalized genetic reports within your 23andMe account, which you may find to be useful or interesting. 
· Voluntary participation: Taking part in this research study is completely voluntary, and you can change your consent choice at any time without affecting your access to the 23andMe product or services. 
· Withdrawal: If you withdraw from the study, any data that has already been shared with a qualified research collaborator or been included in the scientific database will not be erased or withdrawn from the database. The research collaborator may continue to analyze data they received, and publish results of analyses that included your information before your withdrawal from the study. 

Full Consent Document

What is this research about?
23andMe is conducting targeted research on lung cancer. The purpose of this research is to find genetic associations with lung cancer disease risk, lung cancer disease growth, and lung cancer treatment response; and to build a scientific database for future lung cancer and related research. Discoveries made as a result of this research could be used to better understand this condition and to develop potential treatments in the future.

Eligibility
You can participate in this Lung Cancer Genetics Study if you:
· Have been diagnosed with lung cancer; 
· Have given your consent to be a 23andMe research participant; 
· Are eighteen years old or older; and
· Live in the United States 

Participation involves the following study activities: 
· Submit a saliva sample for genetic analysis if you have not been previously genotyped on our platform (or have been genotyped on a previous chip version). 
· Genetic analysis for this study may include whole genome sequencing, a method used to analyze your entire genetic sequence (also known as your genome).
· Complete surveys related to lung cancer and your health on the 23andMe website. These surveys should take no longer than [15-20] minutes to complete. You may ask a care partner or a relative to help complete your surveys.

You agree to the following collection, use, and sharing of your data:
· Allow 23andMe to access your individual-level data from various external data sources and link these data with your other Research Information for the purpose of lung disease and related research. These external sources may include:
· Health information acquired from data platforms with your consent. This information can include a wide range of health-related data, including patient demographics, medical history, treatment outcomes, and more.
· Data from external repositories and registries, such as patient registries. 
· Data from publicly available databases. For example, we may use your name, birth month, and birth year to search databases such as the Centers for Disease Control and Prevention (CDC) National Death Index (NDI), which provides information about the time and cause of death. You can learn more about the CDC NDI here<link to CDC NDI info page: https://www.healthypeople.gov/2020/data-source/national-death-index>. 
· Allow 23andMe to contact you regarding new research opportunities. We may also contact you if we have any additional questions regarding this study and your lung cancer experience.
· Allow 23andMe to share your individual-level Research Information with the following parties for the purposes of lung cancer and related research:
1. A scientific database controlled by a third party (not 23andMe). Your individual-level Research Information will be put in a controlled-access database controlled by a third party. This means that only qualified research collaborators who apply for access, agree to certain terms and conditions, and are approved by database administrators may access study data. The database administrators (not 23andMe) will review each request for your information before releasing it to ensure that the proposed research matches what you have agreed to in this document and the research abides by all applicable federal and state laws and regulations.
· The following individual-level data may be included in the database:
· Age, sex assigned at birth, ethnicity, zip code
· Genetic and genomic data
· Information on your disease diagnosis, treatment, and outcomes from your medical records
· Your self-reported information, such as your survey answers
· Information that you share from your mobile or wearable devices (i.e., Apple Health™ or Google FitTM app or others which may include electronic medical records)
· Data acquired from publicly available records such as the CDC NDI and other databases, biobanks, or repositories.
· There is no limit on the length of time that your Research Information may be kept by the database.
2. Qualified research collaborators. Qualified research collaborators could include advocacy organizations, clinical and/or academic research centers, pharmaceutical companies, non-profit foundations, and patient registries for lung cancer research. The data types described above may also be shared with qualified research collaborators. 
· If you have agreed to 23andMe’s Consent for Sample Storage and Additional Analyses <link>, you have agreed to have your Samples accessed and analyzed by 23andMe. This supplemental consent would allow qualified research collaborators to access and analyze your Samples as described in the Consent for Sample Storage and Additional Analyses for the purposes of lung cancer or related research. Once your Samples are shared with a qualified research collaborator, this action cannot be undone. The qualified research collaborators will securely discard your Samples within one year upon completion of the Lung Cancer Genetics Study.

