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	1. Research Study Title

Personal Genome Project
	HMS Study Number:




	2. Principal Investigator and Contact Information

	a. Principal Investigator (including degrees)

George Church
	b. Academic Title

Professor
	c. Affiliation 

 FORMDROPDOWN 


	d. Responsible Department

Genetics
	e. Email Address

http://arep.med.harvard.edu/gmc/email.html 

	f. Phone number

617-432-7562 
	g. Mailing Address

77 Avenue Louis Pasteur 
Boston, MA 02115


	h. Fax number

617-432-6513
	

	i. Study Coordinator/Administrator Name

Cindy Vallaro 
	j. Email Address

cvallaro@genetics.med.harvard.edu

	k. Phone number

617-432-1278
	l. Fax number

617-432-6513


	3. Study Personnel  

	 In addition to the Principal Investigator, are there other individuals working on this study?  
 FORMCHECKBOX 
 Yes*
 FORMCHECKBOX 
No

	*If yes, please complete a Personnel Roster listing all individuals working on this study and attach relevant documentation (such as, CV/Biosketches and Human Subjects Training Certificates) with this application.


	4. Additional Institutional Review Board(s) Reviewing this Study 

Please note:  current IRB approvals must accompany this application

	a. Institution Name

MIT Broad Institute
	b. Study Number

0703002190
	c. Current Approval Date

4/12/2007
	d. Research Activity

Personal Genome Project

	a.2. Institution Name

Brigham Womens Hospital
	b.2. Study Number

     
	c.2. Current Approval Date

5/19/2006
	d.2. Research Activity

Dermatology


	a.3. Institution Name

University of New Mexico
	b.3. Study Number

N/A
	c.3. Current Approval Date

pending
	d.3. Research Activity

Personal Genome Project


	5. Study Summary Please provide a summary (in lay terms) of each of the below sections.  If there is a study protocol, please provide a copy of the protocol with this application, otherwise all pertinent study information must be provided in the boxes below.  

	a. Hypothesis and Goals

(A) Variation in human DNA can be cost-effectively discovered and connected to biomedical databases in a manner of educational value.

(B)  A fully consented dataset for establishing informatics links among genome sequences and phenotype analyses can aid hypothesis-generating exercises and computational efforts worldwide including: 

    (1) Software to prioritize diagnostics based on partial genome sequence and phenotypic data. This would benefit from having a large (comprehensive) datasets for human subjects from which smaller subsets can be sampled.  

    (2) Medical informatics tools for detailed patient and physician control of access to a broad set of medical data could be tested and demonstrated on this dataset without risk of software bugs resulting in inappropriate data release.  

    (3) Hypotheses aimed at developing a genomic subset for correlation with facial features can provide preliminary data for medical diagnostics, forensic, & security applications. 

    (4) "Open source" (creative commons) material available freely for textbooks and electronic materials for training health care professional in new technologies and software.  

    (5) Concrete examples to allow development of education materials for future recruitment of a broader set of consented subjects suitable for statistical studies and for discussion of risks. 

    (6) Graphical user interfaces (GUIs) for items 1-5. 

    (7) In planning for many of the above future objectives we would like to create an environment in which multi-disciplinary studies and serendipity can be nurtured with outreach to research communities (e.g. computer scientists), which are historically intimidated by (or unaware of) the details of IRB approval processes for access to existing datasets.



	5. Study Summary (continued) 

	b. Study Procedures and Methodologies

1.  Registration

Interested parties will be able to register on the website so that they may receive project related communications via email from PGP staff.  Registered individuals may opt-out of these email communications at any time.
2. Entrance Exam

Interested parties will be required to demonstrate their knowledge of concepts relevant to participation in the Personal Genome Project prior to enrollment by passing an online entrance exam accessible on the project website (www.personalgenomes.org).  

Concepts evaluated are of general four types: (1) risks associated with participation (2) human subjects research guidelines (3) PGP protocols (4) basic genetics.  The entrance exam is attached.
To mitigate the potential for cheating, we will do the following: (1) require participants to register with our website prior to taking the exam (2) send instructions for accessing the exam to the registered email address (3) the invitation to take the entrance exam sent by email will expire in 24-72 hours (4) the PGP will monitor and compare the IP addresses of individuals registering to take the entrance exam with the IP addresses of test-takers (5) the PGP will describe the requirement that interested parties request access to the entrance exam from the same computer immediately prior to taking the exam and from the same computer, and that we will monitor IP addresses (6) include questions about identity and our policy about cheating on the entrance exam (7) seek advice from IT experts about best practices in identity authentication and anti-fraud measures. 

