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1. Vivli Accounts for Members

1.1 Onboarding
e After your organization joins Vivli as a member, the Vivli team will begin your onboarding.
e The Vivli team will send you a draft member’s page to complete.
e The Vivli team will provide you with metadata sheets to fill out as part of the onboarding process. Please
see Section 2 Listing Studies — Process and Options for more information.

e The Vivli team will send you a copy of the member checklist which defines your data request review
process and how your Organization should be set up on the Vivli platform.

e You will designate a person or persons within your organization to act as the Organization
Administrator(s) on the Vivli platform. See Section 1.3.3 Organization Roles below for more information
about the Organization Administrator’s role. The Organization Administrator will create a Vivli account
on the platform. The Vivli team will provide your designated Organization Administrator(s) with
appropriate rights on the Vivli platform.

e The Vivli team will also provide training on reviewing the data request, recording the decision on the
Vivli platform, and uploading the data package for studies approved in the data request.

e The Vivli team will also send you the Vivli Organization Administrator and Data Upload Guide. Please see
Section 1.3.7 Accessing the Vivli Organization Administrator and Data Upload Guide and other training

resources..

1.2 Creating your Vivli account

* You can become a user by signing up for the Vivli platform. Please see section 1.0 of the User Quick Start
Guide for the sign-up process.

e Before you create your account, please review our Browser and System Requirements.

e If you have any issues creating your account, contact support@vivli.org.

¢ Once you create your account, inform the Vivli team so that they can add you to your organization.

¢ During onboarding, Vivli Admin will assign you the roles based on your member checklist.

e After onboarding, if there are any changes to your team members or their roles, please inform the Vivli
team at support@vivli.org along with an updated member checklist so that the Vivli team can provide
appropriate training for new team members or remove access to team members who have left the
organization.

1.3 Multi-Factor Authentication (MFA)

1.3.1 Multi-Factor Authentication
Multi-Factor Authentication (MFA) is an enhanced authentication method that requires an additional
verification factor beyond your username and password. It relies on access to a secure physical device in
your possession to confirm your identity.


https://vivli.org/platform-resources/
https://vivli.org/resources/resources/
https://vivli.org/resources/resources/
https://vivli.org/resources/browser-compatibility-system-requirments/
mailto:support@vivli.org
mailto:support@vivli.org

Vivli’'s implementation of MFA is based on sending a 6-digit code to your phone, which you will then type
into a screen on the browser you are using to login. Microsoft Enforces the use of one phone number per
email.

1.3.2 Enabling MFA

The first time you log in after MFA has been enabled on your account, you will be prompted to enter a
phone number and verify that you own and have access to that phone.

1. If you select Send Code option, the system will send a one-time verification code to you to
confirm your identity. You have to enter the validation code to the login screen to complete set
up. Validation code is good for 10 minutes — if it is more than 10 minutes before you enter the
code, click on “send a new code”. Please note that during the initial setup, the verification code
may take up to 3—4 minutes to arrive. For subsequent logins, delivery is usually much faster.

2. If you select the call me option, the system places an automated call to your registered phone
number to complete set up

Once you complete setup, your phone will be associated with your Vivli account.

O 8 vivlidev.b2clogin.com/vivlidev.onmicrosoft.com/B2C_1A_ vy =

< Cancel

& Vivli

Enter a number below that we can send a code via SMS or
phone to authenticate you.

Country Code

United States (+1) v

Phone Number

603-557-6921

Call Me




@ Multi Factor Authentication — Mozilla Firefox = O x

O EJ vivlidev.b2clegin.com/vivlidev.onmicrosoft.com/B2C_1A_ ‘ﬁ‘

=% Vivli

Enter a number below that we can send a code via SMS or
phaone to authenticate you.

+1603-557-6921

Enter your verification code below, or send a new code

312164 ‘




1.3.3 Using MFA

You will be prompted to use the additional factor (your phone) for authentication weekly. It is used to

confirm that you have access to the registered phone number, adding a second layer of security beyond
your password.

Following the usual account name and password authentication, you will get the following prompts:

1. If you select Send Code option, the system will send a one-time verification code to you to

confirm your identity. You enter the code to the login screen to complete sign-in. As above, the
code will expire after 10 minutes.

2. If you select the call me option, the system places an automated call to your registered phone
number to verify your identity.

We have the following number on record for you. We can
send a code via SMS or phone to authenticate you.

KHX-XHK-6921

Send Code

Call Me




< Cancel

=% Vivli

We have the following number on record for you. We can
send a code via SMS or phone to authenticate you.

KHO-XX0K-6921

Enter your verification code below, or send a new code

483538

Verify Code

1.3.4 Forgot Password

The “Forgot Password” process begins by sending a standard verification email to confirm you
have access to your registered email address. It then proceeds with validation of your MFA
credentials to complete the reset. Note that after resetting the password, you will need to
refresh the Vivli Screen to log in.

1.3.5 Change Password

To start the process, you must first sign in to confirm that you are the authorized user. As part
of the sign-in process, you’ll need to provide your MFA credentials. Then, when changing your
password, you’ll be required to verify your MFA credentials once more.

1.3.6 Change your phone number

To change the phone number associated with your account, please contact Vivli team at
support@vivli.org.
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1.4Vivli Website

The Vivli website can be accessed from the Vivli platform by clicking on ‘Vivli.org’ above your username.
This will open the website in new tab. The Vivli website is where you can find information such as your
Member page, Vivli Metrics and Public Disclosures.

[ |
Wy Find Studies

DASHBOARD | REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS © CATHERINE D'ARCY (VIVLI ADMIN) v

Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of all the items within Vivii that require your action. Use the tabs to view your actions. For more information see the Vivli Organization Administrator and Data 3 Deliiaad
Upload Guide ownloa

Data Requests Disclosures Data Uploads Enquiries
@
. DaysinCurrent  Total Number of y .
Vivli ID Request Title Lead Investigator i e Requested By Action Required

1.5 Vivli Dashboard for Organizational Administrators
e Once you have been given access as Organizational Administrator to your Organization, and

have logged in, you will be taken to your Vivli Dashboard.

e On the dashboard, you can view the Organization that you are part of and your roles as part of
your organization by clicking “View My Organization + Roles” button.

e You can also click on the link “Vivli Organization Administrator and Data Upload Guide” to view
the PDF of the latest Guide

< viviiorg  Find Studies
a

DASHBOARD | REPORTS ~ DATAREQUESTS  ENQUIRIES ~ STUDIES  STUDY SUBMISSIONS © ORGADMINDC v
e
Vivli Dashboard View My Organization + Roles
Your dashboard is a cansolidation of all the items within Vivii that require your action. Use the tabs to view your actions. For more information see the Vivii Or ti and Data Upload Guide
& Download
Data Requests Disclosures Data Uploads Enquiries

Daysin Current  Number of My

Vivli D Reques Title Lead Investigator i et Requested By Action Required
v v v v v v v

00049716 Data Request Sample 1

Lead Investigator Days in Current Step Number of My Studies

Test Request 13 1

- eview ontributor

00049732 Pending Review 2

Lead Investigator Days in Current Step Number of My Studies

Requester Sample

VivliID Request Title e
00049765  Upload Request Example

Lead Investigator Days in Current Step Number of My studies
Requester Sample

e You can track your actions:


https://vivli.org/platform-resources/

Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

O
O
O

O

data requests that require review and approval

studies that require data upload

public disclosures waiting for 30-day review

outstanding enquiries that require your review and response

You can also download your actions to a csv file, by selecting each tab and clicking the
‘Download’ button

The report downloaded from Data Request includes the following fields:

Vivli ID

Request Title

Lead Investigator

Lead Investigator Affiliation
Lead Investigator Country
Data Contributors

Days in Current Step
Target Days for Current Workflow Step
Total Number of Studies
Number of My Studies
Requested By

Action Required

Action Overdue

The report downloaded from Disclosure includes the following fields:

ID

Disclosure Title
Disclosure Type
Lead Investigator
Data Contributors
30-Day Review
Action Required

The report downloaded from Data Uploads includes the following fields:
Study ID

Sponsor ID

Study Title

Data Request ID

Request Type
Availability
Action Required

The report downloaded from Enquiries includes the following fields:
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e EnquiryID

e Total Number of Studies
e Number of My Studies

e Days in Current Step

e Requested By
e Action Required
e Action Overdue

< vivli.org  Find Studies

—]
DASHBOARD | DATAREQUESTS ~ ENQUIRIES ~ STUDIES  STUDY SUBMISSIONS © DATA CONTRIBUTOR v

Vivli Dashboard

Your dashboard is a consolidation of all the iters within Vvl that require your action, Use the tabs to view your actions. For more information see the Vivli O and Data
Upload Guide

Data Requests Disclosures Data Uploads Enquiries
Days in Current Number of My . .
Vivli ID Request Title Lead Investigator = b Requested By Action Required
v v v v v v v
Vivli ID Request Title
Upload Data Package
00049765 Upload Request Example 2 B
Lead Investigator Days in Current Step Number of My Studies

Requester Sample

e Ateam member with the ‘Data Uploader’ role will only see records in the Data Requests and
Data Uploads sections, and will only be able to access the Data Requests and Studies tabs on the
top toolbar:

ey < Vivliorg  Find Studies
I

DASHBOARD | DATAREQUESTS ~ ENQUIRIES ~ STUDIES  STUDY SUBMISSIONS © DATA CONTRIBUTOR v

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivii that require your action. Use the tabs to view your actions. For more information see the Vivli O and Data
Upload Guide

Data Requests Disclosures Data Uploads Enquiries
— E— 0} 0}

DaysinCurrent  Number of My

Vivli ID Request Title Lead Investigator £ e Requested By Action Required
v v v v v v v
Vivli ID Request Title
Upload Data Package
00049765 Upload Request Example 2 B
Lead Investigator Days in Current Step Number of My Studies
Requester Sample 2 2

1. Data Requests — this section shows data requests waiting for decisions to be recorded or
waiting for data to be uploaded. Clicking on the blue button for each row will take you into
the data request so that you can complete the action. The ‘Days in Current Step’ field shows
the number of days the action has been outstanding. This number will turn red when it is
over the agreed target (21 days for data request review decision, 30 days for data upload).
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You will only see data requests awaiting a decision from your organization.

-

< vivli.org  Find Studies

DASHBOARD | REPORTS ~ DATAREQUESTS ~ ENQUIRIES  STUDIES  STUDY SUBMISSIONS € UserName

Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli & Dévniaad
Organization Administrator and Data Upload Guide ownloa

Data Requests Disclosures Data Uploads Enquiries
a 1]
. ) Days in Current Number of My . .
Vivli ID Request Title Lead Investigator stap ridies Requested By Action Required
3 &3 &3 hd &3 &3 W
Vivli ID Request Title - o = "
eview ata Contributor
00049717 Data Request Sample 2 i
Lead Investigator Days in Current Step Number of My Studies
req test 1 1 1
Vivli ID Request Title T —
oad Data Package
00049721 Data Request Sample 5 & &
Lead Investigator Days in Current Step Number of My Studies
ged def 1 1

Privacy Cookie Policy EEA Disclosure Policy Contact Us

2. Disclosures — this section shows the publications that have been submitted and are waiting
for feedback in the 30-day review. Clicking on the ‘Review Disclosure’ will take you into the
public disclosure where you can record feedback. The ID consists of the data request ID +
the Disclosure ID for that request. The 30-Day Review field shows the number of days the
action has been outstanding. You will only see disclosures awaiting a decision from your
organization, when you record a decision the review will be removed from your dashboard.
If you have not recorded a decision after 30 days have passed, the review will be
automatically removed from your dashboard.

14
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CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli
Data Uploads Enquiries
1]
Action Required

Organization Administrator and Data Upload Guide

| Disclosures |

DASHBOARD

REPORTS DATA REQUESTS ENQUIRIES STUDIES

Data Requests

Disclosure Title

Lead Investigator

D Disclosure Title
test Disclosure Number 1

00049722-01

Lead Investigator

sdfgvbnm sdzxfcghbj

kie Policy EEALD

Data Contributors

30-Day Review Disclosure Type
v

Disclosure Type

30-Day Review
Presentation

30 Days Left

- Vivli.org

STUDY SUBMISSIONS

View My Organization + Roles

Find Studies

User Name

¢

& Download

Review Disclosure

data to be uploaded.

N
i 'm s Lt
wmay

‘CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli

Organization Administrator and Data Upload Guide

Data Request ID
00049721

Data Requests Disclosures
Study ID Sponsor ID
v v
Study ID Sponsor ID
nct07622095 69hcl25 0571

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES

Enquiries

| Data Uploads |

Action Required

Data Request ID

Settings
Data will be loaded for this and future requests

STUDY SUBMISSIONS

Data will be available in secure research environment only

3. Data Uploads — this section shows each study from an approved data request waiting for

<f Vivli.org  Find Studies

€ User Name

View My Organization + Roles

& Download

Upload Data Package

Data Package

Clicking on ‘Upload Data Package’ will open up a section where the data package files can be
uploaded. For more information on uploading data packages, see Section 5.6 Steps to Upload
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] - s
<f vivliorg  Find Studies

DASHBOARD = DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name BUTOR v

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli
Organization Administrator and Data Upload Guide

Data Requests Disclosures Data Uploads Enquiries

Study 1D Sponsor ID Data Request ID Action Required

hd v v v

« Protocol
« Statistical Analysis Plan

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

* IPD (Anonymized Individual Participant-level Data)
« Data Dictionary

* Protoco

« Statistical Analysis Plan

WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

© Copright 2017

Privacy Cookie Policy EEA osure Policy Contact Us

4. Enquiries — this section shows enquiries waiting for a decision. Clicking on the ‘Review’
button will take you into the relevant enquiry where you can record your decision.

< Vivlii.org Find Studies

DASHBOARD = REPORTS  DATAREQUESTS ENQUIRIES  STUDIES  STUDY SUBMISSIONS el e

Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli Pg—
ownloa

Organization Administrator and Data Upload Guide

Data Requests Disclosures Data Uploads |Enqu|r|es|
a

a 1

Enquiry ID Number of My Studies Days in Current Step Requested By Action Required
v g v v v

Enquiry ID Number of My Studies Days In Current Step Requested By
eview

280 1 0 Requester Sample

Enquiry ID Number of My Studies Days In Current Step Requested By
eview

281 1 0 Requester Sample

The header row includes filters that can be used to search for specific records:

16



Vivli Data Contributor Guide

Version 4.0

Confidential — Do not distribute

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD | REPORTS ~ DATAREQUESTS ~ ENQUIRIES  STUDIES

4 Viviiorg  Find Studies
A

STUDY SUBMISSIONS © ORGADMINDC v

Vivli Dashboard

Your dashboard is a consolidation of a the items within Vivi that require your action. Use the tabs to view your actions. For more information see the Vivl Organization

Data Requests

_a_

Disclosures

and Data Upload Guide

Data Uploads Enquiries

Vivli ID Request Title Lead Investigator 2;’: e ;‘:";2:’ <y Requested By Action Required

am6 v v v v v
Vivli ID Request Title
00049716  Data Request Sample 1

Lead Investigator
Test Request

Days in Current Step
13

Number of My Studies
1

View My Organization +Roles

Review by Data Contributor

Clicking on the filter next to a search box will give a drop-down list of options for filtering the records:

DASHBOARD | REPORTS ~ DATAREQUESTS  ENQUIRIES  STUDIES

< Viviiorg  Find Studies
a

STUDY SUBMISSIONS © ORGADMINDC v

Vivli Dashboard

Your dashboard is a consolidation of all the items within Viviithat require your action. Use the tabs to view your actions. For more information see the Vivii Or

Data Requests

Vivii D
v
Vivli ID
00049716
Vivli ID
00049732
Vivli ID
00049765

Disclosures

Request Title Lead Investigator
v I I
Request Title Coniains
Data Requepl Conains

Lead Investigatdr
Test Reques|

Request Title

Pending Reyie!

Lead Investigatdr

Does not contain
Equals.

Does not equal
Begins with
Ends with

Blank

Not blank

Requester Sampre

Request Title

Upload Request Example

Lead Investigator

Requester Sample

1 inistrator and Data Upload Guide

Data Uploads Enquiries
DaysinCurrent  Number of My e
Step Studies REcussid By

Days in Current Step

Days in Current Step

12

Days in Current Step

Action Required

Number of My Studies

Number of My Studies

Number of My Studies

You can use this feature to, for example, filter for overdue actions

View My Organization + Roles

Review by Data Contributor

Review by Data Contributor

Upload Data Package
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(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

< vivliorg  Find Studies

DASHBOARD | REPORTS ~ DATAREQUESTS  ENQUIRIES ~ STUDIES  STUDY SUBMISSIONS 0 saLLy v

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli Organization Administrator and Data

Upload Guide

Data Requests Disclosures

Data Uploads

View My Organization + Roles

Enquiries

Vivli ID Request Title Lead Investigator 2:‘{:;:‘ i g‘;’;:‘:’ oElly Rreqlested By Action Required
v S V) 21 v v S
Vivli ID Request Title Greater than ~ (]
ite
00048993  Test General Chat i i
Lead Investigator O a0 O or Number of My Studies
Swapna Onkar . 1
Equals -
Vivli ID Request Title P
00049221  test43 e Eos Sate atkaes
Lead Investigator Days in Current Step Number of My Studies
srdfghj dsfghj 100 2
Vivli ID Request Title
. it
00049248  DataUploadRuchi e A s
Lead Investigator Days in Current Step Number of My Studies
gffg tdrt 104 2
Vivli ID Request Title
. it
00049231 DataUploadSameStudiesAsStans - Swapna pioatl iy et

The headers can also be clicked to sort high to low:

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD

REPORTS

< vivli.org  Find Studies

DATA REQUESTS ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli

Organization Administrator and Data Upload Guide

Disclosures

Data Requests

Data Uploads

View My Organi jon + Roles
& Download

Enquiries

a

Days in Current

Number of My

Vivli ID Request Title Lead Investigator Sian Studice Requested By Action Required
v W v v W v
eview ata Contributor
00049717 Data Request Sample 2 %
Lead Investigator Days in Current Step Number of My Studies
req test 1 1 1
Vivli ID Request Title O toaan —
12
00049721 Data Request Sample 5 B O

Lead Investigator

ged def

Days in Current Step

1

Number of My Studies
1

Above the Dashboard, you can see the following tabs:

e Dashboard — This is the place to see the list of actions required for your organization. You can
also view the Organization and roles that are part of your organization.

e Reports - you can view several reports related to Data requests, Enquiries and Studies.

e Data requests - you can view data requests for studies from your organization
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You can

Enquiries - you can view the Enquiries for studies from your organization
Studies - you can view the studies listed on the platform by your organization

Study Submissions — this section is for individual researchers to share their own data

navigate to the following sections by clicking on the dropdown menu under your user name in

the upper right-hand corner of the screen.

