Attachment 2: Documentation of the dbGaP access
system, including changes since 2013 PRA approval
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NCBI

M db GaP
[T m— Reorganized and consolidated information and made application
Uthoriz: (CCess i . . .
information more apparent and prominent.

Site map All databases PubMed Search

Log In to dbGaP

dbGaP Data Download dbGaP Data Browser - View Only

The management portal to request and download individual level data With dbGaP Data Browser approval through the simplified controlled-access
. . " . . . application, users may view the collection “Compilation of individual-level

Click here to login to the dbGaP controlled-access portal and to begin a project request. For guidance on the development data from general research use (GRU).”

of a data access request to complete project requests, please see T Tips for preparing a successful Data Access Request.
What is the purpose of the dbGaP Data Browser; why is it useful?
Who can apply for access?

How does one apply?
Why is Access Controlled?

How does one apply?

Additional help.

+ For polices governing NIH Genomic Data Sharing (GDS), refer to NIH GDS Policy

* Questions regarding review, approval, and renewal of data access requests, as well as project annual progress report should be directed to the Data Access Committee (DAC). DAC information can be found here.

+ dbGaP maintains a help desk to assist investigators, institutional signing officials and NIH staff with authorized access management, and answer any questions related to the application process. Contact the help desk with
your queries.

* FAQs and ) tutorials are also available.
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My Research Projects

I Create New Research Project I}
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db GaP

View Only Projects Requests Past Requests Projects SO Projects Change SO Data Browser JEVRN =il My Requests Manage SO Access Control  Close Project  Downloaders My Profile

My Research Project
General Instructions

« This application will automatically generate a Data Access Request (DAR) number 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 another 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.

Before You Get Started
In order to complete the application for data access you will need to collect the following information:

« A research statement and a nontechnical summary statement describing your planned use of the data.

« The name of the institutional signing official who will certify the terms of use assurances on behalf of your institution.

« A list of all internal investigators at your institution who will share access to the data for the proposed research.

« A list of external collaborating investigators.

« The name of the information technology (IT) Director.

« Some datasets may require local Institutional Review Board (IRB) approval for use. These are noted in the study list. Please check the individual study pages in dbGaP for these additional requirements.

« Some datasets may require supplemental documentation to accompany this standard application. Review the DUC* instruction pages for detailed information about how to prepare these materials in a single PDF file.

* You can navigate to each study DUC from the public study home page in dbGaP. Look for the "individual-level data” section.

dbGaP APPROVED USER T CODE OF CONDUCT

The following is the Code of Conduct that research investigators agree to abide by as Approved Users of data received through the database of Genotypes and Phenotypes (dbGaP). Failure to abide by any term within this Code of Conduct may result |
revocation of approved access to any or all datasets obtained through dbGaP.

The elements of the NIH Code of Conduct for Data Use include:

. Investigator(s) will use requested datasets solely in connection with the research project described in the approved Data Access Request for each dataset;

. Investigator(s) will make no attempt to identify or contact individual participants from whom these data were collected without appropriate approvals from the relevant IRBs;

. Investigator(s) will not distribute these data to any entity or individual beyond those specified in the approved Data Access Request;

. Investigator(s) will adhere to computer security practices that ensure that only authorized individuals can gain access to data files;

. Investigator(s) will not submit for publication or any other form of public dissemination analyses or other reports on work using or referencing NIH datasets prior to the embargo release date listed for the dataset (or dataset version) on dbGaP;
. Investigator(s) acknowledge the Intellectual Property Paolicies as specified in the Data Use Certification; and,

. Investigator(s) will report any inadvertent data release in accordance with the terms in the Data Use Certification, breach of data security, or other data management incidents contrary to the terms of data access.

Bt = T RN S UR I Ry
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REQUESTER
I I I I My Projects I II
Project Request

- OMB control number: 0925-0670 Expiration data: 7/31/2019
Public reporting burden for this collection of information is estimated to vary from 15 to 45 minutes per response, including the time for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and reviewing the collection of information. 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 retum the completed form to this address.

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

Please select datasets to request access to. 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 Clear Filter

Primary disease v Molecular data type v Study design v
Approved for GRU Approved for commercial use Approved for method development Health biomedical research Exclude data or
Study lookup |enter study accession Study accession v Exclude IRB re

Pagel 2 3 4 5 & Z & ... 23

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. 175
(phs000558.v1.p1.c1), NEI Requestor must provide documentation of local IRB approval. .

This consent group requires IRB approval attachment
The 100-Person Wellness Project (HPWP) (phs001363.v1.pl)

General Research Use (IRB, PUB, COL, Use of the data is limited only by the terms of the model Data Use Certification. 108
NPU) (phs001363.v1.p1.c1), MIGMS Requestor must provide 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. .

| Return to My Projects | IAdd Selected and Continue IP Pagel 2 3 4 5 6 7 8 .. 22

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.




REQUESTER

Project Request
#21568: + OMB control number: 0925-0670 Expiration data: 7/31/2019

50

Project Details Choose Datasets = Research Project © Provider:

*Descriptive Title of Project
Plzase note that coordinated reguests by collaborating institutions should each use the same titls,
[2018 FRARenswal @

Copy and paste your Ressarch Use Statement and non-technical summary below, all
applications must be made in English.

