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My Research Project
General Instructions

« This application will automatically generate a Data Access Request (DAR) numker and a project number. Please keep track of this number for future communications with dbGaP and relevant
Data Access Committee(s) (DAC)

« A completed request for data access includes this form as well as a review of and agreement to the terms, conditions, and statements in the Data Use Certification (DUC) for each respective
dataset requested.

« Dataset requests are project-specific. If you were granted access to a dataset(s) for andXher project, that approval does not carry over to this new proposed project. You must request access
to all datasets that you plan to use in the new project.

« Please note that fields marked as "*" are required fields.

OMB control Number: 0925-0670
Before You Get Started

Expiration Date: March 31, 2026

In order to complete the application for data access you will need to collect the following information: Public reporting burden for this collection of information
is estimated to vary from 15-45 minutes per response

» A research statement and a nontechnical summary statement describing your planned use of the data. including the time for reviewing instructions, choosing

The name of the information technology (IT) Director. P
Some datasets may require local Institutional Review Board (IRB) approval for use. These are noted in the study list. Psas Smelttmg the Data Access RequeSt' A_n agency may
requirements. not conduct or Sponsor, and a person Is not I’eqUII’Ed

« Some datasets may require supplemental documentation to accompany this standard application. Review the DUC* instrudiife) respond to a collection of information unless it
nkeriok W sing e POR: The. displays a currently valid OMB control number. Send

* You can navigate to each study DUC from the public study home page in dbGaP. Look for the "individual-level data" section. RSlIaAlSlaIS=IeETde [gTeRuaTN oV ] gelSlaN=INulag o I{Nel geTg\ Aol u o <]
aspect of this collection of

« The name of the institutional signing official who will certify the terms of use assurances on behalf of your inskgution. . . ,_ . .
« A list of all internal investigators at your institution who will share access to the data for the proposed research. datasets, gathering and maintaining the information
« Alist of external collaborating investigators. needed, reviewing the collection of information, and

dbGaP APPROVED USER ™ CODE OF CONDUCT information, including suggestions for reducing this

that research investigators agree to abide by as Approved Users of data received through the database of Genotypes and PhenjlioI8[ge [T MR (o HI\N} [z M o] [T @ S Te= [ (=N =] = lel g MY AO )

Conduct may result in revocation of approved access to any or all datasets obtained through dbGaP. Rockledge Drive, MSC 7974. Bethesda. MD 20892-7974
ATTN: PRA (0925-0670). Do not return the completed

I Begin New Research Project IP form to this address

NIH Genotype and Phenotype database is a service of NCBIL. Please contact us with any questions.

National Center for Biotechnology Information | U.S. National Library of Medicine

Privacy Motice | Disdaimer | Accessibility l

4f FirstGo HHS Vulnerability Disclosure
-.,_\(:_ | '-|[:’-".
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Project Request

+ OMB control number: 0925-0670 Expiration date: 03/31/2026
Research Project Cloud Providers Collaborators 1T Director Confirm Datasets Review DUC Review DUL Review Applications Feedback

Please select datasets to request access to. Maximum 200 datasets per project. If you have changed any common information (research statement, list of collaborators), all approved application and those being reviewed
by DAC(s) will need to be resubmitted.
For any study that has more than one consent group, there are no overlaps in subjects between the consent groups.

Filter Consents

db GaP Logged in as John Doe | Log out

Primary disease | ~| Molecular data type | ~ | Study design | v

) Approved for GRU [} Approved for commercial use | Approved for method development (| Health biomedical research [ Exclude data on cloud @

Study lookup | enter study accession | Study accession | ~| [ Exclude IRB required

Pagel 2 3 4 5 6 7 8 ... 43
Consent Group Data Use Limitations Participants DAR Status

Glaucoma Exome Sequencing (phs000558.v1.p1)
[} General Research Use (IRB) Use of the data is limited only by the terms of the model Data Use Certification. Requestor must provide 175
(phs000558.v1.p1.c1), NEI documentation of local IRB approval. .

Public Posting of Genomic Summary Results - Undefined.

This consent group requires IRB approval attachment
Have data available in Amazon S3 Cloud Storage &
Have data available in Google Cloud Storage ©

The 100-Person Wellness Project (HPWP) (phs001363.v1.p1)

[l General Research Use (IRB, PUB, COL, NPU) Use of the data is limited only by the terms of the model Data Use Certification. Requestor must provide 108
(phs001363.v1.p1.c1), NIGMS documentation of local IRB approval. Requestor agrees to make results of studies using the data available to the
e larger scientific community. Requestor must provide a letter of collaboration with the primary study investigator(s).
Use of the data is limited to not-for-profit organizations. .
A Study of the Genetic Causes of Complex Pediatric Disorders (phs000490.v1.p1)

[J General Research Use (phs000490.v1.p1.c1), NHGRI  Use of the data is limited only by the terms of the model Data Use Certification. . 7431
Public Posting of Genomic Summary Results - Allowed.

& Feedback

[ Return to My Projects ] [ Add Selected and Continue l’ Pagel 2 3 4 5 6 7 8 ... 43

Study accession for preview: | [Add |
This input box is only for study investigators of studies that are currently in preview status. If you are a data submitter, please input the study accession.

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility

m) S/g FIRSTGOV HHS Vulnerability Disclosure
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Project Request

1#42853: ++ OMB control number: 0925-0670 Expiration date: 03/31/2026
Project Details Choose Datasets _ Cloud Providers  Collaborators IT Director Confirm Datasets Review DUC Review DUL Review Applications Feedback
*Descriptive Title of Project
Please note that ¢ requests by ing institutions should each use the same title. Copy and paste your Research Use
[Test Project ) Statement and non-technical summary
below. All applications must be made in
English.

*Research Use Statement (RUS) &
ARUS is a brief dacriph‘on of the applicant's proposed use of dbGaP dataset(s). The RUS will be reviewed by all NIH Institutes and Centers responsible
for data covered by this Data Access Request. Please note that if access s approved you agree mat UIe RUS along wrth your name and nstltunon, will be mcIuded on the dbGaP website to
describe your research project to the public. All Data Access Request (DA &

Please make it clear whether you plan to combine requested datasets wif Ad d e d teXt to com p |y WI t h independently or together. If

you do plan to combine datasets in any way, please describe your plan al sing on outcomes or

hypotheses that were not the focus of the primary study (or studies), ple} N I H G u i d e N Otl Ce N OT— O D

Investigators do not need to submit a new project request unless the datj nt.

Please enter your RUS in the area below. RUS should be one or two 24'1 57 IU pdated SeCU rlty hn (including the phenotypic

characteristics that will be tested for association with genetic variants). If RUS can be found at GDS =

website. Please limit your RUS to 4500 characters. Best Practices', including i
two new check boxes a

NIH expects that Approved Users of NIH controlled-access data under the GDS Policy systems comply with T NIH Security.
data on institutional IT systems, cloud service providers, and/or third-party IT systems with security standards that meet or exceed NISLSP_S&LZI_EM&MQ

Information in Nonfederal Information Systems and Organizations” or the equivalent ISO/IEC 27001/27002 standards.
By checking this box, I, as the PI requesting access to this data, attest that data will be secured, at a minimum, in accordance with NIST SP 800-171 or the equivalent ISO/IEC
27001/27002 standards as stipulated by the ﬁmmmwﬁmmmmm

By checking this box, I am requesting permission to use cloud computing to carry out the research as described in my Research Use Statement and attest that the cloud
service provided and/or third-party IT system used for data analysis and/or storage will secure data, at a minimum, in accordance with NIST SP 800-171 or the equivalent

and maintain such

1SO/IEC 27001/27002 standards as stipulated by the ¥J NIH Security. =

Cloud Use Statement
State the name of the cloud service provider and/or third-party IT system, their security standard, and how they will be used to carry out the work described in your Research Use Statement.
Also, if applicable, describe the role of any collaborators. Please limit your statement to 2000 characters. N eW teXt

Test Cloud Use Statement

box to
*Non-technical summary @ I n s e rt CI 0 u d
Please enter below a non-technical summary of your RUS suitable for understanding by the general public (written at a high school reading level or below). Please limit your non-technical
summary to 1300 characters. u Se

statement

*Choose your Signing Official (S0): @
Your SO is typically the same person who signs your grant applications and is an individual listed in eRA Commons as a SO for your institution and who has the authority to certify your appli
on behalf of your institution.

© Doe, Jane (ssergey@ncbi.nim.nih.gov)

o
Applicant organization
*Institution Name rtment Division
NIH | | |
*Street 1 Street 2 *City *State *Z1P/Postal code *Country
123 Main Street | | [Bethesda ] [mMD 12345 [United States v
Create Decryption Password.

The files distributed through the dbGaP system are encrypted. A password is required for decrypting downloaded files. Please provide a decryption password for the project.
Valid passwords must be at least 8 ASCII characters long and must contain at least 3 of the following 4 characters:

upper case letters

lower case letters

numbers

non-alphanumeric characters

“Password for profct
*Password (¢ Ep— — ]
Retur to My Projects [ Save and Continue |

NIH Genotype and Phenotype database is a service of NCB. Please contact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disdaimer | Accessibility
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Project Request New page/ tab for PIs to provide

#42853: Test Project C|0Ud Provid ers info rmation + OMB control number: 0925-0670 Expiration date: 03/31/2026
SQ: Jane Doe

Project Details Choose Datasets 7 Research Project § Collaborators IT Director Confirm Datasets Review DUC Review DUL Review Applications Feedback

In order to be granted permission to use cloud computing to carry out the proposed research described in the Research Use Statement of this Data Access Request (DAR), below please provide
the name of the cloud service provider, the type of cloud service provider (commercial or private), and describe the type of service you will be obtaining and how you will be using it.