Upon completion of the exam, participants with satisfactory performance levels selected for enrollment will be invited to enroll in the project.  Satisfactory performance is defined as providing correct responses to all questions.

If the number of participants who successfully complete the entrance exam exceeds the capacity of the PGP, then the PGP will invite a subset of individuals and expand enrollment as capacity permits.  Preference will be given to individuals with an advanced age since they are most likely to possess a richer collection of phenotypes.  For individuals who are unable to afford participation fees, they will enter a participant lottery.  Participants selected from the lottery will pay a fee consistent with their self-reported ability to pay.

3. E-commerce

Participants who have received invitations to enroll in the project will be given access to a secure e-commerce function of the project website, where they can pay enrollment fees electronically by credit card.   
4. Sample Collection 

An enrollment kit will be mailed to participants upon receipt of payment for enrollment fees.  The enrollment kit will include instructions for obtaining and submitting a sample, any sample collection materials, a pre-addressed postage-paid return envelope, and instructions for signing and submitting the informed consent document.

Sample collection instructions will include a chain of custody protocol which requires tissue collection to be witnessed by a licensed health care professional, who will also verify the identity of the participant and mail the collected sample to the PGP in a pre-addressed postage-paid envelope.   See attached chain of custody form. 
Buccal and saliva collection will be self-administered.  Blood draws will be performed by a licensed health care professional. 

5. Informed Consent

The enrollment kit will include instructions for submitting a signed informed consent document to the PGP (please see the attached informed consent document).  The informed consent instructions will describe the requirement that the participant sign the consent form in the presence of a licensed health care professional prior to sample collection.
6. Phenotype Collection

Participants will submit phenotype information online via the project website (www.personalgenomes.org).  As noted in the informed consent document, participants must complete basic phenotype collection before submitted samples will be processed.  

The categories of basic phenotype collection are as follows: Biographical, Anthropometric, Allergies, Medications, Vaccines, Medical History, Race/Ethnicity/Ancestry, Environmental Exposures, and Lifestyle.  Participants will be encouraged to update this information on a regular basis.  See attached phenotype questionnaire. 

Participants will be provided an opportunity to volunteer additional data, such as electronic medical records and additional medical and non-medical phenotype data.  

7. Sample Analysis

Before sample analysis begins, PGP will check that a valid and signed informed consent document has been received and the participant has submitted the necessary phenotype information.  
We will employ new methods for selective sequencing of selected regions of the human genome using four different methods: (1) Molecular inversion (padlock) probes – 50 to 200 bp fill-in and ligation; (2) Double-stranded cleavage and ligation-based capture of specific subsets of restriction enzyme fragments; (3)  Hybridization capture;  (4)  Pooled localized priming.

Cell lines derived from the blood sample will be made available to the Coriell NIGMS repository.  EBV will transform the blood B-cells into ‘immortal’ cell lines.  These cell lines will allow researchers to confirm and extend the PGP genomic observations.   



	c. Participant Selection

People 21 - 116 years old, that have demonstrated that they understand relevant concepts, evaluated based on their performance on our entrance exam.





	d. Statistical Design

We will enable community use of association, QTL, and admixture analytic tools.  e.g. Stranger et al Nat Genet. 2007 Sep 16; Population genomics of human gene expression;  Weedon et al Nat Genet. 2007 Sep 2; A common variant of HMGA2 is associated with adult and childhood height in the general population.  Reich D, Patterson N. Philos Trans R Soc Lond B Biol Sci. 2005 360:1605-7. Will admixture mapping work to find disease genes? 


	e. Randomization to Control/Intervention Groups

N/A -- No intervention


	f. Expected duration of the study (include timeline and duration of participant involvement) 

The duration of participant involvement is 20 years from the time of enrollment, however participants may choose to opt-out at any time.  Sample analysis and data processing will continue for up to an additional 20 years after participants are enrolled in the project.


	g. Plan for Confidentiality of Data

Identified data will be posted on an unrestricted web page (i.e. data is not confidential).  


	h. Plan for monitoring of data for the safety of participants:

Include the individuals reviewing the data (such as a Data Safety Monitoring Board (DSMB)), the data being reviewed, the frequency of review, and the rules for interim analysis for safety (such as statistical considerations and stopping rules), and reporting of adverse findings to the CHS.

