Manage Approved Study Data/Biospecimens in NICHD DASH Workspace

After you receive nofification from the NICHD DASH Administrator that your data or biospecimen
request has been approved, you can manage the data/biospecimens associated with your
request in the NICHD DASH Workspace. To access your Workspace, log in fo NICHD DASH and
select Workspace located on the top menu bar of NICHD DASH. Note that your Workspace will
be empty until after you submit a request and it is approved.

The Workspace has three sections: “Inbox”, “Data Requests”, and “Biospecimen Requests”. After
a data request is approved, the study items (datasets, documents, efc.) you put in your cart and
requested will be moved to your Inbox. You can download these items from your Inbox.

The "Data Requests” section is where you will be able to manage your Data Use Agreements
(DUAs) you executed with NICHD for your data request(s). There are a number of “Actions” you
can perform for an approved request, including: modify the Authorized Organizational
Representative for a DUA, modify your Research Team (i.e., Affiliates Associates and
Collaborators), download a copy of the fully executed Data Use Agreements with Amendments.
Each year, a feature will be enabled to submit your Annual Report and when the DUA is close to
expiring, DASH provides an option to Renew your DUA. Under Data Requests, you may also
“Show All ltems” that you are approved to access and move them to the Inbox for download.

The “Biospecimen Requests” section is where you will be able to access and manage the
Material Transfer Agreement(s) associated with approved biospecimen request(s).

Figure 1: Workspace in DASH
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1. Inbox

Your Inbox function is similar to that of an email inbox. Once your data request is approved, the
specific study items you requested are delivered to your Inbox for your use. You may:



1. Download selected items from your Inbox to your computer. Either click on items to
highlight them or click “Select all” to highlight all items. Then click “Download”.

Note: When you click “Download” a pop-up window will inform you that your
download is being prepared. Large downloads can take up to 15 minutes. The
pop-up will inform you when your download is ready.

2. Remove selected items from your Inbox by highlighting the items and clicking the
“Remove” button (which will become active after you highlight at least one item).
Removing a study item from the Inbox will not remove it from the “Data Requests”
section, where all approved items will continue to be available.

3. Filter Inbox items by category. You can select “Filter By” and then select “All ltems”,
“Datasets”, or “Documents”.

Figure 2: Manage Study ltems in Inbox
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2. Manage Data Requests

The "Data Requests” function is similar to a filing cabinet where all the study items you were
approved for and your executed DUAs are stored in DASH. Once your data request is
approved, the specific study items you requested and the associated executed DUA are
filed in the Data Requests chronologically by approval date. You may:

Move any study items which are grouped by request on the “Data Requests” page of your
Workspace to your Inbox. You can move copies of any of your requested study items by
either clicking on items to highlight them or clicking “Select All” to highlight all items. Then
click "*Add to Inbox” (which will become active after you highlight at least one item).



Figure 3: Move Study ltems from Data Requests page to Inbox
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Approval Date: 81212019 Expiration Date: 8/2/2022

Status: Approved
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Filename Title category Document Type
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Download NICHD DASH Data Use Agreements (DUAs) and associated appendices; these

are grouped by request and arranged chronologically on the “Manage Data Requests”
page of your Workspace. You can download copies of your DUAs by clicking yellow

“Actions” button and selecting “Download DUA" from the dropdown.
Figure 4: Manage Data Requests Actions Dropdown

Genomic and Proteomic Network for Preterm Birth Research GWAS
Case Control Study

Request Name: Test Request 4

Study Description: A multi-center observational genome-wide association study (GWAS) designed to determine if there is a genetic
predisposition to idiepathic preterm birth. Maternal and neonatal DNA from 743 spentaneous preterm births (20 to less than 34 weeks
gestation). and 752 controls (39 to less than 42 weeks gestation) were analyzed. GWAS, phenotype, and clinical data are available in dbGaP.
Cases were 1:1 matched with controls according to race and ethnicity, maternal age, and parity. Biospecimens are available for request
through DASH. Please navigate to Explore Biospecimens at the top of this page.