23andMe will not share your Registration Information. We may share summaries of research results, which do not identify any particular individual, with qualified research collaborators and in scientific publications. 

If your Research Information is used for government-funded research, including studies supported by the National Institutes of Health (NIH), it may be shared within approved databases. Summaries of research results may also be shared within approved databases.

What are the benefits and risks?
The benefits and risks associated with this study include those described in our main Research Consent Document<link to MRC>. Additional benefits and risks specific to this study include: 

Additional benefits: 
· By participating in this study, you will be provided access to the 23andMe Health + Ancestry Service. If you choose to view your reports, you will have access to your personalized genetic reports. These reports provide insights on your health predispositions, genetic carrier status, traits, wellness, and ancestry, which you may find to be useful or interesting. 
· There may be an indirect benefit to you as scientific knowledge increases and/or new drugs or tests are developed. 
· We may provide you with progress updates or summary information on the research study. Any individual-level findings of this research will not be returned to you personally. 

Additional risks: 
· Your participation means that we will collect and store information about you, and your data may be shared with a scientific database and stored in various locations. This may increase the risk of a security breach that could lead to the leak of your data. In the event of a breach, your information may become available to your employer, insurance company, or other individuals you did not want to inform. We believe the chance that someone could identify you is very small. There are currently laws that prevent your employer and health insurance provider from using your genetic information against you. However, these laws may not fully protect you in every situation. If 23andMe shares your Research Information with a scientific database or a research collaborator, this action cannot be undone and your data will not be returned to 23andMe.
· If you have not been previously genotyped on our platform and choose access to the 23andMe Health + Ancestry Service, you may have an emotional response to learning new things about your genetics and ancestry.


How do you keep my data protected and confidential? How will you protect my privacy?
· 23andMe uses a range of physical, technical, and administrative procedures to protect the privacy of your Personal Information. Although 23andMe cannot provide a 100% guarantee that your data will be safe, 23andMe policies and procedures minimize the chance that a breach could take place.
· If 23andMe, our research collaborators, or future researchers publish data in a peer-reviewed journal, only data summaries, or combined data from many individuals, will be published.
· You can read more about our Privacy Statement and Security Measures here.<link to security section of Privacy Statement>
· Several laws at the federal and state levels help protect people against genetic discrimination. In particular, a federal law called the Genetic Information Nondiscrimination Act (GINA) is designed to protect people from this form of discrimination. This law makes it illegal for health insurance providers to use or require genetic information to make decisions about a person's insurance eligibility or coverage. It also makes it illegal for employers to use a person's genetic information when making decisions about hiring, promotion, and several other terms of employment. We will not​ provide any person’s data (genetic or non-genetic) to an ​insurance company​ or ​employer​. GINA and other laws do not protect people from genetic discrimination in every circumstance.
· The third party controllers of the scientific database (not 23andMe) will take reasonable efforts to keep the information in the scientific database protected and secure. Data in the database will be individual-level Research Information (stripped of Registration Information), and encrypted when shared with approved researchers.
Can I change my mind?
· Your participation in the [STUDY NAME] study is completely voluntary. If you change your mind about participating, you can change your Lung Cancer Consent status within your 23andMe Account Settings. No individual-level data will be transferred to a research collaborator after 30 days from your withdrawal. You will still be allowed full access to your Genetic Information and the 23andMe Personal Genome Service. 
· Once your Research Information is shared with the database, or if 23andMe shares your Research Information with a qualified research collaborator, this action cannot be undone and your Research Information will not be removed from the database or deleted by qualified research collaborators. 
· If you change your consent status to the main Research Consent Document, you will no longer be able to participate in this study.

Is there a cost to participate? Will I be compensated?
· There is no cost to you for participating in this study. You will not be compensated for your participation.
· Sometimes, inventions are made from what is learned in research. Those inventions have value if they are made or sold. Some profits may be paid to researchers or organizations doing research, but you will not receive any financial benefits.