A Data Safety Monitoring Board (DSMB) has been formed to monitor risks to study participants and study progress.  Members of the DSMB are Terry Bard, Alexandra Shields, Cynthia Morton, and Nathan Laird

Every three months the PGP will send an email request to each participant, requesting that they respond to the following questions: 

1. What negative and/or positive events have happened to you and/or your relatives?

2. What are the reactions or responses of relatives and acquaintances to the posting of your genetic and medical data?

3. Please report incidents of being contacted regarding their data being posted online.  

4. In what ways has this study positively or negatively influenced your health care or interactions with your medical care providers?
Participants will be requested to provide answers to the questions or a "no change" reply be retuned to the Investigator within a week of receipt.  Participants will be told to report acute problems to the PGP immediately.    


Additionally, at five year intervals and at the end of participation in the study, participants will be asked to write their thoughts about the consent form and the whether it adequately described the procedures and risks associated with study participation.  Participants will be told to report immediately any acute differences between their experiences as a participant with the consent form.





	i. Use of Study Results

For education of technologists, researchers, health professionals and the general public; and to aid in the design of future studies.



	6. Funding Information

	a. Funding Source

MIT Broad Institute / Broad Gift Funds
	b. Type*

 FORMDROPDOWN 

	c. Grant Number

N/A

	d. Title of Grant or Funding Application

PGP Grant

	e. Period of Support

2007-2008
	f. Amount of support, per year

$ 339,424
	g. Awardee Institution

Harvard Medical School
	h. HMS is the recipient of: 

 FORMCHECKBOX 
 prime  FORMCHECKBOX 
 subcontract  FORMCHECKBOX 
 none

	Second Funding Source Information

	a. Funding Source

Google
	b.Type*

 FORMDROPDOWN 

	c. Grant Number

N/A

	d. Title of Grant or Funding Application

PGP grant

	e. Period of Support

2007 onward
	f. Amount of support, per year

$1,000,000+ 
	g. Awardee Institution

Harvard
	h. HMS is the recipient of: 

 FORMCHECKBOX 
 prime  FORMCHECKBOX 
 subcontract  FORMCHECKBOX 
 none

	Third Funding Source Information

	a. Funding Source

COUQ Foundation
	b.Type*

 FORMDROPDOWN 

	c. Grant Number

N/A

	d. Title of Grant or Funding Application

PGP Grant

	e. Period of Support

2005 onward
	f. Amount of support, per year

$550,000
	g. Awardee Institution

Harvard
	h. HMS is the recipient of: 

 FORMCHECKBOX 
 prime  FORMCHECKBOX 
 subcontract  FORMCHECKBOX 
 none

	Please note that a complete copy of the grant application must be submitted with this application in order to receive IRB approval
*If a company is funding your research, please contact the Office of Technology Development: http://www.hms.harvard.edu/otl/


	7. Study Site(s)

	a. Name of Institution
Harvard Medical School

	b. Location of Institution (including country)
Boston, MA USA

	c. Is this an International site?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	d. Does this site require IRB review?*
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No**

	e. Status of IRB Review
   FORMDROPDOWN 

	f. Site FWA 00007071              If this study is supported by DHHS funds, and the site is engaged in research, a FWA is required.

	g. Is the PI the lead investigator of a multi-site study?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	h. If yes, describe the management and communication among sites for unanticipated problems involving risks to participants or others, interim results, protocol modifications, reports to regulatory agencies:

     

	a.2. Name of Institution
Brigham Women's Hospital

	b.2. Location of Institution (including country)
Boston, MA USA

	c. 2. Is this an International site?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	d.2.  Does this site require IRB review?*
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No**

	e.2.  Status of IRB Review
   FORMDROPDOWN 

	f. 2. Site FWA 00000484 
If this study is supported by DHHS funds, and the site is engaged in research, a FWA is required.

	a.3. Name of Institution
MIT Broad Institute

	b.3. Location of Institution (including country)
Boston, MA USA

	c.3. Is this an International site?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	d.3.  Does this site require IRB review?*
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No**

	e.3.  Status of IRB Review
   FORMDROPDOWN 

	f. 3. Site FWA 00004881 
If this study is supported by DHHS funds, and the site is engaged in research, a FWA is required.