DASHBOARD ~ REPORTS  DATAREQUESTS ENQUIRIES  STUDIES  STUDYSUBMISSIONS | € ORGADMINDC v

Your dashboard is a

Data Requests

Vivii ID

Vivli 1D

00049716

Vivli 1D
00049732

Vivli 1D
00049765

Organizations
Vivli Dashboard vew v —
consolidation of all the iterns within Vvl that require your action. Use the tabs to view your actions. For more information see the Vivii O i ator and Data Upload Guide users
Edit Profile
Change Password
Disclosures Data Uploads Enquiries
Log out
Request Title Lead Investigator ';;’:i" Cumem | Barsberoflly Requested By Action Required
v v v v v v
Request Title P
eview ontributor
Data Request Sample 1 Y
Lead Investigator Days in Current Step Number of My Studies
Test Request
Request Title » »
f : Review by Data Contributor
Pending Review
Lead Investigator Days in Current Step Number of My Studies
Requester Sample 12 1
Request Title v~
loa ackage
Upload Request Example L
Lead Investigator Days in Current Step Number of My Studies
Requester Sample 2 2

Research Environments - you can view the number of Research Environments being used for
analysis for approved data requests from your organization

Organizations — you can view how your Organization is set up and levels of access granted for
team members

Users — you can view all users from your organization who have an account on Vivli

1.5.1 Reviewing My Actions

The main dashboard can be used to review outstanding platform actions (see section 1.3 Vivli
Dashboard for Organizational Administrators above):

Data request decisions

Data upload

Enquiry response

Public disclosures review and feedback
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2. Toreview all outstanding actions, including those that do not require an action to be taken on
the platform such as answering questions from researchers or Vivli, there is a report in the
‘Reports’ tab, called ‘Data Request Summary Report’ which contains information on these other
types of outstanding actions, and also Public Disclosure details.

< vivliorg  Find Studies

STUDIES  STUDY SUBMISSION Lerlian AINDC v

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES

Reports

Reports related to data requests, enquiries, and studies involving my organization

Available Report Types

Data Request Summary Report (Org Admin) b
Vivli Id Current Status Attjons Reduired Paysln cutrencMiorkflon || & Targee Bays fariCurcent Feedback Additional Notes pul
step Workflow Step
v v v v v v v v
Partially Fulfilled, Date of
S First Download 6/11/2026 & =0
49778 Fulfilled P ,
49766 Fulfilled 3 2

Draft 0

49760

< Vvivliorg  Find Studies
a

DASHBOARD | REPORTS | DATAREQUESTS ~ ENQUIRIES  STUDIES  STUDYSUBMISSIONS © ORGADMINDC ¥

Reports

Reports related to data requests, enquiries, and studies involving my organization

Available Report Types

Data Request Summary Report (Org Admin)

Target Days for Current
Workflow Step

Vivii 1d Title Lead Researcher ead R Lead Researcher Country  Data Contributors Current Status Actions Required DaySl S e e

Affliation
v v v v v v v v v v
40765 Upload Request Example  Requester Sample Lorem Ipsum Albania o ED @l Er Partially Fulfilled 3 20
+ BlueMetal
49760 Draft Data Request Data Contributor Lorem lpsum Albania + Data Contributor Org Draft o
- Abbvie
Second Afflated Hospital Awaiting IRP/Reviever
29717 Data Request Sample 2 reqtest 1 of Jiangxi University of Estonia « Data Contributor Org % 3‘ 8 30
e pprova
49766 Demo Data Request Requester Sample Lorem lpsum Albania + Data Contributor Org Fulfiled 3 4
Humboldt-Universitat zu » Awaiting IRP/Reviewer
49718 Data Request Sample 3 req hen s Bahamas + Data Contributor Org e 15 20
‘ » CEEEEE——
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1.5.2 Organizations tab
Only the Organizational Administrator can invite other members of your organization to join Vivli and
set up permissions for them.

e From the Dashboard, you can navigate to Organizations by clicking on “View My Organization +
Roles”, or by using the dropdown toolbar in the upper right-hand corner of the screen:

o .
L\ N < vivliorg  Find Studies
DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS User Name
Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more infermation see the Vivli T —
Organization Administrator and Data Upload Guide el
Data Requests Disclosures Data Uploads Enquiries
a o
- N . Days in Current Number of My . N
Vivli ID Request Title Lead Investigator Siar Studics Requested By Action Required
v v v v v v v
Review by Data Contributor
00049717 Data Request Sample 2 i
Lead Investigator Days in Current Step Number of My Studies
req test 1 3] 1
Upload Data Package
00049721 Data Request Sample 5 B =
Lead Investigator Days in Current Step Number of My Studies
ged def 1 1

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES  STUDIES  STUDYSUBMISSION:; | € ORGADMINDC v

Organizations

Vivli Dashboard View iy
Your dashboard s a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivii Or t and Data Upload Guide Users
i rofil
Chrange Password
Data Requests Disclosures Data Uploads Enquiries
Logout
a8
i Request Tile Lead Investigator DaysinCurent | umberofWy equested By Action Required
v v v v v v v
Vivli ID Request Title e
eview by Data Contributor
00049716  Data Request Sample 1 J
Lead Investigator Days in Current Step Number of My Studies
Test Request 13 1
Vivli ID Request Title o S G
; eview by Data Contributor
00049732 Pending Review J
Lead Investigator Days in Current Step Number of My Studies

Requester Sample

Vivli ID Request Title —
00049765 Upload Request Example _ load Data Package

Lead Investigator Days in Current Step Number of My Studies
Requester Sample 2 2

You can view the Organization Details information (view-only) in the Details tab. To make any changes
to the Organization policy please contact the Vivli team at support@vivli.org.
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DASHBOARD REPORTS

‘CENTER FOR GLOBAL CLINICAL RESEARCH DATA

~f vivli.org  Find Studies

€  UserName

STUDIES STUDY SUBMISSIONS

DATA REQUESTS ENQUIRIES

Data Contributor Org

BASIC INFORMATION

QOrganization Name

Data Contributor Org

Country

ORGANIZATION DETAILS

Type Domain

Academic

Organization/Platform URL for Requesting Studies
Contact Us

Privacy Cookie Policy EEA Disclosure Policy

Cancel

Organization Administrator Resources

Code

test123

You can view your Research Organization Registry (ROR) ID information in the ROR tab (https://ror.org/).

To make any changes to the ROR, please get in touch with the Vivli team at support@vivli.org. (Note:

this is useful for metadata tracking and does not appear publicly.)

DASHBOARD

CENTER: OR GLOBAL CLINICAL RESEARCH DATA

REPORTS

¥ Vivli.org Find Studies

DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSION User Name VINDC v

Data Contributor Org

Save

Ror ID

Ror Name
hitps://ror.org/037ncgg21

Test Devices (United States)

ROR INFORMATION
Ror Parent Name

Ror Parent ID

Privacy Cookie Policy EEA Disclosure Policy ContactUs

To add team members, ask them to become a user by signing up for the Vivli platform and guide

cannot be added to your organization until they have created a Vivli User Account.

them to section 1.0 of the User Quick Start Guide for the sign-up process. Note: the team members
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e Once the team member creates an account, the team member's information and roles can be
located under the ‘Members’ section.

ey < Vivliorg  Find Studies

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS ¢ UserName

cancel m

Data Contributor Org

Organization Administrator Resources
org pata IRP / QA Head Submissi org Account Email
Name AL S Uploader Reviewer Saratan Sy Riuaoen Curator R e Ll ambership Status Notification
Data Contributor a Active -
DataContributor-1@vivii.testir T —
Org Admin DC a Active a

DataContributor-2-OA@vivli.te
IRP Reviewer Active
IRP-1@vivli.testinator.com

Org Admin IRP
IRP-2-OA@vivii.testinator.com

Active

Privacy Cookie Policy EEA Disclosure Policy Contact Us

e The Members tab displays a list of all members associated with your Organization

e To change the Organization Administrator or Data Uploader rights for your team member, please
update the member checklist and contact the Vivli team at support@vivli.org so that they can
provide training to the new team member, and give them access to the platform.

e Each team member will have roles assigned based on the member checklist represented by
checkboxes next to their name.

e ‘Org Membership’ — denotes they are members of your organization. This can include anyone from
your organization with a Vivli account, such as someone who has submitted a data request.

®

o White/Grey toggle indicates that Org membership is enabled for that user.

o Black/Grey toggle indicates that Org membership is disabled for that user.
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e Email Notification — denotes the Vivli platform emails received by that user. By default, users are set
to receive email notifications. However, Org Admins have the option to have their email
notifications turned off. This is applicable only for the Org Admin role and not for other roles. If you
want to stop receiving email notifications from the platform, please contact Vivli team at
support@vivli.org.

o White/Grey toggle indicates that Email notification is enabled for that user.
o Black/Grey toggle indicates that Email notification is disabled for that user.

Details Members

QOrganization Administrator Resources

Submission Account

Name v OrgAdmin Y Data Uploader ¥ IRP / Reviewer ¥ Curator ¥ QA Reviewer V Head Curator ¥ — v Org Membership V' Crim ¥ Email Notification ¥
sally @ Active @
dataprovider.vivii@gmail.com

Richard Anderson (o) Active @
Datarequester.vivli@gmail.com

Russ_UAT DR1 © Active ©

vilitesterrb+QA_Vadmin@gmail.com

e You can also access the Vivli Organization Administrator and Data Upload Guide and other
resources from the Organizations tab by clicking on ‘Organization Administrator Resources’

1.5.3 Organizational Roles
e A member of an Organization may be assigned multiple roles.
e Each role may have more than one member from your Organization associated with it.
e Additional team members from your organization may also join Vivli as users.
o Those without any roles can set up a Vivli account but initially will only be able to
request studies.
Those accounts will also be listed under your ‘Members’ tab and also show up in the
‘Users’ List. For more information, please see Section 1.3.5. User Tab

Please see the following table for an overview and description of these roles:

Vivli Member Role Description Rights & Responsibilities
Org Admin e Main institutional e May view your organization’s
contact(s) for operations on team members
the Vivli platform. e View the data request(s) and
e Responsible for recording record the decisions for an
decisions. Organization

e QOptions are to approve a request,
deny a request, or ask for
revisions to the data request
form.
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Data Uploader

No Role Assigned

Org Membership

e Responsible for uploading
data packages for approved
requests, after the Data
Requester signs a Data Use
Agreement

e May log on to the Vivli
platform as a user, but only
to create data requests

e The person is part of this
organization

1.5.4 User Tab
e You can see a list of all Vivli users related to your organization in the ‘User’ tab. You can search
for a user account using one of the following fields by typing in the white blank box. For more

Receive and respond to chat
messages within the data
request.

Access the Research
Environments and Reports tabs
via the drop-down menu under
your name

View and record decisions for
Enquiries

Able to upload data packages for
studies approved in a data
request

Able to upload data packages for
all studies at any time after the
study is listed on the Vivli
platform

Will appear on your
organizational members' listing
under ‘Members’ tab

No administrative rights

They may be a data sharing team
member, or anyone else from
your organization who has
created a Vivli account

information on how to filter through the headers, please see Section 4.5.1. Features of the

report
le)

O O 0O O O O

Email address

Name

Organizations

Account Status (Active or Disabled)
Days since last login

Data Access Training Completed (for researchers)

Date Training Completed (for researchers)
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e BN
am . :
< vivliorg  Find Studies
7S

STUDIES ~ STUDY SUBMISSIONS | €3 ORGADMIN DG

DASHBOARD ~ REPORTS  DATAREQUESTS  ENQUIRIES

(CENTER FOR GLOBAL CLNICAL RESEARCH DATA

User Management

Vivli users from my organization

Eait Profiie

Email Address Name 1 Organizations Account Status Days Since Last Login Data Access Training Completed Date Training COn e pecvara
LogOut

v v v v v v

DataContributor-1@viviitestinator.com  Data Contributor + Data Contributor Org Active 0 No

IRP-1@vivi testinator.com IRP Reviewer + Data Contributor Org Active 8 No

DataContributor-2-OA@vivi testinator....  Org Admin DC + Data Contributor Org Active 0 No

IRP-2-OA@vivlLtestinator.com Org Admin IRP + Data Contributor Org Active 12 No

¢ If you click on the individual user, you will see a full display of their user permissions. If they are
a researcher from your organization, requesting your organization’s data, you will see a list of

their data requests and enquiries:

NN
[ ]
A Viviiorg  Find Studies

© orG ADMIN DC v

DASHBOARD ~ REPORTS ~ DATAREQUESTS ENQUIRIES  STUDIES  STUDYSUBMISSIONS

User Details - Data Contributor

Email: DataContributor-1@vivli.testinator.com

Days Since Last Login: 0
Org Memberships
Name ¥ orgAdmin Y Dats Uploader Y IRP/Reviewer v curstor ¥ QAReviewer ¥ Head Curator v sum ow: ¥ OrsMembership v
Data Contributor Org @
Associated Data Requests
Request T Requeseid stage Rol
+ Lead Researcher
Draft Data Requese 00045760 Drafe
+ Statitician
Associated Enquiries
Enquiry ID Institut stat Date Submitted Drafted #of Studies
28 Lorem Ipsum Drart 61512026 55633 pm 1

If the user from your Organization is part of your current data-sharing team, you can see the
assigned roles for each team member. For more information, please see Section 1.3.2

Organizations tab
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< vivliorg  Find Studies

DASHBOARD  REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name

User Details - Org Admin DC

Display Name: Org Admin DC
Email: DataContributor-2-OA@vivli.testinator.com

Days Since Last Login: 0

Org Memberships

Name v  orgAdmin ¥ D@ v R/ ¥ curator ¥ | QAReviewer ¥ | HeadCuratory | SUPMISSION o o0 Membership ¥
Uploader Reviewer Owner

Data Contributor Org @

Privacy Cookie Policy EEA Disclosure Policy Contact Us

e |f a user from your Organization is requesting your Organization's study data through Vivli, you
can see the list of their associated data requests, request review status, and their role in the
data request.

il
i

- v - Vivliorg Find Studies

DASHBOARD  REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDYSUBMISSION  UserName  uiNDC

User Details - Data Contributor

[associated Data Requests|

Request Title Reguest Id Stage Role

* Lead Researcher
Draft Data Request 00049760 Draft
- Statistician

Associated Enquiries

Enquiry ID Institution status Date Submitted Drafted # of Studies

208 Lorem Ipsum Draft 6/15/2026 12:58:33 pm 1

Privacy Cookie Policy EEA Disclosure Policy Contact Us
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e |f the user from your Organization has an Enquiry for your Organization's study data through
Vivli, you can see the list of their associated Enquiries, Enquiry ID, Institution, Enquiry review
status and the Number of studies included in the Enquiry.

= 5N
| = = =
1 < Vivliorg  Find Studies

DASHBOARD  REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSION User Name WINDC v

User Details - Data Contributor

Associated Data Requests

Request Title Request Id stage Role

= Lead Researcher
Draft Data Request 00049760 Draft
= Statistician

IAssociated Enquiries

Enquiry ID Institution status Date Submitted Drafted # of Studies

298 Lorem Ipsum Draft 6/15/2026 12:58:33 pm 1

Privacy Cookie Policy EEA Disclosure Policy Contact Us

. You can also export the user list to a CSV file by clicking the down arrow

== 5N
' ]
L N} - Vivliorg Find Studies

DASHBOARD ~ REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS ¢ User Name

User Management ]

Vivli users from my organization

Data Access Trainin, .
' Date Training Completed

Email Address Name 1 Organizations Account Status Days Since Last Login Completa
v v v v v v v

DataContributor-1@vivii.... Data Contributor  Data Contributor Org Active o No

IRP-1@vivli.testinator.com IRP Reviewer « Data Contributor Org Active 3 No

DataContributor-2-OA@v.. ©Org Admin DC  Data Contributor Org Active o No

IRP-2-OA@vivli testinator... Org Admin IRP « Data Contributor Org Active 7 No

Privacy Cookie Policy EEA Disclosure Policy Contact Us

The user list downloaded file contains:

e Email Address
e Name of the Individual
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e Organizations
e Account Status
e Days Since Last Login

e Data Access Training Completed

e Date Training Completed
e Data Requests for User
e Enquiries for User

1.5.5 Active Platform Accounts

As part of Vivli's security policy, for accounts to remain active on the platform, we need all users
to log in every six months. This includes Steering Committee Members, Organizational
Administrators, and any common inbox that members may use.

If Vivli Member user accounts are inactive for six months, the Vivli team will email the user and

inform the member’s Organizational Administrators via Vivli summary. If the user wants to
maintain their account, the user needs to log on to the platform. Unfortunately, the Vivli team
cannot accept notifications via email to keep these accounts active.

e [f this is not done within 10 business days, the account will be deactivated. If the user wants
their account re-activated, they can email support@vivli.org, and the Vivli team can re-activate
this account at any time.

1.5.6 Accessing the Vivli Organization Administrator and Data Upload Guide and

other training resources

1. Logon and from the Dashboard, click the “Vivli Organization Administrator and Data Upload Guide”:

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD = REPORTS

DATA REQUESTS

ENQUIRIES

Find Studies

- Vivli.org

STUDIES User Name

STUDY SUBMISSIONS ¢

Vivli Dashboard View My Organization + Roles
Your das! sag f all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the[vivi] & _—
|organization Administrator and Data Upload Guide| ey
Data Requests Disclosures Data Uploads Enquiries
y . Days in Current Number of My . N
Vivli ID Request Title Lead Investigator step Studics Requested By Action Required
v v v v v v

Vivli ID Request Title R by, Data Contrib)
i t; tribute
00049716 Data Request Sample 1 ————
Lead Investigator Days in Current Step Number of My Studies
Test Request 9 1
i i 1t tributs
00049732 Pending Review S fs ks e
Lead Investigator Days in Current Step peumbecutiny studies
Requester Sample 1
) 1t
00049750 Data Package Visibility - 1 e

Lead Investigator

R1 R1

Privacy Cookie Policy EEA Disclosure Policy Contact Us

Days in Current Step

2

Number of My Studies
1
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Click the link to access the resources.

An Organization Administrator can also access these resources from the ‘Organizations’ tab under
‘Details’ or ‘Members’ by clicking on ‘Organization Administrator Resources’:

ey < Vivliorg  Find Studies

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS ¢ Eilian

sale

Data Contributor Org

Imganizatmn Administrator Resnurcesl

BASIC INFORMATION

Organization Name

Data Contributor Org

Country

ORGANIZATION DETAILS

Type Domain Code @
Academic test123
Organization/Platform URL for Requesting Studies (2]

Privacy Cookie Policy EEA Disclosure Policy Contact Us
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[ |
war Home About Members MNews & Events Resources Portals LOGIN

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Platform Resources

Resource Description PDF
o ) ) A comprehensive guide for data contributors incuding

Vivli Data Contributor Guide Download
onboarding, listing studies, and more.

Avideo walkthrough for organizational administrators that
Study enquiries demo shows how to find and interact with study enquiries on the Watch video

platform.

A document outlining how to comply with Vivli data
AI/ML Framework Download
governance and export policies when using A/ML models.