Who do I contact if I have questions?
If you have any questions or concerns about this research study or need help, contact us at [study email address OR Customer Care website].

If you have any questions or concerns about research, if you feel you may have suffered a research-related injury, or if you have a question about your rights as a research participant, or to offer input, please contact:
23andMe Human Protections Administrator
Email: hpa@23andme.com
 
If you have any questions, concerns, or complaints about research that you do not wish to discuss with 23andMe, click here to contact the independent, impartial research review board for this study.
 
[The following will become visible when the reader clicks “here” above:] 
Salus IRB (formerly Ethical and Independent Review Services) 
Email: salus@salusirb.com
Reference Study #: [24443]
Consent Response Options
· I am this person, I have read this document, and I DO GIVE CONSENT.
· I am legally authorized to give consent for this person[, and] I DO GIVE CONSENT.
· I am this person, I have read this document, and I DON’T GIVE CONSENT.
· I am legally authorized to give consent for this person[, and] I DON’T GIVE CONSENT.

[Name] [description of chosen consent selection] [date]
{The signature sentence will contain the name of the participant (as indicated to 23andMe) with the description of the consent status and the date.}

3. [bookmark: _heading=h.2et92p0]Terms of Service Acknowledgement Document

Terms of Service Acknowledgement Document
You have agreed to participate in the 23andMe Lung Cancer Genetics Study.  Your participation includes the use of a 23andMe[®] DNA Saliva Collection Kit and the option to access the 23andMe Personal Genetic Service at no cost.  As part of registering this kit, you are required to agree to the 23andMe Terms of Service document<link to ToS>.

We want you to know that while participating in the study activities described below, the
following sections of the Terms of Service will not apply: 
· Section 4 (“Indemnity”)
· Section 4 (“Disclaimer of Warranties”), parts 1, 3, 4, and 5
· Section 4 (“Limitation of Liability”)
· Section 5(f) (“Statute of Limitations”)
Study activities include:
1. Providing a saliva sample for genetic analysis using a 23andMe DNA Collection Kit.
2. Completing the Lung Cancer Genetics Study surveys on the 23andMe website.

Please note, however, that if you choose to access your 23andMe results and/or use any of 23andMe’s products, software, services, and website, outside of your participation in these study activities, you will be subject to 23andMe’s Terms of Service <link to ToS> just like all users of 23andMe’s products, software, services, and website.



4. [bookmark: _heading=h.tyjcwt]Consent for Collection of Medical Records and Lung Tumor Biomarker Data

Consent Document for Release of Medical Records and or Lung Tumor Biomarker Data 

You have already agreed to let 23andMe researchers use your Research Information for research, as described in the main 23andMe Research consent <link to full consent document>.  This consent document serves as a supplement to 23andMe’s (“we” or “our”) main Research Consent Document<link to full consent document>. All capitalized terms not defined in this consent have the respective meanings set forth in our main Research Consent Document. If this supplemental consent conflicts with our main Research Consent Document, the conflicting terms in the supplemental consent will apply.

What is this part of the research about?
23andMe is conducting targeted research on lung cancer. As part of this study, we would like to collect participants’ medical records and tumor biomarker data. We aim to use this data to help us find genetic associations with disease risk, progression, and treatment response.

What am I agreeing to if I consent to this part of the research?
If you (or a legally authorized representative) agree to this consent document, you are agreeing to complete and sign a medical records release form, so that 23andMe (or its designated contractor) may request on your behalf and access your medical records and tumor biomarker data to learn more about your health and medical history. 23andMe (or its designated contractor) will only request medical records from the health care provider(s) you list on the medical records release form. 23andMe (or its designated contractor) will also request your tumor biomarker data from the laboratory/genetics testing service you list on the medical release form. 

Your medical record and tumor biomarker data may be linked with other Research Information that you have provided to 23andMe, or any Research Information you provide in the future. Your medical record and tumor biomarker data will be stripped of any Registration Information and then stored in 23andMe’s secure database in the same way as your Research Information. In addition, your data will be shared to the scientific database as described in the Lung Cancer Consent Study. 

Will anyone else have access to my medical records obtained in this research study? 