Approval Date: May 13, 2021 Expiration Date: May 13, 2024

Status: Approved

v Show Al ltems (21)
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Modify Research Team
Download DUA

3. Modify research team such as Affiliates, Associates, and Collaborators associated with a
currently active DUA. Click the yellow “Actions” button and then select “Modify Research
Team”. Once you select the button, the “"Modify Research Team” modal will be displayed.



Figure 5: Modify Research Team
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AFFILIATES

Affiliates are individuals within your institution, for whom access to Data is required to carry
out the Research Plan. Affiliates are permitted to access and download data directly from
NICHD DASH.

Note: All listed affiliates must be registered DASH users.

Manage Afflliates

ASSOCIATES

Associates are individuals employed by other institutions that will be allowed to access data
and will be covered under your institution's Data Use Agreement. They will not be permitted
by the DASH system to access or download data directly; instead, they must access data
only within your data platform and must not download data from your data platform to their
own local data platform or devices.

Manage Associates

COLLABORATORS

Collaborators are individuals at other institutions under the supervision of other Principal
Investigators working collaboratively on the same research plan.

Note: Collaborators must submit a separate Data Request Form and sign a separate DUA
with NICHD.

Manage Collaborators

3.1. You can manage Affiliates for a currently active DUA. Click the yellow “"Manage
Affiliates” button on the “Modify Research Team” modal. The section contains a
dropdown list of registered users belonging to your institution. You can also remove
existing Affiliates by clicking the “X" button next to their name.

3.2. You can manage Associates for a currently active DUA. Click the yellow “Manage
Associates” button on the “Modify Research Team” modal. The section contains a form
to add Associates and a list of existing Associates. You can remove existing Associates
by clicking the “X" button next to their name.



3.3. You can manage Collaborators for a currently active DUA. Click the yellow “Manage
Collaborators” button on the “Modify Research Team” modal. The section contains a
form to add Collaborators and a list of existing Collaborators. You can remove existing
Collaborators by clicking the “X" button next to their name.

3.4. Once you finish making changes to your research team, click the blue “Submit” button
at the bottom of the modal. You will receive an email containing an amendment to the
DUA reflecting your changes. This amendment will also be added to your DUA which
can be downloaded as described above. Please note that since Collaborators are not
part of the DUA, the changes to Collaborators are not included in the Amendment.

Modify the Authorized Organization Representative for a currently active DUA.

4.1. Click the yellow “Actions” button and then select “Modify AOR" option.

Figure é: Modify AOR

Genomic and Proteomic Network for Preterm Birth Research
Expression Profiling Study

Request Name: Test Request 4

Study Description: An observational study of 60 women enrolled at the time of preterm or term cesarean delivery, when maternal and

neonatal specimens were collected for DNA, RNA expression profiling, proteomic and metabolomic analyses, measurements of markers of

pregnancy exposure, epigenetics, and histology. Participants were further grouped according to presence or absence of spontaneous onset of

labor either in the presence or absence of premature rupture of membranes (preterm or term). Only data from participants who consented to

secondary use of their data are included in this archive (49 women). Biospecimens are available for request through DASH. Please navigate
to Explore Biospecimens at the top of this page

Modify AOR
Approval Date: May 13, 2021 Expiration Date: May 13, 2024 Modify Research Team
Status: Approved Download DUA

v Show All ltems (13)

4.2. System will present the pop-up modal that says “Verify Eligibility for AOR Modification™.
You will be asked to confirm that Research Plan and Data Recipient have not changed
for this request.

4.2.1.If your Research Plan has changed, or if the Data Recipient (Study PI) has changed,
then you are required to submit a new data request to DASH.



Figure 7: Verify Eligibility for AOR Modification
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Verify Eligibility for AOR Modification

Please confirm that the following statements are true. Otherwise, a new data request will
need to be submitted.

1. The Research Plan has not changed
2. The Study Principal Investigator (Data Recipient) has not changed

[i] | confirm the above statements are true *

All fields marked with an asterisk ( * ) are required.

