Consent Form 
	Protocol Title: Eligibility Screening for the Personal Genome Project

	Principal Investigator: George M. Church, Ph.D. 

	Site-Responsible Investigator's Institution: Harvard Medical School 

	Co-Investigators & Study Staff:  Joseph Thakuria, MD

	Description of Volunteer Population: 

Volunteers knowledgeable of the benefits and risks of personal genome sequencing and relevant concepts from genetics and human subjects research.  We are seeking a diverse range of volunteers, male and female, from as varied a set of genetic and environmental backgrounds as possible.


PURPOSE
The main scientific goal of the Personal Genome Project (PGP) research study is to explore ways to connect human genetic information and human trait information, i.e. human DNA sequence, medical information, and physical traits, so that such data can be used for hypothesis-generating research and computational efforts worldwide.   Additional goals include (i) the determination of the risks of such studies; (ii) developing a fully consented dataset to aid in the development of computational tools and user interfaces for scientists, clinicians and individuals; (iii) and the education of participants and the general public about the risks and potential alternative pathways that genetics can take.  We also seek to develop a model system to allow a meeting place for experts on genetic counseling, insurance, employment, education, and research. We hope that our proposed specific datasets will help extend such discussions to planned case studies. We also hope to discover what individuals, clinicians, and researchers might want, not want, and why. 

OVERVIEW
If you are enrolled in the PGP research study, your genetic and trait information will be made available on a publicly accessible website and database.  In order to be considered for enrollment in the PGP research study, you are required to complete eligibility screening procedures online, including an eligibility questionnaire, entrance exam, and baseline trait collection.  These procedures are intended to help determine whether you are a candidate for enrollment in a public and open-ended research study.
PROCEDURES

PRE-ENROLLMENT ELIGIBILITY QUESTIONNAIRE

· You will be asked to respond to 5-30 questions online and provide the following personal information: name, year of birth, zip code, and email address.

· The eligibility questionnaire will take approximately 5-15 minutes, and that time may be lost if you are not selected for enrollment.
· After completing the eligibility questionnaire, you will be notified that you are either: (1) eligible to continue, (2) waitlisted, or (3) rejected.

· If you are rejected, access to enrollment procedures will be removed and your responses to the eligibility questionnaire will be deleted within 6 months.
· If you are waitlisted, you will be notified by email if your eligibility status changes.
PRE-ENROLLMENT ENTRANCE EXAM
· You will be asked to respond to 15-45 questions online.

· The entrance exam will take approximately 30-90 minutes, but may take longer depending on your familiarity with genetics and other concepts relevant to being a participant in this research study.

· Correct responses to all exam questions are required to be considered for enrollment.  The entrance exam can be taken as many times as necessary.

PRE-ENROLLMENT COLLECTION OF BASELINE TRAIT DATA

· To be considered for enrollment in the PGP, you are required to submit baseline trait data about yourself, including: date of birth, medications, allergies, vaccines, personal medical history, race/ethnicity/ancestry, vital signs (e.g. height, weight, blood pressure), genetic data (if available), and full facial photograph.  The full list of required personal information can be found on the project website.  
· Submitting this information will take an estimated 1-3 hours, and that time may be lost if you are not selected for enrollment.
· Additional personal and trait information will be requested by the PGP, but participation in these activities is optional.
PRE-ENROLLMENT APPLICATION 

· After submitting your baseline trait data, your application for enrollment will be reviewed by PGP staff.  You will then be notified that you are either: (1) selected for the next stage of the enrollment process, (2) waitlisted, or (3) rejected.

· If you are rejected for enrollment, the PGP will permanently delete your trait data within 6 months.
· If you are invited to continue the enrollment process, you will be asked to affirm your consent to participate in the PGP research study.  Consent forms are available on the project website (www.personalgenomes.org).
DURATION 

· The eligibility questionnaire will take approximately 5-15 minutes.  

· The entrance exam will take approximately 30-90 minutes, but may take longer depending on your familiarity with genetics and other concepts relevant to being a participant in this research study.  

· Baseline trait collection will take an estimated 1-3 hours.

CONFIDENTIALITY

· Your name or identity will be linked to your responses above (eligibility survey, entrance exam, and baseline trait data).  This information will be shared with PGP staff and kept confidential.

