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1 Submitting Studies on Vivli — Overview

Create an Provide Sign the Vivli
account on ' information 4] Data Contribution

Upload
anonymized

data

Vivli il about your study Agreement

Vivli is here to make it as efficient and easy as possible to share your completed clinical research
human-subject participant-level data and supporting documents. The Vivli team will support you
every step of the way. For more information, please see our webpage on How to Share Data.
Once you have created your Vivli account, you will be prompted to provide information about
your study.

The Vivli Data Contribution Agreement needs to be read, understood, and signed by the Principal
Investigator and an institution official.

Vivli only accepts anonymized data. Your institution may provide support or Vivli has
anonymization vendors who will offer support for this service.

Once the submission has been accepted by the Vivli team, you will then be able to upload your
anonymized data.

Please note that this process is primarily intended for academic researchers. Please reach out to
Vivli, if you are a for-profit organization and want to take advantage of the Vivli platform to share
your completed clinical research data.

This process is for sharing your data on the Vivli platform. If you are interested in requesting
data, please submit a Data Request. See our How To — Requesting Studies on submitting a Data
Request.

11

Login/Account Setup

To get started with the Study Submission process, visit https://search.vivli.org/study-submission
If you do not already have a Vivli user account, click the ‘Create Account’ button. To learn more
about creating a Vivli account, please review Section 1.0 of our Vivli User Account Quick Start

guide.
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https://vivli.org/resources/sharedata/
https://na3.docusign.net/Member/PowerFormSigning.aspx?PowerFormId=c0797931-7174-4c6d-9c0a-0fca4275fedd&env=na3&acct=1f67eefe-01dc-43ac-92a5-5046265e50c3&v=2
https://vivli.org/members/become-a-member/
https://vivli.org/members/become-a-member/
https://vivli.org/resources/resources/
https://search.vivli.org/study-submission
https://vivli.org/resources/resources/
https://vivli.org/resources/resources/

Home  About Members News & Events  Resources Find Studies

CENTER FOR GLOBAL CLMICAL RESEARCH DATA ENQURY  DUICK STUDY LOOKUP

L4 1 L4
NIC 4 DAT
Steps to share your data on Vivli:

Sign the Vivli Upload
Data Contribution anonymized
Agreement data

Create an Provide
account on information
Vivii about your study

Vi i5 here to make i as efficient and easy as possible to share your human-subject participant level data
and supporting documents. The Vivii team will support you every step of the way. For mare information,
please see our webpage on How 1o Share Dala

If you have questions, please email us at suppor @

Vivh.org

s afirst step, please create an account or login to the platiorm

Home  About Members  News & Events Resources  Find Studies

ENQURY  DUICK STUDY LOOKUP

. 1 *
NIC 1 DAT
Steps to share your data on Vivli:

sign the Vivli Upload
Data Contribution anonymized
Agreement data

Create an Provide
account on information

Vivli about your study

Vi i5 here to make it as efficient and easy as possible to share your human-subject participant level data
and supporting documents. The Vivii team will suppart you every step of the way. For mare information,
please see our webpage on How 1o Share Dala

If you have questions, please email us at suppon @vivi arg

As afirst step, please create an account or lagin to the piatform.

=
(ED)
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1.2 Dashboard

e Once you have logged into the platform, if you have already begun to create submissions,
your account dashboard will appear. Your dashboard also contains links to Vivli resources which
may be helpful to you in your study submission process
Al

Home  About

ENQUIRY

Members  News & Events ~ Resources

QUICK STUDY LOOKUP v @ MY DATA REQUESTS

Portals  Find Studies

) RicHARD ANDERSON v

A Dashboard

Welcome, Richard Anderson!

This is your view of Vivli at a glance

For an introduction to how to request studies in
the Vivii Platform, click here

How to request
studies

For an introduction to the Vivli Platform in
general and guides for using the platform, click
here

How-to guides

To search for clinical studies and create a new
data request, click here.

To complete and submit a request for data that
you have already started, click on My Data
Requests

If you cannot find a specific study you need,
click on Enquiry to ask about the availability of
that clinical study from a Vivlii member.

Search

My Data
Requests

E
5

If you are an academic researcher and want to
submit your study to Vivli for archive and
subsequent sharing, click here to submit your
study.

Share Data

If you have any questions, click here or email
Vivli Support at support@uvivli.org
e

&
=3
=2
lo
=

e To submit a new study for sharing, first click the “+ Add Submissions” button on the left panel and
then click the blue “Add Submission” button in the upper right corner.

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

ENQUIRY

QUICK STUDY LOOKUP v g MY DATA REQUI

" ICHARD ANDERSON v

Single Study Submissions

[ submissions

Draft

Title

A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to A.

Status

Draft

Draft

Draft

Draft

Draft

Draft
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NCTID Sponsor ID
v ¥
NCT03596801
NCT01225662 D5132C00001

Created

2024-11-01

2024-07-17

2024-06-11

2024-01-05

2023-12-04

2023-09-11



e If you do not have any active submissions, the platform will initiate a new draft submission. Click

on the “Information About Your Team” tab to begin completing the submission form.

Home  About Members News & Events Resources  Find Studies

enoury  auckstuoviooke v @ wvommreovests () eaesvTESTING

Status: Draft

<=

Cookie Policy EEA Disclosur

e Note: This process is to SHARE data on the Vivli platform. If you are interested in requesting
data on Vivli please submit a Data Request. See https://vivli.org/resources/requestdata/ for
guidance on requesting data.

e At any time, to navigate back to your dashboard, click on the “Go back” button and the left

panel will then display “Dashboard” at the top. Please make sure to click “Save” to save any
changes.

Home  Abowt  Membars  MNows & Evenls  Resources  Find Studies

Title Randomized Controded Tnal of Losarian for Patients With COMID-19 Requring Hospitakzation
Condiions Corona Virus Infection, Acute Respiratory Distress Syndrome, SARS-CoV Infection

3. Your Study Interventions Losartan, Placebo
Phase Phase?

If at any time you are redirected from the Study Submission page within your dashboard, please

navigate to https://search.vivli.org/study-submission and this will bring you back to the Study
Submission page.
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https://search.vivli.org/study-submission

2 Study Submission

2.1 Information About Your Team

The names that you enter using "Add Team Member" will get public recognition for their contributions
to the study. You can select one or more CRediT roles - for a list of the available roles and descriptions,
click on the Help icon at the top of the field. See the following diagram as to why this is important and
then follow the steps in this section to provide your team with CRediT.

cee F —» Funding Acquisition V|V|| ACademiC
'ﬂ‘ﬁ - _hl Credit Model

* —» Software

ALPHALead

= " | Research team ALPHA
esearc Vivli assigns e
S — assigns roles to . Datasge ‘ » accesses their list of. )
contributes team following Dol secondary dataset citations
dataset to CRedIT through DataCite or Vivlivia
Vivli taxonomy & DOI search. (In future,
as;‘:‘%a;e" citation information will be
! available in researcher’s
ORCID profile.)
Research team ALPHA

receives CRediT for their
- contribution to the data

Research Research team Team BETA - —
team BETA BETA performs cites ALPHA Why this matters: Original study team
requests secondary datasetin can track how their study data has

ALPHA analysis on the publication been used and cited in subsequent

dataset references LT
thri?,::ffiv" section by publications. Can be used on grant

citing ALPHA applications, promotion reviews, and
o other similar processes.
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e Use the “Add Team Member” button to add all research team members to the study

] Home  About Members News&Events Resources Pertals Find Studies

A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombatic Events With Ticagrelor Com.. Save m
Status: Draft

1. Information Abaut Your Team
TELL US ABOUT THE RESEARGH TEAM
The names that you enter using "Add Team Member" will get public recognition for their contributions 1o the study. You can select one of mare CRediT roles - for a list of the available roles and descriptions, click on the Help icon at the
top of the field,

Add Team Member

Please note: This submission is for SHARING data on Vivii. If you are interesled in requesting dala on Vivli please submit a Dala Request, see this [ink for guidance.

e Complete all required fields:
o Email Address: Enter the best email address of each research team member
ORCID ID: Enter the ORCID ID of each research team member. If a research team
member does not have an ORCID ID, remove the team member by clicking the red “X”

as this is a required field.

ey Home ~ About ~ Members News&Events Resources  Ponals Find Studies

A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombatic Events With Ticagrelor Com...
Status; Draft

