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Basic Study Info

Study Name

* Add a descriptive title that explains what the study contains.

Binghampton

490 characters left

Study Description

* Provide a brief, detailed text description of both the original study (summarizing
the design, methods, and principal findings) and the data that will be available
through dbGaP. Don't include markup, tables, or links. You will have an opportunity
to edit this when modifying the Study Config for the public study report page.

Lorem ipsum dolor sit amet, consectetur adipiscing elit. Vestibulum a efficitur
arcu, eu euismod dui. Proin maximus, quam in rhoncus fringilla, felis lorem
dignissim sem, non porta quam nulla euismod metus. Vestibulum et ex sit amet
metus accumsan aliquet.
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OMB control Number: 0925-
0670

Expiration Date: March 31, 2026
Public reporting burden for this
collection of information is
estimated to be about one hour
per response including the time
gathering and maintaining the D
information needed, adding
information to this part of the v
study registration and uploading
the data. 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 suggestion
s 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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Basic Study Info

Participants and Target Dates

Estimated number of study participants

Target Delivery Date

08/01/2025 D

Target Release Date
Should be at least six weeks after Target Delivery Date

(o]

Are there any milestones that inform the Target Release
Date, such as a symposium or publication?

Scheduled to publish findings in lorem ipsum dolor
pluribus on 10/1/25
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Basic Study Info Funding Personnel

Funding and Support

NIH Funding

* Does this study have NIH funding?

@ Yes
O No

* Look up Main NIH Grant Number

Back

FOLLOW NCBI

0 N

Connect with NLM
OMX o

ille Pike
a, MD 20894 2

Q Search 2 anne.doe@nih.gov

Authorized Access v Resources v

4

Data Outline
Time-saving
search function

Step 1 of 2: Look up Main NIH Grant Number

NIH grant numbers typically start with “Z0”, “R0”, “U”, or similar.
Supporting grant numbers can be added in a later step.

* Enter full grant number

2R01NS027863-06 (assume this is the full grant number)

Look up grant number Close

U | LA7Y(C

I Save draft ” Discard draft I

Web Policies
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Step 2 of 2: Confirm Main NIH Grant Number

1 result found. To refine your search, select “Go Back” below.

@ 2R01NS027863-06 (ROTNS027863)
Grant name: RANDOMIZED TRIAL OF ORG 10172 IN ACUTE
ISCHEMIC STROKE
Primary ICO: NIAID
Funding ICO: NCBI
PI: Arnold Louie
Organization: University of lowa
Fiscal year: 1997

Go back

Confirm grant number

| L
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Funding and Support

NIH Funding

* Does this study have NIH funding?

@ Yes
O No

* Look up Main NIH Grant Number
(@ 2R01NS027863-08 (Change)

* Select the Primary NIH Institute/Center/Office (ICO) for this study

‘ NLM/NCBI v ‘

* Select the Primary GPA for this study

| Betsy Bort X v |
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Basic Study Info Funding Personnel Data Qutline Certification Review/Submit

APl Documentation

Funding and Support

NIH Funding

* Does this study have NIH funding?

O Yes
@ No

* Select the Primary NIH Institute/Center/Office (ICO) for this study

‘ NLM/NCBI v ‘

* Select the Primary GPA for this study

‘ Betsy Bort v ‘

I Save draft ” Discard draft I
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Funding and Support

Supporting Institutions

List any supporting Non-NIH institutes

Enter each institute on a separate line, separated by line breaks

Lorem ipsum organization

List any additional grants from nen-NIH institutions or funding
organization below. Enter each grant on a separate line, separated by
line breaks

Grant 1
Grant 2
Grant 3

I Save draft ” Discard draft l
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Select Main Data Submitter

Personnel Firstnams

* Last name
R " Jon Snow
* Select Principal Investigator (P1)
User: Anne Doe (Change) * Email address

Email: anne.doe@nih.gov

‘ jon.snow@nih.gov

Institute: NLM (National Library of Medicine)

View in NED 4
Save submitter Close

Select Main Data Submitter

| Add contact info I

l Save draft ” Discard draft I
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I Register a New Study
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Basic Study Info Funding Personnel Data Outline Certification Review/Submit

Funding and Support

Supporting Institutions
NIH Institutes

Select a supporting NIH institute, if applicable

‘ NIDCR v

‘OD X v

+ Add an additional supporting NIH 1ICO

List any additional NIH grant information below. Enter each grant on a
separate line, separated by line breaks.