Cloud Provider Information

*Name of Provider *Type of Provider
| Test Provider 1 | [Commercial v|
Details

Test details

Cloud Provider Information

2 Feedback

*Name of Provider *Type of Provider
ITesi Provider 2 | [ Commercial |
Details

Test details

| Back | | RetumtoMyProjects | [Save| | Save and Continue [P

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disdaimer | Accessibility

m> \_\(/ﬁ FIRSTGO\
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Project Request
#42853: Test Project + OMB control number: 0925-0670 Expiration date: 03/31/2026
S5Q: Jane Doe

Project Details Choose Datasets Research Project Cloud Providers IT Director Confirm Datasets Review DUC Review DUL Review Applications Feedback

Use this space to enter information about all additional investigators from your institution who will have access to the dataset(s). (Exclude trainees, who are covered under the NIH policy). By
submitting names on this form, requestors and signing officials guarantee that these individuals have read and agreed to the terms, conditions, and statements of the respective Data Use
Certification(s).

Internal Collaborator

Prefix *First name Middle name *Last name Suffix

I | [vacob | | | [Doe J |

*Position/Title Department *QOrganization name Division

[Principal Investigator | | [NH ] | |

*Street1 Street2 *City State *71P/Postal code *Country

[123 Main Street | | | [Bethesda | [mD | [12345 | United States

*E-mail *Phone Fax =
[jacob.doe@nih.gov | [1234567890 | |

n

Click "Add collaborator” button to add another person to the list. Use "Remove" button to remove person from the list. Data will not be saved until you click the "Next" or "Save" button. Leave the form blank if you
have no collaborators.

Are you planning to collaborate with investigators from other institutions?
) None

External Collaborator

*First name *Last name *Institution Name *Position/Title *Role on Project *E-mail
l | J | | | ] | ]

Comment

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.
National Center for Biotechnology: Information | U.S. National Library of Medicine
Privacy Notice | Disdaimer | Accessibility

m) {@ FIRSTGOV HHS Vulnerability Disclosure

2 Feedback

4vda | 14vda | 14vicC



NCBI

M db GaP

e ek L L Browse/Search

Loggedinas.‘luhnnoelL_ogLut:

) Tecll My Requests  Downloads Downloaders My Profile

Project Request

#42853: Test iject + OMB control number: 0925-0670 Expiration date: 03/31/2026
20Q: Jane Doe

e i

== Project Details Choose Datasets Research Project Cloud Providers Collaborators lTDlr'edDr-;?- Confirm Datasets Review DUC Review DUL Review Applications Feedback

An information technology (IT) director’s (or designee’s) contact information is required to ensure data security policies and procedures are in place. This individual must have the authority to

vouch for the IT capabilities at your institution. J
L IT Director :
‘ Prefix *First name Middle name *Last name Suffix >
| | | | | | | | | |
‘ *Position/Title Department *QOrganization name Division 1
‘ | | | | [NH | | |
*Streetl Street2 *City State *ZIP/Postal code *Country *
| | | | | | || | |
= *E-mail *Phone Fax -

l || || |

tq Back |

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disdaimer | Accessibility

ﬂm) :{? FIRSTGOW HHS Vulnerability Disclosure
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Project Request

#42853: Test iject + OMB control number: 0925-0670 Expiration date: 03/31/2026
9Q: Jane Doe

Project Details Choose Datasets Research Project Cloud Providers Collaborators IT Director =

Review DUC Review DUL Review Applications Feedback

Approved individual data access request (DAR) cannot be removed from the projects in this system. All previously approved DARs must be either closed out or renewed. You can request close out
at annual renewal application.

You have selected the following datasets for this request.
To add a dataset please return to the "Choose Datasets" step. To remove a dataset, select "Remove" choice next to the datasets you would like to remove and click the "Remove Selected” button.
When you are satisfied with the list on this page, click "Continue" button.

Consent Group . Data Use Limitations Participants DAR Status
Glaucoma Exome Sequencing (phs000558.v1.p1)
[ +|General Research Use (IRB) Use of the data is limited only by the terms of the model Data Use Certification. Requestor must provide 175
(phs000558.v1.p1.c1), NEI documentation of local IRB approval. .

Public Posting of Genomic Summary Results - Undefined.

This consent group requires IRB approval attachment
The 100-Person Wellness Project (HPWP) (phs001363.v1.p1)
[ ~|General Research Use (IRB, PUB, COL, NPU) | Use of the data is limited only by the terms of the model Data Use Certification. Requestor must provide 108
(phsD01363.v1.pl.cl), NIGMS documentation of local IRB approval. Requestor agrees to make results of studies using the data available to

the larger scientific community. Requestor must provide a letter of collaboration with the primary study
investigator(s). Use of the data is limited to not-for-profit organizations. .

Public Posting of Genomic Summary Results - Allowed.

& Feedback

This consent group requires IRB approval attachment
This consent group requires Letter of Collaboration attachment

Back | Return to My Projects | | Remove Selected | I Remove Selected and Continue IF I Centinue r

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.
National Center for Biotechnology: Information | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility
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Project Request
#42853: Test Project + OMB control number: 0925-0670 Expiration date: 03/31/2026
SQ: Jane Doe

Project Details Choose Datasets Research Project Cloud Providers Collaborators  IT Director Confirm Datasets _ Review DUL  Review Applications Feedback

Data use certifications and consent group restrictions on use

The Data Use Certification (DUC) is the agreement that you must sign and that must be co-signed by your designated institutional signing official. Although requirements within the DUC may vary
by dataset, each DUC will include the following core elements that you agree to:

to only use data as specified in the Research Use Statement

to keep the data confidential

to not share the data with unapproved users or sell the data

to follow appropriate data security protections

to not identify or contact individual research participants

to be publicly listed as an approved user on the dbGaP website

to not submit findings for publication until the embargo date (as listed in dbGaP)

to acknowledge dbGaP, the accession number of the specific datasets analyzed, the contributing investigator(s), and the primary funding organization that supported the contributing study in
all oral and written presentations and publications resulting from any analyses of the data, and

to report violations of the GDS policy immediately to the appropriate Data Access Committee.

Below you will find PDFs of the DUCs for each dataset to which you have requested access. Please read the DUCs carefully, as they vary by study and you will be expected to follow the terme

outlined in each. -i
Consent Group ] Data Use Limitations _ Participants PDF
Gla Exome -‘r v1.p1) ﬁl m‘;::‘ Certification
General Research Use (IRB) Use of the data is limited only by the terms of the model Data Use Certification. Requestor must provide = 175 ) Dataset Manifest
(phs000558.v1.p1i.c1), NEI documentation of local IRB approval. .
This consent group requires IRB appi

The 100-Person Wellness Project (HPWP) (phs001363.v1.p1) T)Data Use Certification
General Research Use (IRB, Use of the data is limited only by the terms of the model Data Use Certification. Requestor must provide = 108 8 Dataset Manifest

PUB, COL, NPU) documentation of local IRB approval. Requestor agrees to make results of studies using the data
(phs001363.v1.p1.cl), NIGMS available to the larger scientific community. Requestor must provide a letter of collaboration with the
primary study investigator(s). Use of the data is limited to not-for-profit organizations. .
This consent group req IRB app
This consent group ires Letter of C

Program-specific required attachments

Some studies’ DULs require additional documentation for approval (e.g., local IRB review, Letter of Collaboration). Below you will find any such requirements for the studies to which you have
requested access. Please select the PDF file you would like to upload using the “Browse” button and then click “"Upload”.

Glaucoma Exome Sequencing

Local IRB approval is required, Do NOT Choose File | No file chosen
include FULL protocol;

The 100-Person Wellness Project (HPWP)

Letter of Collaboration is required; Local No file chosen

IRB approval is required, Do NOT include

FULL protocol;

Please combine all documents into a single =

pdf document and upload. i
o

) Load one document for all requests
Only PDF files (up to 10M in size) accepted.

Please note that some of your data access requests require additional documentation. These documents may need to be updated if they have expired. Please check the expiration dates of these
documents before proceeding.

Return to My Projects | Continue

a
NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions. i

National Center for Bi ion | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility
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Project Request

#42853: Test Project + OMB control number: 0925-0670 Expiration date: 03/31/2026
5Q: Jane Doe

Project Details Choose Datasets Research Project Cloud Providers Collaborators IT Director Confirm Datasets Review DUC | F b Review Applications Feedback

Data Use Limitations (DULs) were provided by the institution that submitted the respective dataset and reflect the informed consent given by those who participated in the original study. The
DULs for each requested dataset appear below. To remove a dataset click the "Back" button to return to the previous step.

By checking the boxes and clicking on "I agree..." button below, I certify that I have read and agree to the terms, conditions, and statements of the DUL(s) for the request dataset(s), and
understand that the relevant Data Access Committee(s) will be reviewing the Research Use Statement (RUS) for compliance with these DUL(s).

Consent Group Data Use Limitations Participants DAR Status
Glaucoma Exome Sequencing (phs000558.v1.p1)
General Research Use (IRB) (phs000558.v1.pl.c1), NEI = Use of the data is limited only by the terms of the model Data Use Certification. Requestor must provide 175

documentation of local IRB approval. .
Public Posting of Genomic Summary Results - Undefined.