1. Information About Your Team
TELL US ABOUT THE RESEARCH TEAM
The names that you enter using "Add Team Member* will get public recognition for their contributions to the study. You can select one or more CRedIT roles - for a list of the avallable roles and descriptions, click on the Help icon at the

top of the field
Email address ORCID iD CRediT Role(s] L]
s @edu.org P ke Funding acquisiton %  Project admimstration X
Supenvision X
Given Name Family Mamo
Jane Sonh
ROR Id Orgen

Please note: This submission is for SHARING data on Vivii. If you are interested in requesting data on Vivii please submit a Data Request, see this link for guidance.
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= [f, at any time, the research team member creates an ORCID ID, the team
member may be added back into the research team for your study. (If you have
already submitted the study, just ask the Vivli team to add the team member by
emailing support@Uvivli.org or by sending a message in chat)
o Given Name: Enter the given name, or first name, of each research team member
Family Name: Enter the family name, or last name, of each research team member
o CRediT Roles: Select CRediT role(s) for each team member from the list that appears in
the dropdown box: Conceptualization, Data curation, Formal analysis, Funding
acquisition, Investigation, Methodology, Project administration, Resources, Software,
Supervision, Validation, Visualization, Writing — original draft, Writing — review &
editing.

o

r Home About Members News&Events Resources  Portals  Find Studies

vicoan v @G wvonareauests () meHAR ANCERSN

A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombotic Events With Ticagrelor Com m m m
Status: Draft

1. Information About Your Team

TELL US ABOUT THE RESEARCH TEAM

The names that you enter using "Add Team Member" will get public recognition for their contributions to the study. You can select one or more CRedT roles - for a list of the avallable rolg

alions, click on the Help icon at the
top of the field.

Emall address ORCID iD

janesmith@edu.org 0000-1111-0000-0000

Given Name Fanily Name
Conceptualizatic
ane Smith

Data curation
ROR id Crganization
Formal analysis

Investigation

Methodology
Send Invitalions to Te 1m Me: [N

Add Team Member Nexi Page

Please note: This submission is for SHARING data on Vivii. If you are interested in requesting data on Vivli please submit a Data Request, see this link for guidipce.

=  For more information regarding CRediT roles, please visit
https://credit.niso.org/.
o The following fields are automatically updated from ORCID once the user authorizes with ORCID:
o ROR Id: Research Organization Registry (ROR) of each research team member’s
organization.
o Organization: The organization of each research team member who is involved in this
study

e Once all fields for the first team member are complete, use the “Add Team Member” button to
create additional entries.
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Home ~ About Members News & Evenls Resources  Portals  Find Studies

ENQURY  QUICKSTUOYLOOKUP v (B MY DATAREQUESTS () RICHARD ANDERSON
A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombotic Events With Ticagrelor Com. . m
Status: Draft

1. information About Your Team
TELL US ABOUT THE RESEARGCH TEAM

The names thal you enter using "Add Team Member” will get public recognition for their contributions to the study. You can select one or more GRediT roles - for a list of the avallable roles and descriptions, click on the Help icon at the

top of the field
Email address. ORCID iD CRediT Role(s) @
Jenesmith@e 0000-1111-0000-0000 Funaing acquistion % Project asministration. %

Supenision

Given Name Family Name

Jane Smith

ROR 4 Organization

[ tations to Team Members

Please note: THiS SUBMIESTONTTS TBI SHARING data on Vivil. If you are interested in reguesting data on Vivii please submit a Data Request, see this link for guidance

ENQUIRY  QUICK STUDY LOOKUP v

DATAREQUESTER v

Status: Draft

The names that you enter using "Add Team Member" will get public recognition for their contributions to the study. You can select one or more CRediT roles - for a list of the available roles and descriptions, click on the
Help icon at the top of the field

1. Information About Your Team

Email address ORCID iD CRedTRole(s) @
datarequester.vivii@gmail.com 0000-1111-0000-0000 Methodology X  Validation X
Given Name Family Name
Jane Smith
ROR Id Organization
Email address ORCID iD CRediT Role(s) o
datacontributor2@gmail.com 0000-0001-6752-5707 Project administration X Resources X
Software X
Given Name Family Name e
Kelly Sharp N
ROR Id Organization

e Click the “Send Invitations to Team Members” button. This email will be sent once the submission
is finalized and will prompt Research Team Members to update their ORCID credits. See section
5.7, Integrating ORCID for Research Team Members

10

Study Submission using the Vivli Platform Vivli Platform Version 3.5



e Once all team members have been entered and roles have been assigned, hit “Save” and click the
“Next Page” button to navigate to the next section.

Home  About  Members News & Events  Resources  Portals Find Studies
Y

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Pre... M| m

Status: Draft

ENQUIRY  QUICK STUDY LOOKUP v Q MY DATAREQUESTS n RICHARD ANDERSON v

1. Information About Your Team
TELL US ABOUT THE RESEARCH TEAM

The names that you enter using "Add Team Member" will get public recognition for their contributions to the study. You can select one or more CRediT roles - for a list of
the available roles and descriptions, click on the Help icon at the top of the field.

Ernail address ORCID iD CRediT Role(s) @
datarequester.vivi@gmail.com 0000-1111-0000-0000 Data curation x

Formal analysis x
Given Name Family Name Methodology x  Software x °
Study Upload Nt
ROR Id Organization

Add Team Member Send Invitations to Team Members

Please note: This submission is for SHARING data on Vivli. If you are interested in requesting data on Vivli please submit a Data Request, see this |ink for guidance.

2.2 Your Organization

e Enter the name of the Organization/Institution that will be displayed as the Data Contributor for
the study and the number of studies that will be submitted. Please note that each study will need
to be submitted separately.

¢ [f you plan to submit more than two studies, use the “Contact Us” button so that we can make the
submission process more efficient for you.

e Once these fields are complete, hit “Save” and use the “Next Page” button to navigate to the next

section.

E BN

[ & | 2 >

wmay Home  About Members News&Events Resources Portals Find Studies
r.

ENQUIRY  QUIGK STUDY LOOKUP v @ v parareauests ) RIGHARD AN

A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Pre... m

Status: Draft

TELL US ABOUT YOUR ORGANIZATION

PR R TR Enter the full name of your organization

Duke University

How many studies do you expect to submit at this time

1

If you have mare than 2 studies that you want to share at this time, please contact Vivii by emailing support@vivli.org as we have other ways to make this process
more efficient for you.

BT T
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2.3 Your Study

o |f your study is registered on clinicaltrials.gov and has an NCT ID, enter the registration ID from

clinicaltrials.gov. This will automatically populate the Title, Conditions, Interventions, and Phase
information from clinicaltrials.gov.

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

| o (L) e () S o

TELL USABOUT YOUR STUDY
Enter the registration |D from clinicaltrials.gov. This will bring in information about your study from clinicaltrials.gov.

If you want o submit a study that has not been registered on clinicalffials.ovreach out to support@vivii.org

3. Your Study

NCT ID (of the form NCT12345678)
Study is not Listed on ClinicalTrials.gov
NGT05773040

Title APhase 1 Study of JV-213 Autologous CD79b-targeting Chimeric Antigen Receptor T-cell Therapy in Adults With Relapsed or Refractory B-cell Lymphomas
Conditions Lymphomas, B-cell Lymphomas

Interventions JV-213, Leukapheresis

Phase Phase1

Please include citations of any primary manuscripts and include any additional information that may be helpful to a researcher when requesting this data.

How To Guide Privacy Cookie Policy EEA Disclosure Policy Contact Us

o |f your study is not registered on clinicaltrials.gov and, therefore, does not have an NCT ID, check the
box that says, “Study is not listed on clinicaltrials.gov”.

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

ENQURY  auicksTUDYLookUP v (& MY DATAREQUESTS () DATAREQUESTER v

Status: Draft m

TELL USABOUT YOUR STUDY
Enter the registration ID from clinicaltrials.gov. This will bring in information about your study from clinicaltrials.gov.

If you want to submit a study that has not been registered on clinicaltrials.gov, reach out to support@vivliorg

NCT ID (of the form NCT12345678)
Study is not Listed on ClinicalTrials.gov ()

Title

3. Your Study

Conditions
Interventions

Phase

Please include citations of any primary manuscripts and include any additional information that may be helpful to a researcher when requesting this data

How To Guide Privacy Cookie Policy EEA Disclosure Policy Contact Us

e Enter the Sponsor Protocol ID, Title, Conditions, Interventions, and Phase, according to your study.
Note: Sponsor Protocol ID is a mandatory field to complete. (This may be an internal ID or acronym
for your study. If you do not have a Sponsor Protocol ID, reach out to Vivli and we will create one for
you.)

o Title, Conditions, and Interventions are free text fields, and you may enter multiple
conditions and interventions, if applicable.
o If the Interventions or Conditions field does not apply to your dataset, enter “N/A”.

o If the Phase field does not apply to your dataset, select “N/A” from the dropdown
menu.