Avideo walkthrough for data contributors that shows how _
How to review public disclosures Watch video
to review a public disclosure

o - - Avideo walkthrough for organizational administrators on )
Organizational administrator training Watch video
how to use the Vivli platform.

Avideo walkthrough for data contributors that shows how )
How to upload a data package Watch video
to upload a data package.

2. Listing Studies — Process and Options

2.1 Listing Studies- Process

e To list your organization’s studies, the Vivli administrator will provide you with metadata sheets
to fill out as part of the onboarding process.

e Subsequently, the Vivli administrator will send the person(s) mentioned in your member
checklist reminders on the first Tuesday of every month, to list additional studies.

¢ Organization Administrators can contact the Vivli administrators to list studies at any time and
do not have to wait for the reminder email to send Vivli additional studies for listing.

e To list studies, complete the metadata sheet(s) with the necessary information and send it to
support@vivli.org.

2.2 Listing Studies - Options

There are two types of Vivli Metadata sheets available:
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Option Applicability Sheet used Fields
Bulk Metadata Single or Vivli Metadata e NCTID
upload -CT.GOV Multiple studies, | Sheet NCT ID e Study-specific URL (if
listed studies all with NCT ID applicable)
Bulk Metadata Multiple studies | Vivli Metadata Contains several columns
upload -studies without NCT ID Sheet Non-NCT ID including but not limited to:
without NCT ID e Sponsor ID
e Study title
e Medicine
e Maedical Condition
e Phase

Sponsor Clinical Registry
URLs

Eudra CTID

Eudra CT URL

Sponsor

2.3 Removing Studies from the Vivli Search
To remove studies from the Vivli search, please contact Vivli at support@vivli.org and provide a detailed
list of the studies that need to be removed

2.4 Studies Overview

Studies overview has 4 sections:

1. Draft —Includes studies where the study information is being filled out

2. InProgress —

2a. Includes submitted studies that are in the process of being listed
2b. Includes studies that are temporarily delisted and no longer searchable. (At any point
organization administrators can request these studies to be posted again)

3. Posted — Includes studies that are visible to the public under the Vivli search

4. Cancelled — Includes studies that are permanently delisted (E.g. instances where the member is
no longer the owner of the study)
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A Vivliorg  Find Studies

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES | STUDIES | STUDYSUBMISSIONS @ ORGADMINDC v

Studies

Al studies from my organization drafted, submitted, listed or cancelled on the Vivi platform

Posted + Add study

Tite status Posted Sponsar D nerp )
4 Y Qddimmiy ov v 4 4
Prenospital Processess Optimization and Emergency Medical Services'... Posted 2026-06-03 LITCPR NCTO7622082 Yes
Validation of the French Version of the New Mobiity Score (NMS)in .. osted 20260603 69HCL2S 0571 NCTO7622095 No
Half-dose Ticagrelor Monatherapy Versus Standard Dual Antiplatelet T. Posted 2026-06-03 KSVGH 23-CT12-07 NCT07622056 No
Preschoolers' Health Literacy Project: A Cluster-Randomized Controlle. Posted 2026-06-03 Pre-HELP-2025 NCT07624695 Yes
‘Walking and Thinking - Brain Activity During Com plex Walking in Stroke Posted 2026-06-03 4134912026 INCTO7624630 No

1. You may search for studies using one of the following fields by typing in the white blank box. For
more information on how to filter through the headers, please see Section 4.5.1. Features of the
report

e Study Title

e Posted date

e SponsorID

e NCTID

e IPD (Yes- Individual data package is stored on the platform; No- Individual data package is not
stored)

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES | STUDIES | STUDYSUBMISSIONS © ORG ADMIN DC v

Studies

All studies from my organization drafted, submitted, listed or cancelled on the Vivii platform

Tive status Postea Sponsor 1D nemo o
v Y Qatmmimy o v v v v
Prencspica & Posted 20260603 wTcer NCTo7622082 Yes
Vaiigat ersion of the New Moty Score (NMS) nH..  Posted 20260603 ssHCLZS 0571 NCTO7622095 No
Half-doseTi ard Dual Antiplatelet T..  Posted 20260603 KSVGH 23-CT12:07 NCTO7622055 No

Prescn: aith Literacy Project omized Controlle..  Posted 20250603 Pre-HELP2025 NCTO7824535 ves

Walking and Thinking - Brain Activity mplexWalking in Srake  Posted 20260603 4134372026 NCTO7624530 No

2. Data Contributors can download a list of their posted studies from the platform. Navigate to the
Studies tab from the top toolbar, click on Posted, and click on the Download button.
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=¥ viviiorg  Find Studies

DASHEOARD REPORTS DATA REQUESTS ENQUIRIES | | STUDIES STUDY SUBMISSIONS User Nama

Studies

All studies from my organization drafted, submitted, listed or cancelled on the Vivli platform

- = —Kw ) : D
a

a
Title Status Fosted Sponsor 10 NETID 1FD
v v Q mmrddryyyy 0 7 v T v

<pi sess Optimi and Emergency Medical Serviees'..  Posted 2026-06-0% LITCPR NCT07622082 Yes
Validation of the French Version of the New Mobility Seare (NMS) in H... Posted 2026-06-03 GOHCL25 0571 NCT07622085 Yes
Half-dose Ticagrelor Monotherapy Versus Standard Dual Antiplatelet T..  Posted 2026-06-03 KSVGH 23-CT12-07 NCT07622056 Yes
Preschoolers' Health Literacy Project: A Cluster-Randomized Controlle... Posted 2026-06-03 Pre-HELP-2025 NCT07624695 Yes
Walking and Thinking - Brain Activity During Complex Walking in Stroke Posted 2026-06-03 4-1345/2026 NCT07624630 Yes

Page Size: 100 1t safs Page 1 of 1

3. The downloaded CSV file contains:

e Study Title

e Study Status
e Posted date
e Sponsor D
e NCTID

e IPD

e Primary DOI
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2.5 Individual Studies Format

e Click on individual study under the ‘Posted’ section

-y <f Vivliorg  Find Studies

DASHBOARD  REPORTS  DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS Usar Nama

Studies

All studies from my organization drafted, submitted. listed or cancelled on the Vivli platform

:
a
Title Status Posted Sponsor ID NCTID Po
v v o mmiddlyyyy O 0% v hd v
Pr spital Processess Optimi. 1 and Emergency Medical Services'... 2026-06-03 LITCPR NCTO7622082 Yes
Validation of the French Vercion of the New Maobility Score (NMS) in H... Pocted 2026-06-03 G9HCL2S 0571 NCT07622095 Yec
Half-dose Ticagrelor Monotherapy Versus Standard Dual An(ip\amle[ o Posted 2026-06-03 KSVGH 23-CT12-07 NCTO7622056 Yes
Preschoolers’ Health Literacy Project: A Cluster-Randomized Controlle... Posted 2026-06-03 Pre-HELP-2025 NCTO7624695 Yes
Walking and Thinking - Brain Activity During Complex Walking in Stroke Posted 2026-06-03 4-1345/2026 NCTO7624630 Yes
Page Size: 100w 1to5ofs Page 1of1

e The study contains the study title in the middle. Current status, Data Available for Sharing, and
related data requests can be viewed in the ‘Requests’ tab.
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< vivliorg  Find Studies

HRAE T L R S M DASHBOARD  REPORTS  DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS User Name

‘@ Far New Data Version

Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services' Dispatcher's Actions Modeling Impact
Data Available for Sharing: YES on Quality of Cardiopulmonary Resuscitation After Sudden Cardiac Arrest

quests: See Req| Tab

Study Details 1dy Document Administrative Detail Researct i ]

Phase Condition or Disease

Select an Option v Out-of-hospital Cardiac Arrest (OHCA)

Intervention/Treatment

Protocol based

Brief Summary From Registry (if available)

Out-of-hospital cardiac arrest rate is common problem, because of high mortality rate. It is not clear incidence rate, epidemiology and outcomes in Lithuania

e Each study has the following sections:
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¥ Vivilorg Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES || STUDIES = STUDY SUBMISSIONS Kizer Namh
—
Prepare For New Data Version
Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services' Dispatcher's Actions Modeling Impact
Data Available for Sharing: YES on Quality of Cardiopulmonary Resuscitation After Sudden Cardiac Arrest
Requests: See Requests Tab
Study Details
Phase Condition or Disease
- Select an Option - et Out-of-hospital Cardiac Arrest (OHCA)
Intervention/Treatment
Protocol based
Brief Summary From Registry (if available)
Out-of-hespital cardiac arrest rate is common problem, because of high mortality rate, It is not clear incidence rate, epidemiology and outcomes in Lithuania
Ages Eligible for Study Sexes Eligible for Study Accepts Healthy Volunteers Actual Enroliment
18 Years and older ALL o

1. Study Details — Includes study metadata
2. Study Documents — Please see Section 5.12 Supporting Documents for Researchers Searching

For Studies

3. Administrative Details — Includes data contributor name, Study ID, DOI, study Therapeutic
area

< Vivliorg  Find Studies

—
DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS © ORGADMINDC v

GoB Prepare For New Data Version

Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services' Dispatcher's Actions Modeling Impact on Quality of Cardiopulmonary

Data Available for Sharing: YES Resuscitation After Sudden Cardiac Arrest
Requests: See Requests Tab

tail tudy Doct Administrative Details ese

Primary DOI Vivii ID Sponsor Protocol Id Acronym
https/handle test.datacite.org/10.70118/AQ00049712 VIV00049712 LITCPR

Data Package DOI(s) Available for this Study
https://handle.test.datacite.org/10.70118/AQ00049712.0

Data Contributor Organization Name Lead Sponsor Agency Lead Sponsor Agency Class

Data Contributor Org Lithuanian University of Health Sciences OTHER

Therapeutic Areas

Other Resources for Study

4. Research Team — Includes information about the Research team who contributed the data (if
applicable)
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5. History — Includes history of study listing and data package upload to the study. A history
entry will be written to the study history whenever data is loaded to a specific request, with the
request number included.

I 5
-y < viviiorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES | STUDIES = STUDY SUBMISSIONS ¢ User Name

e For New Data Version

Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services' Dispatcher’'s Actions Modeling Impact
Data Available for Sharing: YES on Quality of Cardiopulmonary Resuscitation After Sudden Cardiac Arrest
Requests: See Requests Tab

Date and Time Action Performed By Comments
6/2/26 3:06 pm Status changed to: extracted study from CT.Gav for NCT07622082 RUCHEOHA.N MKty
ruchi viliqa@gmail.com

Ruchi_QA ViviiAdmin

6/2/26 3:07 pm Status changed to: Awaiting Vivli Review e il ceer
6/2/26 3:08 pm Status changed to: Awaiting Curation by Curator RuchLQAVhAlAdmis Retmning Sudy o Auaking Curation
ruchiviviiga@gmail.com Status
Ruchi_QA ViviiAdmin
672126 3:09 pm Status changed to: Curation By Curator in Progress Q Accepted study for Curation
ruchi.viviiqa@gmail.com
6/3/26 11:15 am Status changed to: internal Review By Head Curator in Progress RuchlQA_VivitAdmin
ruchiviviiga@gmail.com
63726 11:15 am Status changed to: Qc Review of Curation - Head QC Reviewer Alerted RuchL gAML dmin
ruchi viviga@gmail com
Ruchi_QA_ViviiAd)
6/2/26 11:15 am Status changed to: QC Review of Curation - Reviewer Enlisted chi-o) i Accepting for QC Review

vwhqa@gmall.com

6. Data Package — Displays the existing data package that is stored in the platform. Please see
Section 5.5 Upload Data Package Directly into the Study

N
& . 4 .
-y < vivliorg  Find Studies
DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS © ORGADMINDC v
—
Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services’ Dispatcher's Actions Modeling Impact on Quality of Cardiopulmonary

Data Available for Sharing: YES Resuscitation After Sudden Cardiac Arrest
Requests: See Requests Tab

Histo Data Package Chat

SUBMITTED DATA PACKAGE CONTENTS - PRESS DOWNLOAD BUTTON TO DOWNLOAD EACH FILE Upload

WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name size Uploaded By File Type Publicly Available
v v v v
datarequests_actions_awaiting_11032026.csv 49.00kB Org Admin DC Statistical Analysis Plan
draft_data_requests_3112026 (1).csv 32.00kB Org Admin DC Protocol O
Requestedstudies(6).csv <1kB Org Admin DC Data Dictionary O
VM_Billing Export_Report_5_6_2026.csv 321.00kB Org Admin DC IPD

7. Chat — Related to Study Submissions (for researchers sharing their own data)
8. Usage — See Section 2.6 Study Usage and Public Disclosure Metrics
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9. Requests — Data Requests related to this study (includes both drafts and submitted data
requests). To download the request list, go to report and select “Studies (Org Admin)”. Please
see Section 4.5 Report of Data Requests and Studies

e Y

| B | > *

\ I8 < vivliorg  Find Studies
DASHBOARD ~ REPORTS  DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS S s DAk
Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services' Dispatcher's Actions Modeling Impact
Data Available for Sharing: YES on Quality of Cardiopulmonary Resuscitation After Sudden Cardiac Arrest
Requests: See Requests Tab

Requests

Requests List:

#00049716 - Data 1 by p com

#00045719 - Data Req Sample 4 by P

#00049722 - Data Request Sample 6 by Req

Pending TOS by om

#00049728 - Vivil User Manual Doc Test 2026-06-05 by pi com

- Pending by p

#00049750 - Data Package Visibility - 1 by req; 1@vivii

#00049766 - Damo Data Request by Rag; com

2.6 Study Usage and Public Disclosure Metrics

Metrics on the usage and public disclosures involving studies are available on the “Usage” tab.

1. Goto the studies tab and go to the posted section.
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i
wmay < vivliorg  Find Studies

e DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS Wear Hama

Studies
All studies from my organization drafted, submitted, listed or cancelled on the Vivli platform
@ In Progres: Posted Cancelled ! + Add study
| (e
&
Title Status Posted Sponsor 1D NCTID 1D
i v O mmiddiyyyy B 7 v s oy
Prehospital Processess Optimization and Emergency Medical Services'. 2026-06-03 LITCPR NCT07622082 Yes
Validation of the French Version of the New Mobility Score (NMS) in H... Posted 2026-06-03 G9HCL25 0571 NCT07622095 Yes
Half-dose Ticagreler Monotherapy Versus Standard Dual Antiplatelet T... Posted 2026-06-03 KSVGH 23-CT12-07 NCT07622056 Yes
Preschoolers' Health Literacy Project: A Cluster-Randomized Controlle... Posted 2026-06-03 Pre-HELP-2025 NCT07624695 Yes
Walking and Thinking - Brain Activity During Complex Walking in Stroke Posted 2026-06-03 4-1349/2026 NCT07624630 Yes
Page Size:  100® TtoSofs Page 10of1

2. Open the study and click on the “Usage” tab.
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il
f 5
-—ary

< Vivliiorg  Find Studies

DASHBOARD ~ REPORTS  DATAREQUESTS  ENQUIRIES | STUDIES  STUDY SUBMISSIONS € UserName

Prepare For New Data Version

Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services' Dispatcher's Actions Modeling Impact

Data Available for Sharing: YES on Quality of Cardiopulmonary Resuscitation After Sudden Cardiac Arrest
Requests: See Requests Tab

Usage

Views

o

Access of Data Package All usage metrics

o

Study data package included in an approved research proposal

2

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.

Public Disclosures

Download of Study Documents

o

Mo citations found

from 06/03/2026 to 06/03/2026

of study

Study documents are documents made available to a resear ¢ f————

3.

Cookie Policy EEA Disclosure Policy ContactUs

Under “Usage” will see the following fields:

a.

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. This metric counts the number of times a study document is
downloaded. For more information see Section 5.12 Supporting Documents for
Researchers Searching For Studies

Total 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 placing the data into a secure research environment or (when
allowed) downloading the data. Every time a data package is accessed by download or
re-uploaded into a secure research environment, including if the data package is
accessed multiple times in the same research proposal, this is counted.

Study data package included in an approved research proposal:

This metric counts the number of times a data package is included in an approved
research proposal.

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
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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.
4. The “Public Disclosures” field includes all Public Disclosures linked to this study through a Vivli
Data Request.

a. 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. For more information, please see Section 7 Public
Disclosures & Publications & Summary of Results

< Viviiorg  Find Studies

CENTER FOR GLOBAL CLINICAL AESEARCH DATA

DASHBOARD ~ REPORTS  DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS € User Name

Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services' Dispatcher's Actions Modeling Impact
Data Available for Sharing: YES on Quality of Cardiopulmonary Resuscitation After Sudden Cardiac Arrest

Requests: See Requests Tab

Usage Public Disclosures

Views Download of Study Documents

0 ) Test journal, 2024, doi:
Access of Data Package All usage metrics

o from 06/03/2026 to 06/03/2026

Study data package included in an approved research proposal
4

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.

of study di

Study documents are documents made available to a researtdem——o0oH»—.

y Cookie Policy EEAL

5. You may also view citations linked to a specific data request form by navigating to a data
request and clicking on the “Citations” tab. This tab is visible after the request reaches the data
upload stage.
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mvaury  auicksmvioowe v & uvosmreauests ) provioeRRoGHE

R Request: 48991, PI: test ewd
Go Bl Status: All Data Packages Provided and Available Download PDF

‘Szabados, Bemadeit E, Yuen, Kobe C., Grivas, Pelros, Hussain, Maha, Oudard, Stephane, Gschwend, Jirgen E, Albers, Peter, Castellano, Dariel, Nishiyama, Hiroyuki, Daneshmand, Siamak, Shama, Shout, Zim

>
a0 Lupus NephrisOutcomes Using ClicalTral Data
s ey 9 o
>
mune-Reated Advrse Events vith Eficacyin Paients With Small Cell Lung Cancer 3 Second Anaiysis of Phase 3 IMpower{33 Randerized Ciical Trls”
o ¢ & i s (@  ViewDisclosure
>

2.7 Study Search Results— Download

e To search for studies on the Vivli platform using the search page, https://search.vivli.org/ enter
a search term into the “Keyword search” bar where it says, ‘What are you looking for today’.To
view the studies found by the search, click on the number of studies found in the bottom bar .

y < vivliorg  Find Studies

DASHBOARD ~ REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORG ADMINDC v

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

KEYWORD SEARCH

What are you looking for today?