This consent group requires IRB approval attachment

1 understand and agree to the terms and conditions of the Data Use Limitations for this dataset.

The 100-Person Wellness Project (HPWP) (phs001363.v1.pl)

General Research Use (IRB, PUB, COL, NPU) Use of the data is limited only by the terms of the model Data Use Certification. Requestor must provide 108
(phs001363.v1.pl.c1), NIGMS documentation of local IRB approval. Requestor agrees to make results of studies using the data available to
"""""" the larger scientific community. Requestor must provide a letter of collaboration with the primary study
investigator(s). Use of the data is limited to not-for-profit organizations. .

Public Posting of Genomic Summary Results - Allowed.

This consent group requires IRB approval attachment
This consent group requires Letter of Collaboration attachment

I understand and agree to the terms and conditions of the Data Use Limitations for this dataset.

4! Back I | Return to My Projects | I | agree to the Data Use Limitation(s) IP

NIH Genotype and Phenotype database is a service of NCBI. Please gontact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility
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Project Request

#42853: Test Project + OMB control number: 0925-0670 Expiration date: 03/31/2026
S5Q: Jane Doe

Project Details Choose Datasets Research Project Cloud Providers Collaborators IT Director Confirm Datasets Review DUC Feedback

Review and submit data access requests Please carefully review submitted information by clicking
on "Review Complete Application” .

Through the submission of this DAR, the Requester and Approved Users acknowledge receiving and reviewing a copy of the Addendum which includes o i g i

Data Use Limitation(s) for each dataset requested. The Requester and Approved Users agree to comply with the terms listed in the Addendum. :::Je:::é x;:r"%zm tabs to return to any previous step

The following application is the official request document that will be sent to your signing official (SO). Please note that you will not be allowed to

change your application while it is being reviewed by the SO. In order to make the changes after you have submitted your application for review you

will have to contact your SO with a request to return it for your revision.

To approve: Check the boxes below to attach your
electronic signature acknowledging agreement to the terms.

After approval by your SO, each application will be sent to the appropriate Data Access Committee (DAC). Multiple DACS may need to evaluate your

4 You need Adobe Reader installed to review PDF
application.

forms.
I

) Review Complete Application ! Fbouenenoer
Check the "I agree" boxes to provide the required certifications and assurances.

By signing below, I certify that the statements herein are true, complete, and accurate to the best of my knowledge. I am aware that any false,
fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative penalties.

1 agree -
By signing below, I certify that I have read and agreed to the terms, conditions, and statements in the Data Use Certification(DUC) Agreement and g
Addendum for the requested dataset. for the request dataset(s). I agree to abide by the ) Code of Conduct.

1 agree a

| Submit Application To Signing Official |»

This project currently contains 2 active requests for data access. You can view individual applications and processing statuses in the table below.

# Study, Consent Status ~ Expiration  History
Glaucoma Exome Sequencing (phs000558.v1.p1) New B view
General Research Use (IRB) (phs000558.v1.pi.c1), NEI
The 100-Person Wellness Project (HPWP) (phs001363.v1.p1) New A view

General Research Use (IRB, PUB, COL, NPU) (phs001363.v1.pl.c1), NIGMS

1 Back I Return to My Projects

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Motice | Disclaimer | Accessibility
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Project Request

#42853: Test Project + OMB control number: 0925-0670 Expiration date: 03/31/2026
50Q: Jane Doe
Project Details Choose Datasets Research Project Cloud Providers Collaborators IT Director Confirm Datasets Review DUC Review DUL Feedback
Check status of submitted applications You need Adobe Reader installed to review PDF
forms.
Your submission has been sent to your signing official who will verify the information before forwarding it to the appropriate Data Access Committee. Get +
You will receive several emails notifying you of every step in the process. To check on the status of an existing data access request, you may also use H .
tab "My Requests", above.
Please note that you are not allowed to change your application while it is being reviewed. In order to make the changes you will have to contact your
50 with a request to return application for your revision or use a "Recall Application" button to recall your application for revision.
If you have found that you need to send your application to a different SQ, you can make the correction on the "Research Project” page. You will then
need to review and confirm your application.
| Recall Application |»
This project currently contains 2 active requests for data access. You can view individual applications and processing statuses in the table below.
# Study, Consent Status Expiration  History
153131-1 Glaucoma Exome Sequencing (phs000558.v1.p1) SO review view
General Research Use (IRB) (phs000558.v1.p1.c1), NEI
153132-1 The 100-Person Wellness Project (HPWP) (phs001363.v1.p1) S0 review view

General Research Use (IRB, PUB, COL, NPU) (phs001363.v1.p1.c1), NIGMS

Back | Return to My Projects |

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disdaimer | Accessibility
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m Project renewal

Announcement: dbGaP has implemented a new option for approved users to Noseout individual DARs when doing a project annual renewal.

#19872: Genome-wide association study of postpartum depressio
50: Diane Koltz

Project Details Choose Datasets Research Project  Collaborators
Reeview DUL Feedback

IT Director Ressarch Progress\ Presentations

Prindipal Investigator's (PT) Name: Patrick Sullivan
Institutional Signing Official (S0): Diane Kolz
Institutional Affiliation: UNIV OF NORTH CAROLINA CHAPEL HILL

DRAFT |

Project ID: 19872
Project Name: Genome-wide association study of postpartum depression

Initial Request Date:

I Date of Last Renewal:

m Research Use Statement for "Genome-wide association study of postpartum depression” show...

" show...

< Datasets for research project "Genome-wide association study of postpartum depression
I Contnue r

[ Retun te My Projests |

Publications and Manuscripts Data Security  Confirm Datasets Closeout  Review DUC

Logged in == [, - z

+ OME control number: 0825-0570 Expiration date: 03/31/2025

OMB control Number: 0925-0670
Expiration Date: March 31, 2026

s Public reporting burden for this collection of information
! s estimated to vary from 15-45 minutes per response

including the time for reviewing instructions, choosing
datasets, gathering and maintaining the information
needed, reviewing the collection of information, and
submitting the Data Access Request. An agency may
not conduct or sponsor, and a person is not required
to respond to a collection of information unless it
displays a currently valid OMB control number. Send
comments regarding this burden estimate or any other
aspect of this collection of

information, including suggestions for reducing this
burden, to: NIH, Project Clearance Branch, 6705
Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974,
ATTN: PRA (0925-0670). Do not return the completed
form to this address.

I- Genotype and Phenotype databass iz 3 senvice of NCEL Plezss contact us with any questions.
A "l ional Center bor E--:-ted1m-:-|:n- In'\u:-r'najcln | W.5. Mational Library ot I'-'Ia:u:lne
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Project renewal

Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renewal.

#19872: Genome-wide association study of postpartum dep ion . . i
50 Diane Koliz ress

Project Details = Choose Datasets  Research Project Collaborators IT Director Research Progress Presentations Publications and Manuscripts  Data Security  Confirm Datasets Closeout  Review DUC
Review DUL  Review Applications  Feedback
Flease select datasets to request access to, Madmum 200 datasets per project, If you have changed any common information (research statement, list of collaborators), all approved application and thase being reviewed by DACs) will need

to be resubmitted.
For any study that has mere than one consaent group, there are no overlaps in subjects between the consent groups.

Filter Consents

Primary disease | | Molecular data type [ w | Study design | |
[ Approved for GRU ) Approved for commercial use [ Approved for method development [ Health biomedical research [ Exdude data on cloud @
Study lookup [nter study accession | Study accession | | [ Exclude IRE required

Pagel 2 3 4 5 6 7 & .. 42

Glaucoma Exome Sequencing (phs000558.vil.pl)

[l General Research Use (IRB) (phs000558.v1.pl.c1), NEI Use of the data is Emited only by the terms of the modsl Data Use Certification. Requestor must pravide documentation of 175
""""" local IRE approval. .

Public Posting of Gznomic Summary Results - Undefined.

This consent group requires IRB approval attachment
Have data available in Amazon 53 Cloud Storage &
Have data available in Google Cloud Storage &

The 100-Person Wellness Project (HPWP) (phsD01363.vil.pl)

[ General Research Use (IRB, PUB, COL, NPU) Use of the data is Bmited only by the terms of the medel Data Use Certification. Regquestor must provide decumentation of 108
{phsD01363.x1.pl.cl), NIGMS local IRB approval. Requestor agrees to make results of studies using the data available to the larger scientific community.
TR Requestor must provide a letter of collaboration with the primany study investigator(s). Use of the data is limited to not-for-
prafit organizations. .

Public Posting of Gznomic Summary Results - Allowed,

This consent group requires IRB approval attachment

This consent group requires Letter of Collaboration attachment

Have data available in Amazon 53 Cloud Storage &

Have data available in Google Cloud Storage &
The Genetic I.ands:ale of Metastasis and Recurrence in HNSCC (phs001007.v1.p1)
Use of the data must be related to Cancer. Uss of the data includes methods development ressarch (2., development of 23
software or algorithms). .