During this study, researchers will be collecting information about you from medical records, and you should know who will have access to this information and who might see it as part of this research study.

We may share individual-level data (stripped of your Registration Information) from your medical records and tumor biomarker data with qualified research partners. This may include information such as your specific disease diagnosis or medications you have taken or are taking. 

The following people will also be able to see your medical record information for research purposes if you agree to this consent:

· Scientists, investigators, and research staff at 23andMe who will carry out the research and research-related tasks for this study.
· Research staff directly involved in removing identifying information from your medical records for this study. This includes research staff of 23andMe’s designated third party who will be acting on 23andMe’s behalf to retrieve your medical records.
[bookmark: _heading=h.3dy6vkm]
Additionally, the following people will be able to see this information for audit purposes:

· People from the ethical review board(s) that provide independent oversight of this research. These organizations are listed at the end of this document.
· Federal funding or regulatory agencies that oversee or review research information.
· If some law or court requires us to share the information, we would have to follow that law or final ruling.

There is no set time for destroying this information and no time limit for its use in research. Researchers may continue to analyze data for many years, and it is not possible to know when they will be done.

What are the additional potential benefits and risks?

Additional benefits: There is no direct benefit for participating. However, your medical record data and tumor biomarker data provide important information that helps scientists study lung cancer in-depth. This may increase the chance that meaningful scientific discoveries about lung cancer are made.

Additional risks: Your participation means that we will collect and store information about you, and your data may be shared with a scientific database and stored in various locations. This may increase the risk of a security breach that could lead to the leak of your data. In the event of such a breach, if some of your medical record is associated with your identity and made public, there is a risk that someone could identify you. We believe the chance that someone could identify you is very small, but the risk may grow in the future if people come up with new ways of tracing information. If 23andMe shares your Research Information with a NIH database or a qualified research collaborator, this action cannot be undone and your data will not be returned to 23andMe. 

Although 23andMe cannot provide a 100% guarantee that your data will be safe, 23andMe policies and procedures reduce the chance that a breach could take place. 23andMe will also have agreements with all research partners regarding the security and storage of your data that is shared outside 23andMe.

Do I have any alternatives? Can I withdraw from this study?
You can always choose not to participate in this study. At any time, you may choose to withdraw your consent by changing your consent status within the 23andMe “Account Settings” page in your account. 

If you withdraw from this study or are withdrawn by the Investigator: 

· Your decision will not impact your access to your Genetic Information or to the 23andMe® Personal Genome Service.
· After 30 days from the receipt of withdrawal, no Research Information, including medical records and/or biomarker data, will be shared with any research partner.
· Any data that has already been shared with a qualified research partner will not be erased or returned to 23andMe. The research partner may continue to analyze or publish data that they received prior to your withdrawal from the study. 

Who do I contact if I have questions?

If you have questions or concerns about the study or need help with study participation, please email us at [study email].

If you have general questions and need help with 23andMe’s service, please go to the following web page:

	23andMe Customer Care
<link to customer care webpage> 

If you suffer a research-related injury, or if you have a question about subjects’ rights, please contact the following:
23andMe Human Protections Administrator
Email: hpa@23andme.com

[bookmark: _heading=h.1t3h5sf]If you have any questions or concerns about research that you do not wish to discuss with 23andMe, click here to contact the independent, impartial research review board.
{The following will become visible when the reader clicks “here” above:}

Salus IRB (formerly Ethical and Independent Review Services) 
Email: salus@salusirb.com
Reference Study #: [24443]


{Consent response options (only relevant response options will appear on the page):}
Consent Response Options
· I am this person, I have read this document, and I DO GIVE CONSENT.
· I am legally authorized to give consent for this person[, and] I DO GIVE CONSENT.
· I am this person, I have read this document, and I DON’T GIVE CONSENT.
· I am legally authorized to give consent for this person[, and] I DON’T GIVE CONSENT.