	*If unsure, please review the federal guidelines on “Engagement of Institutions in Research”: http://ohrp.osophs.dhhs.gov/humansubjects/assurance/engage.htm
**If no, please provide the IRB with a letter of support from the institution where the research will be taking place.


	8. Participant/Case Information

	a. Inclusion Criteria (age, gender, health condition, etc.)
1. Age: 21-116

2. Satisfactory performance on entrance exam




	b. Exclusion Criteria (age, gender, health condition, etc.)

1. Participant has a living monozygotic twin who has not consented to the participation of the sibling. 

2. Under 21 years of age

3. Over 116 years of age

4. Unsatisfactory performance on entrance exam

5. Anyone potentially subject to undue influence or coercion by the PI



	c. Expected number of individuals to be screened for enrollment (if applicable):
350,000

	d. Expected number of individuals to be enrolled:
100,000

	e. Age Range:
21-116

	f. Gender:
 FORMDROPDOWN 


	g. Ethnicity:
Any

	h. Participants are: (Please mark all that apply)

	 FORMCHECKBOX 

Minors (under 18 in US)

 FORMCHECKBOX 

Pregnant women

 FORMCHECKBOX 

Fetuses

 FORMCHECKBOX 

Low literate

 FORMCHECKBOX 

Decisionally impaired

 FORMCHECKBOX 

Economically disadvantaged

 FORMCHECKBOX 

Prisoners or detainees
	 FORMCHECKBOX 

Persons at high risk of becoming detained or imprisoned

 FORMCHECKBOX 

Employees

 FORMCHECKBOX 

Students, fellows, or faculty

 FORMCHECKBOX 

International study

 FORMCHECKBOX 

Persons with a stigmatized heath condition

 FORMCHECKBOX 

Non-English speakers*
	 FORMCHECKBOX 

Inpatients

 FORMCHECKBOX 

Outpatients

If inpatients or outpatients, what is the status of their health?

Any

	*If participants’ first language is not English, please provide all research materials to be used with participants (such as recruitment, consent, and educational materials) in the language best understood by the participant for the HMS/HSDM IRB’s review and approval, prior to implementation. Please note that back-translations may be required for non-English documents.

	i. 
If the participants are LOW-LITERATE, please describe how investigators will ensure participants’ understanding of the research: N/A

	j. 
If participants are STUDENTS, FELLOWS, or FACULTY of HMS or HSDM, indicate your (and other study personnel, if applicable) involvement in the participant’s education/employment:  Anyone potentially subject to undue influence or coercion by the PI will be excluded from the study.

	k. 
If this is an INTERNATIONAL study, please indicate the following:

	(i) The investigator’s familiarity with the culture in which the study is taking place.

The principal investigator works closely with individuals from many cultures around the world, participates in international conferences and the PGP will embrace a dispersed set of genome centers

	(ii) The cultural norms and how this study may affect a participant’s standing in their community.

Our entrance exam will address issues of self-identification and known cases of tribal genetic concerns.  Regardless of cultural norms, experiences of participants will likely be unique and remain relatively uncommon in the near future.

	(iii) The standard of care in the community, how it differs from the proposed research procedures, and a plan for the continuation of care once the research is complete.

The adoption of personal genome sequencing in communities worldwide is nearly non-existent at the current time.  Participants in this project will be among the earliest of adopters and therefore may receive information that is non-existant or relatively uncommon.  The utility of this information will likely improve significantly as the study progresses, such that by the end of the study the standards of care worldwide may begin to include aspects or outcomes of this study that have demonstrated value.  At a minimum, expectations of acceptable standards of care may be positively influenced worldwide as the value of personal genome sequencing becomes better understood. 

	l.
Describe how the rights, welfare and privacy of participants will be protected:

Knowledge about relevant issues will be tested by an entrance exam administered prior to enrollment in the project.  A DSMB will oversee the project and participants will have the right to opt-out at any point.

	m.
List any potential risks to participants: 
The risks of public disclosure of a participant's genotype and phenotype information could affect employment, insurance, financial well-being, and social interactions for the individual and their immediate family.  For example, data such as facial images can be used to identify participants which could result 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. 