12
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[CENTER FOR GLOBAL CLINICAL RESEARCH DATA

TELL US ABOUT YOUR STUDY
Enter the registration ID from clinicaltrials.gov. This will bring in information about your study from clinicaltrials.gov.
If you want to submit a study that has not been registered on clinicaltrials.gov, reach out to support@uivli org

3. Your Study

Sponsor Protocol ID
Study is not Listed on ClinicalTrials. gov

2022-0938
Title APhase 1 Study of JV-213 Autologous CD79b-targeting Chimeric Antigen Receptor T-cell Therapy in Adults With Relapsed or Refractory B-cell Lymphomas
Conditions. Lymphomas,B-cell Lymphomas
Interventions JV-213 Leukapheresis
Fhase Phase 3a v

Please include citations of any primary manuscripts and include any additional information that may be helpful to a researcher when requesting this data. @

e Any information that you provide in the “Additional Information” field will be visible to researchers
searching for studies. You can include any citations related to your clinical research, or any other
information that might be used by the researcher to determine whether your study will support their
research.

e Search ROR to add Funding Organization(s). Use the search field to search for the primary funder. If
the study was funded by your organization, leave this blank. If it was funded by an external funder,
type in the name of the funder in the free-text box and select “Search ROR”. A box will appear.
Choose the name of the organization from the list that appears inside the box and select “OK".

ENQUIRY  QUICKSTUDY LOOKUP v (& MyDATAREQUESTS () DATAREQUESTER v

A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombotic Events With T... m m
Status: Draft

Please include citations of any primary manuscripts and include any additional information that may be helpful to a researcher when requesting this data. ~ @

Please provide a contact email at your organization for invoicing @
3. Your Study

SEARCH ROR TO ADD FUNDING ORGANIZATION

Suagested Organizaton Name —  ———————__
Search ROR
NIH ‘ ’

No funding organizations found

13
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e Check the appropriate funder name. If you typed the incorrect name, refresh your screen to
search for the right Organization.

b

Find ROR Organization
Ple

ect fhe best-matching ROR organization. If no ROR ons appear, pl ancel and enter a different name

National Insfitute of Health of Thailand: (http://nih dmsc moph go thiindexeng himl) Location: Nenthaburi

National Institutes of Health Glinical Genter: (hitp://clinicalcenter.nin.govi) Location: Bethesda Parent National Institutes
of Heztth

Foundation for the National Institul th: (http //wwew.fnih org/) Location: Bethesda

O durolog e {hitr i osel) techin Taenit. Office of the Director

National Instituts ) Location: Yerevan

National institute of Health: (http:/mih.org.pki) Location: Islamabad

National institute: of Hydrology: (ht ww.nih.emet in/) Location: Roorkee — —
National Institutes of Health: (hitp-/fwww.nih.govl) Location: Bethesda Parent: United States Department of Health and

]
]
v
[
n
L
a
=

OK Cancel

e Once the funder is added and saved, you will see a table appear at the bottom of the “Your Study”
page listing funder(s) and associated ROR information.

ENQUIRY  QUICK STUDY LOOKUP v MY DATAREQUESTS DATA REQUESTER v

Effects of Costovertebral Joint Mobilization on Respiratory Function in Asthmatic Patients
Status: Draft

Phase Phase 3a b2

Please include citations of any primary manuscripts and include any additional information that may be helpful to a researcher when requesting this data. @

3. Your Stud
o Please provide a contact email at your organization for invoicing @

SEARCH ROR TO ADD FUNDING ORGANIZATION

Suggested Organization Name

NIAID Search ROR

Ror Name  National Institute of Allergy and Infectious Diseases Ror ID https:/iror.org/043z4tv69 Grant or Contrac. e
Delete
Parent Ror Name: National Institutes of Health Parent Ror ID- https:/iror.org/01cwqze88 Q
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e To add an additional funder, repeat the steps by typing in the name of the additional funder in the
free text box and selecting “Search ROR”. Choose the name of the organization from the box
that appears and select “OK”. You will see the additional funder’s information listed in the table
as an entry below the originally selected funder.

ENQURY  auicksTUDY LookuP v @& Wy DATAREQUESTS () DATAREQUESTER v
A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombotic Events With T... m m

Status: Draft

Please provide a contact email at your organization for invoicing ~ @

3. Your Study

SEARCH ROR TO ADD FUNDING ORGANIZATION
Suggested Organization Name
wellcome

Ror Name: Foundation for the National Institutes of Health Ror ID- https:/iror.org/00k86s890 Grant or Contract Id

Delete X
Parent Ror Name:  Parent Ror ID:

Ror Name: Welleome Trust Ror D https:/iror.org/029chgy08 Grant or Contract Id
= e B
Parent Ror Name: Parent Ror ID:
Next Page

e Repeat this process as needed, to add additional funders.
e To delete a funder, select the button that says “Delete” and then select “Save”.

enaurRy  auicksTuoyLookur v @5 myoaareauests @) DATAREQUESTER v
A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombotic Events With T... m

Status: Draft

Please provide a contact email at your organization for invoicing @

3. Your Study

SEARCH ROR TO ADD FUNDING ORGANIZATION

Suggested Organization Name
i Search ROR
il

Ror Name. Wellcome Trust Ror ID. https://ror.org/029chgv08 Grant or Contract Id

Delete X
Parent Ror Name:  Parent Ror ID: 1

RorName: Foundation for the National Institutes of Health Ror ID: https:/iror.org/00k865890 Grant or Contract Id " AR .
Delete
Parent Ror Name: ~ Parent Ror ID:
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o Please fill out the Grant or Contract ID for each funder, if available.

oy ouckaruoyiooar v (G wovamovests () DAAREOUESTER
Zdafus Draft
]
2. Your Study
SEARCH ROR TO ADD FUNDING ORGANIZATION
¢ ome  Foundation for the National Institutes of Health  For 10 hips:iror org/00kishan
o Hame Wellooma Trust For 10 hisparererg 928sh el i

e Depending on your selection, you may be prompted to provide a contact email address for invoicing.

EnauRY  auicksTupY Lok v @ wyDaTaAREQUESTS () DATAREQUESTER
Effects of Costovertebral Joint Mobilization on Respiratory Function in Asthmatic Patients m m
Status Draft — =
Interventions Therapy
Ehase, Phase 3a N
3. Your Study Please include citations of any primary manuscripts and include any additional information that may be helpful to a researcher when requesting this data. @

Please provide a contact email at your o\gamzaton@

SEARCH ROR TO ADD FUNDING ORGANIZATION

Suggested Organization Name

Ror Name: Foundation for the National Institutes of Health Ror D https:/iror.org/00k86s890 Grant or Contrac.

Delete X

Parent Ror Name:  Parent Ror ID:

- If your academic institution is a member of Vivli there is no cost to deposit data in Vivli’s
platform. Please check our members page if you are unsure of the status of your institution.

- If your academic institution is not a member, there is a one-time cost to use Vivli’'s managed
access process for clinical trials data. These costs apply only to academic and non-profit
researchers who want to share their clinical data. Visit our Share Data page for more
information on the costs associated with sharing your data. If you are from a for-profit
organization please reach out to Vivli and we can discuss how you can take advantage of the
Vivli platform to share your completed clinical research.

e Once all fields have been completed, hit “Save” and click “Next Page” to navigate to the next section.
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https://vivli.org/members/ourmembers/
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zed, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombotic Events With T, m m
Status: Draft
L]
2. Your Study
SEARCH ROR TO ADD FUNDING ORGANIZATION
RorMame  Foundation for the National institutes of Health  Ror 1D hitps:firororg/00ki6s890
*
tor Mame Wellcoma Trust For (D ittpeliner srg/28chgvll niract id
‘ el w

2.4 Data Sharing Settings

e Accelerated Review -- When a research team requests your study, an Accelerated Research
Proposal Review will be conducted within 3 business days. Vivli will manage the execution of the
Data Use Agreement. Once these steps are completed, the Vivli team will work with the
researcher to access the data and support them until they have published their results. If you have
any questions about this process, please reach out to the Vivli team in chat. See Section 6.1 Using
the Platform Chat

e Embargo -- If you need to embargo your data, we will make the study available for researchers to
request, but the data itself will not be provided until the embargo date has passed. This might be
necessary, for example, if the data itself cannot be provided until the results of the study are
published. Select yes and provide an Embargo date for this option.