{Following this form, participants will be asked to sign a legal HIPAA release and name the specific medical providers that 23andMe (or our third-party contractor) will be authorized to request medical records.}

5. [bookmark: _heading=h.4d34og8]Consent for the Use of [Mobile or Wearable] Device Data in 23andMe Research
Optional Introduction to the Consent Document
The following text may be shown as an introduction to the study prior to showing the consent document itself:

You are being asked to take part in a research study that is part of  the 23andMe Research program.  Use the information in the following document to decide whether you want to take part in this study.   For more information on the 23andMe Research program please see our main research consent document<link to main consent document>.

Key Information 
Because this consent document is primarily presented on mobile devices, the key information section of the document has been tailored to fit on a single mobile screen. For review purposes, that text is depicted here on an average-sized screen (~2.5” x 4.5”). The font of the Key Information section may be larger than that of the rest of the document in order to facilitate participants’ ease of reading.

	Key Information 
May we use the health and fitness data from your mobile and wearable devices in 23andMe Research?
· Our research will study connections between genetics, lifestyle, and overall health.
· There may be no direct benefit to you. If you take part, you may help scientists make new discoveries.
· We may share data summaries with our collaborators for future health research. Your identifying information is removed and your data are bundled with other people’s data before sharing. 
· There’s a chance that you could be identified if there’s a data breach. We have strong protections in place to try to prevent this from happening. 
· Participation is optional. If you choose to take part now, you can always change your mind and quit later.




Please read the entire consent document before making your decision to participate. You can also print a copy of this consent document from your Account Settings if you would like to review it in paper form.

Consent for the Use of [Mobile or Wearable] Device Data in 23andMe Research
This consent document provides additional information relevant to the collection and use of data from [mobile and/or wearable] devices and serves as a supplement to our main research consent document <link to full consent document> which can be viewed on the 23andMe website.

What is this research study about?
· We are asking you to contribute your health and fitness-related data from your [mobile and/or wearable] device to 23andMe Research<link to main consent document>. You have already agreed to share this information with 23andMe in order to receive certain product features[, like Name of Feature]. 
· The purpose of this research study is to enhance 23andMe Research.  Mobile and wearable devices can track activities related to your health and fitness in real time.  You can sometimes enter data from your health history into your [mobile and/or wearable] device to have all of your medical information in one place.  Such data is a valuable addition to your Research Information (including Genetic and Self-Reported Information). We would like to use these data to help drive new scientific discoveries related to genetics, traits, and health.  
· If you decide to take part in this study, 23andMe will use the data [you have authorized] from your device(s) and link it with Research Information you have previously provided or may provide in the future. 
 
Who can participate?
You can take part in this research study if you:
· Are a 23andMe customer over the age of 18.
· Are currently taking part in 23andMe Research <link to main consent document>.
· Have a [mobile or wearable] device compatible with this study.
· Have authorized sharing of your health and fitness-related data from your [mobile or wearable] device with 23andMe.
· Are willing to contribute your health and fitness-related data for use in 23andMe Research.
 
How do I participate?
Participation consists of two steps.
1. Agree to this consent document.  
2. Continue to share data from your [mobile or wearable] device with 23andMe.  
 
What am I agreeing to if I consent?
If you consent, all of the data you authorize your [mobile or wearable] device to share with 23andMe may be used in this research study. This includes:

· health-related data you have entered into the appropriate app (Apple Health™ [footnoteRef:1] on Apple devices or Google FitTM [footnoteRef:2] on Android devices). [1:  Apple Health and Apple Watch are registered trademarks of trademarks of Apple Inc., registered in the U.S. and other countries.]  [2:  Google Brand Features are trademarks or distinctive brand features of Google LLC.] 

· health-related data that your device collects as part of the Apple Health™ or the Google FitTM platform (such as the number of steps taken in a day).
· data shared with Apple Health™ or Google FitTM from other sources (such as fitness or sleep-monitoring app, electronic medical records, or a linked device [<optional link to more info>]).