20213498734
R0193847934
U23213498734
R0193847934

Non-NIH Institutions or Funding Organizations

List any supporting non-NIH institutions or funding organizations below.
Enter each entity on a separate line, separated by line breaks

Lorem ipsum organization
University of Colorado

List any additional grants from non-NIH institutions or funding
organization below. Enter each grant on a separate line, separated by
line breaks

Grant 1
Grant 2
Grant 3
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Personnel

* Select Principal Investigator (PI)

User: Anne Doe (Change)

Email: anne.doe@nih.gov

Institute: NLM (Naticnal Library of Medicine)
View in NED (2

Select Main Data Submitter

User: Jon Snow (Change)

Email: jon.snow@nih.gov

* Does this study have a Program Officer (P0)?

© Yes
O No

* Select Program Officer (PO)

User: Charlie Cupcake (Change)

Email: charlie.cupcake@nih.gov

Institute: NLM (National Library of Medicine)
View in NED (3

l Save draft ” Discard draft I
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Step 1 of 2: Look Up User

First name Last name

Charlie Cupcake

Email address

FOLLOW NCBI

Step 2 of 2: Select User

3 results found. To refine your search, select “Go Back” below.

@ Charlie Cupcake (charlie.cupcake@nih.gov)
NED ID: 0123456789
Institute: NLM (National Library of Medicine)
IPD: Staff Scientist

O Charlie Cupcake Il (charlie.m.cupcake@nih.gov)
NED ID: 0123987654
Institute: NCI (National Cancer Institute)
IPD: Staff Scientist

O Charlie Cupcake Il (charlie.z.cupcake@nih.gov)
NED ID: 1123456789
Institute: NHBLI (National Heart, Blood, and Lung Institute)
IPD: Staff Scientist
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Basic Study Info Funding Personnel Data Outline Certification Review/Submit

Personnel

* Select Principal Investigator (PI)

User: Anne Doe (Change)

Email: anne.doe@nih.gov

Institute: NLM (National Library of Medicine)
View in NED &

Select Main Data Submitter

User: Jon Snow (Change)

Email: jon.snow@nih.gov

* Does this study have a Program Officer (P0)?

O Yes
© No
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Enter Study Registration Information
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Basic Study Info Funding Personnel Data Outline Certification Review/Submit

Study Data Outline (SDO)

* Will data be submitted for storage by dbGaP?

@ Yes
QO No

Please indicate the type of data expected for submission below. Indicate only data
that will be stored in dbGaP. Do not include data that will be stored in External Data
Sources (EDS).

Study data type Is dbGaP Details of stored data in dbGaP
submission
expected?
* Subjects and Consents @ Yes ONo
*samples @ ves O No * Select at least one
Germiine
[ mumor/Normat
[Jona
[ erna
Mitochondria
Microbiome
[ From repository
*Phenotypes and Attributes @ ves OnNo
*Molecular @ Yes OnNo Genome build
Does not include high throughput sequencing data such
as BAM, CRAM, and FASTQ -N/A- s

Full name of the array, with version

* Select at least one

[] sequence based genotypes (multi-sample vef)
[] sequence-based genotypes (single sample vcf)
[] onv derived from sequence (vef)

[] snp array (PLINK and/or raw data)

[ onv calls from array (PLINK and/or raw data)
[[] mputed genotypes

[ Tumor / Normai variations / Somatic SNV (maf)
[[] metnylation array or summaries