*Research Use Statement (RUS) &
A RUS is & 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 coversd by this Data Access Request. Pleass note that if access is approved, you agree that the RUS, along with your name and institution, will be included on the dbGaP website to describe your ressarch project to the public.

Please mak
hypatheses t

=ar whether you plan to combine requested datessts with other datassts cutside of dbGaF, and,

hether you plan to analyze these datassts independently or together. If you do plan to combine datassts in any way, plesss describe your plan and also please discuss whether it creates any additional risks to participants. If you are focusing on cuboomes or
ere rot the focus of the primary study (or studies), please describe the cutcomes you proposs to ex; =

at

Investigators do not nesd to submit a new project request unless the dataset will be used for research outside of the scope of the approved Ressarch Uss Statement

Please enter your RUS in the area below. The RUS should be cne or two paragraphs in length and indude research objediives, the study design, and an analysis plan (including the phenotypic characteristics that will be tested for association 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, Fleass limit your RUS to 4500 characters.

g
I am requesting permission to use cloud computing to carry out the research as described in my Research Use Statement.
*Non-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.
P

*Choose your Signing Official (SO): &
Your 50 = typically the same person wiho signs your grant aoolications and i an indivicdual isfed in 8R4 Commons a5 3 S0 for your institution and wiho hiss the suthonty fo certiy your aoolication on behalf of your institution,

2 Smith, Cheryl (smithcjs@mail.nih.gov)

Applicant organization
*Institution Name Departmant Division
[ ] I ]
*Street 1 Street 2 ity *State  *ZIPJPostal code  *Country

Create Decryption Password.
The files distributed through the dbGaP system are encrypted. A password is required for decrypting downloaded files, Pleass provide a decryption passward for the project.
valid passwords must be at least 8 ASCII characters long and must contain 2t least 3 of the following 4 characters:

upper case lstters

lowier case letters

numbers

non-glphanumeric characters

ata

s o ot dbgap.ncbi.nim.nih.gov says

ﬂ Decryption password password must contain characters from at least 3

*Password confirmation:
of the following 4 characters:

N i
@upper case letters New pop-up reminders to
@lower case letters alert requester additional
@numbers information is needed

- ‘J @non-alphanumeric characters
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View Only Projects Requests Past Requests Projects 50 Projects  Change 50 Data Browser [T o) My Requests Manage SO Access Control  Close Project Downloaders My Profile

Project Request
#21568: 2018 PRA Renewal NIH Information Collection Forms to Support Genomic Data Sharing for Research Purposes - OMB control number: 0925-0670 Expiration data: 7/31/2019

Project Details  Choose Datasets  Research Project | Collaborators - IT Director  Confirm Datasets  Rev
who will have access to the dataset(s). (Exclude trainees, who are covered under the NIH policy). By submitting names cn this form, requestors and signing offidials guarantee that these individuals have read and agreed to the terms, conditions, and statements of the respective Data Use

Use this space to enter information about all additional i i s frovm pour i
Certification(s).

Internal Collaborator

Prefix *First nama Middle name *Last name Suffi
[ ] [ ] [ ] [ ] [ ]
*Position/ Tile D it *Organization name Division

| | [hae
*Streetl Street? =City State *7IP{Postal code  *Country
[ | I | | | [
*E-mail *Phone Fax

Add another collaborator
Click "Add cellzborator” buttan ko 2dd another person to the list. Use "Remeve" button to remove parson from the list. Data will not be saved until you dlick the "Maxt” or "Save” button. Leave the form blank if you have ne collzborators.
Are you planning to collak with i i 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 be shared. Coordinated requests by callaborating institutions should each use the same project title and should each complets this section in their respective applications.

¥ None

Retum to My Projects [ S=v= and Contnue P

wiith any guestions.
Nationsl Genter for Biotechnology Information | LS. Nationsl Libary of Medicine

Privacy Notice | Disdlzimer | Accessibility
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Project Request
#21568: 2018 PRA Renewal NIH Information Collection Forms to Support Genomic Data Sharing for Research Purposes - OMB control number: 0925-0670 Expiration data: 7/31/2019
Project Details Choose Datasets  Research Project  Collaborators | IT Director - Confirm Datassets  Review DUC Review DUL  Review Applications  Feedback

An information technology (IT) director’s (or designes’s) contact information is required to ensurs data sscurity policies and procedurss are in place, This individual must have the autharity to vouch for the IT capabilities at your institution.