Knowledge of genotype and phenotype information might be used in variety of ways that pose risks to participants.  For example, anyone with sufficient knowledge could take a participant's genome and/or posted medical information and/or phenotypes and use them to (1) infer paternity or other features of genealogy, (2) claim statistical evidence that could affect 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. Public disclosure of potentially stigma-associated alleles and subsequent employment or insurance risks are described in detail in the attached consent form.  

The genetic, medical, and non-medical information posted on the study website, while directly associated with each participant, may also have relevance to family members. The risks that the public availability of this information poses to each participant is yet unknown.  In any case, the risk to participant family members will be smaller.  In many instances, anything that is inferred solely from DNA sequence will be speculative with respect to the participant, and even less predictive with respect to family members, since inheritance of nearly all alleles is 50:50 random.  
Participants obtaining a tissue sample via blood draw may involve pain and may also cause temporary bruising and/or infection at the site of puncture. 



	n.
List any potential benefits to participants: 
Participation in the project will likely provide a unique educational experience for participants.  There is potential for particpants to receive information about the prioritization of medical diagnostics.



	o.
Describe the significance to the health and welfare of the general public:

The assessment of associations between human genetic variation, physiology, and disease risk has been an important and growing area of recent scientific research. The Personal Genome Project will contribute to this research by creating a dataset of personal genome sequences that can be evaluated along with the biological, population, medical, and physical data required for association statistics. This pool of combined data may make possible preliminary screening of proposed associations prior to more rigorous or focused data collection. Personal genomics will also supply data for additional areas of scientific research by providing new information on the kinds and levels of variation that exist generally throughout and between individual genomes. It will also provide opportunities to assess non-medical associations that may not have as high priority as medical studies, e.g. biometric associations.
The PGP hopes to increase understanding of human biology, health and disease, which may lead to the development of new diagnostics and therapeutics, improve clinical decision-making, and positively impact global health.  This project could have a signficant impact on personalized medicine and pharmacogenomics.




	p.
Describe the remuneration for participants (including amount, schedule, and type):

N/A

	q.
Describe and list any costs to participants:

All participants must pay a fee in order to enroll, as described on the project website.  Participants can choose to contribute additional money that will subsidize the fees of participants unable to pay their full enrollment fee.
Participants may incur costs associated with blood sample collection, including the cost of the collection and transportation costs to and from a collection site. 


	r.
List the procedures that are being performed already for diagnostic or treatment purposes:

Tissue sample collection methods (saliva, buccal, and blood) are widely used for diagnostic purposes.

	s.
List any medical or psychological resources available to participants (should they need them as a consequence of participating in this study)

In the event of a complication from blood drawing procedures, participants will be offered the necessary care to treat the complication.  This care does not imply any fault of wrong-doing on the part of the institutions participating in this study or the doctor(s) involved.  Where applicable, the appropriate institution participating in this study reserves the right to bill third party payers for services received by participants for medical care and to make other decisions concerning payment in such instances.  The institutions will not provide participants with any additional compensation for such complications.


	9. Data Source Information

	a. Please indicate the source(s) of data for this study (mark all that apply)

	 FORMCHECKBOX 

Interviews

 FORMCHECKBOX 

Questionnaires/surveys
	 FORMCHECKBOX 

Focus Groups 

 FORMCHECKBOX 

Public records
	 FORMCHECKBOX 
 Medical records

 FORMCHECKBOX 
 Biological specimens
	 FORMCHECKBOX 

Registries

 FORMCHECKBOX 

Other - Please explain: facial photographs, hand-writing, voice prints, dermatoglyphs

	b. Will these data be linked to participants/cases or contain any personal identifiers?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	c. If the data are de-identified, will the study personnel have any links/keys to identifiers?


N/A

	d. If the data are not de-identified, when will identifiers be removed?

Participants will have the option of removing their full name from their publicly available data and choosing a pseudonym instead.

	e. Are any of the data coming from covered entities under Health Insurance and Portability and Accountability Act (HIPAA)?*  


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	f. If yes, describe**

(i) 
Is there a data use agreement? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
(ii) 
Has a data use agreement been signed by HMS Sponsored Programs Administration? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
(iii)
Is a HIPAA Waiver of Authorization being requested? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

The HIPAA Waiver Form is available on the HMS/HSDM IRB website.