Home  Aboul  Members  MNews A Events  Resousces  Find Studies

DATA SHARING SETTINGS

Review process for requests for data:

When i 1eseand & yous shudy an R Progoeasl Review will be 3 bumaness days Vivil will mansge fhe esecution of Bhe Dats Use Agreement Once Biese steps aie
complele wilh fhis fessiarchier i acomss B dats and sugpord [hem wi Ihey have published et resuls I you have any quesions boul Bis process, phease resch cut i the Vi leam in chal

Swdy dats packages must nclos i leasi 4 file types - cick here jor moce nfomston. ©

h
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e If you are willing to be contacted, the Vivli team will email you any requests for collaboration or
guestions. Making yourself available for contact does not imply a commitment to collaborate on
any or all requests — it is your decision to answer questions or collaborate on a case-by-case basis.

e The email address used for the submission will be used as the contact email for this study if you
select ‘Yes'.

Home  About Members  News & Events  Resources Find Studies

Randomized Controlled Trial of Losartan for Patients With COVID-19 Requiring Hospitalization
Status: Draft

DATA SHARING SETTINGS
Review process for requests for data:

‘When a research team requests your study, an Accelerated Research Proposal Review will be conducted within 3 business days. Vivli will manage the execution of the Data Use Agreement. Once these steps are
completed, the Vivii team will work with the researcher to access the data and support them until they have published their results. If you have any questions about this process, please reach out to the Vivli team in chat.

Does your data need to be embargoed?

4. Data Sharing Settings OYes  ®No

Data requesters may want to contact you for questions and/or collaboration. Are you willing to be available by email to requesters?

Al data provided to Vivii must be anonymized. Will you need help anonymizing your data?

OYes  @No

Study data packages must include at least 4 file types - click here for more information

Next Page

e If you need help anonymizing your clinical research data, Vivli can connect you with
vendors who can help. Please note that it is the data contributor’s responsibility to
ensure that the data is appropriately anonymized.

¥y Home  About ~ Members ~ News &Events  Resources Find Studies

Randomized Controlled Trial of Losartan for Patients With COVID-19 Requiring Hospitalization Subr
Status: Draft

DATA SHARING SETTINGS
Review process for requests for data:

When a research team requests your study, an Accelerated Research Proposal Review will be conducted within 3 business days. Vivli will manage the execution of the Data Use Agreement. Once these steps are
completed, the Vivii team will work with the researcher to access the data and support them unti they have published their results. If you have any questions about this process, please reach out to the Vivli team in chat

Does your data need to be embargoed?

4. Data Sharing Settings OYes  @No

Data requesters may want to contact you for questions andlor collaboration. Are you willng to be available: by email to requesters?

OYes ®No

Al data provided to Vivii must be anonymized. Will you need help anonymizing your data?

®Yes ONo

Vivi will connect you with a vendor who will help with your data anonymization. Please note that a third-party agreement with the anonymization vendor and additional anonymization charges will apply.

Study data packages must include at least 4 file types - click here for more information

Next Page
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e Once all Data Sharing Settings have been selected, hit “Save” and use the “Next Page”
button to navigate to the next section.

DATA SHARING SETTINGS

Review process for requests for data:

Wi a1 rsseaich b requesits your shudy, & R Propesal B withi 2 b days. Viv will manage the exscution of the Data Use Agresment. Once Buse steps sie
complefied, T Vivk leam will work wilh fhe: researcher i acoess B dala and support m prn y hinve publishesd Baesr results. 1 you have any quesiions aboul this process,. please neach oul 1o e Vivi feam in chat

[

4. Data Sharing Setings Yos ENo
[

Yes &N
[]

@ Yo Ko

Vil conmect yew wih 8 vendor who wil beip wilh your dets anonyaesier. Please note i 5 Fund party agesmeri wih he srorymizsion vendor and sddtcral ananumasion chages vil sply

Stady dats packages must ncksde ol leas! 4 e types . Cick here lor mone nformiston. ©

2.5 Agreements

e Click the blue “Begin Data Contribution Agreement” button. This will open a new browser tab to
begin the DocuSign legal agreement signing process that will allow you to provide some basic
information about you and your organization.

mor  axcxsnoriooan v () mvomameests (O RoWDROmRN v

A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombotic Events With Ticagrelor Com... m
Status: Draft

AGREEMENTS

The Principal Investigator and an Institutional Official will need to read and acknowledge, and an Institutional Official will need to sign this Data Contribution
Agreement (DCAY. If your institution already has a Master DCA in place, we do not require an institutional signature for future submissions. If you are unsure whether
your institution has a Master agreement in place, please reach out to sUppor@vivli.org.

Click below to leam more about the Data Contribution Agreement and start the execution process:

Begin Data Contribution Agreement

Ata minimum, Vivi will make The data avanapre
the right to discontinue the distribution of data collections when deemed appropriate.

= T FCCess and reserves

5. Agreements

WHAT'S NEXT

Once you have initiated the Data Contribution Agreement signing process, please click the Submit button to notify Vi to begin processing the study.
*If the submit button is not available, required fields may be incomplete. Check that all required fields on all tabs are complete and click Submit.

‘You will receive an email from Vivii with next steps for Data Upload once the Data Contribution Agreement is complete.

The Principal Investigator and an Institutional Official will need to read, acknowledge, and sign this
Data Contribution Agreement (DCA). If you don’t know who your institution official is, in most

organizations a good place to start is the Grants and Contract office. See an example email template
to send to this office that provides instructions here.
e Instructions for signing the agreement:
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https://na3.docusign.net/Member/PowerFormSigning.aspx?PowerFormId=c0797931-7174-4c6d-9c0a-0fca4275fedd&env=na3&acct=1f67eefe-01dc-43ac-92a5-5046265e50c3&v=2
https://vivli.org/template-email-for-data-contributors/

1.The DocuSign PowerForm provides basic instructions for you, institutional official. When you are

ready to sign the agreement, please provide the Full Name and email address in both the

Principal Investigator and Institutional Official fields.

If you are not the Pl of the study, you may enter your contact information in the last section if

you wish to be copied on communication for visibility.
Next, click “Begin Signing.”

PowerForm Signer Information

Thank you for your interest in sharing your studies using Vivli.

The Principal Investigator will need to read and acknowledge, and
an Institutional Official will need to sign this Data Contribution
Agreement (DCA).

The DCA provides the institution to be a third-party beneficiary to
any subsequent Data Use Agreement (DUA) that is signed when
your data is requested. The DUA runs between Vivli and an
applicable Data User and is the agreement under which Vivli
grants a data user limited rights to use the data and licenses back
to the applicable Contributor for any newly created intellectual
property. The Vivli agreements are the product of extensive
negotiation with the organizations that contribute data to Vivli, and
as such, the agreement is non-negotiable.

If you don't know who your institution official is, in most
organizations a good place to start is the Grants and Contract
office. See an example email template to send to this office that
provides instructions here: https://vivii.orgtemplate-email-for-
data-contributors/.

Please enter contact information for the Principal Investigator (PI)
and Institution Official below.

Once you click the “Begin Signing™ button below, the Data
Contributor Agreement will first be sent to the Pl to complete their
acknowledgment and provide information regarding the study. The
subject line of this email will be “Please DocuSign: Vivli Academic
Data Contributor Agreement”.

Once the Pl submits the envelope, it will be sent to the Institution
Official for signature.

Once the Institution official signs the agreement, it will be sent to
Vivli to be fully executed. You will receive an email from Vivli with
the fully executed copy and next steps for Data Upload once the
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Email Address

Please provide information for any other
signers needed for this document.

Required* Contact information for the person
responsible for signing on behalf of your organization

Name:

| Full Name ‘

Email:

| Email Address ‘

If you are not the Pl but you are completing this form
and would like to be copied for visibility

Name:

| Full Name ‘

Email:

| Email Address ‘

2. Click the box that says you agree to use electronic records and signatures. Then, click Continue.

Please read the Electronic Record and Signature Disclosure.
D : : CONTINUE FINISH LATER  OTHER ACTIONS v
| agree to use electronic records and signatures.|

3. The Principal Investigator will need to complete the required fields (outlined in red), including
Organization Name (p.1), Business Address (p.1 and p.6), Acknowledgement (p.8), NCT ID or Sponsor
Protocol ID (p.9), and Agreed and Acknowledged (p.11). Once all required fields have been
completed, click the yellow “Finish” button:
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Enter your title m FINISH LATER OTHER ACTIONS ~

@ a & 8 ¢ 0

AGREED AND ACKNOWLEDGED:
DocuSigned by

By Gnh,(jpaf, v sfipatar
MMATSICOSIEC

Name: Principal Investigator

Required - Title
FILL IN =
Date 1/17/2023

4. The agreement will then be routed to the Institutional Official for signature.

e Once you have signed the agreement it will be sent to an individual who can sign on behalf of your
organization. If you have any questions about this process, please use the chat function.

e After you have initiated the DCA process, you must click the “Submit” button in the upper right

corner to begin the Vivli review process. You do not need to wait for the Data Contribution
Agreement to be executed before you submit it.