IT Director

Prefix *First name Middle names *Last nams Suffix

|Dr. | [letn | A | |Do= | | |

*Position/ Title Department *Organization name Division

|IT Director | [Scientific Data Sharing Policy Divisi|  [NIH [National Institutes of Health

*Strestl Strest? *City State *Z1P/Postal code  *Country
[E705 Rockledge Drive [Suit= 750 |3ethasda Mo [20317 |Unitzd Stazes
*E-mail *Phone Fax

fehenyl_smith2@nih.gov [3014038533

G| [RetumioMyProjects | [Save]  [Save and Continue |

NIH Genotyps and Phenotype datshase = & service . Please contadt us with any questions,
[ationa| Center tor Biotechnology: Information | LLS. National Library of Medicine
Privacy Motice | Disclzimer | Acoessibility
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View Only Projects Requests Past Requests Projects 50 Projects  Change SO Data Browser [VRl0Te el My Requests Manage 50 Access Control  Close Project  Downloaders My Profile

Project Request
- OMB control number: 0925-0670 Expiration data: 7/31/2019

#21568: 2018 PRA Renewal NIH Information Collection Forms to Support Genomic Data Sharing for Research Purposes
pplications  Feedback

Project Details  Choose Datasels  Research Project  Collaborators  IT Director | Confirm Datasefs Review DUC  Feview DUL

Approved individual data access request (DAR) cannot be removed from the projects in this system. All previcusly approved DARs must be either closed out or renewed. If you wish to cless out a single DAR, then contact the data access committee and negotiate a dose out by email.

You have selected the following datasets for this request.
To add a datasst click the "Back” button to retum to the previcus step. To remove a dataset, check the box next to the dataset you would like to remove and click the "Remove Selected” button.

When you are satisfied with the list on this page, dick "Continua" buttan.

Consent Group Data Use Limitations Participants DAR Status
Gl Exome ing (pt p1)
[ ¥ General Ressarch Use (IRB) (phs000558.vL.pL.cL), NEI Use of the data is limited only by the terms of the mod! Dat Use Certification. Requestor must provide documentation of local IRB zpproval. . 175
""""" This consent group requires IRBE approval attachment

| Retum 1o My Projects | | Semove Selected | | Remave Seleceed and Contne P

NIH Genotype and Phenotype

Privacy, Motice | Disclaimer | Accessibility
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REQUESTER

Project Request
#21568: 2018 PRA Renewal NIH Information Collection Forms to Support Genomic Data Sharing for Research Purposes - OMB control number: 0925-0670 Expiration data: 7/31/2019

Feedback

Project Details  Choose Datasets  Ressarch Project  Collaborators  IT Director  Confirm Datassts — Review DUC Feview DU

Data use certifications and consent group restrictions on use
The Data Use Certification (DUC) is the agreesment 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 uss data as specified in the Ressarch Uss Statement

to keep the data confidential

to not share the data with unapproved users or sall 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 spedific datasets analyzed, the contributing investigator(s), and the primary funding erganization that supported the contributing study in all oral and written presentations and publications resulting from any analysss of the data, and
to report viclations of the GDS policy immediately to the appropriate Data Access Committes,

Below you will find PDFs of the DUCs for each dataset to which you have requested access, Pleass 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
Gl Exome ing (pt pl) ¥ Data Use Certification Agreement

Program-specific required attachments
Some studies’ DULs require additional documentation for approval (e.g., local IRB review, Letter of Collabaoration). Below you will find any such requirements for the studies to whidh you have requested access. Please select the PDF file you would like to upload using the "Browse™ button and then dick "Upload”.

Glaucoma Exome Sequendng
Lozl IRB approval is required, Do NOT include FULL protocol; Choosz File | Mo file chosen

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

Flzase note that some of your data access requests require additional documentation. These documents may ne=d to be updated if they have expirad. Flease chack the expiration dates of these documents before proceading.

Return to My Projects | | Continue P

NIH Genotype and Phenotype d
[ational Center tor Biotechnolog,
Privacy Motice | Disclaimer | Accessibility
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View Only Projects  Requests  Past Requests  Projects S0 Projects  Change SO [LEISL:VVET M MG Sl My Requests Manage SO Access Control  Close Project  Downloaders My Profile

Project Request
#21568: 2018 PRA Renewal NIH Information Collection Forms to Support Genomic Data Sharing for Research Purposes - OMB control number: 0925-0670 Expiration data: 7/31/2019

Project Details  Choose Datasets  Research Project  Collaborators  IT Director  Confirm Datasets Review DUC | Review DUL - = 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 didk the “Back” button to return to the previcus step.

By checking the bowes and dlicking on "I agre=..." button below, I certify that I have read and agres to the terms, conditions, and statements of the DIUL(s) for the request dataset{s), and understand that the relevant Data Access Committes(s) will be reviswing the Research Use Statement (RUS) for compliance with these DUL().