Public Posting of Genomic Summary Results - Allowed,

Have data available in Amazon 53 Cloud Storage &
Have data available in Google Cloud Storage &

Up for a Challenge: African American Breast Cancer Consortium (AABC) Study (phs000851.v1.pl)

) Up for a Challenge (Publication required) Use of this datz is limited to research described for the National Cancer Instituts (NCI) "Up for A Challenge” breast cancer 4881

genetic epidemiology competition. The goal of this challenge is w use innovative approaches to identify novel bickay
(phs000851.v1.p1.c1), NCTRAG inwolved in breast cancer susceptibility including new genes, genetic variants, or 5225 of genomic features, leading to novel l
kialoaical Fvoosheces. Individuzls MOT oarticinzting in the chzllenos would NOT be aranted screcs. Requestor sorees &

4vda | 14vda | 14vicC
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Project renewal
Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renewal.

#19872: Genome-wide association study of postpartum depression + OMB gontrol number: 09250670 Expiration date: 03/31/2006
50: Diane Koltz

Project Details Choose Datasets Reseanch Project Collaborators  IT Director  Research Progress  Presentations  Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
Review DUL FReview Applications  Feedback

*Descriptive Title of Project
Please note that coordinated requests by collaborating institutions should each use the same title. Copy and paste your Research Use Statement
[Genome-wide association study of postpartum degression |& and non-technical summary belov. Al

applications must be made in English.
*Research Use Statement (RUS) @

A RUS is a brief description of the applicant's proposed use of dbGaP dataset(s). The RUS will be reviewed by all NIH Institutes and Centers responsible for data covered by this Data Access Request. Please note that if
access is approved, you agree that the RUS, along with your name and institution, will be induded on the dbGaP website to describe your research project to the public.

Please make it clear whether you plan to combine requested datasets with other datasets outside of dbiGaFR, and, if so, whether you plan to analyze these datasets independently or together. If you do plan to combine
datasets in any way, please describe your plan and also please discuss whether it creates any additional risks to participants. If you are focusing on outcomes or hypotheses that were not the focus of the primary study
(or studies), please describe the outcomes you propose to examing.

Investigators do mot need to submit a new project request unless the dataset will be used for research outside of the scope of the approved Research Use Statement

Please enter your RUS in the area below. The RUS should be ane or two paragraphs in length and indude research objedives, the study design, and an analysis plan (including the phenotypic characteristics that will
be tested for assodation with genetic variants). If you are requesting multiple datasets, please describe how you will use them. Examples of RUS can be found at GDS website. Please limit your RUS to 4500 characters.
The aim of this study is to gain knowledge of the genetic etlology of postpartum depression (PPD). We are conducting 2 genome-wide assoclation study (GWAS) to ldentify common genetic
variants implicated in PPD. GWAS has become a powerful techolque for the discovery of previcusly unknown genstic and biclogical architecture wnderlying complex illnesses. Recrulting
controls for psychiatric GWAS studies s expensive and has feasibility challenges. The purpose of this application is te obtain further contrels for this study. The proposed uses are
consistent with the data use limitations. The findings from Lhis study will effer insights into the genetics of PPD by identifying genetlc wariants that incresse 1iability to PFD.

I am requesting permission to use cdloud computing to carry out the research as described in my Research Use Statement.

*Mon-technical summary &

Please enter below a non-technical summary of your RUS suitable for understanding by the general public (written at a high school reading level or below). Please limit your non-technical summary to 1300 characters,
Postpartun depression (PPD) occurs in ~12% of women (PMID: 16268528) and carries health risks for mother and baby (PMID: 19862196). PPD is heritable but the genetic basis is not known.

This genoae-wide association study will compare the DNA of W0 groups: parous women with PPD (cases) and women without PPD (controls). By doing so, this study will help to understand the

genetic and biological basis of PPD.

g

*Choose your Signing Official (50): @
Your 50 is typically the same person who signs your grant applications and is an individual listed in eRA Commons as a 50 for your institution and who has the authority to certify your application on behalf of your
institution.

O Elliott, Amy (winnamy@email.unc.edu

Applicant organization

*Institution Name Department Division

[UMN OF NORTH CARDLIMA CHAPEL HILL | [Genetics | ]

*Street 1 Street 2 ity *State *Z1P/Postal code  *Country

[120 Mason Farm Rd. | [ ] [Chapsl HEENC | [ | [2/514 ] [United States v

E=k] [ReumwWyFroects| [Save| [Saveand Contnue |b

[Hational Centes tor Biotechnolomy Infommation | U5, Natonal Library of Medicine
|Privecy Motice | Disdaimer | Aocessibility

MIH Genotype and Phenotype databass is a service of NCEL Pleaace contact us with any quastions. l
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Project renewal
Info: Announcement: dbGaP has implemented a new option for approved users to closeout individual DARs when doing a project annual renewal.

#19872: Genome-wide association study of postpartum depression + OMB control murmber: (925-0670 Bxpiretion dste: 03/31/2026
S0 Diane Koltz

Project Details Choose Datasets Research Project Collaborators 1T Director  Research Progress  Presentations  Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
Review DUL Feview Applications  Feedback

Use this space to enter information about all additional investigators from your institution who will have access to the dataset(s). (Excude trainees, who are covered under the NIH policy). By submitting names on this
form, requestors and signing officials guarantes that these individuals have read and agreed to the terms, conditions, and statements of the respective Data Use Certification{s).

Internal Collaborator

Prefix *First name Middle name *Last name Suffix

C O

*Position/Title Department *(Organization name Division

|Assistant Professar | [ | [UNIVOF NORTH CAROLINA CHAPEL] | |

*Strest 1 Street 2 *City State *ZIPfPostal code  *Country

[f20 Mason Farm Rs | | | [CrapeiF | [C N
*E-mail *Phone Fax

[guintiE@email.unc. edu | [910066T542 ] [ ]

Remove

Internal Collaborator

Prefix *First name Middle name *Last name Suffix
C T
*Position/Title Department *QOrganization name Division
|Aszistant Professar | | [UNIVOF NORTH CAROLINA CHAPEL] | |
*Strest 1 Street 2 ity State *ZIP[Postal code  *Country
[120 Mason Farm Rd ] [ | [Chapel Hll | [NE ECE
*E-mail *Phone Fax
unc.edu | [e1ooeaTses ] | |
Remove

Click "#dd collzborator” button to add ancther person to the list. Use "Remove” button to remove person from the list. Data will not be saved until you dick the "Next” or "Save” button. Leave the form blank if you have no collaborat
Are you planning to collaborate with investigators from other institutions?

Please note that collaborators from other institutions must submit a separate Data Access Request{s) for this project from their respective institution(s). All collaborators must be approved users before data can b i |
shared. Coordinated requests by collaborating institutions should each use the same project titte and should each complete this section in their respedtive applications.

Mone

4] Back | [Retumto MyProjects | [Sawe| | Saweand Continue ¢
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Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual reneswal.

+ OME control number; 0525-057] Expiration date: 0373172026

#19872: Genome-wide association study of postpartum depression
S0: Diane Koltz

Project Details Choose Datasets Research Project  Collaborators  IT Director  Research Progress Presentations Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
Review DUL Feedback

An information technology (IT) director’s (or designee’s) contact information is required to ensure data security policies and procedures are in place. This individual must have the authority to vouch for the IT capabilities
at your institution.

IT Director

Prefix = Middle name *Last name Suffix

— | | f— =mlaas

*Position/Title Department *(rganization name Division

[Vice Chancellor for Information Techne| | | [UNINV OF NORTH CAROLINA CHAPEL| | |
*Ctreet 1 Street 2 *City State *71PfPostal code  *Counkry
[202 South Rd | | | [Chapel HEl | | | [27514 ] [Us
*E-mail *Phone Fax

nc.edu | | | |

[Bsck| [ReumtoMyFrojects| [Save] [ Saveand Continue |b

MIH Genotyps and Phenotype database is 3 senvice of NCEL Plezse oontact us with any questions

Mational Center for Biotechnology Information | U5 Mational Library of Medicine
Privecy Motice | Disdaimer | Acosssibility
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Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renewal.

+ OMB control number: 1525-0670 Expiration date: 03/31/2025

#19872: Genome-wide association study of postpartum depression
S0: Diane Kotz

Project Details Choose Datasets  Research Project  Collaborators 1T Director Research Progress Presentations Publications and Manuscripts  Data Security  Confirm Datasets Closeout  Review DUC
Review DUL Feview Applications  Feedback

| Research Progress:
Please summarize your research on this project since your initial request or most recent renewal in the space below, induding the potential significance of any findings. Briefly describe whether and how the dataset(s) was
used, including referending the dataset(s) by name in your summary. Please limit your summary to 6000 characters.
ke hope to finalize a data freeze in QX 2822 (we are close; everything has been delays due to COVID-19).

Have you generated any intellectual property since your last renewal as a result of using the NIH data?

) Yes
® Mo
_1| Ba::b:l | Retumn to My Projects | | Sawe | l Save and Continue Ih
 NIH Genotype and Phenotype database is a senvice of NCEL Please contact us with any questions,

| Mational Center tor Biotechnology Information | U.S. National Librery ot Medicine

1 [Privescy Notice | Disclaimer | Accossibility

(== “
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Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renewal.

#19872: Genome-wide association study of postpartum depression + OMB control number: 0325-0670 Expiration date: 03/31/2026
S0: Diane Koliz

Project Details Choose Datasets Research Project Collaborators IT Director Research Progress  Presentations Publications and Manuscripts  Data Security  Confirm Datasets Closeout  Review DUC
Review DUL Feview fpplications  Feedback

Please list all completed and accepted sdentific presentations since your initial approval or last renewal that indude (or will include) findings made with the NIH data that were accessed through dbGaP. Please include title,
authors, bibliographic dtation (if any), and mesting/abstract submission date. If you have requested multiple datasets please specify which datasets were used and which were induded in your presentation(s). If you had
no presentations, please check the box below.