Note: If other members of the research team have changed (e.g., Affiliates, Associates,
and/or Collaborators), please make these changes through the DASH Workspace for the
corresponding Data Request.

4.3. System will present the AOR Modification Form prepopulated with information you
provided when you submitted the request. The left-hand navigation pane will show you
the stage of the AOR modification process you are currently at. All fields marked with an
asterisk (*) are required and must be completed to move on to the next page. Fill out
the required fields and then click "Next."

Note: You may start and stop this process at any time. Be sure tfo click "Save"
at the bottom of the window you are working on so the information you
entered is available when you return.



Modification
Generate AOR Modification
Form

Upload Medification

Modification Submit

Figure 8: AOR Modification Form

Modification

All fields marked with an asterisk ( * ) are required

MODIFICATION REASON *

Please provide a reason for medifying the AOR (1024 characters)

REQUEST INFORMATION

Request Name: Sex steroid hormones, vitamin D and microbial translocation Markers of inflammation and immune activation in
preterm delivery

Study Name: Sex steroid hormones, vitamin D and microbial translocation as markers of immune activation and inflammation in
preterm delivery

Show Detailg

AUTHORIZED REPRESENTATIVE (INSTITUTIONAL BUSINESS OFFICIAL)

Email Address *

Title First Name * Last Name * M1

Title v

Job Title/Position * Phone Number

Division *

Select a division -

Unable to find your division in the dropdown list? Click here to add your division

SAVE NEXT >

4.4. Read the information on the "Generate AOR Modification Form" page, and then click
"Confirm and Generate AOR Modification Form." The system will generate the form and
send if to you via email.



Figure 9: Generate AOR Modification Form

Maodification Generate AOR Modification Form

All fields marked with an asterisk ( * ) are required
Generate AOR Maodification
Form The form required to moedify your AOR your request will be automatically generated when you click on "Confirm and Generate"

. button. Please review your entries and make any necessary changes before you click on "Confirm and Generate" button.
Upload Modification

You will receive the AOR Modification Form by email — please review it before you obtain the required signatures. The Requester is

Modification Submit responsible for coordinating with all parties involved to collect the required signatures to complete the ACR IModification reguest

{ PREVIOUS Confirm and Generate AOR NEXT >

Modification Form

Note: Do not make changes fo or add information in the AOR Modification
Form you receive. If you make any changes to your document system has
generated, your form will be invalidated, and you will need fo generate it
again. If there are changes to be made, login to NICHS DASH, make the
changes to your AOR modification form and generate a new document.

4.5. Please review the AOR modification form prior to requesting the new AOR'’s signature.

4.6. To upload the form after obtaining the AOR signature, scan your documents and log
back in to the NICHD DASH system. Click on "Workspace " at the top of the NICHD DASH
homepage to begin and select Data Requests tab. Next to the appropriate request,
click the “Actions” dropdown and select “Continue AOR Modification”. You will be
directed to the "Upload" page.

4.7. Click on the "Upload" button and select the appropriate file saved on your computer.
Your file name will appear on the page to verify it has been uploaded.



Figure 10: Upload AOR Modification Form
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Generate AOR Modification
Form

Upload Modification

Maodification Submit

Upload Modification

Allfields marked with an asterisk ( * ) are required

UPLOAD COMPLETED AOR MODIFICATION FORM

After obtaining all necessary signatures, upload the form to modify your AOR in the area below.

AOR Modification Form *

£y Upload File

< PREVIOUS SAVE NEXT >

4.8. Once you have uploaded your document, click "Next" to move to the "Modification
Submit" page. This page shows all of the information you have entered; please carefully
review this page for accuracy and completeness. Then click the "Submit" button to
submit your modification request.

4.9. Your modification request will be reviewed by the NICHD DASH Data Access
Committee. You will be notified via email if any updates or additional information are
needed for your request. You will be notified via email with the approval decision.

Renew the DUA that is about to expire.