<text for optional link to more info>If you have a wearable device linked to your mobile device via Apple Health™ (such as an Apple Watch® device)[footnoteRef:3], you may be able to share some data from that device for use in 23andMe Research.  You can decide whether you want to share some, all, or none of the data from that device. [3:  Apple Health and Apple Watch are registered trademarks or trademarks of Apple Inc., registered in the U.S. and other countries] 

 
Important Information for Apple Devices
· You can find the complete list of data you can share with 23andMe in the Apple Health™ app.  If you would like to know more about what information would or would not be included in a specific type of data, you can view the details of each data type here <link to device manufacturer’s [or API provider’s] description of data types>.

· 23andMe is interested in many kinds of data. You do not have to share every type of data to participate in this study. Whatever information you choose to share with 23andMe may be used in this study.  

· If 23andMe is interested in a new type of data collected by your device, we will contact you and ask you to share it. If you authorize sharing, we may use the new type of data in this research study. We will not receive or do research on any data unless you decide to share it with us. 
 
· If you choose to share your data, [Name of device manufacturer or the manufacturer of your mobile device, your wearable device, or API provider] will provide all of the data currently stored on your device.  This includes data that were collected before you read this document.  [Name of device manufacturer or API provider] will continue to send 23andMe updates of your data at ongoing intervals until you discontinue sharing [in the Apple Health™ app].

Important Information for Android Devices
· You can find a complete list of data you can share with 23andMe in the Google FitTM  app.  If you decided to share your data with 23andMe, we may use some or all of these data types in this study. 

· If 23andMe is interested in a new category of data that is collected by your device, we will notify you about it. You may not need to enable sharing of that type of data.  Such new types of data may also be used in this study. If you do not want that data to be used in 23andMe Research, you should withdraw your authorization to share that category of data with 23andMe.   

· If you choose to share your data, [Google or your wearable device] will continue to send 23andMe updates of your data at ongoing intervals until you discontinue sharing [on your device].
 
What will you do with my data?
· 23andMe may use your data to conduct research. Our goal is to discover links between genetic markers, non-genetic markers, traits, diseases, behaviors and other characteristics.   
· 23andMe may share your data from this study with qualified research collaborators. Our collaborators may use your data in health or medical research.  Data that we share will contain no personally identifying information (such as your name or contact information). Your data will be combined with data from other people in this study to mask your individual information.  Your individual information will not be shared without your explicit permission. For more details, see the main research consent document<link to main consent document>.
· 23andMe may create, develop or improve the products and services we provide to our customers. Such changes could use the data from your [mobile or wearable] device as well as research findings from that data.
· Sometimes inventions are made from what is learned in research. Those inventions have value if they are made or sold.  Some profits may be paid to researchers or organizations doing research, but you will not receive any financial benefits. 
· You will not receive any personal, clinically relevant results from this research.

How long does this study last?
· Like the 23andMe Research program, this study is ongoing and open-ended. There is no set date when we expect the research to finish. 

What are the benefits and risks I should be aware of?
Benefits: 
· There is no direct benefit to you for taking part in this study.
· Your participation gives scientists more data to study and analyze, which allows them to investigate more thoroughly. This increases the chance that meaningful health-related discoveries will be made.
· All of the benefits described in our main research consent<link to main consent document> also apply to this study.
 
Risks: 
· By 23andMe’s use and sharing of your data in research, your information will be stored in more locations. If there was a security breach of your information at any of these locations,  your data could be exposed.  The more of your information that is revealed to a third party or the public, the easier it is for someone to match your name to your information.  Given 23andMe’s privacy and security measures we believe the present chance that someone could identify you is very small.  
· All of the risks described in our main research consent<link to main consent document> also apply to this study. 
 
How will my data be protected?
· 23andMe protects your data using a range of physical, technical, and administrative measures.  These reduce the chance of unauthorized access to or disclosure of your data. For more information, please see our Privacy Statement<link to 23andMe’s privacy statement>.  
· 23andMe has agreements with all research collaborators regarding the security and storage of your data.
· Certain regulatory agencies may also need access to study data, such as the Institutional Review Board (IRB) and the Food and Drug Administration in case of an audit or for monitoring. 
 