Ry aucksTuDY Lookwr v (5 DATAR: 0 RcHARD ANDERSON +
A Randomized, Double-Blind, Placebo Controlled, Parallel Group, Multinational Trial, to Assess the Prevention of Thrombotic Events With Ticagrelor Com
Status: Draft

AGREEMENTS

The Principal Investigator and an Institutional Official will need to read and acknowledge, and an Institutional Official will need to sign this Data Contribution
Agreement (DCA). If your institution already has a Master DCA in place, we do not require an institutional signature for future submissions. If you are unsure whether
your institution has a Master agreement in place, please reach out to SUPPOT@VivILorg.

Click below to learn more about the Data Contribution Agreement and start the execution process:

Begin Data Contribution Agreement

Ata minimum, Vivii will make the data available for 10 years. On an ongoing basis, Vivii evaluates its data holdings with regard to maintaining access and reserves
the right to discontinue the distribution of data collections when deemed appropriate.
5. Agreements

WHAT'S NEXT

Once you have initiated the Data Contribution Agreement signing process, please click the Submit button to notify Vivi to begin processing the study.
*If the submit button is not available, required fields may be incomplete. Check that all required fields on all tabs are complete and click Submit.

You will receive an email from Vivli with next steps for Data Upload once the Data Contribution Agreement is complete.

How To Guide Privacy Cookie Policy EEA Disclosure Policy Contact Us

e Once the study has been submitted, your study will automatically appear in the Submissions
dashboard under “In Progress.”
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Home  About Members News & Events Resources Portals  Find Studies

B L —

Single Study Submissions

In Progress +  Add Submission

Title Status NCT ID Sponsor ID Submitted
v v v v v

Effects of C Joint Mobii on Resp Function in Asthmatic Patients 1111222333 20240208
Effects of C Joint on Resp Function in Asthmatic Patients Study In Curation 111-HMRT 20240123
Effects of G Joint on p Function in Asthmatic Patients Submitted 0011644 2024-01-23
Effects of C Joint on Resp: Function in Asthmatic Patients Submitted REC -01680 20240122
A Phase 3 Randomized Open-Label Study of Ponatinib Versus Imatinib in Adult Patients Submitted NCT01650805 AP24534-12-301 2024-01-12
Effects of C Joint Mobii on Resp Function in Asthmatic Patients Submitted REC -01650 2024-01-11
A Phase 1 Dose Escalation Trial to Delermine the Safety, Tolerability and Maximum Toler Study In Curation NCTO0880920 AP24534.07-101 20231220

Submitted NCT03367137 20231205

Submitted NCT04052113 20231204

Submitted NCT02352948 20231204
A Mechanistic Study in Patients With Non-Dialysis Chronic Kidney Disease 1o Investigate. Study In Curation NCT03649711 227997 2023-09-13
Laparoscopic Tactile Imaging in Urogynecologic Surgery Study In Curation NCT03154350 L7 2023-03-14
Phase I/l Open-label Single Arm Study to Evaluale Safety and Eficacy of Tucatinib in Study In Curation NCT03054363 16-1661.cc 20230620
Azithromycin for Prevention of Disease Progression in Patients With Mild or Moderate C. Study In Curation NCT04332107 20-30504 20230427

You will not be able to upload your anonymized data until the metadata has been curated, your
Data Contribution Agreement has been executed and the study has been posted/accepted.
When this is complete, you will be notified via email.

y Home  About Members  News &Events  Resources Find Studies
EnauRY  auicksubyLooke v @G wyommreauests () DATAREQUESTER v
Randomized Controlled Trial of Losartan for Patients With COVID-19 Requiring Hospitalization
Status: Study In Curation
~
UPLOAD THE STUDY DATA

Your request is being reviewed. You will be able to upload the data when it has been accepted and the Data
Contribution Agreement has been executed.

Study data packages must include at least 4 file types - click here for more information
If any of these files are not available, please include a placeholder file stating that itis not available. When you
are ready to upload data to the Vivii Platform, if the anonymized Individual Participant-level Data are held in

several files, we recommend that you zip them into a single Data file. We recommend that you load other
accompanying documents as separate files.

6. Upload Data

e Toview the history of the Study Submission, click on the tab that says “History”. This will show you
the history of the submission with details that show the date and time of an action performed, and
who the action was performed by (e.g. date of submission, date when the study is sent to curation,
date the study is posted to the Vivli platform, etc.)
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Enaurr  avkstoviooe v @G wromareauests () DATAREUESTER v

Survey on the Human Papilloma Virus Vaccination in Girls With Cystic Fibrosis Followed in Cystic Fibrosis (CF) Center in France
Status: Approved

Date and Time Action Performed By

8/14/23 8:25 pm Status changed to Submitted to Vivii

Data Requester Datarequester vivi@gmail.com

814123 8:34 pm Status changed to Study In Curation Stan Neumann sneumann@vivii.org

8114123 9:12 pm Status changed to ApprovediPosted Stan Neumann sneumann@vivi.org

How To Guide Privacy Cookie Policy EEA Disclosure Policy Contact Us

3 Data Package Upload

3.1 Data Package Requirements

e Itis expected that all data packages will include the following 4 file types to support the researcher’s
use of your data:

o Study Protocol - Final protocol with all amendments

o Data Dictionary - Detailed descriptions of each variable in the dataset, including the definition,
source, coding, etc. of the variable

o Statistical Analysis Plan - Description of the principal features of the analysis described in the
protocol

o IPD Dataset - Final cleaned individual participant-level data, anonymized

e Any other documents that may be useful to the researcher can be included and will be welcomed.
o If any of these files are not available, please include a placeholder file stating that it is not available.

e When you are ready to upload data to the Vivli Platform, if the anonymized Individual Participant-
level Data are held in several files, we recommend that you zip them into a single Data file. We
recommend that you load other accompanying documents as separate files.

3.2 Data Package Upload

e Once the Data Contribution Agreement is executed and the study is posted, the study will appear in
the Vivli Search

e You will receive an email from Vivli inviting you to upload the anonymized data and supporting
documents and asking you to provide the team member who will upload the data package. The
team member who will be responsible for uploading data will need to create an account and they
will then be given data contributor access for the data upload. After the data is uploaded, data
contributor access to upload data will be removed. If data needs to be re-uploaded at any time,
reach out to the Vivli team at support@Vivli.org and access may be re-granted.
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Follow the link in the email or select Submissions in the dropdown menu from the top right corner,
choose your Submission under Approved/Posted section. You may also log in to the Vivli platform
and find the submission under the Dashboard (Note: You will be unable to upload any data or
documents until the Data Contribution Agreement is executed.

Home  About Members News & Events Resources  Portals Find Studies
-

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Welcome, Richard Anderson!

4 Dashboard

This is your view of Vivli at a glance.

For an introduction to how to request studies in
the Vivli Platform, click here.

For an introduction to the Vivli Platform in
general and guides for using the platform, click

ENQUIRY  QUIC

How to request
studies

How-to guides

‘Search
Dashboard
Enquiries

Edit My Profile
Change Password

Log Out

here.

To search for clinical studies and create a new Search
data request, click here.

To complete and submit a request for data that My Data
you have already started, click on My Data Requests
Requests.

If you cannot find a specific study you need, Enquiry
click on Enquiry to ask about the availability of

that clinical study from a Vivli member.

If you are an academic researcher and want to Share Data
submit your study to Vivli for archive and

subsequent sharing, click here fo submit your

study.

If you have any questions, click here or email Contact
Vivli Support at support@vivli.org Support

e Inthe Submissions tab, under ‘Approved/Posted,’ click on the study for which you are ready to
upload your anonymized data.