[T had no presentations since my initial request or last renewal.

P
Remaove
| Add another presentation |
[Esck| [RewmioMyProjects| [Save| [ [Saveand Coninue b
MIH Genotype and Phenotype datsbase is 3 senvice of NCEL Plezse contact us with any guestions.

[Hational Center tor Biotechnology Information | U.5. Mational Library o Medicine
[Privecy Motice | Disdlaimer | Accessibility
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Project renewal

Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs whe : '
Made this a structured field;

#19872: Genome-wide association study of postpartum depression inserted a PubMed ID look up field  Siabl=ieiiSTiEEstei:

50: Diane Kolz

Project Details Choose Datasets Resesarch Project  Collaborators 1T Director Research Progress Presentations  Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
Reeview DL Feedback

Flease list all publications and manuscripts submitted since your initial approval or last renewal that include findings made with the NIH data. Please list manuscript submission dates, Please indude PubMed 1D, title,
authors, and bibliographic dtation. If you have requested multiple datasets please spedfy which datasets were used and which were included in your publication(s). If you had no publications, please check the box below.

[T had no publications since my initial request or last renewal.

PubMed ID Title
| [Lockup] | |
lDate | lEthingmphil: Citation |
Authors
I |
Other
-
Remowe

| Add anaother publication |

| Back | |[RetumtoMyProjects | |Sawe| | Save and Continue |

MIH Genotype and Phenotype database is a service of '_m th &ny questions.

|Hational Center tor Bivtechnology Infommation | U.S. Mational Library ot Medicine
|Privecy Mobtice | Disdaimer | Accessibility
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Info: Announcement: dbGaP has implementad a new option for approved users to doseout individual DARs when doing a project annual renewal.

#19872: Genome-wide association study of postpartum depression *+ OMB control number; 05250670 Expiration date: 03/31/2026
50: Diane Kolz

Project Details Choose Datasets Research Project  Collaborators  IT Director  Research Progress  Presentations  Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
Review DUL Feview Applications  Feedback

| Data Security:

For this analysis have you combined the datasets provided by dbGaP with datasets from other sources that were not described in the Research Use Statement (RUS)? If yes, briefly describe the source(s) of the datasets
and amend your RUS,

) Yes
® No

The list of approved users from your project is below.
Approved Users and Internal Collaborators at UNIV OF NORTH CAROLINA CHAPEL HILL

4 First name Last name Institution Name Position/Title Fole on Project

_:| _ | [univ of north carlina chaps|  [Distinguiched Frofes | [Principal Investigater |

4 _—| [ | [ONIVOF NORTH CAROLIN  [Assistant Frofessar | [Approved User |

e e N — e —
I | [ONIV OF NORTH CAROLI| [Vice Chancellor for Infarmal| [T Director or designes. |

Please list anyone not indicated above who has accessed the dataset(s) distributed under this approved project. Please note that trainees and staff under your supervision are covered under the NIH policy and need not

| be listed here.

| E Mone

Please describe any inappropriate data release inddents or other data security issues, induding the date that the Data Access Committee (DAC) was first notified. Inappropiiate data refease incidents should have been
reported to the DAC as they occurred. If an incident was not reported at the ime it occurred, please do so immediately, noting what was done to remedy the situation and what steps were taken to prevent future
eccurrences. Your DACS contact information may be found in the Data Use Certification for the relevant datasets.
Mone.

e
4| Back [ Return to My Projects | [ Save | Save and Continue [*
NIH Genotype and Phenotype database is a senvice of NCEL Plaase contact us with any questions
Mationsl Center tor Biotechnodogy Information | U.5. Mational Library ot Medicine
IOy rmcrm v Blitime | Piaerdairrmsr | e e =
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c Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renewal. 4
#19872: Genome-wide association study of postpartum depression + OME control number: 0525-0670 Expiration date: 03/31/2025
50: Diane Koltz

Project Details Choose Datasets Reseanch Project Collaborators  IT Director Research Progress  Presentations  Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
F Review DUL Feview Applications  Feedback

Approved individual data access reguest {DAR) cannot be removed from the projects in this system. &ll previously approved D&Rs must be either dosed out or renewed. You can request dose out at annual renewal

u application.

You have selected the following datasets for this request.
< To add a dataset please return to the "Choose Datasets” step. To remove a dataset, select "Remove” choice next to the datasets you would like to remove and dlick the "Remove Selected” button,

n When you are satisfied with the list on this page, dlick "Continue" button.

4 V Q\

|Mational Center tor Biotechnology Information | U5 Mational Library ot Medicine
|Privecy Motice | Disdaimer | Acoessibility

GAIN: Genome-Wide Association Study of Schizophrenia (phs000021.v3.p2)
+ General Research Use Use of the data is Bmited only by the terms of the model Data Use Certification. May be used for any genetic studies, 4589 o Approved
{phs000021.v3.p2.c1), JAAMH Public Posting of Genomic Summary Results - Allowed. GRANTED
e + Schizephrenia and Related Conditions Limited to genetic studies of Schizophrenia and relzted conditions. Related conditions indude conditions with evidence of 475 J approved T
genetic relztionships to schizophrenia or schizoafedive disordas, such as aoute peypchoses, bipolar disondes, MDD, or "Cluster
{ph=000021.v3.p2.c2], JAAMH A" personality desnrders {schizotypal, schizoid, parenoid). GRANTED
F Public Posting of Genomic Summany Results - Allowed.
MHLBEI TOPMed: Partners HealthCare Biobank (ph=001024.v5.p1)
w  Health/Medical/Biomedical Use of this datz is limited to health/medical/biomedical purposes, does not include the study of population origins or ancestry. | 128 o Approved
{phs001024.v5.p1.c1), NHLEI - GRANTED U
< Public Posting of Genomic Summarny Results - Allowed.
1 | Return to My Projects | | Remowe Salected | I Remove Selected and Continue r F >
n NIH Genotype and Phenotype datsbass is 3 senvice of NCEL Plezse contact us with any guestions. n
|
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Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renewal.

#19872: Genome-wide association study of postpartum depression + OME control numibsr: 0925-0670 Expiration dats: 03322026
50: Diane Koltz

Project Details Choose Datasets Research Project Collaborators IT Director Research Progress  Presentations Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
Review DUL Feview Applications  Feedback
You are selecting the option to close out a dataset (from a Data Access Request (DAR)) during your dbGaP Project renewal period. Initiating this process means that the dataset(s) you select to dose out is/are no
longer needed for the research objectives described in this Project’s Research Use Statement, and the dataset(s) you wish to dose out did not result in publishable findings. If your use of the dataset(s) did indeed

result in publication, the publication(s) should be reported and the dataset(s) should not be closed out until you dose out your entire Project, This is because you will not be allowed to retain data for any reason if you
wish to close out an individual dataset during this renewal process.

If you wish to doseout a DAR, please select a DAR to doseout in your project. It is expected at DAR. closeout that all data are destroyed accerding to MIH expectations described in the Data Use Certification (DUC)
agreement and addendum. The doseout request will be routed to your 50 for confirmation. Once your 50 confirms that data were destroyed according to the DUC and addendum, the DAR will be dosed and removed
from your project. No further action will be needed on your part regarding the DAR dosed out.

Reasons for dar closeout:

I Unable to download data
"I Dataset{s) not needed for dbGaP Project research objectives/not renewing
E Other. List reason(s) below.

Please feel free to add comments about the reasons for closing out vour DAR(s)

i

To request close out a dataset, check the box to the left of the datasets you would like to dose, provide a reason for douse out and click the "Closeout Selected” or "Coseout Selected and Continue” buttons.
You have selected the following datasets for this request. If you are satisfied with the list on this page, dick "Continue" button.

GAIM: Genome-Wide Association Study of Schizophrenia (phs0D0021.v3.p2)

[ General Research Use (phs000021.v3.p2.c1), JAAMH Use of the data is Bmited only by the terms of the mods! Data Use Certification. May be used for any genetic studies, 4589 ' Approved
Public Posting of Gznomic Summary Results - Allowed. GRANTED

[l Schizophrenia and Related Conditions Limited to genetic studies of Schizophrenia and related conditions. Related conditions induwde conditions with evidence of 475 + Approved

(phs000021.43.p2.c2), JAAMH genetic relztionships to schizophrenia or schizoaffective disordes, such as acute psychoses, bipolar disorder, MDD, or "Cluster GRANTED

A" personality disorders (schizotypal, schizoid, paranoid).
Public Posting of Ganomic Summary Results - Allowed.
NHLBI TOPMed: Partners HealthCare Biobank (phs001024.v5.p1)

") Health/Medical/Biomedical {phs001024.v5.p1.c1), MHLEI Use of this dat= is limited to health/medical/biomedical punpeses, does not mdlude the study of population origins or 128 J Bppr
ancastry. . : oved
Public Pasting of Genomic Summary Results - Allowed. CRANTER

| Back| [Reumto MyProjects| |[R Closzout for Selected | | Request Closeout for Selected and Cortinue | |_Gantinu= |»

NIH Genotype and Phenotype database is a senvica of NCEL Plazse oontact us with any quastions. .'
I T . T S AT T N S T T A I T T
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Project renewal
Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renewal.