	*
If unsure of HIPAA applicability, please review the federal guidelines: http://privacyruleandresearch.nih.gov/; Harvard’s online HIPAA information: http://vpf-web.harvard.edu/osr/support/sup_tra_regs_hipaa.shtml; or call the HMS/HSDM IRB office.
**
Please provide HIPAA authorizations from the covered entity and waiver requests with this application.


	10. Website Information

	a. Does this study have a website?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	b.  What is the website address?
www.personalgenomes.org

	c. What is the purpose of the website (ex. recruitment, questionnaire, informational, etc.)?

recruitment, education, information, entrance exam, phenotype collection, questionnaires, e-commerce, communication, interpretation tools, data access. 


	11. Informed Consent Full disclosure of the study and participants’ rights should be given verbally to the participants including all the information in the informed consent form.  A copy of the recruitment materials (if applicable), and informed consent and/or assent form must be included with this application.

	a. Describe the recruitment process in detail. Include information on who will be recruiting participants, their relationship to the research and to the participants. 
Participants will be recruited principally through our website (www.personalgenomes.org).  Journal articles, lectures, or other media sources will refer interested parties to the project website which will explain the benefits and risks of the project, describe eligibility requirements, and provide educational materials, including information about project results to date, protocols, and consent forms.  

	b. Describe the informed consent process, in detail.  Please include information on who will be consenting these individuals.

Eductional materials will be made available on the project website, including project results to date, protocols, and consent forms.  Participants will use these materials to prepare for the entrance exam.  The entrance exam will be taken online at the project website.  Participants with satisfactory performance on the exam will receive an invitation to enroll in the project.

Participants who accept the invitation to enroll and pay the enrollment fee, with be mailed an enrollment kit which inlcudes instructions for submitting a signed informed consent document.  The instructions describe the requirement that the informed consent document be signed in the presence of a licensed health professional.




	c. How will consent be obtained: documentation must be provided
 FORMCHECKBOX 
 Written     FORMCHECKBOX 
 Verbal

	d. Is a waiver of any required element of informed consent being requested?*
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	e. If yes, please specify

N/A

	f. Does this study involve children (under 18 years of age in Massachusetts)?**
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	*
For information on the required elements of informed consent, please see HMD/HSDM Consent Guidelines: http://www.hms.harvard.edu/orsp/human_guidelines.html
**
If yes, please include a copy of the minor’s assent form with this application.


	11. Informed Consent (continued)

	g. Describe the assent process, in detail.
N/A

	h. How will assent be obtained: documentation must be provided
 FORMCHECKBOX 
 Written     FORMCHECKBOX 
 Verbal

	i. Are you requesting a waiver of assent?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, please specify and provide a justification for this request: N/A

	j. Describe the process for obtaining parental permission for the children to participate in the research: 

N/A

	k. How will permission be obtained: documentation must be provided
 FORMCHECKBOX 
 Written     FORMCHECKBOX 
 Verbal

	l. Are you requesting a waiver of parental permission?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, please specify and provide a justification for this request: N/A


	12. Radiation to be Used

	a. Will ionizing radiation (eg. x-rays) be used? 
 FORMCHECKBOX 
 Yes*     FORMCHECKBOX 
 No

	*If yes, please complete Form A: http://www.hms.harvard.edu/orsp/human/IRBForms.html

	b. Will non-ionizing radiation (eg. MRI, ultrasound, or lasers) be used?
 FORMCHECKBOX 
 Yes*     FORMCHECKBOX 
 No

	*If yes, please complete Form B: http://www.hms.harvard.edu/orsp/human/IRBForms.html


	13. Drugs, Biologics, and Devices

	a. Will drugs, biologics, dietary supplements or food additives be used in the research? 
 FORMCHECKBOX 
 Yes*     FORMCHECKBOX 
 No

	*If yes, please complete Form C: http://www.hms.harvard.edu/orsp/human/IRBForms.html

	b. Will a device be used in the research?
 FORMCHECKBOX 
 Yes*     FORMCHECKBOX 
 No

	*If yes, please complete Form D: http://www.hms.harvard.edu/orsp/human/IRBForms.html


	14. Biological Materials

	a. Material Description: (blood, tissue, vectors, antibodies, etc.) 

	b. Will any of the material being used in the study come from a third party?*  
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	*If yes, please contact the Office of Technology Development: http://www.hms.harvard.edu/otl/

	c. Does this study involve transfer of genetic material of transplantation of animal tissue into humans?