Home  About Members News&Events Resources Portals Find Studies
'

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Q RICHARD ANDERSON v

QUICK STUDY LOOKUP v g MY DATAREQUESTS

ENQUIRY

+  Add Submission

Single Study Submissions

i
[ submissions Approved/Posted

Title Status NCTID Sponsor ID Approved
v v v v v
APhase 3, Randomized, Double-Blind Study Comparing Upadacitinib (ABT-494) Once D.. NCT02706873 M13-545 2024-10-23
Survey on the Human Papilloma Virus Vacgination in Girls With Cystic Fibrosis Followed . Approved NCT03653377 69HCL18_0144 2023-08-14
A Randomized Controlled Adaptive Study Comparing COVID-19 Convalescent Plasma (... Approved NCT04421404 20-30794 2023-01-13
Examining Neurocognitive Profiles of Bipolar Disorder and Attention-Deficit Hyp ivity .. \pp! d NCT00961935 P5OMHOTT24... 2023-01-13
Stanford n Therapy for Resistant Depre.. Approved NCT03068715 Blinded-33787 2023-01-12
Efficacy Evaluation of a Unified Transdiagnostic Treatment for Anxiety Disorders Approved NCT01243606 1RO1MHO0200... 2023-01-06

25

Study Submission using the Vivli Platform Vivli Platform Version 3.5



e C(Click on the ‘Upload Data’ tab and then you may use either the blue ‘Select Files’ button or drag and
drop the appropriate files.

Home  About  Members News & Events Resources  Find Studies

BAL CLINICAL RESEARCH DATA

Efficacy Evaluation of a Unified Transdiagnostic Treatment for Anxiety Disorders
Status: Approved

UPLOAD THE STUDY DATA

Your request has been accepted and the Data Contribution Agreement has been executed - your study is
available for requesting. Please upload the data below.

Study data packages must include at least 4 file types - click here for more information.

If any of these files are not available, please include a placeholder file stating that it is not available. When you
are ready to upload data to the Vivli Platform, if the anonymized Individual Participant-level Data are held in

several files, we recommend that you zip them inte a single Data file. We recommend that you load other
accompanying documents as separate files.

Upload study Data Package below
NO FILES IN PACKAGE

6. Upload Dat:
'YOU MUST SUPPLY ALL REQUIRED FILE TYPES AS DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE. If a file type is unavailable, please provide a file with a note of explanation

+ |PD (Anonymized Individual Participant-level Data)
« Data Dictionary

+ Protocol

« Statistical Analysis Plan

e Use the dropdown menu on the right-hand side to validate the File Type for each file before
submitting files (Note: If you are missing the protocol, data dictionary, or Statistical analysis plan,
please create a Word file with a note saying this is unavailable and upload it as a placeholder and
validate the file type from the list available).

UPLOADED FILES
Filename Size Uplo B
Delete »
Protocol.pdf 179.00kB Data Contributor Unknown

Filename Size Upload File T

ype

Dagitalis_demoData. tip 2.3TNB Data Contributor Unknown

o To make supporting documents publicly available to researchers, check the box that
says “Publicly available”. This will make the documents available to researchers who
have a Vivli account during their study search. This will help researchers to finalize the
studies before submitting their Vivli data request.

= Note: Files that have the file type “IPD” and “Analysis ready dataset”
will not have the option to check “Publicly available” as Individual Participant
Data (IPD) is NOT available without submitting a request.
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Home

About  Members News & Evenis  Resources  Portals Find Studies

[ T Ty pee—

Effects of p38 Inhibitor AZD7624 in Corticosteroid Resistant Asthma
Status: Approved

UPLOAD THE STUDY DATA

Your request has been accepted and the Data Conribution Agreement has been executed - your study is available for requesting. Please upload the data
below.

‘Study data packages must include at least 4 file types - click here for more information. ©

Ifany of these fles are not available, please include a placsholder fl stating that it is not available. When you are ready to upload data to the Vivi Platform,
ifthe anonymized Individual Participant-level Data are held in several fles, we recommend that you zip them into a single Data file. We recommend that you
load other accompanying documents as separate fles.

Upload study Data Package below.

‘

6. Upload Data
UPLOADED FILES

Filename size Uploaded By File Type
SAP.docx 1M73%E Data Provider Statis.
Filename Size Uploaded By Fie e
Data Dictionary.docx 1738 Data Provider DataD
Filename size Uploaded By Fil Type
1PD.doex 17248 Data Provider PD
Filename size Uploaded By Fie e
Protocol docx 1M7%E Data Provider Protoc.

Publicly Available

(@]

Publicly Available

(@]

Publicly Available

(@]

:
=1 (-

= [

‘Submit Fles
Links to Documents located elsewhere [T

Home

About  Members News&Evenis Resources  Forials Find Studies

BuRr  ovksTov loowe v (@) woarzauesTs () DATAPROVOER v

Gossx  Effects of p38 Inhibitor AZD7624 in Corticosteroid Resistant Asthma
Status: Approved

UPLOAD THE STUDY DATA

Your request has been accepted and the Data Contribution Agreement has been executed - your study is available for requesting. Please upload the data
below.

Study data packages must include at least 4 fle types - clck here for more information. ©

Ifany of these files are not available, Jacenolder itis not available. ready to upload data to the Vivi Platform,
ifthe anonymized Individual Participant-level Data are held in Several files, we recommend that you zip them into a single- Data file. We recommend that you
load other accompanying documents as separate files.

Upload study Data Packags below

6. Upload Data
UPLOADED FILES

Filename size Uploaded By J—
saPdocx 17HE Data Provider Stais.
Filename size Uploaded By J—
Data Dictionary.docx 1736 Data Provider DataD.
Filename size Uploaded By File Type
1PD.docx n7%8 Data Provider 3
Filename size Uploaded By J—
Protocol docx 1746 Data Provider Protoc.

‘Submit Fles

Pubicy Available

Pubicy Available

Pubicy Available

O

:

annlum & ]
:

(=]

o Click the button that says “Verify Upload” to confirm that your files have been

successfully uploaded.

o A pop-up will appear at the bottom right screen that says “All data has been successfully

uploaded and stored in the system”
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e Ensure all the files are loaded, then click the ‘Submit Files’ button.

e You will be directed to a pop-up confirming that you have uploaded all files and assigned file types.
Additionally, the files that you have chosen to be made publicly available will be displayed and you
will be asked to confirm you have selected the correct file(s) to be made publicly available.

o Click the blue ‘Yes’ button to proceed. Or click the red button “No” to adjust your
selections and you will be re-routed to the Upload Data page again.

Are you sure all files have been uploaded and assigned file types? This aclion cannot be undone.

You alzo have specified that the following file types should be made available on the Study Documents fab, o logged-in users who have not yet submitied a data request: Stafistical
Analysis Plan, Data Dictionary.

Click Yes to confirm this, or No fo modify any of those seleclions.

W Never show this again

e You will receive confirmation of successful upload. Click the ‘Continue’ button to return to your
submission.

Thank you for uploading the data for this study. It will now be available for further analysis.

e Once study documents are uploaded, if there are further documents that are available for your
study at an external link, and you would like to provide a link to the documents, click the button
that says “Add New Link”.

enaury  auicksTuoy Looku v (5 wvomarequesTs () DATAREQUESTER v

A Randomized Controlled Adaptive Study Comparing COVID-19 Convalescent Plasma (CCP) to Non-immune Plasma to Limit Coronavirus-associated Complications in Hospitalized Pat...

Status: Approved
UPLOADED FILES Verify Upload

Filename Size Uploaded By File Type

v Download & Delete X ‘
DIG Data Dictionary Documentation. pdf 118.00kB Data Requester Data Dictionary e — i
Filename Size Uploaded By File Type TR
i oy pownoad [N

Dig Protocol.pdf 179.00kB Data Requester IPD

<

Filename Size Uploaded By File Type .
Download L Delete X 1
Dig Statistical analysis plan.pdf 160.00kB Data Requester Protocol )
Filename Size Uploaded By File Type C—
e Downioad L, [ IR

IPD dig.csvxs 3.28VB Data Requester Statistical Analys

Links to Documents located elsewheref ‘ Add New Link ’

L4

6. Upload Data

‘Submit Files

No Links to Documents found.
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¢ In the box that appears, type in the Title of the document and the URL, and then click “Save”

Add New Link

Additional Study Documents NCT04421404

s -

Save Cancel

e You may add multiple links to external documents. Once you press ‘Save’, you will see a popup
appear that says, “External study link has been loaded properly” and the link(s) to the
document(s) will appear on the bottom of the page.

evaURY  oucksTUDYLooKur v 5y DaTAREQUESTS () DATAREQUESTER v

<cosacx A Randomized Controlled Adaptive Study Comparing COVID-19 Convalescent Plasma (CCP) to Non-immune Plasma to Limit Coronavirus-associated Complications in Hospitalized Pat...
Status: Approved

Voo UPLOADED FILES Verify Upload
Filename Size Uploaded By File Type
R - Download L, [JNVESSEEPY
DIG Data Dictionary Documentation. pdf 118.00kB Data Requester Data Dictionary
3. Your Study Filename Size Uploaded By File Type
Dig Protocol.pdf 179.00kB Data Requester IPD
) Settings Filename Size Uploaded By File Type
Dig Statistical analysis plan.pdf 160.00kB Data Requester Protocol
Filename Size Uploaded By File Type
IPD dig.csv.xis 3.28MB Data Requester Statistical Analys
Submit Files
Links to Documents located elsewhere Add New Link

NCT04421404 study documents

<

<

4

6. Upload Data

NCT04421404 study documents 2

Extemal study link has been added successiully!