STUDY DESIGN § SPONSOR INFORMATION LOCATION START DATE

INTERVENTIONAL STUDIES FUNDER . From
Select Multiple

Select Multiple | Select Multiple

OBSERVATIONAL STUDIES CONTRIBUTOR END DATE

From
Select Multiple Select Multiple

STUDY PHASE SAMPLE SIZE

Select Multiple

For anyone with an active Vivli Account, a download button is available on the search results page, to
the left of the “Close” link.
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CENTER FOR GLOBAL CLINICAL RESEARCH BATA

diabetes

STUDY DESIGN

INTERVENTIONAL STUDIES
Select Multiple

OBSERVATIONAL STUDIES
Select Multiple

STUDY PHASE

Select Multiple

SPONSOR INFORMATION

SPONSOR TYPE
Select Multiple
SPONSOR
Select Multiple

SAMPLE SIZE

—

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES

Diabetes testing study

Amrutha123
Diabetes
Exercise

Type 1 Diabetes EXercise Initiative: The Effect of Exercise on Glycemic Control in Type 1
Diabetes Study

T1-DEXI
Type 1 Diabetes
Intervention/treatment: Observational study including assigned study exercise (aerobic exercise or
resistance circuit exercise or intermittent high-intensity interval exercise) as well as self-reported typical
activity and exercise over a 4-week period

A Phase |ll, Randomised, Double Blind, Placebo-controlled, Parallel Group, Efficacy, Safety
and Tolerability Trial of Once Daily, Oral Doses of Empagliflozin as Adjunctive to inSulin
thErapy Over 52 Weeks in Patients With Type 1 Diabetes Mellitus (EASE-2)

NCT02414958 | 1245.69
Diabetes Mellitus, Type 1
Empaglifiozin, Placebo

STUDY SUBMISSIONS (3

< viviiorg  Find Studies

User Name

[ Js

View Study Details

Early Phase 1

View Study Details

Request Study

View Study Details

730

Clicking the download button will initiate a download of a CSV file containing one row for each entry in
the search results, with the following columns:

e NCTID

e Sponsor Protocol Id

e Title

e Acronym

e Condition or Disease

e Intervention/Treatment

e Therapeutic Area

e Phase

e Number Enrolled

e Contributor

e Lead Sponsor Agency

e Funder

e Data Accessibility

e Data Availability

e Primary Registry URL

e URL to Request Study from Sponsor
e  Other Resources for Study
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e Primary DOI

e  Brief Summary

e Additional Information

e Ages Eligible For Study

e Sexes Eligible For Study

e Accepts Healthy Volunteers
e Locations of Study sites

e Public Disclosures

e Vivli URL

e Study Posted Date

3. Study Process

1. Avresearcher can submit an enquiry using the Vivli platform regarding the availability of a Vivli
Member study not listed on Vivli using the Vivli platform. Enquiry tab allows Vivli and
Organization Administrators to receive, respond to, and track enquiries in one place.

2. The researcher fills out one Enquiry form for multiple studies that will be part of a single
research project, even if the studies are from multiple Vivli Members.

3. Vivli Members will see the entire Enquiry form, with studies from that member on the top and
editable, and studies from other contributors below their studies and as read-only, including any
feedback and decisions made by the other Vivli Members.

4. Only Organizational Administrators can see and review Enquiries waiting for review for your
organization.

3.1 Enquiry Dashboard

1. Once you have logged in to the dashboard, you can navigate to Enquiries using the Enquiries tab
in the dashboard to see Enquiries with outstanding reviews.
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< vivli.org  Find Studies

ey
DATA REQUESTS ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name

o e
View My Organization + Roles

& Download

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli

Organization Administrator and Data Upload Guide

Disclosures Data Uploads |Enquiries |

Data Requests
0]

Enquiry ID Number of My Studies Days in Current Step Requested By Action Required

Requested By

Days In Current Step
Requester Sample

9

280 1
Days In Current Step Requested By )
Review

Enquiry ID Number of My Studies
8 Requester Sample

281 1

Enquiry ID Number of My Studies

sure Policy Contact Us

Privacy Cookie Polic

In the main dashboard, clicking on the ‘Review’ button next to a specific enquiry will take you

2.
directly into that enquiry, see Section 3.2 Enquiry Format for details of how to navigate an

enquiry:
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< vivli.org  Find Studies

| 1 1)
DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS User Name

Save Save & Notify

Status: Review Date Submitted: 2026-06-03

Enquiry Id: 281

Requester Name

Requester Email
Requester-Sample@vivli.testinator.com Requester Sample
Your Institution Country
Data Contributor Anguilla A
Purpose The Vivli Members Page provides information on each member and their policy for sharing
datasets
Enquiry Example
- NCTID :;ﬂ:ﬁ},‘:s Study Title D Notify an "Save & Notify":
NCTO1116375 =i Does Treating Obstructive Sleep Apnea in Obese Canadian Youth Improve Blood Sugar .
Control? A Multi-Centered Prospective Cohort Study Data Contributor
OR Data Contributor Org
Sponsor ID Sponsor: Katz, Sherri Lynne, M.D.
1234

Clinical Trials:

Primary Completion Date: 2014-07-31

ontact Us

’

To see all your organizations enquiries (not just those awaiting your action), click on ‘Enquiries

in the top menu. This will show the Enquiries Overview by status.

< vivliorg  Find Studies

. .
—
DASHBOARD ~ REPORTS ~ DATAREQUESTS | ENQUIRIES = STUDIES  STUDY SUBMISSIONS

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA
Search enquiries

© ORGADMINDC v

Questions to Vivli Members about the availability of their studies not listed on the Vivli platform, or additional information on studies that are listed

Awaiting My Action Draft Eng t
D Requester Purpose Submitted status #of Studies
v v v

v v
6/3/2026 7:53:34 pm Review

Requester Sample purpose new

4. The status bar contains 6 sections:
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e Awaiting my Action: Displays Enquiries that needs your decision. It includes Enquiries where at
least one of any contributor's studies does not have a final response.

e Draft: Displays Enquiries that are being drafted but not yet submitted.

e Enquiry Validation: Displays Submitted Enquiries that are in Vivli's review.

e Review: Displays Enquiries that are in review by Members. This includes Enquiries awaiting your
action and Closed Enquiries.

e  Withdrawn: Displays Enquiries that were withdrawn

e Archived: Displays Enquiries where the final decision is made.

5. Each Enquiry recorded on the Enquiries overview displays the Vivli Enquiry ID, Requester Name,
Purpose of research, Date Submitted, Status of the Enquiry, and the Number of Studies in each
Enquiry.

Note: The Enquiries are sorted to show the most recently submitted at the top

< viviierg  Find Studies

DASHBOARD ~ REPORTS  DATAREQUESTS | ENQUIRIES | STUDIES  STUDY SUBMISSIONS € User Name

Enquiries

Questions to Vivli Members about the avallabllity of thelr studies not listed on the Vivil platform, or additional Information on studles that are listed

Search enguiries

Awaiting My Action nquiry Validatior W
— 8 a | B

1 Reguestar Purpose Submiited Status # of Studies

b v v v 7 v
281 Requester Sample Enquiry Example 6/3/2026 4:33.26 pm Review 1
280 Requester Sample purpose new 6/3/2026 2:53:34 pm Review i

PageSize: 100~ Tte2of2 Page 1ot1

6. You can search for Enquiries using one of the following fields (you can only view Enquiries where
one of your studies has been enquired about). Search starts looking for the matching items as
soon as you type the first letter and is case-insensitive. The numbers point out the number of
enquiries that match the search criteria and the status of the enquiry:

Enquiry ID

Requester Name or Email

Purpose of analysis

NCT ID

Sponsor ID
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e Study Title
e Member Organization
< vivliorg  Find Studies

© ORGADMINDC v

[ 1] s 3
-y
DASHBOARD ~ REPORTS ~ DATAREQUESTS | ENQUIRIES | STUDIES  STUDY SUBMISSIONS

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA
281

Enquiries
Questions to Vivli Members about the availability of their studies not listed on the Vivli platform, or additional information on studies that are listed
[&8)

Review

status # of Studies

Purpose Updated Submitted
v v

D Requester
v v

v v
6/15/2026 9:36:24 pm 6/3/2026 9:33:26 pm Review

Enquiry Example

Requester Sample

Page Size:  100¥ Tto10f1 Page 1 of 1

You can export all your Enquiries to a CSV file by clicking the down arrow.

<f viviiorg  Find Studies

Usar Namea

STUDIES STUDRY SUBMISSIONS

DASHBOARD REPORTS DATAREQUESTS | ENQUIRIES

CINTER FOR GLOBAL CLINICAL AFSEARCH DATA

Search enquiries

Enquiries
Questions ta Vivll Members about the availabllity of their studies not listed an the Vivil platform, or additional Informatlon on studles that are listed

Awaiting My Actlon Draft on v
i Requester Purpose Submitted Status # of Studies
7 7 7 v v v
281 Requester Sample Enquiry Example B/3/2076 4:33:76 pm Review 1
6/3/2026 2:53:34 pm Review 1

280 Requester Sample purpose new

Page Size: 100°% Tt2of2 Page 10of 1
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8. The downloaded file contains:
e Vivli Enquiry ID
e Requester Name
e Purpose of research
o Date Submitted
e Status of the Enquiry
e Number of Studies

3.2 Enquiry Format

1. You can view a draft Enquiry by clicking on the Enquiry but you cannot respond or record a
decision.

< vivliorg  Find Studies

DASHBOARD ~ REPORTS  DATAREQUESTS | ENQUIRIES = STUDIES  STUDY SUBMISSIONS O sauy v

Enauiry d: 129 Date Submitted:

Requester Email Requester Name
VivTestQA+DataRequester@gmail.com QA- Data Requester
Your Institution Country
TESTGSK Afghanistan e
Purpose The Vivli Members Page provides information on each member and their policy for sharing datasets
test
Please enter an NCT Id or Sponsor Id if the study is on clinicaltrials.gov, or enter the study title.
- NCTID Study Title Data Contributor
NCTO1499445 ARandomised, Double-blind, Double Dummy, Placebo-controlled, Parallel-group Study to Evaluate the Efficacy and BioLINCC (a data-sharing platform funded by the ..
Safety of GW685698X 100mcg Administered Once Daily Either in the Marning or the Evening and GW685698X 250mcg
Administered Once Daily in the Evening All Administered by Inhalation Via DISKHALER for 28 Days in Subjects With Sponsor: GlaxoSmithKline
OR Persistent Bronchial Asthma,
Sponsor ID
FFA20001
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2. You will receive an email notifying you when an Enquiry is ready for review.

Vivli Enquiry (ID 9) is ready for your review Inbox x S B
Y Vivli Center <noreply@vivii.org> T:0TAM (3hours ago) Yy “
. to info, bce: me
Vivli Enquiry (ID 9) from Researcher Data Requester, is ready for your review. Please advise if the study or studies are available for consideration for sharing upon receipt of a full data request. If
studies are available for sharing, please use the response field to indicate how the researcher may request the studies (via listing on the platform or as an unlisted study request or direct for
sharing).
Click here to view and respond to this enquiry
Thanks,
The Vivii Team
. - 4 1 .
== Vivli
( < Reply \_‘l ( < Reply all \] ( ~ Forward \_‘l
3. To view a submitted Enquiry, go to the Dashboard Enquiries tab, search for the enquiry and
click on ‘Review’ go to the “Review” Status bar and click on the Enquiry
= 5 N
a . .

< vivliorg  Find Studies

DASHBOARD | REPORTS ~ DATAREQUESTS ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORGADMINDC v

Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli Organization Administrator and Data & Download
Upload Guide ownloac

Data Requests Disclosures Data Uploads Enquiries

1] | S
Enquiry ID Number of My Studies Days in Current Step Requested By Action Required
v v v v v
Enquiry ID Number of My Studies Days In Current Step Requested By
280 1 13 Requester Sample

4. When you open the Enquiry, you can see Enquiry ID, Status, and Date Submitted on the top.
The body of the Enquiry contains the Requester's Email, Requester Name, Requester
Institution, Country, purpose of their Enquiry and a link to the Vivli Member’s page. Then
you can see the list of studies for which they have submitted an Enquiry. Note: If an Enquiry
is related to the existing data request, Vivli team will place a note in the Purpose field.
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DASHBOARD ~ REPORTS ~ DATAREQUESTS ~ ENQUIRIES  STUDIES

. .
< Viviiorg  Find Studies

STUDY SUBMISSIONS | € ORGADMIN DC ¥

Enquiry Id: 280  Status: Review Date Submitted: 2026-06-03 Save

Requester Email Requester Name

Requester-Sample@vivli testinator.com Requester Sample

Your Institution Country

teg htr Guinea-Bissau

Purpose The Vivli Members Page provides information on each member and their policy for sharing datasets

purpose new

Status: Awaiting DC

Study Title: Half-dose Ticagrelor Monotherapy Versus Standard Dual Antiplatelet Therapy in Chronic Coronary Syndrome  Data Contributor: Data Contributor Org
review

~+  NCTID: NCT07622056
After Percutaneous Coronary Intervention: a Randomised Pilot Trial With PRU-guided Pharmacodynamic Assessment

5. Click the + button to expand the study information. You can also see the details of other
Member studies enquiries at the bottom of the Enquiry form as read-only.

= BN
f i o) - =
< vivliiorg  Find Studies

DASHBOARD  REPORTS  DATAREQUESTS | ENQUIRIES | STUDIES  STUDY SUBMISSIONS € User Name

Enquiry Id: 281  Status: Review Date Submitted: 2026-06-03 m

Requester Email Reguester Name

Requester-Sample@vivli.testinator.com Requester Sample

Country

Your Institution
v

Data Contributor Anguilla

Purpose The Vivli Members Page provides information on each member and their policy for sharing
datasets

Enquiry Example

NCT ID: NCTO1116375 Study Title: Does Treating Obstructive Sleep Apnea in Obese Canadian Youth Improve Blood Data Contributor: Data Status:
Sugar Control? A Multi-Centered Prospective Cohort Study Contributor Org Awaiting DC
review

6. For studies registered on Clinicaltrials.gov, you can see the NCT ID, Sponsor ID, Study
completion date (Actual Study Completion, not Estimated), Study Title, Clinical trials link,
and Sponsor name. This information is pulled from the Clinicaltrials.gov website. In addition,
you can see the Data Contributor name completed by the Data Requester.
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Enquiry Id: 280  Status: Review  Date Submitted: 2026-06-03

Notify on "Save & Notify’

-| nao Study T
Therapy in Chronic Coronary Syndrome After Percut:

Sponsor: Kaohsiung Veterans General Hospital.

OR

This Study is listed on the Vivli Platform

Clinical Trials:

https:/clinicaltrials.gov/show/NCT07622056

Primary Completion Date: 20241231

Discussion:
Data Requested: 6/17/202643856pm  Org Admin DC Comments from the Vivii team or the requester willbe seen here
« Clinical Documents
« SummaryData
Response (]
v
New
Awaiting DC review
Reason o
N e
Comment Add Commen 3

To save comments please click "Save" or "Save & Notify" button.

7. Inaddition, for studies registered on Clinicaltrials.gov, you can track previous enquires for
the same study by clicking the “Previous Enquiries”

Enquiry Idi 280  Status: Review  Date Submitted: 2026-06-03

onary Syndrome After Percur

D:
D:

OR
Sponsor: Kaohsiung Veterans General Hospital.

This Study is listed on the Vivli Platform

Clinical Trials:

Primary Completion Date: 2024-12-31

hitps:/clinicaltrials, gov/show/NCT07622056

Discussion:
Data Requested: 6/17/202643856pm  Org Admin DC Comments from the Vivii team or the requester willbe seen here
« Clinical Documents
* summaryData
Response °
v
New
Awaiting DC review
Reason o
N v
Comment Add Commen 3
To save comments please dlick "Save” or *Save &Notify” button.

8. The ‘Previous Enquiries’ link will open the Enquiries report under the Reports tab on the
Vivli platform. You can type in the NCT ID to find previous enquiries and see your previous
response. For more information see Section 3.4 Enquiries Report
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L4 L4
¥ vivliorg  Find Studies

User Name

STUDY SUBMISSIONS

DASHBOARD | REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES

Reports
Reports related to data requests, enquiries, and studles involving my organization
Available Report Types
) v I
Enquiries Report (Org Admin)
Enquiry id Researcher Contributar Contributor's response Denial Reason NCT ID sponsar ID
£ k i i i
291 Requester Sample Data Contributor Org New None NCT12345678
281 Requester Sample Data Contributor Org New None NCT01116375 1234
280 Requester Sample Data Contributor Org New None NCT07622056 KSVGH 23-CT12
NCTO7624630 4-1349/2026

578 iﬁ i.Iii i iii i Data Lontrlbulorori New None

9. Ifastudy is already listed on the Vivli platform, you will see a clickable note “This Study is
listed on the Vivli Platform” which takes you to the listed study. In such cases, pay attention
to the data requested field and the discussion field if the researcher is asking for more
information about the study, or if they have selected that they only want access to summary

data or documents.

- NCTID Previous Study Title Notify on "Save & Notify”

E
NCT07622056 e Half-dose Ticagrelor Monotherapy Versus Standard Dual Antiplatelet Therapy in Chronic Coronary Syndrome After
Percutaneous Coronary Intervention: a Randomised Pilot Trial With PRU-guided Pharmacodynamic Assessment Data Contributor
OR Data Contributor Org
Sponsor ID Sponsor: Kaohsiung Veterans General Hospital.

KSVGH 23-CT12-07

This Study is listed on the Vivli Platform

Primary Completion Date: 2024-12-31 Clinical Trials:

https//clinicaltrials.gov/show/NCT07622056
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<f vivliorg  Find Studies

N
' - Ly
User Name

STUDIES STUDY SUBMISSIONS

-mary
DASHBOARD  REPORTS  DATAREQUESTS | ENQUIRIES
m Bave SHoy

Status: Review Date Submitted: 2026-06-03
Data Contributor Org

Enquiry Id: 280
With PRU-guided Pharmacodynamic Assessment
Sponsor: Kaohsiung Veterans General

OR
Hospital.

Sponsor 1D
KSVGH 23-CT12-07

Clinical Trials: his Study is listed on the Vivli Platform

Primary Completion Date: 2024-12-31
httpsi/clinicaltrials.gov/show/NCT07622056

Discussion:

Data Requested:

+ Clinical Documents
* SummaryData

Response @
New b
Awaiting DC review Nao Data Found
e

Reason
v

None

10. For studies not registered on Clinicaltrials.gov, you can see the Study Title or relevant
information provided by the researcher. In addition, you can see the Data Contributor name

filled by the Data Requester.