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	d. If yes, provide the HMS Committee on Microbiological Safety registration number:
N/A


	15. Genetic Analysis

	Does this study involve genetic analysis?   
 FORMCHECKBOX 
 Yes*     FORMCHECKBOX 
 No

	* If yes, please complete Form E: http://www.hms.harvard.edu/orsp/human/IRBForms.html


	16. Investigator Interests

	a.
*Does the investigator, or investigator’s family member, have a financial interest in a business which owns a technology to be studied and/or is sponsoring the research?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	b. If yes, please describe:  HMS has licensed technology related to this study to Agencourt Bioscience Corporation in Beverly MA.  The PI and co-investigators are co-inventors and hence will receive royalties.  Agencourt will not sponsor this research nor are they participating directly.  The PI is also a scientific advisor to Helicos Biosciences Corp., DNAdirect, 23andMe, Cambridge Genomics and Solexa Inc.  These and other companies may provide know-how and/or products at fair-market costs.  

	c.
*Does the investigator have a current conflict of interest disclosure form on file at the HMS Office for Research Issues?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No**

	**The disclosure from can be found on the Faculty Affairs website: http://www.hms.harvard.edu/fa/2003_COIDisclosureForm.pdf
Please contact the HMS Office for Research Issues at 617-432-3191 for additional information or with any questions regarding the Faculty of Medicine Policy on Conflicts of Interest and Commitment: http://www.hms.harvard.edu/integrity/

	d. *Are there any plans for commercial development related to the findings of this study?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	e. If yes, please describe:  Possibly-Yes.  Inventions and computational tools from the PI's lab are routinely disclosed to the HMS-OTL.  This project is as likely as any other to follow that path.

	f. *Will the investigator financially benefit if the findings are commercialized? 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	g. If yes, please describe:  Royalties

	h. *Will participants financially benefit if the findings are commercialized?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	i. If yes, please describe:  If personal genome sequences turn out to be expensive and valuable, then the participants will have theirs at reduced cost.

	*Please note that these issues must be disclosed in the informed consent form



	Research Study Title:

Personal Genome Project


By signing this application form: 

· I agree to accept responsibility for the rights and welfare of the research participants involved with this study.

· I agree that the benefits outweigh the risks to the participants in this study. 

· I agree to comply with the Harvard Medical School/Harvard School of Dental Medicine Committee on Human Studies policies and  procedures, as well as the Harvard Faculty of Medicine Policy on Conflicts of Interest and Commitment (http://www.hms.harvard.edu/integrity/), and Harvard University's Statement of Policies and Procedures Governing the Use of Human Subjects in Research  (http://www.hms.harvard.edu/orsp/human_assur.html) . 

· I certify that, to the best of my knowledge, I am in compliance with the Department of Health and Human Services and Federal Drug Administration policies and procedures regarding the protection of human subjects.

Principal Investigator 
Date
By signing this application form:

· I certify that the research proposed in this human studies application is of sound design, which is able to address the scientific question or questions posed.  Furthermore, I certify that the Principal Investigator has adequate time and resources to meet the study design requirements and complete the study as proposed in this application form.

Department Chair
Date
     
Print Department Chair Name

For projects involving medical education/curriculum:

Dean for Medical Education
Date
For all Student Projects:

Student Investigator
Date
*Mentor Signature
Date
     



Print Mentor Name 

Print Mentor Phone Number

     





Print Mentor Email Address 
For HSDM Student Projects:




*Bjorn Olsen, MD, PhD
Date
Dean for Research, HSDM
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Harvard Medical School


Harvard School of Dental Medicine





Committee on Human Studies





Please type your responses in the boxes provided. Use as much space as necessary (the boxes will expand).  Please answer each question - if a question is not applicable, put ‘N/A’ in the box.





























Required Signatures














�





HMS/HSDM Committee on Human Studies / Gordon Hall, Room 412 / 25 Shattuck Street / Boston, Massachusetts 02115


phone: 617.432.3071 / fax: 617.432.5175 / email:� HYPERLINK "mailto:orsp@hms.harvard.edu?subject=Question" �� orsp@hms.harvard.edu�/ website:� HYPERLINK "%20http://www.hms.harvard.edu/orsp" �� http://www.hms.harvard.edu/orsp�





*Please note, in addition to your mentor’s signature, we require a letter of support from your mentor, their CV and Human Studies Training Certificate. 





























Additional Required Signatures
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