#19872: Genome-wide association study of postpartum depression + OME control number: (5250670 Expirstion date: 03/31/2036
S0: Diane Koltz

Project Details Choose Datasets Research Project  Collaborators  IT Director  Research Progress  Presentations  Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
Review DUL  Feview Applications  Feedback

Data use certifications and consent group restrictions on use

The Data Use Certification (DUC) is the agreement that you must sign and that must be co-signed by your designated institutional signing official. Although requirements within the DUC may vary by dataset, each DUC will
indude the following core elements that you agree to;

« to only use data as spedfied in the Research Use Statement

to keep the data confidential

to mot share the data with unapproved users or sell the data

to follow appropriate data security protections

to mot identify or contact individual research particdpants

to be publicly listed as an approved user on the dbGaP website

to mot submit findings for publication until the embargo date (as listed in dbGaP)

to acknowledge dbGaF, the accession number of the specific datasets analyzed, the contributing investigaton(s), and the primary funding organization that supported the contributing study in all oral and written
presentations and publications resulting from any analyses of the data, and

» to report violations of the GDS policy immediately to the appropriate Data Access Committee.

Below you will find PDFs of the DUCs for each dataset to which you have requested access. Please read the DUCs carefully, as they vary by study and you will be expacted to follow the terms outlined in each.

Consent Group Data Use Limitations Participants PDF

GAIN: Genome-Wide Assodation Study of Schizophrenia (phsD00021.v3.p2) Tipata Use Certification
General Research Use Use of the data is limited only by the terms of the model Data Use Certification. May be used for any genetic studies. 4580 T Dstaset Manifest
{phs000021.v3.p2.c1), JAsMH
Schizophrenia and Related Limited to genetic studies of Schizophrenia and related conditions. Related conditions indude conditions with evidence 475 T Dataset Manifest
Conditions of genetic relationships to schizophrenia or schizoaffective disorder, such as acute psychoses, bipolar disorder, MDD, or
{phs000021.v3.p2.c2), JA4MH "Cluster A" personality disorders (schizotypal, schizoid, paranoid).
NHLBI TOPMed: Partners HealthCare Biobank (phs001024.v5.p1) Tl Data Use Certification
Health/Medical/Biomedical Use of this data is limited to health/medical/biomedical purposes, does not indude the study of population origins or 128 T Datasst Manifest
{phs001024.v5.pl.c1), MHLEI ancestry. .

4 Fsturn to My Erojecis Cantinue |*

NIH Genotype and Phenotype database is a senvice of NOEL Plezce contact us with zny questions

Metional Center tor Biotechnology Information | U.5. Mational Library ot Medicine
Privecy Motice | Disdaimer | Accessibility
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Project renewal
Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renevwal.

#19872: Genome-wide association study of postpartum depression + OMB control number: 0925-0670 Expiration date: 03/31/2026
50: Diane Koliz

Project Details Choose Datasets Research Project Collaborators 1T Director Research Progress Presentations  Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
Review DUL - Fe=view Applications  Feedback

dataset appear below. To remove a dataset dick the "Back™ button to return to the previous step.

By checking the boxes and clicking on "I agree...” button below, I certify that I have read and agres to the terms, conditions, and statements of the DUL{s) for the request dataset{s), and understand that the relevant
Data Access Committee(s) will be reviewing the Research Use Statement (RUS) for compliance with these DUL{s).

GAIN: Genome-Wide Assodiation Study of Schizophrenia (phsD00021.v3.p2)
General Research Use (phs000021.v3.p2.cl), JAAMH Use of the data is mited only by the terms of the modal Data Use Certification. May be used for any genstic studies, 4589  Approved

Public Posting of Geromic Summary Results - Allowed. GRANTED

[ZJ1 understand and agree to the terms and conditions of the Data Use Limitations for this dataset,

Schizophrenia and Related Conditions Limited to genetic studies of Schizophrenia and relzted conditions, Related conditions inchude conditions with evidence of 475  Approved

genetic relationships to schizophrenia or schizoaffedtive disorder such as aoute peychoses, bipolar disorder, MDD, or "Cluster

Public Posting of Genomic Summarny Results - Allowed.

Data Use Limitations (DULs) were provided by the institution that submitted the respective dataset and reflect the informed consent given by those who partidpated in the original study. The DULs for each requested U

[T understand and agree to the terms and conditions of the Data Use Limitations for this datasat.

NHLBI TOPMed: Partners HealthCare Biobank (phs001024.v5.p1)
Health/Madical/Biomedical (phs001024.v5.pl.c1), NHLEI Use of this data is limited to health/medical/biomedical purpeses, does mot include the study of population origins or ancestry. | 128 + Approved

Public Posting of Genomic Summary Results - Allowed.

[CJT understand and agree to the terms and conditions of the Data Use Limitations for this datasst.

MIH Genotyps and Phenotype databass is a service of NCEL Please contact us with any questions.
[Metional Center for Biotechnology Information | U.S. Mational Librery of Medicine
[Privacy Motbics | Disclaimes | Accassisility

4|E.a.uk| | Resurn to My Projects | IlagmemmeDataLFsELinhaﬁm{E}IF >
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Project renewal
Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renewal.

#19872: Genome-wide assodiation study of postpartum depression + OB control nurmber: 09250670 Expiration dae: 03/31/2006
50: Diane Koliz

Project Details Choose Datasets Research Project Collaborators IT Director Research Progress Presentations  Publications and Manuscripts  Data Security  Confirm Datasets  Closeout  Review DUC
Review DUL = Review Applications  Feedback

Review and submit data access requests Please carefully reviesw submitted information by dickdng on
"Review Complete Application” .
Through the submission of this DAR, the Requester and Approved Usars acknowledge receiving and reviewing a copy of the Addendum which indudes Data Use

Limitation(s) for each datasst requested. The Requester and Approved Lisers agree to comply with the terms listed in the Addendum. To rvise: s navigation tabs 0 retum 1o 2ny pravious step and

mizke the changes.
The following application is the offidal request document that will be sant to your signing official (S0). Please note that you will not be allowed to change your Ched X .
application whilz it is being reviewed by the 0. In order to make the changes after you have submitted youwr application for review you will have to conkact your 50 with a ;ngmma;:huhlaﬂ?:gagmmmﬂaem ©
request to return it for your revision.
Aftar approval by your 50, each application will be sent to the appropriate Data Access Committes (DAC). Multiple DACs may need to avaluate your application. You need Adobe Beader installed to review POF forms.
*
T Review Complete Application B’
Check the "I agree” boxes to provide the required certifications and assurances.
By signing below, I certify that the statements herein are true, complate, and accurate to the best of my knowledge. I am aware that any false, fiditious, or fraudulent
statements or daims may subject me to ariminal, civil, or administrative penalties.
1 agres
By signing below, [ certify that I have read and agreed to the terms, conditions, and statemants in the Data Usa Cartification{DNIC) Agreemeant and Addendum for the
requestad dataset. for the request datasst(s). T agree to ahids by the T Cods of Conduct.
B agres
[ Sibmit Appiication Ta Signing Offial |
This project currently contains 3 active requests for data acoess. You can view individual applications and processing statuses in the table below.
Ative (3)
# Study, Consent Status Expiration History
77950-4  GAIN: Genome-Wide Assodation Study of Schizophrenia (phs000021.v3.p2) + Approved 2023-02-25 view
General Research Use (phs000021.v3.p2.c1), JAAMH GRANTED
77951-4 | GAIN: Genome-Wide Assodation Study of Schizophrenia (phs000021.v3.p2) + Approved 2023-02-25 view
Schizophrenia and Related Conditions (phs000021.5v3.p2.c2), JAAMH GRANTED
77952-4  NHLEI TOPMed: Partners HealthCare Biobank (phs001024.v5.p1) « Approved 2023-04-07 view
Health/Medical/Biomedical (phs001024.v5.p1.c1), NHLBI

[k ]

NIH Genotype and Phenotype database is a service of NCEL Please contact us with any guestions.

|Mationsl Center tor Biotechnology Information | U.5S. Mational Library ot Medicine

|Privecy Motice | Disdaimer | Accessibility =
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Project renewal

Info: Announcement: dbGaP has implemented a new option for approved users to doseout individual DARs when doing a project annual renewal.

#19872: Genome-wide association study of postpartum depression + OMB control number: 05250670 Expiration date: 03/31/2026

50: Diane Koltz
Project Details Choose Datasets Research Project  Cloud Providers  Collabora T Director Research Progress  Presentatio Publications a a pti= [Data Se C Datasze Closed
Ceview DUC Feview DUL Review Applications  Feedback

Reminder:

Please remember that the terms of your Data Use Certification(s) (DUC) continue to apply. In addition, please remember that anyone who leaves your institution is not permitted by the terms of the DUC to take NIH data
with him/her. Individuals leaving the institution that has the approval must reapply to NIH for access with their new institution.

Feedback:

Your comments and suggestions are welcome. Please feel free to use the space below to comment on the effectiveness of the dbGaP data portal (e.g., ease of access and use, appropriateness of data format, challenges in
complying with NIH policies) and to suggest improvements to NIH data access, the NIH policy, or procedures in general.

Please also feel free to comment on any difficulties with downloading data, complying with security procedures, etc.

[ Retum to My Projects | | Save and return to My Projects |#

MIH Genotype and Phenotype database is 2 senvice of MCEL Plezce contadt us with any questions.