¥ ViviLerz  Find Studles

-
[}
REPORTS DATA REQUESTS | ENQUIRIES STUDIES STUDY SLUAMISSIONS 4 User Nume

CTHTPR POR QLGRAL CLINICAL RFIFARCH GATA

DASHRCARD

Enguiry ld: 201 Sratus: Enguiry Validation  Dare Submitmed: 2026-06-12
- NCTID Previous Study Tite Data Contributor
NETTZ45E 7R S Uniisted Study Fxampls Data Contributor Org 00
Sponsar:
ar i
Sponzer D
Frimary Completion Dare: Clinical Triaks:
Discussion:
Raxponze a
o
New
Awaiting Validation
Haanurn o
~
No Data Found

Norie

11. In addition, each study will have the following fields:
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Data requested: This is the type of data requested by the Researcher. Three options
available are Clinical Documents, Participant Data, and Summary Data. They can select
one or more options.
Responses: This includes updates to the Enquiry discussion and decisions made by the
Data Contributor. Below are the available options:
i. None — No responses
ii. New — Meaning no one has responded yet — this is the initial default value
iii. Response from Requester — The Requester has added information to the
discussion. This is automatically set when the Researcher responds.
iv. Response from Data Contributor — The Data Contributor has added information
to the discussion. This is automatically set once you add a comment and click
Save or Save and Notify.
v. Response from Vivli — The Vivli Admin has added information to the discussion.
This is automatically set when the Vivli team responds.
vi. Eligible for Request as an Unlisted Study
vii. Study is Listed
viii. Not Available
Reason — When the response is Not Available, the reason field provides more
information. The following is the dropdown list:
i Study Completion Date criteria is not yet met.
ii. Data Sharing Prohibited by Consent, Legal, Regulatory, or Contractual
Constraints.
iii. Indications have not received market authorization.
iv. Likelihood of re-identification of patients given small number of patients
and/or involves a rare disease.
V. Not responsible for Data Sharing — The Data Contributor specified in the
Enquiry is not the one responsible for sharing this data
Vi. Other (See Discussion)
Comment — The Organization Administrator can add a comment about the Enquiry
Discussion — This includes all the comments provided by the Researcher, Vivli Admin,
and Organization Administrator for this specific study
Internal Information — This field is only visible to Vivli Admin and the Organization
Administrator. You may add internal notes in this section for studies that belong to your
Organization.
Date of Final Response — Date when you make a final decision
Request Number(s) —associated Data request ID.

56



Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

3.3 Recording Enquiry Decision

3.3.1

Record the decision individually for each study within the enquiry form.

An update of open enquiry requests is included in the Vivli summary. Please see Section 11.4
Vivli Summary to Organizational Administrators. Please do not respond to the enquiries through
the Vivli summary or directly to the researcher, instead please respond via the Enquiry tab on

the platform.

Save
The button allows you to save any information you provided on the enquiry
but doesn’t notify the researcher and the Vivli Admin

Save & Notify
The button allows you to save any information on the enquiry and notify

the researcher and the Vivli Admin
If you are responding to multiple studies in an enquiry, you may choose to use the Save button
to save the changes, and at the end you can click Save & Notify.

Eligible for Request

If the given study is Eligible for a data request, then you need to determine how to make the study
available for the researcher. For studies not registered on Clinicaltrials.gov and if the Sponsor ID is blank,
please provide the Sponsor ID if the study is eligible for a data request.

1.

If you want to make the study available in the search on the Vivli platform, then select the option
“Study is Listed” under Responses. Click on the “Save & Notify” Blue button on the top to notify
the Researcher.
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-—mary < Viviiorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS | ENQUIRIES STUDIES STUDY SUBMISSIONS S

Enquiry Id: 280  Status: Review Date Submitted: 2026-06-03 Save

Primary Completion Date: 2024-12-31 Clinical Trials This Study is listed on the Vivii Platform

https://clinicaltrials.gov/show/NCT07622056

Discussion:

Data Requested:

= Clinical Documents.
* SummaryData

Response L]
New
None
No Data Found
New
Response from requester
Response from data contributor
Response from Vivli

Eligible for Request as an unlisted study Comment Add Comment

I Study is Listed

Not Available To save comments please click "Save” or
"Save & Notify" button.

2. If you do not want to list the study, then select the option “Eligible for Request as an Unlisted
Study” under Responses. Click the “Save & Notify” Blue button on the top to notify the Researcher.
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rF__ N

] - -

-ary < vivliorg  Find Studies
User Name

ENQUIRIES = STUDIES  STUDY SUBMISSIONS
Save Save & Notify

DASHBOARD  REPORTS  DATAREQUESTS

Enquiry Id: 280  Status: Review Date Submitted: 2026-06-03

Primary Completion Date: 2024-12-31 Clinical Trials This Study is listed on the Vivii Platform

https://clinicaltrials.gov/show/NCT07622056

Discussion:

Data Requested:

= Clinical Documents.
* SummaryData

Response
New
. No Data Found
New
Response from requester
Response from data contributor
Response from Vivli
I Eligible for Request as an unlisted study Comment

Study is Listed
To save comments please click "Save” or
"Save & Notify" button.

Not Available

2. If you select either of the options above, you will see an automated comment placed in the
discussion. "The data contributor has provided a final response on the availability of this study"

Y
| B . :
-ar <« viviiorg  Find Studies
DASHBOARD  REPORTS  DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS L] Unar Nama
Engquiry Id: 281 Status: Review Date Submitted: 2026-06-03 B Save & Notify
oR Data Contributar Grg
Soonsar [0 Sponsor: Katz, Sherri Lynne, M.D.
123
Primary Completion Date: 2014-07-31 Clinical Trials:
clnicaltrials & CT01116275
Distussion:
Data Requested: BIA2026 4:30:1 8 pm Ruchi_0A_vidiadmin The: data contributar has provided a final respanse on the avadability of this study L]
# Clinical Documents
» SummaryData
Respanse e
Mew e
Awaiting DC review
Reason e
N e
Mone

3. If the Sponsor ID field for that study is empty, please provide a Sponsor ID so this study can be
requested in a data request. If your study is listed on clinicaltrials.gov, please provide the
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sponsor ID associated with that listing. If it is not listed on clinicaltrials.gov, please provide an
internal sponsor ID. Once you've added the Sponsor ID, please click the “Save & Notify” button

on top."
4. Once you record your decision, you can see the date of the final response at the bottom of the

page. Note: Once you make a final decision, the discussion panel will be closed for new entries
by the researcher. You may continue to add comments as needed.

Date of Final Response: 2024-05-10

5. The researcher can add studies from the Enquiry directly into the data request form. In such
instances, the Enquiry will display the associated Data request ID once the data request is

submitted on the platform.
Date of Final Response: 2024-05-10 Request Number(s): 00048130

6. A note will also be placed in the data request form under Other Information

5N
'H - L
-y < viviiorg  Find Studies

3 , Title: Fi i i
Request: 49759, Title: Data Request From Enquiry - Edited name in edit mode Download PDF

Status: Submitted and Awaiting Vivli Request Form Check

O re User Name

DASHBOARD DATA REQUESTS ENQUIRIES STUDY SUBMISSIONS

Additional Contracts or Consultancies
NO

Commercial Funding
NO

|Other Information

| Lorem Ipsum edited

|This request was initiated from enquiry: 293

Requested Studies

Use of the Immunachemical Faecal Occult Blood Test (iFOBT) in Patients Presenting With Alarm Symptoms

Request Details/Print View and Referred to Colonoscopy in the Cancer Patient Pathway for Colorectal Cancer
Data Contributor: Data tudy IRP/Approver: Welicome Data Request Sponsor
ID: NCT03367611 Trust 1D: 00049759 121234

Contributor

Attached Files

NO FILES IN PACKAGE
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3.3.2 Not Available for Request

1. If the given study is not available to request, then select the option “Not Available” under
Responses.

' ]
-ar < vivliorg  Find Studies

DASHBOARD  REPORTS ~ DATAREQUESTS = ENQUIRIES = STUDIES  STUDY SUBMISSIONS € pam une

Enquiry Id: 280  Status: Review Date Submitted: 2026-06-03 m

Primary Completion Date: 2024-12-31 Clinical Trials This Study is listed on the Vivii Platferm

https://clinicaltrials.gow/show/NCT07622056
Discussion:

Data Requested:

+ Clinical Documents
& SummaryData

Response L]
New
None
No Data Found
New
Response from requester
Response from data contributor
Response from Vivli

Eligible for Request as an unlisted study Comment Add Comment

Study is Listed

To save comments please click "Save” or
"Save & Notify" button.

I Not Available

2. Select the reason for non-availability from the dropdown menu. Click the “Save & Notify” blue
button on the top to notify the Researcher.

61



Vivli Data Contributor Guide

Version 4.0
Confidential — Do not distribute

= 5N
[ ] s L
< vivii.org  Find Studies

-—mary
DATAREQUESTS | ENQUIRIES = STUDIES  STUDY SUBMISSIONS ¢ User Name

R
e it

Enquiry Id: 280  Status: Review Date Submitted: 2026-06-03

Primary Completion Date: 2024-12-31 Clinical Trials: This Study is listed on the Vivli Platform
https://clinicaltrials.gov/show/NCT07622056

Discussion:

None

Study Completion Date criteria is not yet met

Data sharing Prohibited by Consent, Legal,
'y, or C: C i

Indications have not received market
authorization

Likelihood of re-identification of patients
given small number of patients and/or

involves a rare disease
. o No Data Fe d
Other (See Discussion) o Data Foun

Not responsible for Data Sharing

None

Comment Add Comment

To save comments please click "Save" or
"Save & Notify" button.

sure Policy Contact Us

Privacy Cookie Policy EEA Dist

3. If you select the Not Available decision, you will see an automated comment placed in the discussion
saying, "Please see the member's page at https://vivli.org/members/ourmembers/ for more details
on the member's data sharing policy".

Discussion:
2112/2025 1:27:49 pm Karen Asada The data contributor has provided a final response on the availability of this study
M2/ 97- Please see the member's page at hitps://vivii.orgfmembers/ourmembers/ for more details
AT A pn Haren Asadd on the member's data sharing policy
4. Once you record your decision, you can see the date of the final response at the bottom of the page.

Note: Once you make a final decision, the discussion panel will be closed for new entries by the
researcher. You may continue to add comments as needed.

Date of Final Response: 2024-05-10

3.3.3 Enquiry Feedback to Researcher via Discussion field

1. You may add comments in the discussion field to obtain additional information from the researcher,
explain a reason for non-availability, or provide more information on the availability.
2. Type in your comments in the comments field and click the “Add comment” button.
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CUN TR FOR GLOBAL CLINICAL RFSEARCH DATA

DASHBOARD REPORTS

=f viviLerg  Find Studies

DATA REQUESTS

ENQUIRIES

STUDIES STUDY SUBMISSIONS User Name

Enquiry Id: 281  Status: Review Date Submitted: 2026-06-03

Data Requested: 6/3/2026 4:30:18 pm Ruchi_QA_ViviiAdmin

+ Clinical Documents
= SummaryData

Response @
New
Awaiting DC review

Reason L]

None

The data contributor has provided a final response on the availability of this study L]

Comment

Here is a sample message on the Enquiry

| Add Comment l

To save comments please click "Save” or
“Save & Notify" button.

Internal Information

Date of Final Response:

Request Number(s):

top to notify the Researcher.

CENTER FOR GLOBAL CLINICAL RESEABCH DATA
DASHBOARD

Your comments will show up in the Discussion field. Click on the “Save & Notify” blue button on the

=f Vviviiorg  Find Studies

REPORTS

Enquiry Id: 281  Status: Review Date Submitted: 2026-06-03

DATA REQUESTS

ENQUIRIES

STUDIES  STUDY SUBMISSIONS User Name:

=N

Data Requested: 6/3/2026 4:30:18 pm

Ruchi_QA_VivliAdmin

The data contributor has provided a final response on the availability of this study

® |

+ Clinical Documents
* SummaryData

Response o

New
Awaiting DC review

Reason 7]

None

Comment

Here is a sample message on the Enquiry

Internal Information

Date of Final Response:

Request Number(s):

To save comments please click "Save" or
"Save & Notify" button.

4. The copyicon

next to posted comment allows you to copy the comment and paste it.
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Discussion:
21212025 1:27:49 pm Karen Asada The data contributor has provided a final response on the availability of this study
2122025 1:27:49 pm Kaloh Atads Please see the member's page at https.//vivii.org/members/ourmembers/ for more details

on the member's data sharing policy

5. When the researcher responds, you will receive an email notification and their response will be
displayed in the discussion field.

6. Note: Once you make a final decision, the discussion panel will be closed for new entries by the
researcher. You may continue to add comments as needed.

3.3.4 Enquiry Study Status for Individual Studies

In addition to the overall Enquiry status, there is a Study-level Status that combines the Enquiry's status
with the decision about the Study. This will make it easier for the Organization Administrators to view an
enquiry and quickly determine the status of the studies within that enquiry.

1. For Studies with No decision Recorded yet.

a. Awaiting Initial submission Overall Enquiry is in draft and has never been submitted

b. Awaiting Resubmission - Overall Enquiry is in draft after being sent back to draft for revision
c. Awaiting Validation (Overall Enquiry is in state Enquiry Validation)

d. Awaiting DC review - Overall Enquiry is in review

e. Withdrawn (Overall Enquiry is in Withdrawn)

f.  Archived (Overall Enquiry is in Archived)

2. For Studies with decisions already recorded - e.g. response of Available or Not Available
a. Closed - Available as listed (Independent of the overall Enquiry status)
b. Closed - Available as unlisted (Independent of the overall Enquiry status)
c. Closed - Not Available (Independent of the overall Enquiry status)

Study-level Status is visible in the following areas:

1. Closed Enquiry Study panel, on the right side next to the Data Contributor name
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Enquiry id: &1 Siatus: Review Date Submitted: 2024-10-30

sharing datasets

o oo

The Wil Members Page provides information on each member and their policy for

+ NCTID: Study Title: Reactogenicily, Safety and Immunogenicily Study of GlaxoSmilhkline  Data Contributor: AbbVie Status:

MCTO3275389 (55K} Biologicals" Investigational Supra-saasonal Universal Influenza Vaccines - Closed -
Inactivated (SUIVe) (GSKIB16302A4) in Healthy Aduls Ayzilable

as lsbed

=+ NCTID: Study Title: A Prasa 3, Multicanter, Randomized, Doubla Blind, Placebo-Controlled  Data Contributar: AbbVia Status:
MNCTO4115293 Study to Confirm the Salety, Tolerability, and Efficacy of Zilucoplan in Subjects With Closed -
Avzilabla

an

Generalized Myasthania Gravie

2. Open the Enquiry Study panel, on the left side below the ‘Response’ field

DASHBOARD

CINTER FOR GLOBAL CLINICAL RESEARCH DATA

Enquiry Id: 294  Status: Review Date Submitted: 2026-06-12

Primary Completion Date: Clinical Trials:

Discussion:

6/12/2026 2:55:14 pm Ruchi_QA_VivliAdmin

Data Requested:

6/12/2026 2:55.14 pm Ruchi_QA ViviiAdmin

+ Clinical Documnents

Response

Not Available

Closed - Not Available

Reason
Study Completion Date criteria is not
yet met

Comment

Request Number(s):

Date of Final Response: 2026-06-12

< Viviiorg

DATA REQUESTS ENQUIRIES = STUDY SUBMISSIONS O re User Name

The data contributor has provided a final response on the availability of this study

Please see the member's page at https://vivil.org/members/ourmembers/ for more details
on the member's data sharing policy

Find Studies

@
L
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3. Enquiry Report, for each Study, the status shown in a column labeled "Study Status", in position after
the "Enquiry Status" field

-y < viviiorg  Find Studies

DASHBOARD | REPORTS | DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS € User Name

Reports RO e |

Reports related to data requests, enquiries, and studies involving my organization

Available Report Types

~
Enquiries Report (Org Admin) |
iy Primary 5 5 o, 2 A _
Enquiry Id sednbap Internal Information Request Number(s) for Study Requester's Purpose Enquiry Status Study Status
v v v v v v v

Lorem Ipsum

29 = TBD Draft Awaiting Resubmission
Enquiry Example

281 14-07-30 - TED Review Awaiting DC review
purpose new

280 24-12-20 « TBD Review Awaiting DC review
purpose 32

278 27-06-30 = TAD Enﬁuiri Validation AwditiniValidaliun

3.4 Enquiries Report
1. The Enquiries report will contain one row per requested study in a given Enquiry. If an Enquiry
has multiple studies, there will be multiple rows under the same Enquiry ID
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-y - viviiorg  Find Studies

DASHBOARD | REPORTS = DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS ¢ User Name.

Reports S e

Reports related to data requests, enquiries, and studies involving my organization

[Available Report Types

Standard Displav. 1 Data Request per Row (Org Admin)
Data Requests
Vivii 1d Lead Researcher e oamhey Lead Data Request Summary Report (Org Admin)
Full Export, 1 Requested Study per Row (Org Admin)
v - - Metrics Export (Org Admin)
Public Disclosures (Org Admin)
Research Team Report
49760 Standard Display, 1 Data Request per Row (Org Admin)
Standard Export, 1 Data Request per Row (Org Admin)
EnquiryReport
49721 ged def University of Haifa Faroe [Enauiries Report (Org Admin)
crrictine
49755 Requester Sample Lorem Ipsum Albania - Data Contributor Org 1 1

Second Affiliated Hospital

49717 s test 1 of LR University of Estonia = _Dara Contriburar Ore 1 1

2. The following fields are displayed in the Enquiries report (the scrolling bar is at the bottom of the
report to scroll to the right):

e EnquiryID

e Researcher (Enquirer)

e Contributor

e Contributor's Response

e Denial Reason

e NCTID

e SponsorID

e Study Title

e Discussion

e Date Submitted

e Date Final Response

e Researcher Institution

e Study Primary Completion Date
e Internal Information

e Request number(s) for study
e Requester's Purpose

e Enquiry Status

e  Study Status

3. You can also export all your enquiries to a CSV file by clicking the down arrow.
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[CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD

REPORTS

DATA REQUESTS

ENQUIRIES

STUDIES

STUDY SUBMISSIO

=¥ Viviiorg Find Studies

NS ¢ User Name

Reports

Reports related to data requests, enquiries, and studies involving my organization

Enquiry 1d

eport Tvpe

I:' Hide Filters

linuulrles Report (Org Admin)

-
291 Requester Sample Data Contributor Org T
231 Requester Sample Data Contributor Org N
280 Requester Sample Data Contributor Org e

278 BSteieesama e ors New

None

None

None

Nane

NCTID

NCT12345678

NCT01116375

NCTO7622056

NCTO7624630

1234

KSVGH 23-CT12

4-1349/2026

4. The downloaded file contains:
e Enquiry ID
e Researcher
e Contributor
e Contributor's response
e Denial Reason
e NCTID
e SponsorID
e Study Title
e Discussion
e Date Submitted
e Date Final Response
e Researcher Institution
e Study Primary Completion Date
e Internal Information
e Request Number(s) for Study
e Requester's Purpose
e Enquiry Status
e Study Status

68



Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

4. Reviewing Data Requests

4.1 Overview

¢ Vivli respects Members’ data-sharing policies as noted on their member’s page.

e Organizational Administrators are notified of any request for their data.

e Team members with only the Data Uploader rights cannot view or review the data requests until
they reach the data upload stage.