29

Study Submission using the Vivli Platform Vivli Platform Version 3.5



4 Managing your Submission

4.1 Submission Status

® You may check the progress of your submission via the Submissions dashboard.

= 5N
L3 -
wmar Home  About Members News & Events Resources  Portals Find Studies
-~
ENQUIRY vicowe v (GY mromarcuests [l e TCHERINEE SN I
X oo Welcome, Richard Anderson! R
. Dashboard
This is your view of Vivli at a glance.
Enquiries
For an introduction to how to request studies in How to request S
the Vivli Platform, click here. studies Change Password
Log out
For an introduction to the Vivli Platform in How-to guides
general and guides for using the platform, click
here.
To search for clinical studies and create a new Search

data request, click here.

To complete and submit a request for data that My Data
you have already started, click on My Data Requests
Requests.

If you cannot find a specific study you need, Enquiry

click on Enquiry to ask about the availability of
that clinical study from a Vivlii member.

If you are an academic researcher and want to Share Data
submit your study to Vivli for archive and
subsequent sharing, click here o submit your

study.
If you have any questions, click here or email Contact
Vivli Support at support@vivli.org Support

e Once the study information has been accepted by a Vivli admin, the study will undergo metadata
curation, and the status will appear in the dashboard as “Study in Curation.”

Home  About Members News&FEvents Resources Portals Find Studies

EMQUIRY  QUICK STUDY LOOKUF v @ Wy DATAREQUESTS () DATAREQUESTER v

e -
5]

Title Status NCTID Sponsor 1D Submitted
v v v v v

Effects of Cs Joint Mobil on Respi Function in Asthmatic Pafients Submitted 1111-222.333 2024-02-06
Effects of Cs Jaint on Resp Function in Asthmatic Pafients M11-NMRT 20240123
Effects of G Joint on Respi Function in Asthmatic Patients Submitted 0011644 2024-01-23
Effects of Cs Jaint on Resp Function in Asthmatic Pafients Submitted REC -01680 2024.01-22
APhase 3 Randomized Open-Label Study of Ponatinib Versus Imatinib in Adult Patients Submitted NCT01650805 AP24534-12-301 2024-01-12
Effects of Cs Joint Mobil on Resp Function in Asthmatic Patients Submitted REC -01680 2024-01-11
APhase 1 Dose Escalalion Trial o Determine the Safety, Tolerability and Maximum Toler... Study In Curation NCT00660920 AP24534-07-101 2023-12-20

Submitted NCT03387137 2023-12.05

Submitted HCT04052113 20231204

Submitted NOT02352945 2023-12.04
AMechanistic Study in Patients With Nen-Dialysis Chronic Kidney Disease to Investigate. Study In Curation HCT03649711 227997 2023-09-13
L Tactile Imaging in Surgery Study In Curation NCT03164850 LTio7 2023-08-14
Phase IB/ll Open-label Single Arm Study to Evaluate Safety and Efficacy of Tucatinib in Study In Curation NCT03054363 16-1661.cc 2023-06-20
Azithromycin for Prevention of Disease Progression in Patients With Mild or Moderate C... Study In Curation NCT04332107 20-30504 2023.04-27

30

Study Submission using the Vivli Platform Vivli Platform Version 3.5



4.2 Making Edits

Once your submission has been submitted, you will be unable to make any changes. Please contact
Vivli via chat or email at support@Uvivli.org if you need to make any changes to your submission.

The Vivli team may send your submission back to drafts to request revisions. You will receive an
email notification if you need to make updates to your submission.

Vivli Single Study Submission with ID: NCTO4508777 has been reset to draft inboxx 2 O

Vivli Center <noreply@vivli.org> 1:39 PM (O minutes ago) v “

[ ]
. to info, bee: me

The Single Study Submission with ID: NCT04508777 from Organization Name has been reset to the draft status.

Click herefto access the study, and see the comments in the chat tab for information about any updates that need to be made.

Thanks,
The Vivli Team

Vivli

“ Reply \ f:: <« Replyall \ \ ~ Forward

ll.'
‘:I

4.3 Withdrawal

You may withdraw your submission at any time while it is in the Draft state by clicking the blue
“Withdraw” button in the upper right corner.

¥y Home  About ~Members News&Events Resources Find Studies

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA|

QVID SAFE: COVID-19 Screening Assessment for Exposure Edit
Status: Draft

Date and Time Action Performed By

1/17/23 1:38 pm Status changed to Submitted to Vil GabbyTesting gregamivi@gmail com

1/17/23 1:39 pm Status changed to Dratt status (reset). Gabby Regan gregan@vivl org

History

Once you have submitted the study, you will need to contact Vivli via chat or email at
support@vivli.org to withdraw.
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5 Viewing your Study Details

5.1 Using Vivli Search

e To search for your study on Vivli, open https://search.vivli.org in your browser. Type in the
clinicaltrials.gov identifier/NCT ID in the box marked ‘What are you looking for today?’ a ‘1’ should
appear on the blue bar at the bottom of the screen. Click the bar to view the results.

wmar Home About  Members News & Evenis  Resources  Portals  Find Studies

ENGUIRY  QUICK STUDY LODKUP v

We are committed to advancing the knowledge around the COVID-19 pandemic

Share trials Search for trials

KEYWORD SEARCH

NCT01243606

STUDY DESIGN il SPONSOR INFORMATION LOCATION START DATE

NTERVENTIONAL STUDIES FUNDER

From

Select Mulliple
Select Multiple I Select Multiple mmiyyyy

SAMPLE SIZE

e Verify that the correct study has been identified and click the ‘View Study Details’ button on the
right to pull up the metadata for your submission.

Home  About  Members Resources  Find Studies

O e reovesTiR -

NCT012436086| CLOSE

STUDY DESIGN
INTERVENTICNAL STUDIES

News & Events

Efficacy Evaluation of a Unified i i for Anxiety Di

Request Study

NCT01243506 | 1RO1MHO90053-01
Select ultiple Ariety Disorders, Mood Disorders View Study Details
Single Diagnosis Treatment Protacal, Unified Protocel (UP)
JBSERVATIONAL STUDI 750
Select Multiple
STUDY PHASE

Select Multipie

SAMPLE SIZE
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5.2 Study Details

e The first tab of the study listing contains the metadata pulled from clinicaltrials.gov and any
additional metadata for the submission.

Using publicly available information and what you have provided to us, we have included key
metadata elements. Of course, you can always send us additional information or updates for
inclusion to add to the metadata about your study at any time either through chat or by emailing
support@vivli.org.

wmiy Home About Members News&Events Resources Find Studies

[CENTER FOR GLOBAL CLINICAL RESEARCH DATA

EnaURY  aucksTupyLookup v @G wvDaTaREQUESTS () DATAREQUESTER v/

Efficacy Evaluation of a Unified Transdiagnostic Treatment for Anxiety Disorders

Study Details

Phase Condition or Disease

NA Anxiety Disorders, Mood Disorders

Intervention/treatment

Single Diagnosis Treatment Protocol, Unified Protocol (UP)

Brief Summary
Anxiety disorders are common, chronic, costly, debilitating to quality of life, and are more A
prevalent than any other class of disorders in every country in the world where surveys have
been taken. Deepening understanding of the nature of anxiety and related emotional disorders
during the last decade has revealed that commonalities in etiology and latent structure among
these disorders supersedes differences. At the same time, examination of extant single

Ages Eligible For Study Sexes Eligible For Study Accepts Healthy Volunteers Actual Enroliment
18 Years and older Al No 250

Locations

5.3 Study Documents

The 'Study Documents' tab is provided to share documents with searchers to help them determine
whether the dataset can support their research - this typically will include documents like the Data
Dictionary or the Protocol. The supporting documents are uploaded and will be made available
during the study data upload process (See Section 3.2 Data Package Upload).