Memional Center tor Biotechnodogy Information | U.S. Natonal Library of Medicine
Privecy Mobice | Disdaimer | Accessibility
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Closeout Project

#2476: test5
S0: Jane Doe

Project Details Research Progress Presentations Publications and Manusc

This form is for closing out a project. Complete and submit this form when you no longer need
information in this form applies to all datasets you requested under this project (also
Please follow this link for important instructions on data destruction at the completion of your proje

Principal Investigator's (PI) Name: John Doe
Institutional Signing Official (S0): Jane Doe
Institutional Affiliation: NIH

Project ID: 2476

Project Name: test5

Initial Request Date:

Date of Last Renewal:

Research Use Statement for "test5" show...

Datasets for research project "fest5" show...

[ Return to My Projects ] l Begin close out process IP

ts Data Security Reasons for Project Closeout Review Closeout Application Fecdback

Logged in as John Doe | Log out

+ OMB control number: 0925-0670 Expiration date: 03/31/2026

a\y of the data for the project listed below. Please note that

OMB control Number: 0925-0670

Expiration Date: March 31, 2026

Public reporting burden for this collection of information
is estimated to vary from 15-45 minutes per response
including the time for reviewing instructions, choosing
datasets, gathering and maintaining the information
needed, reviewing the collection of information, and
submitting the Data Access Request. An agency may
not conduct or sponsor, and a person is not required

to respond to a collection of information unless it
displays a currently valid OMB control number. Send
comments regarding this burden estimate or any other
aspect of this collection of

information, including suggestions for reducing this
burden, to: NIH, Project Clearance Branch, 6705
Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974,
ATTN: PRA (0925-0670). Do not return the completed
form to this address.

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.

National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility
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db GaP Logged in as John Doe | Log out
s

Q Closeout Project

# 2476: tests + OME control number: 0925-0670 Expiration date: 03/31/2026
o). Jane Doe

I Project Details

Research Progress:

Please summarize your research on this project since your initial request or most recent renewal in the space below, including the potential significance of any findings. Briefly describe
whether and how the dataset(s) was used, including referencing the dataset(s) by name in your summary. Please limit your summary to 6000 characters.

group The Bone Mineralization working group that is part of TOPMed has been meeting monthly, has completed phenotype harmonization plans for -

dual energy x-ray absorptiometry (DXA) bone mineral density of the spine and hip. Data from several participating cohorts (Framingham Study,

Genetics of Cardiometabolic Health in the Amish, Women's Health Initiative, Cardiovascular Health Study, San Antonio Family Heart Study) were

loaded into the TOPMed Exchange Area in dbGaP. Data analysis has been completed for common variants, rare variants, and gene based analyses +

as well as beginning the fine mapping of previous GWAS loci from other initiatives. Analyses have been performed for common variants using P

Presentations Publications and Manuscripts Data Security Reasons for Project Closeout Review Closeout Application  eedback

Have you generated any intellectual property since your last renewal as a result of using the NIH data?
® Yes
O No

B

I 1[ Back ] [ Cancel and return to My Projects ] [ Save and Continue ]P

NIH Genotype and Phenotype database is a service of NCBL. Please contact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
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a VA =e il My Requests Downloads Downloaders My Profile

c Closeout Project

# 2476: testS + OMB control number: 0925-0670 Expiration date: 03/31/2026
e 50 Jane Doe

i Publications and Manuscripts Data Security Reasons for Project Closeout Review Closeout Application  Feedback

T Logged in as John Doe | Log.out

F Project Details Research Progress ~Presentati

Please list all completed and accepted scientific presentations since your initial approval or last renewal that include (or will include) findings made with the NIH data that were accessed
through dbGaP. Please include title, authors, bibliographic citation (if any), and meeting/abstract submission date. If you have requested multiple datasets please specify which datasets
were used and which were included in your presentation(s). If you had no presentations, please check the box below.

< [T had no presentations since my initial request or last renewal.

n | 2

(" (Ramoe]

| Add another presentation |

—‘

Back | Cancel and return to My Projects ] Save and Continue IP

LdVAau

Mational Center for Biotechnology Information | U.S. National Library of Medicine

I NIH Genotype and Phenotype database is a service of NCBL. Please contact us with any questions.
Privacy Notice | Disclaimer | Accessibility

H Feedback

-4 VA
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genetypes and phenatypes W7V SR T o Help

e 01e il My Requests Downloads Downloaders My Profile

Closeout Project

#2476: testS + OMB control number: 0925-0670 Expiration date: 03/31/2026
50: Jane Doe

Project Details Research Progress Presentations

. Data Security Reasons for Project Closeout Review Closeout Application  Feedback

Please list all publications and manuscripts submitted since your initial approval or last renewal that include findings made with the NIH data. Please list manuscript submission dates.
Please include PubMed ID, title, authors, and bibliographic citation. If you have requested multiple datasets please specify which datasets were used and which were included in your
publication(s). If you had no publications, please check the box below.

[T had no publications since my initial request or last renewal.

PubMed ID Title

| 30367091 [ Look up ] [Transcriptumic and functional network features of lung squamous cell carcinoma through integrative analysis of GEO il
Date Bibliographic Citation

[20180ct26 | [SciRep; 2018 Oct 26:8(1):15834 |
Authors

|LiY,GuJ,XuF,ZhuQ, Ge D, LuC |

Other
phs@8@189 is used for this publication

| Add another publication |

@ Feedback

4| Back | | Cancel and return to My Projects | | Save and Continue [P

National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility

m) '. qé FIRSTGOV HHS Vulnerability Disclosure

=
=
e
&)
i)
=
[=]
<
o
D
=1}
=
[=8
o
-
(1]
=
o
g
o
®
=
o
e
&l
(=2
=Y
(7]
o
@
-7
W
3
Fal
(1]
[=]
=
=
)
m
L
s
(1]
w
(7]
fi
E
=
I
=
-
=
o
-
-
£
=
(1]
L1,
[=4
[=]
=
L7

4vda | 14vda | 14vicC



)RAFT | DRAFT | DRAF

= NCBI

i db GaP Logged in as John Doe | Log ot

Lo BE DL S B Browse/Search Help
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Closeout Project

# 2476: testS + OMB control number: 0925-0670 Expiration date: 03/31/2026
S0: Jane Doe

Project Details Research Progress Presentations Publications and Manuscripts

Reasons for Project Closeout Review Closeout Application Feedback

Data Security:

For this analysis have you combined the datasets provided by dbGaP with datasets from other sources that were not described in the Research Use Statement (RUS)? If yes, briefly
describe the source(s) of the datasets and amend your RUS.

2 Yes
® No

The list of approved users from your project is below.
Approved Users and Internal Collaborators at NIH

« First name Last name Institution Name Position/ Title Role on Project
[John | [Doe | [NIH; | |System Account | [Principal Investigator |

Please list anyone not indicated above who has accessed the dataset(s) distributed under this approved project. Please note that trainees and staff under your supervision are covered
under the NIH policy and need not be listed here.

2 None

Please describe any inappropriate data release incidents or other data security issues, including the date that the Data Access Committee (DAC) was first notified. Inappropriate data
release incidents should have been reported to the DAC as they occurred. If an incident was not reported at the time it occurred, please do so immediately, noting what was done to
remedy the situation and what steps were taken to prevent future occurrences. Your DAC’S contact information may be found in the Data Use Certification for the relevant datasets.

none

4| Back | Cancel and return to My Projects | I Save and Continue ID

National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility
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‘Closeout Project

# 2476: testS + OMB control number: 0925-0670 Expiration date: 03/31/2026
SQ: Jane Doe

mle el

Project Details Research Progress Presentations Publications and Manuscripts i Data Security % Reasons for Projex MR Review Closeout Application 7 Feedback

I Reasons for project closeout:

I [/ Project completed
() Leaving institution

€  Ounable to complete project
[_/Unable to download data

‘ [/ Not renewing

‘ Other. List reason(s) below.

niaml WV GG

Please feel free to add comments about the reasons for closing out your project
Test of closing DARs.

I"I Back | Cancel and return to My Projects ] I Save and Continue ]l*

NIH Genotype and Phenotype database is a service of NCBL. Please contact us with any questions.
' Naticnal Center for Biotechnology Information | U.S. National Library of Medicine

Privacy Notice | Disclaimer | Accessibility
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mmll WV Gl Gl
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Closeout Project

# 2476: test5 + OMB control number: 0925-0670 Expiration date: 03/31/2026
SQ: Jane Doe

Project Details Research Progress Presentations Publications and Manuscripts Data Security Reasons for Project Closeout

*Confirm your Signing Official (SO) for signing closeout application: @
Your S0 is typically the same person who signs your grant applications and is an individual listed in eRA Commons as a SO for your institution and who has the authority to certify your
application on behalf of your institution.

® Doe, Jane (ssergey@ncbi.nlm.nih.gov)
Upon completion of a project, investigators must delete all data downloaded from dbGaP for the project. Investigators may retain only encrypted copies of the minimum data necessary
to comply with their institutional scientific data retention policy. Retained data should be deleted at the appropriate time. Check with your institution's policy to determine your retention
time. Ensure all laboratory computers and staff/student personal laptops are scanned to remove dbGaP data. Ensure that any copies of data are removed from central servers, computer

facilities, and back-up systems. For further information on NIH data security best practices see T data security measures.

Step to review submitted information and certify data are deleted.
The “file report” will close the project and notify the signing official (SO) that a project close out request is pending.

) Review the close out report as Adobe PDF document

Check the assurance and click "File Report” below to complete this project close-out report. When you file this report, your access to the dataset(s) for this pr
in dbGaP will be closed and your report will be sent to your SO for processing. Please contact your Data Access Commiittee if you have any questions about thi:

process.