¢ Information about the approval, reasons for non-approval, DUA, and public disclosures are
publicly available Metrics on the Vivli website Metrics Page.

e Below is the overall review process

aliNy,
o v,

» Revisions 4

Research team
requests
studies

Data request
review

Data Use Data contributor Research team

anonymizes the
data requested
and uploads it

conducts
analysis

Agreement
signed

4.2 Data Request Review

e You will receive an email when a data request is ready for review.

e Only Organizational Administrators can view Data Requests waiting for review for your
organization.

e You must log in with your account to see Data Requests directed to your organization
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4.2.1 Navigating to Data Requests

1. Once you have logged in to the dashboard, you can navigate to the Data Request Overview to see all
of your organizations Data Requests using the toolbar at the top of the screen. To view data
requests with outstanding actions, use the ‘Data Requests’ tabs of the main Dashboard:

Wiy < vivliorg  Find Studies
—

DASHBOARD | REPORTS ~ DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS 0 sauy v

Vivi Dashboard

Your dashboard is a consolidation of all the itemns within Vivi that require your action. Use the tabs to view your actions. For more see the Vivli O and Data
Upload Guide & Download

Data Requests Disclosures Data Uploads Enquiries

Vivli 1D Request Title Lead Investigator ;aey: inCuzent ;““:J';“:Z' ity Requested By Action Required
v v v v v v v
. ) ]
ig it tributc
00003331 Jarrod Chat Test 1 ST YR e
Lead Investigator Days in Current Step Number of My Studies
Lt 1128 3
. . o Y i it itributc
00003359  Stan - try 2 with correct capitalizaion vk Pl
Lead Investigator Days in Current Step Number of My Studies
Data Requester 1104 1
Vivli ID Request Title a e b
i it itributc
00003453  test8933 EOEEY AP
Lead Investigator Days in Current Step Number of My Studies
dcffvr rrerere 1009 1
- Revi Data Contributc
00003321  bill test 2056-2 s

2. Clicking on the blue buttons on the main dashboard will take you into a specific data request that
requires an action such as recording your review decision, or uploading data
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< vivli.org Find Studies

DASHBOARD = REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS A

Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli 4D ]
Organization Administrator and Data Upload Guide ownloa

Data Requests Disclosures Data Uploads Enquiries
7
3 0] (1]
. y Days in Current Number of My . N
Vivli ID Request Title Lead Investigator Step Sridice Requested By Action Required
v g v v v g v
Vivli ID Request Title
00049717 Data Request Sample 2
Lead Investigator Days in Current Step Number of My Studies
req test 1 3 1
Review Data Contributor
00049716 Data Request Sample 1 A
Lead Investigator Days in Current Step Number of My Studies
Test Request 2 1
Vivli ID Request Title o o = i
N . eview ata Contributor
00049732 Pending Review A
Lead Investigator Days in Current Step Number of My Studies
Requester Sample 1 1

Vivli ID Request Title
00049721  Data Request Sample 5 HpleadiDRa Basage

3. Clicking on ‘Data Requests’ in the top toolbar or the drop-down will take you into the Data Requests
Overview that will show you all of your organizations data requests.

4. The Data Requests Overview displays a status bar at the top of the page which displays all the data
requests for your organization’s studies.

wmay < vivlierg  Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS € User Name

Data Requests Search dats requests

Data Requests for studies provided by Vivii Members

Awaiting My Action @ Draf @ Active Not Approve withdrawn Archived ¥

————f] 2] 1]

Vivli ID: 00049750

Data Package Visibility - 1 (Studies: 5) At least one Data Package Provided and Available
noqu.mussy. Requester-1 QA
Lead Researcher: 1 R1

Vivli 1D: 00049732

Pending Review (Studies: 1) Data Contributor Review
Requested By: Requester Sample
Lead Researcher: Requester Sample

Vivli ID; 00049716
Data Request Sample 1 (Studies: 1) Data Contributor Review

Requested By: Requester Sample
Lead Researcher: |est Request
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5. The status bar contains 6 sections:

Awaiting My Action: Displays Data Requests that are awaiting your action.

Draft: Displays Data Requests that are being drafted but not yet submitted.

Active: Displays Data Requests that are in progress. This includes requests in the Vivli form check stage,
requests that were sent back for revision, requests in the Data Contributor Review stage, IRP review
stage, DUA validation stage, awaiting data package upload stage, and requests where some or all of the
data packages have been uploaded. It also displays requests currently in the analysis stage, awaiting
results review and awaiting publication review.

Not Approved: Displays Data Requests that are denied. It also temporarily displays requests where
revisions were requested until the Vivli Admin moves the requests to draft.

Withdrawn: Displays Data Requests that were withdrawn.

Archived: Displays Data Requests that were completed including those with publication or summary of
results provided

6. The ‘Awaiting My Action’ section displays a quick view of all the Data Requests awaiting action
including requests waiting for approval and requests where data upload is required. By default, the
requests are sorted by request number, in descending order (newest first)

e N Y
| 1| 3 -
ey < viviLerg  Find Studies

CLNTE FON GLOBAL CLINICAL RESEARCH UATA

DASHBOARD  REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS [ 1 User Nama

Data Requests SR—

Data Requests for studies provided by Vivlii Members

Awaiting My Action 7] L7

Vivli 1D: 00049750

Data Package Visibility - 1 (Studies: 5) At least one Data Package Provided and Available

Requested By: Requester-1 QA
Lead Researcher: R1 R1

Vivli 1D: 00049732

Pending Review (Studies: 1) Data Contributor Review
Requested By: Requester Sample
Lead Researcher: Requester Sample

Vivli ID: 00049716

Data Request Sample 1 (Studies: 1) Data Contributor Review
Requested By: Requester Sample
Lead Researcher: Test Reques(

Cookie Policy EEA Disclosure
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7. Each data request recorded on the overview displays the Vivli ID, Project name, Total studies count
in parenthesis at the end of the Project name, Lead Investigator Name, Requester’s Name, and
current status of the data request. From the data request overview, reviewers can also hover over
lengthy request titles to view the full title.

e i
| 4 L4
by < vivliorg  Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS © sy v

Data Requests 2507

Data Requests for studies provided by Vivli Members

Active

Vivli ID: 00002607
Alzheimer's dementia (Studies: 2) All Data Packages Provided and Available

@ o o
Requested By: Data Requester
Lead Researcher: Stanley Neumann

4.2.2 Data Request Overview — Search Feature

1. You can search for data requests using one of the following fields (you can only view data requests
where one of your studies has been requested):

e Data Request Title/Project Name

e Data Request ID

e Submitter Name or Email

e Lead Investigator Name or Email

e Member Organization

The numbers in the status bar represent the number of requests that match the search criteria for

that status.
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CLNTEN PO GLOBAL LLINIGAL HESEARCH DATA

DASHBOARD  REPORTS

< vivlierg  Find Studies

DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS Usor Nama

Data Requests

Data Requests for studies provided by Vivii Members

Awalting MyAchn@ @ Oraf @ Act

Vivli ID: 00049732

Pending Review (Studies: 1)
Requested By: Requester Sample
Lead Researcher: Requester Sample

45732

Data Contributor Review

DASHBOARD REPORTS

DATA REQUESTS

Once you search for a particular data request, you can export all visible records to a CSV
file by clicking the down arrow. You can also export all your data requests to a CSV file
without any filtering.

=f viviiorg Find Studies

User Name

ENQUIRIES

STUDIES STUDY SUBMISSIONS

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivii that require your action. Use the tabs to view your actions. For mere information see the Vivli

Qrganization Administrator and Data Upload Guide

Data Requests Disclosures

Vivii ID Request Titla Lead Investigator
W - -
Vivli 1D Reguest Title
00049717 Data Request Sample 2
Lead Investigator
req test 1
Vivli ID Request Title
00049716 Data Request Sample 1
Lead Invest
Test Request
Vivli 1D Request Title
00049732 Pending Review
Lead Investigator
Requester Sample
vivli 1D Request Title

00049721

Data Uploads

Numbar of My
Studies

Days in Current
step

Days in Current Step

Days in Currant Stap

2

Days in Current Step
1

View My Organization + Role:
& Download

Enquiries

Requested By Action Required

Review by Data Contributor

Number of My Studies

1
Review by Data Contributor

Number of My Studies
1

Review by Data Contributor

Number of My Studies
1
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3. The downloaded file contains:

e Data Request ID

e Request Title/Project Name

e Submitter/Requester Name and Email
e Lead Investigator Name and Email

e Request Status

e Date of the last action

e Data Contributor Organizations

4. An alternative way to navigate a data
Standard Display report will automati

request is to click on ‘Reports’ in the top toolbar. The
cally appear, and you can enter, for example the Vivli ID or

the researcher name into the filter, and the associated requests will appear. Click on the record

to be taken into the request.

NN
| . < *
o < vivliorg  Find Studies
DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS 0 sALLY v
Reports
Reports related to data requests, enquiries, and studies involving my organization
Available Report Types
Standard Display, 1 Data Request per Row (Org Admin) ~
Vivlitd Lead Researcher ::::::“"h” Lead Researcher Country  Data Contributors g:;:::‘z’a‘zl'c‘ :'ys o Total Studies Requested Current Status Active Actions Requ
2704 5 v v v v v v v v
« Abbvie
2704 Nick Jones UCSF « Roche 2 4 Draft Yes
« Novelion Therapeutics
« Pfizer Inc.
4.2.3 Data Request Form
. . . . . . , . . .
1. From the main Dashboard, if you click on ‘Review by Data Contributor’ and it will take you into the

data request. Data Requests appearing on this screen of the dashboard have already gone through the

Vivli Admin form check and are ready for Dat

a Contributor, or Data Upload.
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< vivliorg  Find Studies

DASHBOARD | REPORTS  DATAREQUESTS ~ ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORrRGADMINDC v

—
Vivl Dashboard
Your dashboard s a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivii O and Data
Upload Guide
Data Requests Disclosures Data Uploads Enquiries
vivli ID Request Title Lead Investigator ?:ey: in,Currant ;“l‘:‘::i’ oEaly, Requested By Action Required
v v v v v v v
Vivli ID Request Title
00049716 Data Request Sample 1
Lead Investigator Days in Current Step Number of My Studies
Test Request 14 1
Vivli ID Request Title
00049732 Pending Review
Lead Investigator Days in Current Step Number of My Studies
Requester Sample 13 1
Vivli ID Request Title
00049765 Upload Request Example Spigad et Bacare
Lead Investigator Days in Current Step Number of My Studies
Requester Sample 3 2
2. When you open the data request, you can see the Vivli Request number, Pl name, and the
current status of the data request on the top.
e BN

< viviiorg  Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS O sauy v

Include Risk Score Download PDF

Research Data Request: PrintView
Vivli ID: 00048680
Research Team

Lead Investigator

Sarah Jones

sonkar@vivli.org
Computer Science

Loyola University Chicago
Country: Aland Islands

Education or Qualifications

Lead Researcher: MD, PhD; General Medicine Fellowship; Dr. Jones has extensive experience in biolnformatics and in designing research projects that synthesize previously collected data

Name of the degree

Request Details/Print View .

Education Institution

Boston Lead

4. Inthe “Request Details/print view” tab of the data request form, the last comments, if
any entered during the Vivli form check approval will be displayed on top.
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Sarah ok

L Elibi Inchain Mk Sooen " # Fu rcars Aggany

Research Data Request: Predicting Treatment Response to combination drugs in patients with type 2 diabetes

Wivil I0: 00003469

Comments from the Vivli Team

In e laak rownd of neview, Wivil Member 1 requesiod nevisions. As B resail P added an sddational study. For detaded indarmation on The changes made, piease see altachment “2020_00_20
il 10 DO0OCMAA._form check comparsan IEpart” in chal. Afry changes 1o studies are considered 2 major evision and hersions dat GontrButnns an provided with the: opportunity 1o Teview the
PIoposal with hese revisons.

Research Team
Lead Investigator
Sarah Jones
Sjonosucs] educ
Prcfessoe

Usivsersity of Caliormia, S Francsos
CRCID D 00000 1 AR M ouniry: United States of America

Education or Qualifications

4. The data request form can be viewed online, or downloaded as a PDF. To download the PDF
version, click on ‘Download PDF’ in the top right corner.

- .. - .
[} < vivli.org  Find Studies
DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS (4 User Name
Request: 49717, PI: req test 1 N O
© Ba Status: Data Contributor Review Include Risk Score ‘ > Cannot Fulfill J Process Request Download PDF
Research Data Request: Data Request Sample 2 I
Vivli ID: 00049717

Research Team
Lead Investigator

req test 1

Requester-Sample@vivli.testinator.com

TestPosition

Second Affiliated Hospital of Jiangxi University of TCM

Country: Estonia

Education or Qualifications

Qualificationsss Newly Pellentesque ipsum diam, consequat sit amet ex vitae, rutrum varius nunc. Ut consectetur est sed lacinia tincidunt. Praesent

bibendum nisl sit amet quam suscipit, et sodales mi molestie.

Request Details/Print View Name of the degree

Doctorate

Education Institution

Institute32

Privacy Cookie Policy EEA Disclosure Policy Contact Us

5. APDF version of the request will be downloaded to your machine and can be opened and saved
or printed
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=  Data Request: PrintView 9 — 100% + B ©

Research Data Request: PrintView
Vivli ID: 00048680

Research Team

Lead Investigator

Sarah Jones

sonkar@yvivli.org

Computer Science

Loyola University Chicago
Country: Aland Islands
Education or Qualifications

Lead Researcher: MD, PhD; General Medicine Fellowship; Dr. Jones has extensive experience
in biolnformatics and in designing research projects that synthesize previously collected data

Name of the degree

Computer Lead

6. Allthe newly submitted data request forms will have responses filled out by the Researcher
related to Artificial Intelligence and Machine Learning.

< vivli.org  Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name

Request: 49716, PI: Test Request o
ques . au Include Risk Score ‘ * Cannot Fulfill Process Request Download PDF
Status: Data Contributor Review

Al/ML Question(s)

Please answer the following questions related to use of Artificial Intelligence (Al) and Machine Learning (ML). Also, review the Vivli policy in this document:
Vivli AI/ML Model Requirements

Please confirm if you will be using any Artificial Intelligence or Machine Learning in this request? *

® No

Yes

Study Design

Brief Description

. ) ) There are many variations of passages of Lorem Ipsum available, but the majority have suffered alteration in some form, by injected humour, or
R e randomised words which don't look even slightly believable.

Outcome Elements Categorization/Definitions

The standard chunk of Lorem Ipsum used since 1966 is reproduced below for those interested. Sections 1.10.32 and 1.10.33 from "de Finibus Bonorum
et Malorum" by Cicero are also reprodiiced in their exact nriginal form accamnanied by English versions from the 1914 translation by H. Rackham.

Privacy Cookie Policy EEA Disclosure Policy Contact Us

7. You may view the risk score and its explanation by clicking the blue button “Include Risk Score”
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CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD REPORTS

~f vivliorg  Find Studies

DATA REQUESTS
Include Risk Score ‘ * Cannot Fulfill

Research Data Request: Data Request Sample 1

ENQUIRIES

Request: 49716, PI: Test Request
Status: Data Contributor Review

Vivli ID: 00048716
Research Team
Lead Investigator

Test Request
Requester-Sample@vivli.testinator.com
test position

Hannover Re (Germany)

Country: Cyprus

Education or Qualifications

test qualification

Request Details/Print View Name of the degree

redy

Education Institution

STUDIES

STUDY SUBMISSIONS

Process Request Download PDF

¢ User Name

Privacy Cookie Policy EEA Disclosure Policy Contact Us

8. This will uncover the Risk score and Risk Explanation in the data request form. Note, that
researchers have the option to select more than one model type but the score will reflect the

highest risk selection.

[CENTER 7OR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD  REPORTS

Request: 48680, PI: Sarah Jones
Status: Data Contributor Review

Risk Score

Not Allowed

Risk Category

Not Allowed

Risk Explanation

Model type: Machine Learning model, low risk + 1
Model data: De-identified, Not Allowed
Model usage: Export of model, Yes (Machine learning model), low risk + 1

Study Design

Brief Description

Description

Outcome Elements Categorization/Definitions

Request Details/Print View Proposed Research

Main Predictor / Independent Variable
nvkdvikdvdkl

DATA REQUESTS

ENQUIRIES  STUDIES  STUDY SUBMISSIONS

O say

Download PDF

9. Reviewers can read the Data Request Form online, or download a PDF copy by clicking on the
“Download PDF” button. Ensure to click “Include Risk Score” button to include the risk score and
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explanation.

< Vivli.org

DASHBOARD ~ REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS

Find Studies

O saLLy v

Request: 48680, PI: Sarah Jones e A
Status: Data Contributor Review

Risk Score

Not Allowed

Risk Category

Not Allowed

Risk Explanation

Model type: Machine Learning model, low risk + 1
Model data: De-identified, Not Allowed
Model usage: Export of model, Yes (Machine learning model), low risk + 1

Study Design

Brief Description

Description

Outcome Elements Categorization/Definitions
Request Details/Print View Proposed Research

Main Predictor / Independent Variable
nvkdvikdvdkl

=  Data Request: PrintView 9 100% + 8]

Research Data Request: PrintView
Vivli ID: 00048680

Research Team

Lead Investigator

Sarah Jones

sonkar@vivli.org

Computer Science

Loyola University Chicago
Country: Aland Islands
Education or Qualifications

Lead Researcher: MD, PhD; General Medicine Fellowship; Dr. Jones has extensive experience
in biolnformatics and in designing research projects that synthesize previously collected data

Name of the degree

Computer Lead

4.2.4 Artificial Intelligence (Al) and Machine Learning (ML) request review
Vivli Al/ML requests will have a calculated risk score based on researchers’ response. This score is
derived using the following criteria:

1. Model Type — Researcher indicates what type of model(s) will be developed in the analysis

80




Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

Model
Type

1. Machine

Learning Models Low

2. Artificial Neural
Networks (ANNs)
and Similar
Algorithms

Moderate

3. Generative
Models / Large
Language Models
(LLMs)

High Risk

2. Model data — Researcher confirms the type of data that will be used to train the model. Note, Vivli

only allows anonymized data to be

Lasso, Random Forests, Support
Vector Regression, Decision Tree,
K-Nearest Neighbors (KNN),
Gradient Boosting, Kernal
Machine, Boosting, Gaussian
Mixture models (GMMs)

Artificial Neural Networks
{ANNs), Convolutional Neural
Networks (CNNs), Recurrent
Neural Networks (RNNs),
Transfoermer Models (non-
generative)

GPT, Generative Adversarial
Netwaorks (GANs), Diffusion
models

imported.

Defined models similar in nature to standard
statistical models. Used for structured data and
low risk of unintended outputs. Interpretable,
well-defined models.

Powerful. Some consider these “black box”
models due to difficulty interpreting how decisions
are made within models. Increased complexity,
some difficulty in controlling outputs.