5.1. 6 months prior to the expiration date you will see a warning on the Data Requests tab of
your Workspace. If you do not wish to renew, please ignore the warning. If you would
like to renew access to the data for another 3 years, click the yellow “Actions” button
and then select “Renew Request” option.



Figure 11: Renew Expiring Request

Genomic and Proteomic Network for Preterm Birth Research
Expression Profiling Study

Request Name: Sex steroid hormones, vitamin D and microbial translocation Markers of inflammation and immune activation in preterm
delivery

Study Description: An observational study of 60 women enrolled at the time of preterm or term cesarean delivery, when maternal and
neonatal specimens were collected for DNA, RNA expression profiling, proteomic and metabelomic analyses, measurements of markers of
pregnancy exposure, epigenetics, and histology. Participants were further grouped according to presence or absence of spontaneous onset of
labor either in the presence or absence of premature rupture of membranes (preterm or term). Only data from participants who consented to
secondary use of their data are included in this archive (49 women). Biospecimens are available for request through DASH. Please navigate
to Explore Biospecimens at the top of this page.

Actions <~

Approval Date: September 30, 2021 Expiration Date: December 25, 2021 Modify AOR
Renew Request
Modify Research Team

@ Your request will expire in 2 months. If you wish to renew, click 'Actions' button and select 'Renew’ option. Download DUA

Status: Approved

v Show All ltems (13)

5.2. System will present the pop-up modal that says “Verify Eligibility for Request Renewal”.
You will be asked to confirm that Research Plan and Data Recipient have not changed
for this request.

5.2.1.If your Research Plan has changed, or if the Data Recipient (Study Pl) has changed,
then you are required to submit a new data request to DASH.

Figure 12: Verify Eligibility for Request Renewal

Request Renewal

Verify Eligibility for Request Renewal

Please confirm that the following statements are true. Otherwise, a new data request will
need to be submitted.

1. The Research Plan has not changed
2. The Study Principal Investigator (Data Recipient) has not changed

D | confirm the above statements are true *
All fields marked with an asterisk ( * ) are required.

Note: If other members of the research team have changed (e.g., Affiliates, Associates,
and/or Collaborators), please make these changes through the DASH Workspace for the
corresponding Data Request.




5.3. System will present the Request Renewal Form prepopulated with information you
provided when you submitted the request. The left-hand navigation pane will show you
the current stage of the renewal process. All fields marked with an asterisk (*) are
required and must be completed to move on to the next page. Fill out the required
fields and then click "Next."

Note: You may start and stop this process at any time. Be sure to click "Save"
at the bottom of the window you are working on so your work is available
when you return.

Figure 13: Request Renewal Form

Renewal

Al felds marked with an asterisk (*) are required.

REQUEST INFORMATION

Request Name

Request Name: Sex steroid hormones, vtamin D and microbial finflammation and
preterm delvery

Requester Information

Email Address gorelic fa2015@yandexcom  SchoolDivision/Center Booz Alen Harion
Name Irna Beyiin Division Address

Job TitelPosition tester

Institution Booz Allen Hamiton

Institution Type For proft

Phone 2120918739

Preserve Pk

Institution Address one oy
Rockvile, MD 20852

Study Information

Project Title Sexstefold nommones, vtamin D and microbial ranslocation as markers of immune activation and

Project Description Preterm bith (PTB) ublic heath crsis in the United States that disproportionately
affects women with HIV. Infection and inflammation are thought to be important etilogies for half
of PTB among pregnancy markers of Infammation are lacking and may help

stral
bac 0
prec h women may be at sk for spontaneous PT8 in women wih HIV. We are

e xploring the associaton between MT and preterm bith and the potentialfor early

markers for PTE. Samples ffom the GWAS study willServe 25 our HIV-uninfected

ssing 100 women with PTB compared to 100 women
interest

Design and Analysis Plan

will be measures ISAIn dupitc measurements of centra n
dispersion willbe used to describe data. Variable pairs will be compared using Mann-Whiney's U

Funding Information
Funding Source: NIH Intramural
Funding Institution(s):

1NE!