By signing below, I certify that the dataset(s) available to me (listed on Step 1 — project details of this form) have been destroyed unless required to be retained as described in the
security best practices document at Best Practices. I understand that my project will not be closed until the SO approves the closeout request,

2 Feedback

11 agree

I File Report and close project IP

4| Back | Cancel and return to My Projects ]

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility
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~ NCBI sitemap All databases PubMed Search

Logged in as John Doe | Log out
db GaP

L TOELE T Browse/Search m

Vg el My Requests Downloads Downloaders My Profile

Transfer Project

#2954: test22
8Q: Jane Doe

You can transfer this project only to user:

« Have an eRA Commons account.

« This eRA account have a PI role.

« This eRA account have affiliation to NIH.

o Successfully logged into the dbGaP Authorized Access System at least once.

Request for this transfer will be sent to current SO for approval. You can change SO before, if it needed.

[T agree transfer this project to: | v

Comments:

Submit Transfer Request To Signing Officia I}

National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility

m ; _\/ﬁ i HHS Vulnerability Disclosure
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il Y LS w ol Change 50 My Profile

Signing Official's Projects
Projects to Review

« #2051: New Demo Project

Daniel Dery
Annual renewal is due on;

Approved Requests (by Project)
« #425: Download test

James Doe, Last application 2 approved on 2022-03-31

- #484(closed): TEST::1-15-08 acceptance test

Get list of all projects/requests for NIH. {CSV format)

Mational Center for Biotechnology Information | U.5. Matienal Library of Medicine
Privacy Notice | Disclaimer | Accessibility

)RA

Logged in as Jane Doe | Log out

OMB control Number: 0925-0670

Expiration Date: March 31, 2026

Public reporting burden for this collection of information
is estimated to vary from 15-45 minutes per response
including the time for reviewing instructions, choosing
datasets, gathering and maintaining the information
needed, reviewing the collection of information, and
submitting the Data Access Request. An agency may
not conduct or sponsor, and a person is not required
to respond to a collection of information unless it
displays a currently valid OMB control number. Send

comments regarding this burden estimate or any other
aspect of this collection of

information, including suggestions for reducing this
burden, to: NIH, Project Clearance Branch, 6705
Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974,
ATTN: PRA (0925-0670). Do not return the completed
form to this address.
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db GaP Logged in as Jane Doe | Log out

LUTERVE PNV Browse/Search

SO Projects Change SO My Profile

Project Request

#34402: Test + OMB control number: 0925-0670 Expiration date: 03/31/2026
Req: John Doe

ReviewDUE| Review Applications

Data use certifications and consent group restrictions on use

The Data Use Certification (DUC) is the agreement that you must sign and that must be co-signed by your designated institutional signing official. Although requirements within the DUC may vary by
dataset, each DUC will include the following core elements that you agree to:

« to only use data as specified in the Research Use Statement

to keep the data confidential

to not share the data with unapproved users or sell the data

to follow appropriate data security protections

to not identify or contact individual research participants

to be publicly listed as an approved user on the dbGaP website

to not submit findings for publication until the embargo date (as listed in dbGaP)

to acknowledge dbGaP, the accession number of the specific datasets analyzed, the contributing investigator(s), and the primary funding organization that supported the contributing study in all
oral and written presentations and publications resulting from any analyses of the data, and

« to report violations of the GDS policy immediately to the appropriate Data Access Committee.

Below you will find PDFs of the DUCs for each dataset to which you have requested access. Please read the DUCs carefully, as they vary by study and you will be expected to follow the terms outlined

in each. =
Consent Group Data Use Limitations Participants PDF é
A Study of the Genetic Causes of Complex Pediatric Disorders (phs000490.v1.p1) E;zt; élnste EELLELIL .
General Research Use Use of the data is limited only by the terms of the model Data Use Certification. . 7431 T Dataset Manifest
(phs000490.v1.p1.c1), NHGRI
b

NIH Genotype and Phenotype database is a service of NCBI. Please contact us with any questions.
National Center for Biotechnology Information | U.S. National Library of Medicine
Privacy Notice | Disclaimer | Accessibility
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‘genotypes and phenotypes [ TE VST V% (o 1} m
SO Projects Change SO My Profile
Project Request
#42853: Test Project + OMB control number; 0925-0670 Expiration date: 03/31/2026
Req: John Doe
Review DUC
Institutional Approval of Data Access Request(s) (DAR) Please carefully review submitted information by dlicking on
"Data Access Request(s) Application” .
A Data Access Request(s) (DAR) application has been submitted for your review. Click on the PDF link below to download and review the complete S i .
application. The Data Use Certification ining to the req ) is to the DAR application. If you approve the DAR ;:' fvg‘e‘f'q‘ t;'ehket"'" oI bution to/ask the ity
application, it will be transmitted to the NIH Data Access C¢ i ible for ing the dataset(s). The DAC(s) will review the KB heiCesired changes:
DAR(s) and make a determination about whether access to the data should be granted. To approve: Check the boxes below to attach your
e ic si kn i 3
Through the submission of this DAR, the and App! Users receiving and reviewing a copy of the Addendum which includes Sleconlc ionature ackWiSIdING agrsemeNt Lo, tems
Data Use Limitation(s) for each dataset The and App! Users agree to comply with the terms listed in the Addendum.
) ata A Request(s) Applicati You need Adabe Reader installed to review PDF forms.
ata Access Request(s) Application
: e erco
\
I
Agreement to Adhere to the Terms of Access Described in the Data Use Certification or similar agreement
By signing below, I certify on behalf of this institution that the Information Technology Director, the Principal Investigator and other approved users under
the DAR and I have reviewed the terms of access governing the use of controlled-access data subject to the GDS Policy as described in the Data Use
C for the req ) and the ) Approved User Code of Conduct, and that we agree to adhere to all of the terms ™
therein. We also understand that any violation of those terms may lead to termination of access and other penalties.
(1 agree
on Adhering to Data
() By checking this box, I attest on behalf of this institution that all aII |nst|tut|unal IT systems, cloud service providers, and/or third-party IT systems used
for data analysis and/or storage will secure the data, at a in ace with NIST SP 800-171 or the equivalent ISO/IEC
27001/27002 standards as stipulated by the ‘) NIH Security Best Practices for Users of Controlled-Access Data.
If the Principal Investigator has requested use of cloud computing, I also certify on behalf of this institution that the i Director, the
Principal Investigator and other approved users under the DAR, and I have reviewed the cloud computing guidelines found in the ) NIH Security Best
Practices for Controlled-Access Data Subject to the GDS Policy and the Principal use of cloud ¢ ing as outlined in the Principal
Investigator’s Research and Cloud Computmg Use S(atements and we agree to manage and protect the requested dataset(s) by following those Best
Practices as well as our own i | IT security req and policies.
(1 agree
Acknowledgment of Responsibility
By signing below, I, on behalf of this institution, ack ledge that this institution is the sole ible party for assuring our adherence to the terms of
the Data Use Certification Agreement. I certify that the statements herein are true, complete, and accurate to the best of my knowledge. I am aware that
any false, fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative penalties.
In addition, I, on behalf of the institution, attest that the Principal Investigator (PI) is affiliated with the institution on the application and meets the
minimum criteria to qualify as a PI:
l.Isa of their institution at a level i to, but not limited to, that of an academic professor (e.g., assistant, associate, or non-
tenure or tenure-track | professor) or senior researcher. This does not include lab technicians or trainees, e.g., post-docs or graduate students.
2. Uses an email affiliated with the institution on the application.
3. Had direct oversight of laboratory staff and trainees.
4. Is accountable for ensuring that the terms of access of the Data Use Certification Agreement and instututional policies are followed. |
5. Only occupies one role at a time on this application (e.g., only listed as the Principal Investigator)
(1 agree 3
mit to DAC §
This project currently contains 2 active requests for data access. You can view individual applications and processing statuses in the table below.
2 Study, Consent  Status  Expiration  History
153131-1  Glaucoma Exome Sequencing (phs000558.v1.p1) SO review view
General Research Use (IRB) (phs000558.v1.p1.c1), NEI
153132-1 The 100-Person Wellness Project (HPWP) (phs001363.v1.p1) SO review view
General Research Use (IRB, PUB, COL, NPU) (phs001363.v1.p1.c1),
3
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Closeout Project
#2051: New Demo Project

Certification of Project Closeout and Destruction of Controlled-Access Data Subject to the GDS Policy

Upon completion of a project, Principal Investigators must delete all controlled-access data downloaded from NIH-designated data repositories for the project according to the T NIH Security Best
Practices for Controlled-Access Data Subject to the GDS Policy. All laboratory computers and staff/student personal laptops must be scanned to remove controlled-access data, and any copies of
controlled-access data must be removed from institutional central servers, computer facilities, and back-up systems. If cloud computing was utilized, investigators must also destroy cloud images and
delete controlled-access data from commercial or private cloud provider storage, virtual and physical machines, databases, and random access archives (i.e., archival technology that allows for deletion of
specified records within the context of media containing multiple records).

I certify that the dataset{s) received by the Principal Investigator have been destroyed. I understand that the institution on whose behalf I am signing this form is solely responsible for the conduct of the
Information Technology Director, the Principal Investigator and other approved users under the DAR.

[T agree

Fl Review the close out report as Adobe PDF document

I Return to Pl I I File Report and close project Il
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