Consent Group Data Use Limitations Participants DAR Status
&l Exome ing (ph p1)
Ganeral Research Use (IRE) (phs000558.vL.pL.cl), NET Uss of the datz i limisad anly by the terms of the modsl Dsta Uss Cartificstion. Requestor must provids documantation of locsl TRB zpproval. . 175

This consent group requires IRE approval attachment

I understand and agre= to the terms and conditions of the Data Uss Limitstions for this datasst,

| Return to My Projects | | | apres to the Data Use Limitation(s)

ervice of NCEL Please contadt us
tion | LS. Mational Library of Medicine

¥ ques
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View Only Projects  Requests  Past Regui Projects 50 Projects  Change SO [DEET:LVVETIN DR 0 TN B8 My Requests  Manage SO Access Control  Close Project

Project Request

#21568: 2018 PRA Renewal NIH Information Collection Forms to Support Genomic Data Sharing for Research Purposes - OMB control number: 0925-0670 Expiration data: 7/31/2019
Project Details Choose Datasets  Ressarch Project  Collaborators  IT Director  Confirm Datassts  Review DUC  Review DUL | Review Applications  Fesdback
Review and submit data access requests Plezsz carefully review submitted information by dlicking on "Review Complete Application” .
The fellowing application is the official request document that will be sant ta your signing official (S0). Please note that you will not be allowed to changs your application whils it is baing reviewsd by the 50, In order to make the changes after you have submitted your application far review you will To reviser Usz navigation tabs to retum  any previous step and make the changes.
have to contact your 5@ with = requast to return it for your revision. T soorove: Check the | B . =¥ to the terms,

each spplication will be s=nt to the approprists Dats Access Committes (DAC). Multiple

“s may ne=d to evalusts your spplication.

Aftr spproval by your

) Review Comglete Application You neen'Adm&f Reader installed fo review ADF forms,

Check the "I agree” boxes to provide the required certifications and

By signing below, I certify that the statements herein are true, complete, and accurate to the bast of my knowledge, T am aware that any falss, fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative penalties.
Iagree
By signing below, I certify that I hava read and agreed to the terms, conditions, and statements in the Dats Use Certification(s) for the requast dataset(s). I agre= to abide by the T Code of Condudt.

Iagree

[ =itmit Application To Signing Oficial P

This project csrrently contzins 1 active request for data access. You can view individual applications and processing stabuses in the table balow.
Active (1)
# Study, Consent Status Expiration Application
Glaucoma Exome Sequencing (phsd00558.v1.p1) New Flview

NIH Genotype otype dal V2 ¢ t
[Mational Canter tor Biotechnology Information | U.S. Mational Library ot Medicina
Privacy Notice | Disdzimer | Accessibility
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REQUESTER

Project Request

#2954: test22 - OMB control number: 0925-0670 Expiration data: 7/31/2019
S0: Jane Doe
Project Details Research Project  Cloud Providers Collaborators  IT Director Choose Datasets Confirm Datasets Review DUC  Review DUL  Feview 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.qg., 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.

| Return to My Projects | | Save and return to My Projects |»

14



Institutional Signing Official

Project Request
#21568: 2018 PRA Renewal NIH Information Collection Forms to Support Genomic Data Sharing for Research Purposes

- OMB control number: 0925-0670 Expiration data: 7/31/2019

Review DUC  Review Applications

Institutional Approval of Data Access Request(s) (DAR) Plezsz carefully review submitted information by clicking on "Review Complete Application” .
& Data Access Regquest(s) {DAR) application has been submittad for your review, Cllck on the F'DF link b=low to download and review the complete application. The Data Use Certification Agreement(s) pertaining to the raquested dataset{s) is appended to the DAR application. If you approve the DAR To reviser Usa navigation tabs to retum m any previous st=p and make the changes.
application, it will be transmitted to the TINIH Dats Access G i for 3 the reg | dataset(s). The DWC(s) will review the DAR(s) and make a determination about whether access to the datz should be granted, i approve: Check the baxes belw to sttach your electroric signature a mer rttothe .

) Dats Access Request(s) Application
You need Adobe Reader installed to review POF forms,
’

Agreement to Adhere to the Provisions of the GDS Policy and the Terms Described by the Data Certification Agreement(s)
By signing below, I certify on behalf of this institution that the Information Technology Director, the Principal Investigstor and other zpproved 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
Certification Agreement(s) for the requested dataset(s) and the T App | User Code of Conduct, and that we agre= to adhers to all of the terms thersin. We also understand that any viclation of those terms may lead to termination of access and other penalties,

I agree

Agreement to Adhere to Data Security Expectations

By signing below, T cartify on behalf of this institution that the Information Technolagy Dirsctor, the Principal Investigator and other approved users under the DAR, and I have reviewed the T NIH Security Bect Practicss for Controlled-Access Data Subject to the GOS Palicy, and that we agree to manags
and protect the requested dataset(s) by following those Best Practices s well as our own institutiona! IT security requirements and policies. I alse certify that that this institution's IT security requirements and pelicies are sufficient to protect the confidentizlity and integrity of the requested dataset(s)
entrusted to this instibution.

I agree

Ac of
By signing belaw, I, on behalf of this institution, acknowlzdge that this institution is the sole responsible party for assuring cur adherance to the terms of the Data Use Cartification Agreement. T certify that the statements herein are true, complete, and accurate to the best of my knowledge. T am aware
that any false, fickitious, or fraudulent statements ar claims may subject me to criminal, civil, or administrative penalties.

I agree

This project currently contzins 1 active request for data access, You can view individual applications and processing statuses in the table balow.