Funding Type: Contiact f
Grant Number: 1

Principal Investigator
Principal Investigator Iina Alex (1inagorelk305@yanoo.com)

Authorized Representative

Booz Allen Harmiton

Name Or.Iina Gorelk Il Division Adaress One Preserve Py
Rockvile, MD 20852

Job TitlePosition Engineer

Institution Bo0z Allen Hamiton

Institution Type For profit

Phone NA

Institution Address One Presenve Phyy

Rockvile, MD 20852

REQUEST RENEWAL INFORMATION

The Authorized Representative for this DUA has changed *

[ e e

Reason for Renewal *

SAVE NEXT >

5.4. Read the information on the "Generate Renewal Form" page, and then click "Confirm
and Generate Renewal." The system will generate the form and send it to you via email.



5.5.

5.6.

5.7.

Figure 14: Generate Renewal Form

Renewal Generate Renewal Form
The form required 1o renew your request will be automatically generated when you click on "Confirm and Generate” bution. Please
Generate Renewal Form review your entries and make any necessary changes before you click on "Confirm and Generate" button

You will receive the ACR Modification Form/Request Renewal Form by email — please review it before you obtain the required
signatures. The Requester is responsible for coordinating with all parties involved to collect the required signatures to complete the
AOR Modification/renewal request.

Upload Renewal Form

Renewal Submit

<{ PREVIOUS Confirm and Generate Renewal NEXT >

Note: Do not make changes fo or add information in the Renewal Form you
receive. If you make any changes to your document system has generated,
your form will be invalidated, and you will need to generate it again. If there
are changes to be made, login to NICHS DASH, make the changes to your
Renewal and generate a new document.

Please review the Renewal Form prior to requesting the AOR’s and Data Recipient’s
signatures.

To upload the form after obtaining required signatures, scan your documents and log
back in to the NICHD DASH system. Click on "Workspace " at the top of the NICHD DASH
homepage to begin and select Data Requests tab. Next to the appropriate request,
click the “Actions” dropdown and select “Continue Renewal Progress”. You will be
directed to the "Upload" page.

Click on the "Upload" button and select the appropriate file saved on your computer.
Your document title will appear on the page to verify it has been uploaded.



Figure 15: Upload Request Renewal Form

Renewal Upload Renewal Form

All fields marked with an asterisk ( * ) are required.
Generate Renewal Form

Upload Renewal Form UPLOAD COMPLETED REQUEST RENEWAL FORM

Renewal Submit After obtaining all necessary signatures, upload the form to renew your data request in the area below.

Renewal Form *

& Upload File

{ PREVIOUS SAVE NEXT >

5.8. Once you have uploaded your document, click "Next" to move to the "Renewal Submit"
page. This page shows all of the information you have entered; please carefully review
this page for accuracy and completeness. Then click the "Submit" button to submit your
modification request.

5.9. Your renewal request will be reviewed by the NICHD DASH Data Access Committee. You
will be nofified via email if any updates or additional information are needed for your
request. You will be noftified via email with the approval decision.

6. Submit Annual Report

6.1. 30 days prior to the date annual report is due you will see a warning on the Data
Requests tab of your Workspace. In order to submit the annual report, click the yellow
“Actions” button and then select “Annual Report” option.

Figure 16: Submit Annual Report

A Phase Il, Multicenter, Randomized, Double-Blind, Placebo-Controlled,
Parallel Group Study to Determine the Pharmacodynamics of Sodium
Nitroprusside During Prolonged Infusion in Pediatric Subjects

Request Name: testing data request 1.8.21

Study Description: A Phase Il, randomized, double-blind, withdrawal to placebo study examining the efficacy, safety, and tolerability of
sodium nitroprusside (SNP) in pediatric subjects. Objectives were to determine the persistence of the effect of SNP on blood pressure during
stable infusion regimens lasting at least 12 hours and to assess the potential for rebound hypertension during a 30 minute blinded phase
following administration of SNP for at least 12 hours when infusion is temporarily discontinued

Approval Date: January 8, 2021 Expiration Date: January 8, 2024

Annual Report
Status: Approved

Modify AOR
@ Your annual report is due. To submit it, click "Actions’ button and select "Annual Report’ option IModify Research Team

Download DUA

v Show All ltems (64)



6.2. System will present the pop-up modal reminding you that if Research Plan and Data
Recipient have changed for this request a new request will have to be submitted. You
will be asked to confirm that you understand that a new data request is required if the
Research Plan has changed or if the Study Principal Investigator (Data Recipient) has
changed.