Concerns that these may “contain” external
data and may allow for identification of
complex patterns

+1

+2

+10

Untrained or No
external data is Very low
incorporated

Anonymized data
is contained inmy Low
model

De-identified
data is contained Not Allowed
in my model *

Identifiable data
is contained in my Not Allowed
model *

Unknown Not Allowed

Model is untrained on any data or
Model does not contain embedded external data

Model is trained on and includes anonymized data
(example clinical trial/registry data that is

anonymized)

Model is trained on and includes de-identified
data (example clinical trial data that has identifiers
de-identified, pseudonymized)

Model is trained on and includes identifiable data
or large datasets that may have significant overlap
with requested data (EMR of large hospital system

for example)

+0

+1

Not allowed

Not allowed

Not allowed

3. Model usage — Researcher indicates if the model will be exported from the Vivli secure research
environment. The export of artificial neural networks (ANNs) and generative/large language models

(LLMs) are not allowable.
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Data is used to confirm that a model is performing as expected, adjust

algorithms parameters, or to build custom model using the data in the
Export Of models (ND) Low environment. May take the learnings and create a model externally +0

with other data.
Export Df model type Exporting a Lasso, Iliandom Forests, SuEuport Vect.ur Regression, De.cision

Low Tree, K-Nearest Neighbors (KNN), Gradient Boosting, Kernal Machine, +1

1 (YES) = ELEMENT 1 Boosting, Gaussian Mixture models (GMMs)
Export of model type

Data used to te, train, lidate a model. The model / algorithi
20r3 ‘YeS) = Not Allowed* ata used to create, traln, or valldate 2 model. The madel / slgarithm Not allowed

does need to be exported.

ELEMENT 1

4. Usage risk — The Data Contributor evaluates whether the proposed data use aligns with your
organization’s internal risk tolerance across four key areas — competitive risk, trusted request history,
aim of the research, and commercial vs. academic institution.

Note, the Vivli Team provides the researchers prior experience with Vivli requests in the data request
comments of the form check to inform the trusted researcher variable. If the researcher has a prior
track record of Vivli requests, working with data contributors, or is a key opinion leader, this may be
considered very low risk.

Risk Level

Trusted researcher (prior track record of Vivli

requests or working w/a member e.g., KOL) DRI

Very Low

Low Competitive Risk Oor+1

Aims of the research (training of a product,
Moderate creating an algorithm for publication, patient care, Qor+1
placebo vs. active arm)

Higher Commercial vs. Academic Entity Oor+1

5. Data contributors should calculate the usage risk to reflect their organization’s internal risk tolerance
metrics. The usage risk metrics should not exceed + 3.
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How to calculate the Usage Risk

Data Contributors should evaluate the proposal for the following
considerations:

Trusted researcher (0 or -1)

Competitive risk (0 or +1)

Aims of the research (0 or +1)
Commercial vs. academic entity (0 or +1)

For each factor, assign one of the corresponding risk scores to reflect your organization’s

internal risk tolerance metrics. "
Total Usage Risk level m

Total Usage Risk Score= 0+1+1+1=3 Very Low risk +0
The Usage Risk total should not exceed 3. LOW risk +1
Moderate risk +2
High risk +3

5. Overall risk level for Al/ML request - Data Contributors should add the sum of all factors to find the
overall request risk score:

How to calculate the Overall Risk

Data Contributors should add the sum of the Vivli calculated risk and
usage risk scores to find the overall request risk score:

Example:
* Vivli calculated risk score = Low (+3)
* Usage risk score = High (+3)

Overall Request Risk Score = 3 + 3= 6 (Moderate Risk)
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6. Communication of Not Allowable Al/ML requests - If the request remains a low, moderate, or high-
risk request, the data contributor will continue with the feasibility process and record their decision. If

the calculation of usage risks causes the request to exceed 12 points, the request is Not Allowable, and
the Data Contributor should:

¢ Reach out in Contributor chat

* Record a denial decision on the platform

Risk Level for Al/ML Requests

Lower Risk: Total score of 1-4
Moderate Risk: Total score of 5-8
Higher Risk: Total score of 9-12
Not allowed

Request history

The request history tab shows the history of the data request, including decisions recorded by you or by
other member organizations involved in your data request. Request history also shows Vivli form checks,
data contributor review, IRP review, DUA validation events, data package upload, when data packages
are accessed via Research Environment or through download (based on member’s data-sharing criteria),
results exported, Research Environment de-provisioned, request archival and request withdrawal.

The request history holds PDF versions of the request form which are automatically saved each time the
request is submitted, and each time it passes Vivli form checks and is processed for data contributor
review. The Vivli admin, researcher, or data contributor can compare the PDF versions within this tab.
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The Vivli admin can also manually save a copy of the PDF at any stage if changes are needed to the data
request.

Features:

1. The request history can be filtered using the top row of available filters, and it can also be
exported to a .csv format by clicking the ‘Export History’ button.

y ~f viviiorg  Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS € UserName

Request: 49716, PI: Test Request

» ,
Status: Data Contributor Review N Cannot Fulfil ) Process Request Download PDF
Export History

Date and

~ Action Performed By Comments Compare
Time

7 7 7 hd |
6/3/26 11:40 am Initial Creation of Draft Data Request Requester Sample ™  DataRequest for NCT07622082

Request History
6/3/26 11:45 am Status changed to Submitted to Vivli. Requester Sample L] Submitted by Requester Sample
@ File Name: DrSnapshot-00049716-03-
6/3/26 11:46 am Data Request Print View saved. Requester Sample Jun-2026-03-46-22.pdf , Request [}
Submitted.

6/4/26 2:47 pm Status changed to Awaiting Data Contributor Review Ruchi_QA_ViviiAdmin

@ File Name: DrSnapshot-00049716-04-
6/4/26 2:48 pm Data Request Print View saved. Ruchi_QA_VivliAdmin Jun-2026-06-48-16.pdf , Vivli Form O
check completed.

Privacy Cookie Policy EEA Disclosure Policy Contact Us

2. The request history holds a PDF version of the data request form which is saved each time the
request is submitted or passes Vivli form checks and is processed for data contributor review.
These different versions can be downloaded and viewed by clicking on the file name in the
‘Comments’ column.
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‘CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD REPORTS

~<f Vivli.erg  Find Studies

DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS User Name

Request: 49717, PI: req test 1

< Go Bac
Status: Data Contributor Review

Dats
ate and 1+ Action
Time

W

6/3/26 11:53 am Initial Creation of Draft Data Request

Request History 6/3/26 1:22 pm Status changed te Submitted to Vivli.

Process Request Download PDF
Export History

Compare

X Cannot Fulfill

Performed By Comments

Requester Sample (®  Data Request for NCTO7624695

Requester Sample L] Submitted by Requester Sample

6/3/26 1:23 pm Data Request Print View saved.
6/3/26 2:15 pm

6/3/26 2:15 pm Data Request Print View saved.

Status changed to Awaiting Data Contributor Review

@ File Name: DrSnapshot-00049717-03-
Jun-2026-05-23-07.pdf . Request

submitted.

0

Requester Sample

Ruchi_QA_VivliAdmin

@ File Name: DrSnapshot-00049717-03-
Jun-2026-06-15-28.pdf
check complete

Ruchi_QA_VivliAdmin

Privacy Cookie Policy EEA DI

osure Policy Contact Us

3. Two versions of the saved PDFs can be compared by checking the boxes in the ‘Compare’

column, and clicking the ‘Compare’ button

‘CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD REPORTS

< vivli.org  Find Studies

DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS User Name

Request: 49716, PI: Test Request
Status: Data Contributor Review

<Go Back

Date and

~ Acti
Time ten

6/3/26 11:40 am Initial Creation of Draft Data Request

Request History

6/3/26 11:45 am Status changed to Submitted to Vivli.

6/3/26 11:46 am Data Request Print View saved.
6/4/26 2:47 pm

6/4/26 2:48 pm Data Request Print View saved.

Privacy Cookie Policy EEAD

e Policy Contact Us

Status changed to Awaiting Data Contributor Review

Process Request Download PDF

> Cannot Fulfill

Performed By Comments Compare
v v e
Requester Sample L] Data Request for NCT07622082
Requester Sample L] Submitted by Requester Sample
@ File Name: DrSnapshot-0004971 6;037

Requester Sample

Ruchi_QA_VivliAdmin

@ File Name: DrSnapshot-00049716-04-
Jun-2026-06-48-16.pdf , Vivli Form
check completed.

Ruchi_QA_VivliAdmin
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4. A compare PDF will be downloaded, which will show the two documents with differences
highlighted

Note: The two-page view can differ from browser to browser.
For pdf compare, to open 2 page view:

In Acrobat: click on menu in the title bar - in the drop down click on View -> Page Display -> 2 Page
View

In Chrome, or Firefox: Click on the three dots on the upper right, and choose Two Page View

In Edge: In the ribbon, about in the middle is an icon that looks like two pages - that has an drop
down to choose between 1 page and 2 pages.

In Safari - Right click and select "two page continuous"

Green highlighted sections indicates text that has been inserted:

Research Team

Education Institution

University of California, San Francisco Lead Investigator
Piscipline Amrutha Baskaran

Psychiatry datarequester.vivli@gmail.com

Professor at the great wonderful university of America
Boston University

Country: American Samoa

Year Received
2000
Education or Qualifications

Years of Secondary Analysis . . ; .
In placebo controlled randomized clinical trials of new therapeutics for moderate to severe

5-10
Conflicts of Interest and Plan for Management

In placebo controlled randomized clinical trials of new therapeutics for moderate to severe
psoriasis patients, some patients assigned to the placebo arm experience clinical improvement in
their psoriasis signs. The basis for this observed improvement is not clear. Possible explanations
include: random fluctuations in disease severity, increased attention to skin care instigated by
study personnel translating into mere diligent application of emollients by the subject, or the
subject experiencing the psychological benefit of inaccurately believing that he or she is receiving
effective experimental therapy (i.e., the true “placebo” effect).

psoriasis patients, some patients assigned to the placebo arm experience clinical inprovement in
their psoriasis signs. The basis for this observed improvement is not clear. Possible explanations
include: random fluctuations in disease severity, increased attention to skin care instigated by
study personnel translating into more diligent application

Name of the degree

PhD in Psychology

Education Institution

University of California, San Francisco

Red highlighted sections indicate text that has been deleted:
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Aims/Objectives and Hypotheses

In placebo controlled randomized clinical trials of new therapeutics for moderate to severe
psoriasis patients, some patients assigned to the placebo arm experience clinical improvement in
their psoriasis signs. The basis for this observed improvement is not clear. Possible
explanations include: random fluctuations in disease severity, increased attention to skin care
instigated by study personnel translating into more diligent application of emollients by the
subject, or the subject experiencing the psychological benefit of inaccurately believing that he or
she is receiving effective experimental therapy (i.e., the true “placebo” effect). In addition to
these explanations, it is also possible that seasonal fluctuations in ambient UV exposure may
account for some of the response observed among placebo patients. The purpose of the
proposed research is to investigate if and to what extent fluctuations in ambient UV exposure
could be causing improvements in psoriasis among patients being treated with placebo.

There is evidence from the dermatologic Ilterature for seasonal variation in psoriasis severity:
Pascoe and Kimball (2015) collected PGA (Physici: Global Assessment) scores from
psoriasis patients in a large New England-based healthcare system analyzed the data for
seasonal variations, and noted that a higher percentage of psoriasis patients were clear or
almost clear in the summer than in the winter, with statistically significant variation in the

percemage ol patlents who were clear or aimost clear across the different seasons. This

y [ il because UV (i iolet) light exp is greater in the summer
than in the winter, with the difference in exposure more marked at higher latitudes, and because
UV exposure is known to ameliorate psoriasis. However, the results from Pascoe and Kimball
may be confounded by the concomitant treatments that the psoriasis patients were receiving at
their office visits. To eliminate the effect of this confounding, analysis of controlled clinical trial
data would be valuable.

Purpose of Analysis

New research question to examine treatment safety
Research that confirms or validates previously conducted research on treatment safety

Aims/Objectives and Hypotheses

In placebo controlled randomized clinical trials of new therapeutics for moderate to severe
psoriasis patients, some patients assigned to the placebo arm experience clinical improvement in
their psoriasis signs. The basis for this observed improvement is not clear. Possible
explanations include: random fluctuations in disease severity, increased attention to skin care
instigated by study personnel translating into more diligent application of emollients by the
subject, or the subject experiencing the psychological benefit of inaccurately believing that he or
she is receiving effective experimental therapy (i.e.. the true “placebo” effect). In addition to
these explanations, it is also possible that seasonal fluctuations in ambient UV exposure may
account for some of the response observed among placebo patients. The purpose of the
proposed research is to investigate if and to what extent fluctuations in ambient UV exposure
could be causing improvements in psoriasis among patients being treated with placebo.

Purpose of Analysis

New research question to examine treatment safety
Research that confirms or validates previously conducted research on treatment safety

Outcome(s)

Inform Patient Care Decisions

Algorithm for predicting treatment response
Clinical trial patient selection / recruitment
Funding application / grants

Blue/purple highlighted sections indicate text has been moved from one section to another

Suppurativa treated with Adalimumab

Aim: To assess the impact of body weight (measured in kg) upon rates of clinical response (as
measured by HISCR) in participants with Hidradenitis Suppurativa treated with Adalimumab in
the PIONEER 1 and PIONEER 2 studies.

4) The effect of Adalimumab therapy in Hidradenitis Suppurativa upon anemia of chronic disease
Aim: To assess the impact of Adalimumab therapy upon hemoglobin levels in patients with pre-
existing anaemia compared with placebo in PIONEER 1 and PIONEER 2 studies.

5) Assessing the normal variability of lesion counts and disease activity in Hidradenitis
Suppurativa.

Aim: To assess the variability of lesion counts and disease activity (as measured by descriptive
statistics) over time in the placebo arms of the PIONEER 1 and PIONEER 2 trials in patients with
Hidradenitis Suppurativa.

Purpose of Analysis

New research question to examine treatment effectiveness on secondary endpoints and/or within
subgroup populations

New research question to examine treatment safety

Research that confirms or validates previously conducted research on treatment effectiveness
Research that confirms or validates previously conducted research on treatment safety

Qutcome(s)

Inform Patient Care Decisions

Algorithm for predicting treatment response
Clinical trial patient selection / recruitment
Optimization of clinical trial parameters

4) The effect of Adali b therapy in Hi itis Suppurativa upon anemia of chronic disease
Aim: To assess the impact of Adalimumab therapy upon hemoglobin levels in patients with pre-
existing anaemia compared with placebo in PIONEER 1 and PIONEER 2 studies.

5) Assessing the normal variability of lesion counts and disease activity in Hidradenitis
Suppurativa.

Aim: To assess the variability of lesion counts and disease activity (as measured by descriptive
statistics) over time in the placebo arms of the PIONEER 1 and PIONEER 2 trials in patients with
Hidradenitis Suppurativa.

In this regard, overweight and obesity, weight gain and body composition measures have
received increasing attention as potential prognostic and predictors factors of toxicity in BC,
besides their well-known role as risk factors for the development of BC, particularly in the
postmenopausal setting.

Purpose of Analysis

New research question to examine treatment effectiveness on secondary endpoints and/or within
subgroup populations

Research that confirms or validates previously conducted research on treatment effectiveness
Research that confirms or validates previously conducted research on treatment safety
Preliminary research to be used as part of a grant proposal

Outcome(s)

Inform Patient Care Decisions

Al algorithm

Algorithm for predicting treatment response
Clinical trial patient selection / recruitment
Optimization of clinical trial parameters

There is a summary at the end of the document of all changes made:
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Changes Summary

1. INSERT

Left Page: N/A

Right Page: 1

Comments from the Vivli Team

12. INSERT

Left Page: N/A

Right Page: 1

3. Create and Enquiry with a Vivli Listed study

2. INSERT
Left Page: N/A
Right Page: 1

13. INSERT

Left Page: N/A

Right Page: 1

4. Click on Study is Listed link

1. Comment 1 Added by Vivli Admin;

3. INSERT

Left Page: N/A

Right Page: 1

2."1.Login as Vivli Admin

14, INSERT

Left Page: N/A

Right Page: 1

5. Study details page opens in new tab

4. INSERT

Left Page: N/A

Right Page: 1

2. Go to Any data request

15. INSERT

Left Page: N/A

Right Page: 1

6. Observe that the studydetails link from devint 1s
opened"

5. INSERT

Left Page: N/A
Right Page: 1

3. Go to Studies Tab:

16. DELETE
Left Page: 1
Right Page: N/A
vbjkdv

6. INSERT

17. INSERT
Left Page: N/A
Right Page: 1
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The additional tabs on the left contain information about the data request:

wmhy < vivli.org  Find Studies

DASHBOARD  REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS € UserName

Request: 49732, PI: Requester Sample ‘ i}
Sc X
Status: Data Contributor Review Include Risk Score Cannot Fulfill Process Request | BINTILEREIS

Research Data Request: Pending Review

Vivli ID: 00049732
Research Team
Lead Investigator

Requester Sample

Requester-Sample@vivli.testinator.com
Lorem Ipsum

Lorem Ipsum

Country: American Samoa

Education or Qualifications

Lorem Ipsum

Request Details/Print View Name of the dEgree

Lorem Ipsum

Education Institution

Lorem Ipsum

Privacy Cookie Policy EEA Disclosure Policy Contact Us

e Studies tab: lists all the studies associated with the data request. Studies appear sorted by data
contributor name (alphabetically) with your Organization’s studies appearing on top. The studies tab
also provides information about the availability of the stored data package. If there was a stored
data package for that study on the Vivli platform, at the time the researcher added the study to the
data request, you will see a note next to the study card as, “Data already on the platform”. If the
study didn’t have a stored data package, for that study on the Vivli platform, at the time the
researcher added the study to the data request, you will see a note next to the study card as “Data

to be loaded after approval”. The studies tab within the data request has a download button that
provides a CSV list of all the studies in that data request. The CSV contains the following fields:
Sponsor ID, Study ID, IPD Uploaded, Study Title, Principal Investigator of the study (not data
request), Sponsor Name, Data Contributor Name, IRP/Approver Name, and Data Request ID. For
multi-sponsor data requests, you will see a list of all the sponsor studies in the Studies tab.
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= BN
| s :
wmiy < viviiorg  Find Studies

Request: 49718, Pl: req hen ATAREQUESTS | ENQUIRIES  STUDIES  STUDYSUBMISSION  UserName  ginpC v

Status: Awaiting IRP/Reviewer Approval

Request: 49718, Pl: req hen
Status: Awaiting IRP/Reviewer Approval
dnzle REQUESTED STUDIES I:l

VIVLI-LISTED AND PROVISIONED STUDIES

Qa\f-dase Ticagrelor Monotherapy Versus Standard Dual Antiplatelet Therapy in Chronic Coronary Syndrome After Percutaneous Coronary Intervention: a Randomised Pilot Trial W...