[ expression array or summaries

Other

* Please specify

If “Other" is selected, display this hidden text
area input. If *Other" is the only required
choice made, the "Continue" should be
disabled until at least one character is
entered into this field

*Links to public NCBI databases

O Yes @ No

*Sequence

@ ves ONo

Please select one option

NCBI storage of sequence metadata and sequences
(SRA)

NCBI storage of sequence metadata and cloud

(O flocation (external data sources will store
sequences)

* Select at least one

[ whole or targeted genome

[ whole or targeted exome

[] RNASeq - Whole or targeted transcriptome

[[] Methyiseq/Epigenomic marks

O Microbiome sequence
(Metagenome, 168 rRNA, 18S RNA, ITS)

Other

* Please specify

If “other” selected, display this field. If field is
left blank, and “other” is the ONLY required
option selected, disable the “continue” button

Please describe the data

* Association Analyses

O Yes @ No

*Documents
Protocols, questionnaires, consent forms, ete.

O Yes @ No

*Medical Images

QO ves @ No

* Other

study faster

Any other information that would help us process your

@ Yes O No

* Please specify

Lorem ipsum dolor sit amet, consectetur
adipiscing elit. Aenean in justo libero. Aliquam
massa nunc,

150 characters left
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Study Data Outline (SDO)

* Will data be submitted for storage by dbGaP?

O Yes
@ No

I Save draft I I Discard draft
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Enter Study Registration Information

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

Basic Study Info Funding Personnel Data QOutline Certification Review/Submit

Institutional Certification (IC)

* Does this study require an Institutional Certification?

@ Yes

O No, this study predates GDS policy, or is cleared for submission by the sponsoring IC

* Are the data sourced from multiple sites?

@ Yes
O No

* Enter number of sites

I Save draft ” Discard draft l
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Register a New Study
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Institutional Certification (IC)

Upload Files

* Upload all required Institutional Certifications

Select PDF(s)

Selected file(s) Change files

IC lorem ipsum dolor.pdf

Sit amet.pdf

l Save draft ” Discard draft l

FOLLOW NCBI

0 N in| X 0

Connect with NLM Web Policies

OMX o " os e
ethesda, MD 20894 (3 HHS Vulnerability Disclosure (3

NLM [NIH |HHS & [USA.gov 5

4vda | 14vda | 14vicC



Il website of the United States government Here's how you know v

m National Library of Medicine AEEED A e

National Center for Biotechnology Inform:

dbGaP Home Public Access v Submissions v Authorized Access v Resources v

Enter Study Registration Information

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

My Studies

Register a New Study

API Documentation o e ° ° e
6

Basic Study Info Funding Personnel Data Outline Certification Review/Submit

Institutional Certification (IC)

* Does this study require an Institutional Certification?

O ves

@ No, this study predates GDS policy, or is cleared for submission by the
sponsoring IC

You may choose to explain below why this study does not require an Institutional
Certification.

@ Add a comment

() upload a file

’ Save draft ” Discard draft l
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Basic Study Info Funding Personnel Data Qutline Certification Review/Submit

Institutional Certification (IC)

* Does this study require an Institutional Certification?

O Yes

© No, this study predates GDS policy, or is cleared for submission by the
sponsoring IC

You may choose to explain below why this study does not require an Institutional
Certification.

O Add a comment
@ Upload afile

Select file(s)

Drag file here or choose from folder

l Save draft ” Discard draft I
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Review and Submit

You are about to submit your new study registration for GPA review. If you would
like to review a copy of your registration first, you may download and print using the
link below.