Active (1)
# Study, Consent Status Expiration Application
79735-1 Glaucoma Exome Sequencing (phs000558.v1. pl] S0 review Flview

[ational tha'lorﬂlmechmlm,l tormation | U. N
Privacy Notice | Disclaimer | Accessibility
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REQUESTER

Project renewal
#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

Project Details  Research Project  Collaborators  IT Director  Research Progress
Feedback

This form is for the renewal of access to approved dataset(s) for the project listed below. You may also use this form to add new datasets to this existing project; however,
requesting additional datasets will also require amending the Research Use Statement (RUS). If you have completed your entire project, please submit a Form for Project
Closeout.

Some questions will ask you about your research progress while others will ask you about your plans for the next year of access to the datesets for which you are requesting
renewal. The Data Access Committee(s) that reviewed your initial Data Access Request (DAR) will review your renewal. Elements of your original submission are provided as
reference.

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

Project ID: 9308

Project Name: Project Renewal Demonstration
Initial Request Date:

Date of Last Renewal:

Research Use Statement for “Project Renewal Demonstration”hide...

Test Technical RUS

Datasets for research project "Project Renewal Demonstrafion”hide...

DAR # Study, Consent Status
38991-1  dbGaP Collection: Compilation of Individual-Level Genomic Data for Genaral Research Use Approved
General Research Use CDAC EXPIRED

Return to My Projects I | Continue IP

Expiration
2015-08-05

Application
Bview




REQUESTER

Project renewal
#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

Project Details = Research Project  Collaborators IT Director - Research Progress
Feedback
*Descriptive Title of Project

Please note that coordinated requests by collaborating institutions should each use the same title.
|ijecl Renewal Demonsiration 7]

*Type of Research
VI pisease-related studies: The primary purpose of the research is to learn more about a particular disease or disorder (e.., type 2 diabetes), a trait (e.q., blood pressure), or a set of related
conditions (e.g., autoimmune diseases, psychiatric disorders).

[IMethods development and validation studies: The primary purpose of the research is to develop andfor validate new methods for analyzing or interpreting data (&.q., developing more

powgr&u\ methods to detect epistatic, gene-environment, or other types of complex interactions in genome-wide association studies). Data will be used for developing and/or validating new
methods.

Ccontrols: The reason for this request is to increase the number of controls available for a comparison group (e.g., a case-control study).

[Ipopulation structure or normal variation studies: The primary purpose of the research is to understand variation in the general population (&.., genetic substructure of a population).
CJother (please specify below).

*Research Use Statement (RUS) @

ARUS 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 included 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 dbGaP, 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 examine.

Investigators do not 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 one or two paragraphs in length and include research objectives, the study design, and an analysis plan (including the phenotypic

characteristics that will be tested for association 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 2200 characters.
Test Technical RUS

[T am requesting permission to use cloud computing to carry out the research as described in my Research Use Statement.

Page continues on
next indel




REQUESTER

Continuation of
previous slt!e

[JI am requesting permission to use cloud computing to carry out the research as described in my Research Use Statement.

*Non-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 1100 characters.
Test Lay RUS

*Choose your Signing Official (50): @
Your S0 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.

® Doe, Jane (ssergey@nchi.nim.nih.gov)

Applicant organization

*Institution Name Department Division
[NIH [NCBI NLM
*Streat 1 Street 2 *City *State  *ZIP[Postal code  *Country

|B2DO |Rock\riHe Pike |Bethesda |MD |20353 IUSA
1 Return to My Projects | Save | | Save and Continue IP




REQUESTER

Project renewal

#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
S0: Jane Doe

Project Details Research Project ~ Collaborators  IT Director  Research Progress
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 * ast name Suffix

| | | | | _Lookup |

*Position/Title Department *QOrganization name Division

| | [Nt |

*Gtreatl Street2 *City State *#71P{Postal code  *Country
| | | | | |

*E-malil *Phone Fax

| | |
Remove

Add another collaborator

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 collaboratars.

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 be shared. Coordinated requests by collaborating institutions should each use the same project title and should each complete this section in their respective applications.

None

4 Return to My Projects | Save | | Save and Continue IP




REQUESTER

Project renewal
#9308: Project RBHBWBI Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

Project Details Research Project  Collaborators ~ IT Director - Research Progress
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 ~ *First name Middle name *| ast name Suffix

| |Sleve | |Sherry |

*Position/Title Department *0Organization name Division

|Staff Scienist nCBI [NIH NLM

*Ctreet 1 Street 2 *City State *71P/Postal code  *Country
[6200 [Rockile Pike [Bethesda MD [20853 USA
*E-mail *Phone Fax

|sherry@ncbi.nim.nih.gov [5e5-558-3555 |

{ Return to My Projects | Save | | Save and Continue IP




REQUESTER

Project renewal A
- OMB control number: 0925-0670 Expiration data: 7/31/2019

#9308: Project Renewal Demonstration
50: Jane Doe

Project Details Research Project  Collaborators  IT Director ~ Research Progress
Feedback

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.