· Public disclosure of the information you submit is not planned as part of this protocol, but is possible and poses potential risks (described below).  

· The information collected in this protocol will be used by the PGP staff to assess your eligibility for enrollment in the PGP research study.  If you are invited to continue the enrollment process and later choose to enroll in the research study, the genetic and trait information collected in this protocol, will be made available on a publicly accessible website and database after you provide your consent.

RISKS AND DISCOMFORTS

· We encourage you to discuss the PGP study and the potential risks with your immediate family members.  These risks are outlined in the consent forms and on the project website (www.personalgenomes.org).
· The public disclosure of your genetic and trait information could affect your employment, insurance, financial well-being, and social interactions for you and your immediate family.  The following is a non-comprehensive list of hypothetical scenarios that could pose potential risks for you and/or your family:

· Data that you provide (such as facial images) can be used to identify you, resulting in higher than normal levels of contacts from the press and other members of the public motivated by positive or negative feelings about the study. This could mean a significant loss of privacy and personal time. 

· Anyone with sufficient knowledge could take your genome and/or posted trait information and use them to (1) infer paternity or other features of your genealogy, (2) claim statistical evidence that could affect your employment or insurance or ability to obtain financial services, (3) claim relatedness to criminals or incriminate relatives, (4) make synthetic DNA and plant it at a crime scene, (5) reveal the possibility of a disease or unknown propensity for a disease. 
· Whether or not it is lawful to do so, you could be subject to actual or attempted employment, insurance or other financial discrimination or negative treatment on the basis of the public disclosure of your genetic and trait information by the PGP.
· Additional risks will be posted on the study web page as they become apparent. (www.personalgenomes.org).  You are also encouraged to discuss with the investigator directly any additional concerns that you may have regarding the risks to you of participating in this study.

· Public disclosure of genetic and trait information, while directly associated only with you, may also have relevance to your family members. The risks that the public availability of this information poses to you and your relatives is yet unknown. It may or may not be small.  In many instances, anything that is later inferred solely from your DNA sequence will be speculative with respect to you, and even less predictive with respect to your family.  

BENEFITS

· There are no proven benefits to you from your participation in this protocol. 

INTELLECTUAL PROPERTY
· Your personal information will not be sold by the PGP to any person, institution, or company for financial gain or commercial profit.
· Neither you nor your heirs will gain financially from any discoveries, whether or not of a commercial nature, made using the information that you provide.
REFUSAL OR WITHDRAWAL OF PARTICIPATION

· Participation in this protocol is voluntary. You do not have to participate in this protocol.

· You may withdraw your participation from this protocol at any time.  If you choose to withdraw from this protocol, the PGP will delete your data within six months. 

· You may request to have your personal data deleted at any time.  A request to delete personal data will invalidate any progress you made during your participation in this protocol and your access to online procedures will be removed.
· The Investigator may decide to end your participation in this protocol at any time after he/she has explained the reasons for doing so.
ALTERNATIVES

· The alternative is not to participate in this research study. 

· If you choose not to participate, your medical treatment at your hospital and other medical care providers will be unaffected. 

RESEARCH-RELATED CONTACT INFORMATION:

· If you have any questions or concerns about the study, or if you suffer a research related injury, you may contact the investigator: George Church, PhD, at (617) 432-7562 or screening@personalgenomes.org  
· If you wish to discuss your rights as a participant in a research study, or if you feel under any pressure to enroll in this study you may contact: Carolyn Connelly, PhD, the Director of the Office for Research Subject Protection at Harvard Medical School (617) 432-0651 or Carolyn_connelly@hms.harvard.edu
SIGNATURE

I have read this entire form and I understand it completely.  I confirm that I understand the purpose of the research, the study procedures, possible risks and discomforts, potential benefits that I may experience, and alternatives to my participation in this study. All my questions have been answered to my complete satisfaction. 

Top of Form

 
I understand that by typing my name and email address in the box below I am signing this form and therefore am providing informed consent for this study.

[image: image1.png]Failure to accurately represent your full name on this
informed consent will invalidate your eligbity for
enrolment.

Once you submit this consent form, you will not be able
1o change the name associated with your account. We
recommend that you enter your name as it appears on
government issued identification, such as a vald driver's
license.
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