Do I have to participate in this research study? Can I quit later?
· You do not have to take part in this study. Your participation is completely voluntary. Alternatively, you may choose to not share data from your [mobile or wearable] device with 23andMe, or to share data and not take part in this study.    

· Your decision to participate will have no effect on your access to your Genetic Information or to the 23andMe Personal Genetic Service.  

· At any time, you can choose to stop sharing data with 23andMe in the Apple Health™ or Google FitTM app on your [mobile or wearable] device. Changing your data sharing preferences will change what new data are available for use in 23andMe Research, but will not affect the use of any previously shared data.

· If you no longer want your data to be used in 23andMe Research, you can withdraw your consent. This will stop your participation. 
· You can withdraw your consent at any time.
· You can withdraw your consent for this study, which will prevent any [mobile or wearable] device data from being used in future 23andMe Research. 
· You can withdraw your consent for 23andMe Research here<link to main consent document> which will prevent any of your Research Information from being used in future 23andMe Research. 
· You can withdraw your consent for this study and 23andMe Research by deleting your 23andMe Account. 
· Withdrawing your consent will stop 23andMe from using your data in new research that starts more than 30 days after you change your consent status. It will not undo research or data sharing that has already taken place.

· If you withdraw your consent for this study, but do not discontinue data sharing [in the Apple HealthTM or Google FitTM app], 23andMe will continue to receive data updates from [the manufacturer of your mobile device]. This data may be used to provide 23andMe products, services or features to you, but it will not be used in 23andMe Research that starts more than 30 days after you change your consent status.  

You can view all of your consent documents in your 23andMe Account Settings.

Who do I contact if I have questions?
If you have any questions or concerns about this research study, want to offer feedback or need help, contact us at [study email address OR Customer Care website].
 
If you suffer a research-related injury, or if you have a question about your rights as a research participant, please contact the Human Protections Administrator at hpa@23andme.com.
 
If you have any questions or concerns about research that you do not wish to discuss with 23andMe, click here to contact the following independent, impartial research review board:
                                            	
[The following will become visible when the reader clicks “here” above:]
Salus IRB (formerly Ethical and Independent Review Services)
Email: salus@salusirb.com
Reference study number: [10044]

Consent Response Options
· I am this person, I have read this document, and I DO GIVE CONSENT.
· I am this person, I have read this document, and I DON’T GIVE CONSENT. 
[bookmark: _heading=h.ltkn9jh2wvu]6. Secondary Research Contact Designation Form

If you choose to take part in [research] [the NAME OF STUDY] [this study] with 23andMe, we ask that you designate someone to be a secondary contact for your account. If for some reason we are unable to reach you, we may contact this person to help us reach you. In the event of your death, we may ask this person for some information about you to help us complete any research activities (such as surveys) you may have been taking part in. Answering those follow-up questions will be completely optional for the secondary contact.   

· I would like to update my account to include the following secondary research contact for my account, who may be contacted if I am unavailable. [(Please provide their first and last name, relationship to you (family or friend), email address, and phone number.)]

[Free text box]

· I choose not to update my account to include a secondary research contact.

Email to Secondary Research Contact
23andMe may send the following email to the secondary contacts of participants who enroll and choose to provide an email address for a secondary contact, and have been lost to follow-up for longer than [AMOUNT OF TIME].

Dear [Name of secondary contact],

[Name of primary research participant] is taking part in [a research study] [the NAME OF STUDY] conducted by 23andMe (http://www.23andme.com) and has designated you as his/her secondary contact person. This means that should [Name of primary research participant] become unavailable, we may contact you to help us get back in touch with him/her. If [Name of primary research participant] becomes permanently unavailable (i.e., through death or disability) we may ask you a few questions to help us complete his/her participation in the study. Answering these questions is completely optional.

For many studies, collecting a complete set of data for as many participants as possible is an important part of doing high quality research. We thank you for your help in this effort. Should you wish to decline to be [Name of primary research participant]’s secondary contact person, please email [study email address] to have this information changed. If you decline, your limited contact information that was provided to 23andMe will not be used by 23andMe for any further purpose and will not be shared with or sold to any third party.

Best,
The 23andMe Research Team
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