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

O Yes
® No

Research Plans with Approved Dataset(s):
Please describe your propesed pians for further research utilizing the currently approved NIH dataset(s). (For reference click here to se8 VourRe
descripbio o 2000 characters.

aarch Use Statement show... ). Please limit your

Section removed to reduce
redundant information

M| your research plan include revised or new research questions that you propose to address using the current approved dataset(s)? OYes ONo entered in the “Research

If "yes", Please.amend your Research Use Statment.

Progress” section and the
“Research Plans with
Approved Datasets” section.

Will your research plan involve combining dataset(s) accessed under this Tesearcirproject withrdataset(s) not described in the Research Use Statment? OYes ONo
If "yes", Please amend your Research Use Statment.

{ Retum to My Projects | Save | ’




REQUESTER

4 Return to My Projects | Save | b

Project renewal

#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

Project Details  Research Project  Collaborators  IT Director  Research Progress  Presentations  Publications and Manuscripts  Data Security  Choose Datasets
Feadback

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.

1 had no presentations since my initial request or last renewal.

Remove |
Add another presentation |




REQUESTER

Project renewal

#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

Project Details Research Project  Collaborators  IT Director  Research Progress  Presentations — Publications and Manuscripts  Data Security  Choose Datasets
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.

U7 had no publications since my initial request or last renewal.

PubMed ID Title
Look up | |
Date Bibliographic Citation
|
Authors
|
Other

Remove

Add another publication

{

Back Return to My Projects | Save | | Save and Continue IP




REQUESTER

Project renewal
- OMB control number: 0925-0670 Expiration data: 7/31/2019

#9308: Project Renewal Demonstration
50: Jane Doe

Project Defails Research Project  Collaborators  IT Director  Research Progress  Presentations  Publications and Manuscripts ~ Data Security  Choose Datasets
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.

O Yes
® No
Have you changed institutions since your initial data request or last project renewal? O Yes
O 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 Rale on Project
[John [Doe [ministry of peace; [Lab Chief [Principal Investigator
|Steve |Sherry |NIH |Staﬁ Scientist |IT Director or designee

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.

M 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 fo the DAC as they occurred. If an incident was not reported at the fime it occurred, please do so immediately, noting what was done to remedy the situation
and what steps were taken to prevent future occurrences. Your DACS contact information may be found in the Data Use Certification for the relevant datasets.

{ Retumn to My Projects | Save | 4




REQUESTER

Project renewal
- OMB control number: 0925-0670 Expiration data: 7/31/2019

#9308: Project Renewal Demonstration
50: Jane Doe

Project Details  Research Project  Collaborators IT Director  Research Progress  Presentations  Publications and Manuscripts  Data Security - Choose Datasets  Confirm Datasets
Review DUC  Review DUL Feedback
Please select datasets to request access to. 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 ane consent group, there are no overlaps in subjects between the consent groups.

Filter Consents

Primary disease ¥ Molecular data type V] Study design ™

[J Approved for GRU [0 Approved for commercial use (I Approved for method development O Health biomedical research
Study accession | [ Exclude IRB required

Consent Group Data Use Limitations Participants DAR Status

Up for a Challenge: African American Breast Cancer Consortium (AABC) Study (phs000851.v1.p1)

[ Up for a Challenge (phs000851.v1.p1.ci), eNCI DAC  Use of this data is limited to research described for the National Cancer Institute (NCI) "Up for A Challenge” 4881
breast cancer genetic epidemiology competition. The goal of this challenge is to use innovative approaches to
identify novel biology involved in breast cancer susceptibility including new genes, genetic variants, or sets of
genomic features, leading to novel biclogical hypotheses. Individuals NOT participating in the challenge would
NOT be granted access. Requestor agrees to make results of studies using the data available to the larger

scientific community. .
[ Up for a Challenge (Not for Profit Use Only) Use of this data is limited to research described for the National Cancer Institute (NCI) "Up for A Challenge” 486
(phs000851.v1.p1.c2), eNCI DAC breast cancer genetic ep|dem\o|ogy competition. The goal of this challenge is to use innovative approaches to
idnntifir neanl hinlomimmnhnd in hranct cancar coccantihilibe inclidina nooae nanne aonnbic vmrinnbe e cobe of
[ Health/Medical/Biomedical (GSO) Use of this data is limited to health/medical/biomedical purposes, does net include the study of population 3755
(phs000360.v2.p1.c4), NHGRI origins or ancestry. Use of the data is limited to genetic studies only. Investigators must state in the Data Use
! Request their intention to publish or otherwise broadly share any findings from his or her study with the scientific
community.

4 Return to My Projects | Add Selected | | Add Selected and Continue IP

Study accession for preview:

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.




REQUESTER

Project renewal

. . - OMB trol ber: 0925-0670 Expiration data: 7/31/2019
#9308: Project Renewal Demonstration T OO IIRER SR S LRIEHon Gt A ee

50: Jane Doe

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

You have selected the following datasets for this request.