The study documents should not include the anonymized individual participant-level data (IPD).

The ‘Study Documents’ tab will initially appear empty until you have uploaded data and declared
which documents should be made publicly available to researchers.
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News & Events Resources  Find Studies

Home  About  Members

Y7 ]S

o —

[CENTER FOR GLOBAL CLINICAL RESEARCH DATA|

for Anxiety Di:

Efficacy Evaluation of a Unified

Study Documents

NO FILES IN PACKAGE

e Once you have uploaded study data and have checked the box stating “Publicly Available” appear

here, the files will appear in this tab.

News & Events Resources Portals  Find Studies

' od .
WAy Home  About Members
ENQUIRY QUICK STUDY LOOKUP v Q MY DATA REQUESTS

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

n RICHARD ANDERSON v

Assessment of Real-life Patient Handling Experience of Bl 695501 Administered Subcutaneously With an Autoinjector in Patients Wit
h Rheumatoid Arthritis: an Open-label, Interventional Clinical Trial Followed by an Extension Phase of Bl 695501 Administered With a

Prefilled Syringe

Study Documents

UPLOADED FILES
Uploaded By
Download 4,

Amrutha

%)
N
@

Filename
V3DIG Data Dictionary 118.00kB
Document

Links to Documents located elsewhere

ClinicalTrials

o |f there are further documents that are available for your study at an external link, and you would
like to provide a link to the documents, you may do so. Please see Section 3.2 Data Package

Upload for further details.

5.4 Administrative Details

The ‘Administrative Details’ tab provides the Digital Object Identifier (DOI), the sponsor, and other

[ ]
general information about the study.

You may want to use the DOI in your publication to direct researchers to where they can access the
data underlying. Please see the ICMJE Data Sharing Requirements on the Vivli website.
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Home  About  Members News & Events Resources  Find Studies

ENOURY  QUICKSTUDYLoOKUP v @5 YDAREQUESTS () DATAREQUESTER v

Efficacy Evaluation of a Unified Transdiagnostic Treatment for Anxiety Disorders

Vivii DOI

Administrative Details

Vil ID Sponsor Protocol ID Acronym

hitps://handle. stage.datacite.org/10.70118/AQ00003191 VIV00003191 1R01MH090053-01

Data Package DOI(s) Available for this Study
https://handle. stage.datacite.org/10.70118/AQ00003191.0

Lead Sponsor Agency Lead Sponsor Agency Class

Boston University Charles River Campus Other

Collaborator Agency Collaborator Agency Class
National Institute of Mental Health (NIMH) NIH

Data Contributor Organization Name

Boston University

How To Guide Privacy Cookie Policy EEA Disclosure Policy Contact Us

5.5 Usage

e The Usage tab displays the following metrics related to your study

O

Views: Vivli counts a view every time a user clicks on Study Details for this study in a search,
or displays the DOI page for this study. In effect this counts views of the study metadata.

Download of Study Documents: Study Documents are documents made available to a
researcher prior to requesting the study data to help them determine whether the study
contains the kind of data necessary to support their research topic; this may include the
data dictionary and/or a redacted protocol document. This metric counts the number of
times a study document is downloaded.

Access of Data Packages: The data package includes the data that is provided in response to
the request, and includes anonymized Individual Participant Data (IPD) and supporting
documents. "Access" includes downloading the data.

All Usage Metrics: The data range here represents the range of dates during which the
metrics above were collected. The start date is either the date the data collection feature
was turned on, or the date the study was posted (whichever is later). The end date is always
3 days before the current date, since it takes the system 3 days to process and tally the raw
usage data.

Public Disclosures: Public Disclosures field includes all Public Disclosures linked to this study
through a Vivli Data Request. When a public disclosure is published and the citation is
received as part of the Vivli data request, the citation is entered into the Data Request, and
linked to the Study(s) involved in that Data Request. It will be initially blank. Once your
studies are included in publications, you can see the publication reference here.
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Randomized Evaluation of Dabigatran Etexilate Compared to warfarin in pulmonaRy Vein Ablation: Assessment of an Uninterrupted periproCedUral
ainticoagulation sTrategy (The RE-CIRCUIT Trial)

Usage
Usage Public Disclosures
Views Download of Study Documents iguct
5 0
Access of Data Package All usage metrics
0 from 06/18/2022 to 111 7/2... From i ’
Views:

Vivli counts a view every time a user clicks on Study Details for this study in a
search, or displays the DOI page for this study. In effect this counts views of
the study metadata.

Download of Study D
Study Documents are documents made available to a researcher prior to
requesting the study data to help them determine whether the study contains
the kind of data necessary to support their research topic; this may include the

data dictionary and/or a redacted protocol document. This metric counts the
number of times a study document is downloaded.

5.6 Adding Research Team Members to your study submission

e The Research Team tab displays all research team members that were included as part of the study
submission. If you would like to add additional research team members or correct any existing
entries after submitting your study, please reach out to the Vivli admin via chat or email at
support@vivli.org.

wmary Home  About  Members News & Events ~ Resources  Portals  Find Studies
r.

ENQUIRY QUICK STUDY LOOKUP v @ MY DATAREQUESTS n RICHARD ANDERSON v

A Randomized Controlled Adaptive Study Comparing COVID-19 Convalescent Plasma (CCP) to Non-immune Plasma to Limit Coronavirus-associate
d Complications in Hospitalized Patients (CAPRI)

Research Team

Given Name Family Name ORCID iD CRediT Role(s)

Sarah Jones 2222-3333-2222-3333 .
« Funding acquisition
« Formal analysis
« Data curation

5.7 Integrating ORCID for Research Team Members
e During study submission, the dataset owner will have clicked the “Send Invitations to Team
Members” Button, which sends an automatic email to researchers listed on the study after the
study has been posted.
e Once an email is received, click the link within the email and you will be taken to a Vivli webpage
containing the dataset title and the researcher’s information.
e C(Click “Authorize update to ORCID”.
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- Home  About  Memboers  News & Events  Resources  Find Studies

mised, Conlr

e Different Formulations of GSK Biological
One Formulation of GSK Biologicals
y With InfanrixTM Penta, Versus MeningitecTM, Given Conce

A Phase I, Open (Partially Double-blind), Rand
y and Safety of Th

uate the Immunogenicity,

nzae Type B-meningos |
ngococcal Serogroup C
With InfanrixTM Hexa in

. Primary Vaccination Study 1o Ex
ombined Haama i

Con 'ﬁgate Va "
Infants According to a 2-3-4 Mo

ucly with

TRoleis)y @

o You will be navigated to the ORCID login screen. Log in with your ORCID credentials.

Sign in

sheldon russel@mailinator.com

Forget your password or ORCID D7

Don't have an ORCID iD yet?

Register now

or

Access through your institution

Sign in with Google

Eb

A

o
i
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e Note: If you have not completed this process with Vivli before, you will need to press the “authorize
access” button that appears.

C) D\C 1D Authorize access

¥ou are currently signed in as

Sheldon Russel
hitps:iisandbaon.orcid,crg /0008-0001-5457-0038

Sign out
Vivil Platform @
has asked for the following Sccess to your ORCID retord

(@ Addrupdate your research sctivities (works, affilistions, etc)

Deny access

will v accass 20 your GRCID record, 5
further detail in ORCID's privacy

age access permissions for this and sther Trusted
tions in your SECOUNE SELEings

e You will be redirected back to the Vivli study page and a “work entry” will now be created in

ORCID.
[ selectall (1) Items currently selected (0) Actions -
[J The Effects of Fascia Iliaca Compartment Block on Hip Fracture Patients © Everyone ~
Data set | Conceptualization, Investigation Show more detail

DOI: 10.70118/EV00003888
CONTRIBUTORS: Sheldon Russel

Source: Vivli Platform [m]

o [f there are changes to the research team (a member is deleted, or roles are updated) this will
be reflected in the user’s ORCID record.
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6 Contact the Vivli Team

6.1 Using the Platform Chat

e Use the Chat tab on your submission to send a message to Vivli with questions or requests. We will
normally respond within a day, and you will receive an email notification when a response is

available.

[ 1 | i :
Home About Members News & Events  Resources Find Studies

ENQURY  QUICK STUDYLOOK

Azithromycin for Prevention of Disease Progression in Patients With Mild or Moderate COVID-19
Status: Draft
~

Send a message to Vvl with questions or requests - we will normally respond within a day, and you will receive an email nofification when a response is available.

chat Enter message here

6.2 E-mail Vivli Support

e Alternatively, you may email the Vivli team at support@vivli.org.
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