Submission Application [PDF, 2.3M8] [}

dbGaP Study Registration Request
Study name goes here

Principal Investigator (PI): Anne Doe (NIH)

Request Date: MM/DD/YYYY

Step 1: Basic Study Info

Study Name Binghampton

Study Description Lorem ipsum dolor sit amet, consectetur adipiscing elit. Vestibulum a efficitur arcu, eu evismod dui.
Proin maximus, quam in rhoncus fringilla, felis lorem dignissim sem, non porta quam nulla euismod
metus. Vestibulum et ex sit amet metus accumsan aliquet.

Number of participants 88,888

Target Delivery Date 08/01/2025

Target Release Date 09/25/2025

Notes about Target Release Date ‘Scheduled to publish findings in lorem ipsum dolor pluribus on 10/1/25
Step 2: Funding

Has NIH funding? Yes

Main NIH Grant Number 2123456789012

Primary ICO NLM/NCBI

When you are done reviewing, complete your submission by selecting “Send
for GPA Review” below.

IR (v | (e
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Enter Study Registration Information

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

Submission Complete

Your application has been submitted to your GPA for review and approval. You may
download and print a copy for your records using the link below.

Submission Application [PDF, 2.3MB] [/

Next Steps

You will be notified once GPA review is done. If there are further edits needed to the
study, you will be notified by the GPA.

You can check the status of your requests on the My Studies page.

For any help with your submission, feel free to contact the dbGaP Submissions

team at dbgap-sp-help@ncbi.nim.nih.gov.

Return to My Studies
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Edit Study Registration

Register a New Study

APl Documentation o
2

Edit Information Attest and Complete

Birmingham

© This study registration is incomplete.
Complete the Storage and Access and Consents sections before submitting.

Summary SRI Storage and Access Consents

Basic Study Info
Study Name

* Add a descriptive title that explains what the study contains.

Binghampton

490 characters left

Rest of page not shown. Assume all required fields in this section are complete

Continue to Storage and Access
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Complete Study Registration

Register a New Study
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Edit Information Attest and Complete

Birmingham

@ This study registration is incomplete.
Complete the Storage and Access and Consents sections before submitting.

Summary SR  Storage and Access  Consents

Show all Collapse all

Study Management -

Primary ICO NLM/NCBI
Primary GPA Betsy Bort (NLM/NCBI) (betsy.bort@nih.gov)
Pl ‘Anne Doe (NLM/NCBI) (anne. doe@nih.gov)
Main data submitter Jon Snow (jon.snow@nih.gov)
PO P M/NCBI)
Study and phenotype curator The study a ‘when data is igh the
issi For quest i h
Study Registration Information (SRI) =
Step 1: Basic Study Info
Study Name Binghampton
Study Description Lorem ipsum dolor sit amet, consectetur adipiscing elt. Vestibulum a_efficitur arcu, eu
euismod dui i fringilla, fel i  non
porta quam nulla euismod metus. Vestibulum et ex sit amet metus accumsan aliquet,
Number of participants 88888
Target Delivery Date 08/01/2025
Target Release Date 09/25/2025
Notes about Target Release Date ‘Scheduled to publish findings in lorem ipsum dolor pluribus on 10/1/25

Step 2: Funding and Support

Has NIH funding? Yes
Main NIH Grant Number 2123456789012

Primary ICO NLM/NCBI

Primary GPA Betsy Bort (NLM/NCBI) (betsy bort@nih gov)

‘Supporting NIH institutes. NIDCR, 0D

Other NIH grants. 20213498734, RO193847934, U23213498734, R0193847934
Non-NIH institutions of funding orgs Lorem Ipsum Organization, University of Colorado

Step 3: Personnel

Pl Anne Doe (NLM/NCBI) (anne.doe@nih.gov)
Main Data Submitter Jon Snow (jon.snow@nih.gov)
PO M/NCBI)

Step 4: Study Data Outline (SD0)
Data expected for submission Subjects and Consents
Samples

Phenotypes and Attributes.