To add a dataset click the "Back" button to return to the previous step. To remove a dataset, check the box next to the dataset 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
dbGaP Collection: Compilation of Individual-Level Genomic Data for General Research Use
| V] General Research Use CDAC Use of the data is limited only by the terms of the model Data Use Certification. . 0 Approved
EXPIRED

4 Return to My Projects | Remove Selected | | Remove Selected and Continue IP




REQUESTER

Project renewal

#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
S0: Jane Doe

Project Details Research Project  Collaborators  IT Director  Research Progress  Presentations  Publications and Manuscripts  Data Security Choose Datasets  Confirm Datasets
Review DUC  Review DUL 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 terms
outlined in each.

Consent Group Data Use Limitations Participants PDF
dbGaP Collection: Compilation of Individual-Level Genomic Data for General Research Use %) Data Use Certificate
General Research Use CDAC | Use of the data is limited only by the terms of the model Data Use Certification. . 0 1 Dataset Manifest

< Return to My Projects ?




REQUESTER

Project renewal

#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
SO: Jane Doe

Project Details  Research Project  Collaborators  IT Director  Research Progress  Presentations  Publications and Manuscripts  Data Security - Choose Datasets  Confirm Datasets
Review DUC = Review DUL 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 datasat click the "Back” button to return to the pravious step.

By checking the boxes and clicking on "T agree..." button below, T 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 Committea(s) will be reviewing the Research Use Statement (RUS) for compliance with these DUL(s).

Consent Group Data Use Limitations Participants DAR Status
dbGaP Collection: Compilation of Individual-Level Genomic Data for General Research Use
General Research Use CDAC Use of the data is limited only by the terms of the model Data Use Certification. . 0 Approved
EXPIRED

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

4 Return to My Projects | | agree to the Data Use Limitation(s) I'




REQUESTER

Project renewal

#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

Project Details Research Project  Collaborators  IT Director Research Progress  Presentations  Publications and Manuscripts  Data Security Choose Datasets  Confirm Datasets

Review DUC  Review DUL = Review Applications Feedback

Review and submit data access requests Please carefully review submitted information by clicking

on "Review Complete Application” .
The following application is the official request document that will be sent ta your signing official (50). 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

} ; o and make the changes.
have to contact your SO with a request to return it for Your revision.

To revise: Use navigation tabs to retum to any previous step

To approve: Check the boxes below to attach your

After approval by your S0, each application will be sent to the appropriate Data Access Committee (DAC). Multiple DACS may need to evaluate your electronic signature acknowledging agreement to the terms.
application.
) Review Complete Application You need Adobe Reader installed to review PDF forms.

Get +
g ADOBE READER

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(s) for the request dataset
(). I agree to abide by the Code of Conduct.

(1 agree

| Submit Application To Signing Official IP

This project currently contains 1 active request for data access. You can view individual applications and processing statuses in the table below.

Active (1)
# Study, Consent Status Expiration
38991-1 dbGaP Collection: Compilation of Individual-Level Genomic Data for General Research Use Approved 2015-08-07

General Research Use CDAC EXPIRED

| Return to My Projects |

Application
Fview




REQUESTER

Project renewal

#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

Project Defails Research Project  Collaborators IT Director Research Progress  Presentations Publications and Manuscripts  Data Security Choose Datasets Confirm Datasets
Review DUC  Review DUL 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 frae to comment on any difficulties with downloading data, complying with security procedures, etc,

Return to My Projects | | Save and return to My Projects ID




Institutional Signing Official

Project Request

- OMB control number: 0925-0670 Expiration data: 7/31/2019

#21568: 2018 PRA Renewal NIH Information Collection Forms to Support Genomic Data Sharing for Research Purposes

Review DUC  Review Applications
Institutional Approval of Data Access Request(s) (DAR)

& Data Access Regquest(s) {DAR) application has been submittad for your review, Cllck on the F'DF link b=low to download and review the complete application. The Data Use Certification Agreement(s) pertaining to the raquested dataset{s) is appended to the DAR application. If you approve the DAR
application, it will be transmitted to the TINIH Dats Access G i for ; the reg | dataset{s). The DAC(s) will review the DAR(s) and make a determination about whether access to the data should be granted.

T Data Access Renuest(s) Application

Agreement to Adhere to the Provisions of the GDS Policy and the Terms Described by the Data Certification Agreement(s)
By signing below, I certify on behalf of this institution that the Information Technology Director, the Principal Investigstor and other zpproved 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
Certification Agreement(s) for the requested dataset(s) and the T App | User Code of Conduct, and that we agre= to adhers to all of the terms thersin. We also understand that any viclation of those terms may lead to termination of access and other penalties,

I agree

Agreement to Adhere to Data Security Expectations

By signing below, T cartify on behalf of this institution that the Information Technolagy Dirsctor, the Principal Investigator and other approved users under the DAR, and I have reviewed the T NIH Security Bect Practicss for Controlled-Access Data Subject to the GOS Palicy, and that we agree to manags
and protect the requested dataset(s) by following those Best Practices s well as our own institutiona! IT security requirements and policies. I alse certify that that this institution's IT security requirements and pelicies are sufficient to protect the confidentizlity and integrity of the requested dataset(s)
entrusted to this instibution.