Figure 17: Annual Report Reminder Modal

Submit Annual Report X

Verify that Request is still valid

Please make sure that the following statements are true. If not, a new data request will need
to be submitted.

1. The Research Plan has not changed
2. The Study Principal Investigator (Data Recipient) has not changed
|:| I understand. *
All fields marked with an asterisk ( * ) are required
Note: If other members of the research team have changed (e.g., Affiliates, Associates,
and/or Collaborators), please make these changes through the DASH Workspace for the

corresponding Data Request. If AOR has changed, please make this change through the
DASH Workspace for the corresponding Data Request

CanCEI m

6.3. System will present the Annual Report Form prepopulated with information you provided
when you submitted the request. The left-hand navigation pane will indicate the stage
of the Annual Report submission process you are currently at. All fields marked with an
asterisk (*) are required and must be completed to move on to the next page. Fill out
the required fields for each outcome type and then click "Next."

Note: You may start and stop this process at any time. Be sure to click "Save" at the
boftom of the window you are working on so your work is available when you return.



Figure 18: Annual Report Form
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6.4. System will move you to the Review and Submit Annual Report page, where you will be
asked to sign the form electronically by typing your name in the text box at the bottom
of the page.

Figure 19: Review and Submit Annual Report

f/\_/\j Annual Report

N REQUEST INFORMATION
@ Review and Submit Annual

Report Report Year: Annual Report Vear 1

v Show Request Details

QUTPUTS AND OUTCOMES INFORMATION

Publication
Publication Date 2021-01-14

Citation While trends in cagsarean birth by matemal request in low- and middle-income
countries are unclear, age, education, muliple gestation and hypertensive disease
appear associated with the indication when compared with cagsarean birth performed
for medical indications

Publication Title Caesarean birth by matemal request  poorly understood phenamenon in low- and
middle-income countries

Journal Name Oxford Academic
Author(s) Name(s) Margo § Harrison, Ana Garces, Lester Figueroa, Fabian Esamai, Shemi Bucher, Carl
Bose, Shivaprasad Goudar, Richard Derman. Archana Patel, Patricia L Hioberd, Efwyn

Chomba, Miusaku Mwenechanya, Michael Hambidge, Hancy F Krebs

Publication URL hitps:/ipubmed.ncbi_nlm.nih gov/32478383¢

Hote: By typing your name below. you are signing this form elecironically. You understand and agree that your elecironic signature is
equivalent to your manual signature on this form and the information you provided is compiete and accurate

Full Name =

< PREVIOUS suBmIT



6.5. Please review the Annual Report prior to signing. If you need to make any changes,
please return to the Annual Report page by clicking “Previous” button at the bottom of
the page or “Annual Report” button on the leff-hand navigation pane.

6.6. Once you are satisfied with your enftries, please enter your name in the text field and
click "Submit™.

6.7. Your annual report will be reviewed by the NICHD DASH Administrator. You will be
notified via email if any updates or additional information are needed for your annual
report. Once your annual report is approved, the information about your outcomes will
be added to DASH system for reporting purposes. You will be notfified via email with the
approval decision.

3. Manage Biospecimen Requests

The "Biospecimen Requests” function lists the requested biospecimens you have been approved
to receive and that have been shipped to you by the NICHD Contracted Biorepository.
Biospecimens are grouped by request and arranged chronologically.

Figure 20: Manage Biospecimen Requests

My Workspace
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Data Requests @

Biospecimen Requests @

Expiration Date:

Specimen Type Sample Id Subject1d. Visit Name

Amnion RNA
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