Molecular
Sequence
Other

Step 5: Institutional Certifications (IC)

Requires IC Yes

Number of sites 88

Attachments 1€ lorem ipsum dolor.pdf, Sit ametr.pdf

Study Registration History +

FOLLOW NCBI
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B An official website of the United States government Here's how you know ~

m i i of Medicine a Search 2 betsy.bort@nih.gov

National Center for Biotech, Information

dbGaP Home Public A v Submissi v Authorized Access v Resources v

Complete Study Registration

Register a New Study

API Documentation °
2

Edit Information Attest and Complete

Birmingham

@ This study registration is incomplete.
Complete the Storage and Access and Consents sections before submitting.

Summary SRI Storage and Access Consents

Storage
External Data Sources

Select an External Data Source (EDS) for this study

v

Access

* Type of Access

What type of access to data will be needed?

@ Controlled Access (managed by dbGaP)

O Controlled Access (managed by a third party)
O Unrestricted

Rest of page not shown. Assume all required fields in this section are complete

tinue to Consents

FOLLOW NCBI

(£} N in] X O

National Library of Medicine Web Pol
8600 Rockville Pike FOIA

Beth: a, MD 20894 2 HHS Vulnera y Disclosure &

NLM |NIH |HHS 2 |USA.gov &
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)RAFT | DRAFT | DRAF

My Studies

Register a New Study

API Documentation

L it Here's how you know v

iGine Q Search 2 betsy.bort@nih.gov

dbGaP Home Public Access v Submissions v Authorized Access v Resources v

Edit Study Registration
) .

Edit Information Attest and Complete

Birmingham

@ This study registration is incomplete.
Complete the Consents section before submitting.

Summary SRI Storage and Access Consents

Institutional Certification

These files are provided here for ease of reference. To change or remove
Institutional Certification files, go to the “SRI” tab.

IC lorem ipsum dolor [PDF, 2.3MB] [4

Sit amet [PDF, 2.3MB] [4

* Genomic Summary Results (GSR)

NIH provides GSR from most studies through unrestricted access. However, data from
data sets considered to have particular ‘sensitivities’ related to individual privacy or
potential for group harm may be designated as “sensitive” by the submitting institution
GSR from any such data sets will only be available through controlled-access.

What type of access to the GSR will be needed?

@ Controlled Access (GSR are sensitive according to the Institutional Certification)

O Unrestricted, or GSR does not apply (ONLY for studies that will not have
genomic data in dbGaP)

* Consent Groups
Add a Consent Group (A)

* Select consent group type

‘ General Research Use (GRU) v ‘

Select modifiers for this consent group
IRB approval required (IRB) Not-for-profit use only (NPU)
Publication required (PUB) Genetic studies only (GSO)

Collaboration required (COL)

Rest of page not shown. Assume all required fields in this section are complete

& Storage and Access Continue to Attestation

FOLLOW NCBI

ct with NLM National Library of M

0 m X o 00 Rockville Pike

NLM |NIH |HH:
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Once the study is registered, the Submitting Investigator
iIs sent the Submission Portal to submit data to dbGaP



Submission Portal

OMB control Number: 0925-0670
Expiration Date: March 31, 2026
Public reporting burden for this collection of information is estimated
to be about one hour per response including the time

gathering and maintaining the information needed, adding information
to this part of the study registration and uploading the data. 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

phs004523.v1.p1

phs003950.v1.p1

phs004522.v1.p1

v

v

dbGaP Studi aspect of this collection of information, including suggestions for
a udies reducing this burden, to: NIH, Project Clearance Branch, 6705 Rockledge
Drive, MSC 7974, Bethesda, MD 20892-7974, ATTN: PRA (0925-0670). Do
Study!d ¥ Study Name % not return the completed form to this address.
65008 MoTrPAC Multiomics Dataset — Adult Humans — Restricted Access Shruti Marwaha NIDDK
59562 Human GPR15 deficiency reveals CD8+ T regulatory cell-macrophage crosstalk in intestinal inflammation Yu Zhang NIAID GPR15_Deficiency_IBD
65470 Interrogating gene regulation during human cortical development Yashodara NIMH
Abeykoon
64362 Tissue Collection and Characterization: Longitudinal Senescence Analysis None
65559 Liver Study Collection None
57380 A097401 Randomize dy of Nivolumab With or Without Ipilimumab in Patients With Paige Fuentes NCI A091401