I agree

Ac of
By signing belaw, I, on behalf of this institution, acknowlzdge that this institution is the sole responsible party for assuring cur adherance to the terms of the Data Use Cartification Agreement. T certify that the statements herein are true, complete, and accurate to the best of my knowledge. T am aware
that any false, fickitious, or fraudulent statements ar claims may subject me to criminal, civil, or administrative penalties.

I agree

This project currently contzins 1 active request for data access, You can view individual applications and processing statuses in the table balow.
Active (1)
# Study, Consent
79735-1 Glaucoma Exome Sequencing (phs000558.v1. pl]

Plzzse carefully review submitted information by clicking on "Review Complete Application” .
To reviser Use navigation tabs to return to any previous step and make the changss.

To anorove: Check the boxes below to at=ch your elecronic signaturs acknowledging agreement to the terms,

You need Adobe Reader installed to review POF forms,
’

50 review Fview

[ational tha'lorﬂlmechmlm,l tormation | U. N
Privacy Notice | Disclaimer | Accessibility
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REQUESTER

Closeout Project
- OMB control number: 0925-0670 Expiration data: 7/31/2019

#9308: Project Renewal Demonstration
5S0: Jane Doe

Project Defails = Research Progress  Presentations  Publications and Manuscripts  Data Security - Reasons for Project Closeout  Review Closeout Application

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.

Still working with the data

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

O Yes
® No

{ Cancel and return to My Projects | 4




REQUESTER

Closeout Project

#9308: Project Renewa| Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

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

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.

(1 had no presentations since my initial request or last renewal.

Remove

Add another presentation |
A| Back Cancel and return to My Projects | | Save and Continue IP




REQUESTER

Closeout Project

#9308: Project Renewal Demonstration
S0: Jane Doe

- OMB control number: 0925-0670 Expiration data: 7/31/2019

Project Defails Research Progress Presentations — Publications and Manuscripts  Data Security  Reasons for Project Closeout  Review Closeout Application

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.

(1 had no publications since my initial request or last renewal.

PubMed ID Title
Look up |
Date Bibliographic Citation
| |
Authars
|
Other

Add another publication |

4 Cancel and return to My Projects | »




REQUESTER

Closeout Project
#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

Project Details Research Progress Presentations  Publications and Manuscripts  Data Security - Reasons for Project Closeout  Review Closzout Application

Reasons for project closeout:

(Project completed

[ Leaving institution
OUnable to complete project
UUnable to download data
CINot renewing

W Other. List reason(s) below.

Please fesl free to add additional comments about the reasons for project closeout below.

{ Cancel and return to My Projects | | Save and Continue ID




REQUESTER

Closeout Project

#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
50: Jane Doe

Project Defails Research Progress Presentations  Publications and Manuscripts Data Security - Reasons for Project Closeout ~ Review Closeout Application

*Confirm your Signing Official (S0) for signing closeout application: &
Your 50 [s 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.

® Doe, Jane (ssergey@nchi.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
|aboratory 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 project in dbGaP
will be closed and your report will be sent to your S0 for processing. Please contact your Data Access Committee if you have any questions about this process.

By signing below, T certify that the dataset(s) available to me (listed on Step 1 - project details of this form) have bean destroyed unless required to be retained as described in the security best
practices document at Best Practices. T understand that my project will nat be closed until the SO approves the closeout request.

(1 agree

I File Report and close project I'

4 Cancel and return to My Projects |




REQUESTER

Closeout Project

#9308: Project Renewal Demonstration - OMB control number: 0925-0670 Expiration data: 7/31/2019
S0: Jane Doe

Review Closeout Application = Feedback

Reminder:

Please remember that anyone wha 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 approved Data Access
Request must reapply to the NIH Data Access Committee(s) 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 or the NIH policy or procedures in general.

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

Return to My Projects | | Save and return to My Projects IP




Institutional Signing Official

Logged in as Jane Doe | Log out

M db GaP

b LRl el Browse/Search Help

LRSS Beacon My Profile

Closeout Project

#2051: New Demo Project
Req: Danigl Dery

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 MIH-designated data repositories far the project according to the T NIH Security Best Practices for
Controlled-Access Data Subiject to the GDS Palicy. All laboratory computers and stafffstudent personal laptops must be scannad to remove controlled-access data, and any copies of controlled-access data must be
remaved from institutional central servers, computer facilities, and back-up systems. If cloud computing was utilized, investigators must also destroy cloud images and delste controlled-zccess data from commercial
or private cloud provider storage, virtual and physical machines, databases, and random access archives (i.e., archival technology that zllows for deletion of specified records within the context of mediza containing
multiple records).

I certify that the datasst(s) received by the Principal Investigator have been destroved. I understand that the institution on whoss behalf I am signing this form is solely responsible for the conduct of the Information
Tachnology Directar, the Principal Investigatar and other approved users under the DAR.

I agree
T Review the close out report as Adobe PDF document

| File Report and close project ¢

MIH Genotype and Phenotype database is a service of NCEI. Please contact us with any questions.
Mational Center for Biotech Information | U.5. National Library of Medicine
Privacy Motice | Disdaimer | Accessibility

m)‘ ,,—\/:(é FIRS TGO
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