Metastatic or Unresec

Submitting Investigator can click on the registered study to
enter required information for data submission

phs003785.v1.p1

Groups Accounts Templates

Files Updated

None
2026-02-04
11:58
None
None

None

2026-02-18
13:55

Last Updated

2026-02-18
17:15

2026-02-18
16:32

2026-02-18
16:16

2026-02-18
16:04

2026-02-18
14:23

2026-02-18
14:16

Stats My profile

Study status

View study
status

View study
status

View study
status

View study
status

View study
status

View study
status



[ |
l Submission Portal

i The Genetics of Telework Stress (Example Study)

Study Data OQutline @

Consent group reqgistered for this stud

Consent Group Title Consent Group Abbreviation
‘ Disease-Specific (Allergy, IRB, PUB, COL, NPU, MDS, GSO, RD)  DS-ALERG-IRB-PUB-COL-NPU-MDS-GSO-RD

General Research Use GRU

Required fields are marked with % asterisk

Please review all questions and select all data types that will be provided by you or another submitter as part of this study

Required information provided by the Submitting Investigator
for data submission

Study data type

Study data outline provided

rsiration Select Yes' if this data type will be provided

% 1. Subject IDs, Sample |Ds, and Consents

Subject Consent & Subject Sample Mapping &
Z2a_SubjectConsent_DS.txt Ja_55M_D5.txt
2b_SubjectConsent_DD.xlsx  3b_SSM_DD.xlsx

# Pedigree: Are the relationships of the subjects known? @

Yes i
@ Yes () No

() Yes @ No

% 2. Phenotypes and Attributes @

Subject Phenotypes Sample Attributes
5a_SubjectPhenotypes_DS.txt Ba_SampleAttributes_DS.txt

Sb_SubjectPhenctypes_DD.xisx ~ 6b_SampleAttributes_DD.xlsx

Yes -
@® Yes () No

% 3. Melecular (DOES MOT include high throughput sequencing data such as BAM, CRAM, and FASTQ) @

. I /A == =g

No
@® Yes () MNo

Genome Build
| GRCh38
Array Name

L3

Hurmina 1M

% Select at least one

[ | Sequence-based genotypes (multi-sample vef)
[] Sequence-based genatypes (single sample vcf)
[ | CMV derived from sequence (vef)

SNP array (PLINK and/or raw data)

| cleml VW Gl W | desl VWV WG N

mmll WV Gl Gl




Required information provided by the Submitting Investigator
for data submission

SNP array (PLINK and/or raw data)

(] CNV calls from array (PLINK and/or raw data)
("] Imputed genotypes

[] Tumor / Normal variations / Somatic SNV (maf)

(] Methylation array or summaries

|| Expression array or summaries
Other

% Other description

est data for sdo change email

Describe this data

% 4. Links to public NCBI databases @ Mo

() Yes (@ MNo

% 5. Sequence @ Yes

® Yes () No

Please select one option

@ NCBI Storage (SRA)

() Cloud Storage (External Data Sources including Trusted Partners)

% Select at least one

* Whole or Targeted Genome

(] Whole or Targeted Exome

: RMASeq - Whole or targeted transcriptome

[] MethylSeq / Epigenomic Marks

H Microbiome sequence (Metagenome, 165 rRNA, 185 rRNA, ITS)

[] other

* 6. Association Analysis @ Mo

-,

() Yes @® No

% 7. Documents (protocols, questionnaires, consent forms, etc) @ No

OYes @ MNo

* 8. Medical Images @ Mo

() Yes (@ Mo

9. Other files not covered and/or any notes about study outline

. B A =N g
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