Stdy ID: NCTO7622056_ Sponsor ID: KSVGH 23-CT12-07 Settings: Edit Settings
Data Request ID: 00049718 Data has been loaded for this and future requests Data already on platform
Data Contributor: Data Contributor Org  IRP/Approver: Vivl Data available in secure research environment only

%alkmg and Thinking - Brain Activity During Complex Walking in Stroke

Study ID: NCTO7624630  Sponsor ID: 4-1349/2026 Settings: Edit Settings
Data Request ID: 00049718 _ Data has been loaded for this and future requests Data already on platform
Data Contributor: Data Contributor Org  IRP/Approver: Vivii Data avallable in secure research environment only

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

EXTERNAL DATA

No Studies Found

Privacy Cookie Policy EEA Disclosure Policy Contact Us

A B C D E F G H | J
1 |SponsorID Study Id Ipd Uploaded Study Title Principal Investigat Sponsor Name Data Contributor Ne IRP/Approver Name Data Request Id
2 |P42-05 TRUE A Multicenter, Placebo-Controlled, Parz Vivli Member Vivli Member IRP Organization 2553
3 205687 NCT03085797 FALSE A Randomised, Double-blind, Parallel G Vivli Member Vivli Member IRP Organization 2553

e Status Update tab: Please see Section 4.5.3. Status Update. For the DUA Subtab, please see Section
4.6. Data Use Agreement

e Attachments tab: any other documents included by the data Requester. Note: attachments are also
visible at the end of the “Request Details/Print View” tab. Please download a copy of the
attachments for your review.

e Request history tab: shows the history of the data request, including decisions recorded by you or
by other Member Organizations involved in your data request. Request history also shows Vivli form
checks, Data Contributor review, IRP review, DUA validation events, Data package upload, when
data packages are accessed via Research Environment or through download (based on member’s
data-sharing criteria), Results exported, reported Safety concerns, Research Environment
provisioned, Research Environment de-provisioned, Request Archival and Request Withdrawal.

e Signed Agreements tab: shows the executed signed Data Use Agreement and any further DUA
extension forms. Note: You will see the executed DUA after the request is approved and the DUA is
executed.

e Chat tab: Please see section 11.1 Chat.
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e Research Team tab: Shows all of the Researchers in the Research Team and lists information about
their Affiliation, Country, Email, Role(s) and Status Details.
o Status Details:

= Account Enabled: Means this Researcher has an active Vivli account. All Lead
Researchers must have an Active Vivli Account and Access to the Data Request.

= Account Not Found: Means the Researcher does not have a Vivli Account.

= Account Disabled: Means this Researcher has a Vivli account, but they cannot
access the data request because it is disabled.

= Access to Dara Request Not Applicable: Means the Researcher does not have a Vivli
Account.

= Access to Data Request Granted for Admin: Means this Researcher can access the
Data Request form as an Admin.

= Access to Data Request: Means the Researcher has access to the Data Request
form.

= Access to Data Request Pending: Means the Researcher cannot yet access the Data
Request form.

= Access to Data Request Denied: Means the Researcher cannot access the Data
Request form.

= Access to Data Granted: Means the Researcher can access the data.

= Access to Data Denied: Means the Researcher cannot access the data.

= Access to Data Pending: Means the Researcher cannot access the data.

= Data Access Training Completed: Data Access Training has been completed.

= Data Access Training Not Completed: Data Access training has not been completed.

< vidiorg  Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS @ sauy v

Request: 48130, PI: Richard Wilson D load PDF
Status: Submitted and Awaiting Vivli Request Form Check ownioa
RESEARCHERS

Name Y Affiliation Y  Country v Email Y Role(s) Status Details v

« Account Not Found
« Lead Researcher « Access to Data Pending
Richard Wilson xx Algeria X@s.com
« Statistician « Access to Data Request Not Applicable

« Data Access Training Not Completed

+ Account Enabled
i « Admin * Access to Data Request Granted
Emily Wison - angola datarequestervivii@gmail q
.com * Requester * Access to Data Pending

« Data Access Training Completed

« Account Disabled
« Access to Data Request Granted

Henry Anderson xx Panama nsrinivas@vivli.org « Additional Researcher
« Access to Data Pending
Research Team
+ Data Access Training Not Completed

« Account Enabled

« Access to Data Request Granted
Karen Asada N/A abaskaranos@gmailcom e Additional Researcher
« Access to Data Pending

« Data Access Training Not Completed

e Public Disclosures: Shows the individual public disclosures submitted by the Researcher for the 30-
day review. (This tab is visible after the request reaches the data upload stage).
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e (Citations: List of final citations linked to the specific data request. (This tab is visible after the
request reaches the data upload stage).
Once the secure research environment is started, the following tabs will appear on the data
request.
o Safety Concerns: Please see Section 10. Safety reporting
o Research Results: Results requested by the researcher.

e Secure Research Environment: Secure research environment tab can be accessed only by the
researcher.

4.2.5 Vivli Policies in Brief
Policies in brief for researchers are available on Vivli’s website. Researchers are provided with this
information while drafting the data request. Policies in brief provide a synopsis of the key policies that
govern the interactions between researchers and Vivli Members during the lifecycle of a research
proposal. These policies, in addition to being available on the website, are pointed out to researchers
once they submit a request.
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4.3 Study Settings at Data Contributor Review

Organizational Administrators have the opportunity to specify the study data storage behavior of each
study within the data request. i.e. a specific data package to be uploaded just for this particular request
or not. The current settings are below the “Edit Settings” button. To make the changes, click on “Edit
Settings”.

-wmar < vivliorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSION User Name MINDC v

Request: 49718, Pl: req hen
Status: Awaiting IRP/Reviewer Approval Download PDF
REQUESTED STUDIES

VIVLI-LISTED AND PROVISIONED STUDIES

Qa\f—dcse Ticagrelor Monotherapy Versus Standard Dual Antiplatelet Therapy in Chronic Coronary Syndrome After Percutaneous Coronary Intervention: a Randemised Pilot Trial W...

Study ID: NCTO7622056_ Sponsor IDi KSVGH 23-CT12-07 Settings: Edit Settings
Data Request ID: 00049718 Data has been loaded for this and future requests Data already on platform
Data Contributor: Data Contributor Org  IRP/Approver: Vivli Data availzble in secure research environment orly

%alkmg and Thinking - Brain Activity During Complex Walking in Stroke

Study ID: NCTO7624630_ Sponsor ID: 4-1349/2026
Data Request ID: 00049718
Data Contributor: Data Contributr Org  IRP/Approver: Vivii

Settings: Edit Settings
Data has been loaded for this and future requests Data already on platform
Data available in secure research environment only

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

EXTERNAL DATA

No Studies Found

Privacy Cookie Policy EEA Disclosure Policy Contact Us
The following pop-up will display on the page:

e To load a specific data package for this particular study for this particular request, click
the checkbox “Data loaded for this request only.”

e To load a full data package for this particular study which can be stored in the secured
vault for automatic provision, please uncheck the checkbox “Data loaded for this
request only.”

Advanced settings for the study NCT03085810 in this data request only

This study currently has a stored data package. If you would like to use that stored package for this request,
uncheck the option "Data loaded for this request only".

v Data loaded for this request only
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In addition, the Organization Administrators can see whether a particular study package is available in
the secure research environment only or downloadable (view only)To make any changes to the
download setting, please contact Vivli at support@.vivli.org.

= BN
| B ] s s
ey <7 Vivli.org  Find Studies
DASHBOARD  REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS ¢ User Name
Request: 49717, PI: req test 1 ]
X
Status: Data Contributor Review | Cannot Fulfill | Process Request Download PDF
grudies REQUESTED STUDIES @)

VIVLI-LISTED AND PROVISIONED STUDIES

Qreschoo\ers' Health Literacy Project: A Cluster-Randomized Controlled Trial of Multidisciplinary Educational Interventions in Preschool Children

Study ID: NCT07624695 Sponsor ID: Pre-HELP-2025 Settings: Edit Settings
Data Request ID: 00049717 N ata willbe [oaded for this and future requests Data to be loaded after approval
Data Contributor: Data Contributor Org  IRP/Approver: Vivli ata available in secure research environment only

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

EXTERNAL DATA

No Studies Found

Privacy Cookie Policy EEA Disclosure Policy Contact Us

Note: Edit settings are available only for listed studies and not for unlisted studies added to the data

request.
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4.4 Recording a Decision about a Data Request

To record the decision, use the options available in the upper right-hand corner of the screen.

< vivliorg  Find St

DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES  STUDI TUDY SUBMISSIONS € ORGA
Request: 49716, PI: Test Request - [EEOPS——

Research Data Request: Data Request Sample 1

Vivli ID: 00049716
Research Team
Lead Investigator

Test Request

Requester-Sample@vivli.testinator.com
test position

Hannover Re (Germany)

Country: Cyprus

Education or Qualifications
test qualification
Name of the degree

Request Details/Print View
redy

Education Institution

The data request decision options are:

X Cannot Fulfill .~ Process Request

4.4.1 Cannot Fulfill
1. You may use this option if the data request or all the studies in the data request don’t meet your
Organization’s Data-Sharing policy in accordance with your members' page

2. Any reason for being unable to fulfill a request needs to be transparent and listed as a reason for not
sharing on your member’s page.
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3. When recording the decision on the platform, click the "Cannot fulfill" button and then choose the
appropriate checkbox that matches your member's page. Please don't leave the reason for non-approval
blank. Please also check the “other reason for non-approval” checkbox to provide more context as to
why the request falls outside your policy.

Examples: this policy is out of the scope of our data sharing policy as the trial is still ongoing or this study is out of scope due to
ongoing litigation.

4. If the Organizational Administrators cannot fulfill the request for any reason, click Cannot Fulfill:

¥ Cannot Fulfill

5. A dialogue box will pop up where you can provide the reason for non-approval. Choose the
appropriate checkbox that matches your member's page. Please don't leave the reason for Non-
Approval blank:

Reason for Non-Approval

Please provide a reason for your non-approval.

Include any feedback for the researcher in the chat.

. The Data Request is not seeking access to anonymized patient level data

. The Data Request did not meet the data contributor/sponsor policies for informed consent
. The Data Request required data that was not collecied in the studies requested

. The Data Request competes with the data contributor/sponsor's publication plan

. The data contributor or sponsor doesn't have the legal authority to provide the data

. The data requested is not appropriate for the research proposal in the Data Request

. The Data Request's research proposal lacks clear scientific merit

B The Data Request's project aim is commercial or litigious

6. Reasons for Non-Approval include:
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10.

11.

° The Data Request is not seeking access to anonymized participant-level data

° The Data Request did not meet the data contributor/sponsor policies for informed consent

° The Data Request required data that was not collected in the studies requested

° The Data Request competes with the data contributor/sponsor's publication plan

° The data contributor or sponsor doesn't have the legal authority to provide the data

° The data requested is not appropriate for the research proposal in the Data Request

° The Data Request's research proposal lacks clear scientific merit (Please note: if your
organization uses the Independent Review Panel (IRP), this is option is not available to
members as a reason for denial at the Data Contributor review stage as this reason for denial is
reserved for the IRP, who is tasked with scientific review).

e  The Data Request's project aim is commercial or litigious

e  The Data Request is Out of Scope

e  The data requested is unavailable

e  The data requested cannot be shared due to ongoing regulatory activities
e  The data requested was not collected in English

To describe any other reason for non-approval, check “other reason for non-approval” and use the
comment box. (Please note this reason for non-approval will need to appear on your member’s
page. Additional reasons may not be added retrospectively to your member’s page).

Enter the reason(s) and press Ok. This will send an automated email to the Data Requester and Vivli
Administrator informing them of the decision.

This Data Request will now be categorized as “Not Approved” in the Data Request status bar and
your decision will be recorded in the Request history of the Data Request

For multi-sponsor requests, if your organization has recorded its decision but another organization
has not, the request will remain in the Data Contributor review stage under the Active status bar.
Vivli's team will follow up with the other appropriate member to record their decision. Once all the
decisions are recorded, the researcher may remove the not approved studies and move forward
with the rest of the studies from other members.

If a request is not approved, Vivli will reach out to you to confirm that this reason is listed and
transparent on your member’s page. Any final non-approvals will be reflected in the public metrics
once the data request governance process, including DUA execution, has been completed.
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4.4, 2 Scientific Comments at Data Contributor Feasibility stage

1. If your organization conducts a data contributor review step, this is the step where an organization
can apply additional non-scientific review criteria as outlined on Member’s page on the Vivli
website. If an organization uses the Independent Review Panel (IRP), it may not apply scientific or
methodological review during this stage as that review is reserved for the IRP.

2. If the science or methodology in the data request is unclear, please phrase your feedback as a
question. If the answer is needed to move forward, please inform the researcher.

3. If your therapeutic area team has scientific or methodology input for the researcher, these can be
shared with the researcher as suggestions, but a researcher does not have to make these changes.
Please make it clear that these are only suggestions and will not delay decision-making.

4. If your organization has concerns about the scientific merit or methodology, please raise these
concerns in the data contributor chat and the Vivli team will pass this on to the IRP.

5. If you have any questions or concerns, please email support@vivli.org

4.4.2 Request Revision
1. You may use this option to request a revision to a particular section of the data request form. Another
scenario is if you are willing to approve some of the requested study data but not all i.e. some studies
were non-approved. In this case, please let the Researcher know which studies don’t meet your
Organization Data Sharing policy and your reason for non-approval of the studies in accordance with
your members' page. Please see section 4.4.1 Cannot Fulfill for the list of reasons for non-approval. You
can request the researcher to remove those studies from your data request. Please note that partial
non-approvals of studies will be published on the Metrics page once the request passes the DUA
Validation stage. For minor revisions and fixing errors, please reach out to the Vivli Admin via open chat
before clicking the revision button. Then Vivli Admin can make the changes on behalf of the Research
team without sending the request back to drafts. This allows for a more efficient process for all involved.

1. If the Organizational Administrators require revisions to the Data Request Form, click Request
Revision:

2. Adialogue box will appear where you can enter the details of the requested revisions. It is best
practice to post your revision comments in the open chat for easy access to the Data Requester.
If you have long comments, please use chat instead of request history:
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Request Revision Comment

Please use the chat to describe any revisions that you are requesting.

3. When finished, click OK and this will send an automated email to the Data Requester informing
them of your decision.

4. This Data Request will now be categorized as “Not Approved” in the Data Request status bar and
remain in that status until the Vivli Admin resets it to drafts for the data requester to make the
revisions. At this stage, the data request will be in the Active section.

5. The Data Requester can review your comments regarding the revision in the request history
section.

6. Once the Data Requester has revised and re-submitted their request, the Vivli Admin will
summarize the changes and post their comments during the Vivli form check stage.

7. The Organizational Administrator may see the Vivli form check comments in the Request
Details/Print View tab and can review the request again if it's a major revision.

way < Vivliorg  Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS O sauy v

Request: 3469, PI: Sarah Jones ’ ( )
aues ) [ o e G ‘ X Cannot Fuffll ‘ Process Request | DRI L0G
Status: Data Contributor Review L )

Research Data Request: Predicting Treatment Response to combination drugs in patients with type 2 diabetes

Vivli ID: 00003469

Comments from the Vivli Team

In the last round of review, the request passed DCs feasibility checks, DC1, DC2, DC3 requested revisions, DC4 denied the request. X IRP/Approver approved the request, X IRP/Approver requested revisions. As a
result, the Pl updated the Study Design, Other Variables of interest, Project Timelines and Statistical Analysis Plan. For detailed information on the changes made, please see the attachment “2025_01_01 Vivli ID
0000XXXX_form check comparison report” in chat. Any changes to the SAP are considered a major revision and therefore, data contributors are provided with the opportunity to review the proposal with these
revisions.

Research Team

Lead Investigator

Sarah Jones

sf.educ
| | Professor
i D e University of California, San Francisco
ORCID iD: 0000-0002-1045-8336 Country: United States of America

Education or Qualifications

MD, PhD in Biostatistics

Name of the degree

100



Vivli Data Contributor Guide
Version 4.0

Confidential — Do not distribute

In addition, the Vivli team will post a form check comparison report which shows the
comparison between the previous version and the current version of the data request form via
open chat as an attachment. For more information on major versus minor revisions to data
requests, please see Section 4.4.4 Major Versus Minor Revisions to Data Requests.

Home  Tools [Compare Report]... *

PQas @
Bwx ®8 ® Q@ 1 eas A DH OGO - @ B 7 a ©

I Compare Files

[T side-by-Side OdFie  [2] New File

N NextChange | Y Fiker~  [E] Show~ ( close )
i 4
e s
e SR Povided{ 1 2831 11:443
Research Data Recuect: Anti-TNF Moncolanal Antibody D2ET in Patients vith Active Rheumatord —
Adtt
Vi D 00002116 e Wi
‘Comments from the Vivli Team 2:;?‘;;-‘:” Data Request: Anti-TNF Monoclonal Antibady D2E7 in Patients with Active Rheumatoid
e T —
R acent o i i s i oot Vi 1D 00021 16
Research Team ‘Research Team
Lead Investigator and Statistician Lead Investigator and Statistician
Emily Grant
‘Confictsofimerest and Pian for Management ot of st P o Mgt
A |
Additional Researchers Additional Researchers
L Research Propesal Research Proposal 4
General General
it of Propased Resaarch it of Propased Research
TN Mkt ey D2E7 i Pt i At P s
project
T usboke o iy e sy o adalans D7),y s ekl 1At s 0t o oy, o W,
T . e TN s e AR U s Bt X 4 0 At
ook 1 gl A A s ki i hicay wilh T, iy
Ot s o e s B gt ks DA ot 1 st
e e S S R
e - b e e U0 1 2, iy e vt ks e e (5
iy
) Ams/Objectives and Hypomases
s T e iy oL gy
S g b1
i s (DMARDR . 1.
Purpose of Analysis
Tanoearn
— - Study Design
Srit Dascripton
[New File] 2021_01_25 Vivii ID 00002116 DRF (2).0df Frry teing o TP SR i S A (R
NN
| m : 5
y < vivliorg  Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES

STUDIES  STUDY SUBMISSIONS O sauy v

Request: 3469, PI: Sarah jones
Status: Data Contributor Review

Open Chat Contributors GlaxoSmithKline

Roche @

Communicate with Vivli staff, the Data Contributors, Independent Review Panel and the Research Team.

Uploaded Files Verify Upload
Researcher i

25/0123 4:17 |
File Uploaded: Study protocol.pdf

'WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or

closing the browser), all ongoing uploads will be canceled.
Researcher i

25/2723 421 pro)
File Deleted: Study protocol.pdf

File Name

v v v

2023_09_25 Vivii ID
comparison report.pdf
)

Catherine D'Arcy |
2610723 10:48 9

Uploaded By Uploaded Date

File Uploaded: 2023_09_25 Vivli 1D 00003469_form check comparison report.pdf

9. Your decision will be recorded in the Request history of the Data Request.

10. For multi-sponsor requests, if your organization has recorded its decision but another organization
has not, the request will remain in the Data Contributor review stage under the Active status bar.
Vivli's team will follow up with the appropriate member to record their decision.
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4.4.3 Process Request
You may use this option if the data request or all the studies in the data request meet your
Organization’s Data Sharing policy in accordance with your members' page.

1. To send the request to the next stage, click Process Request:

2. A dialogue box will pop up where the Organizational Administrator may enter any comments
(optional):

Process Request Comment

If you wish, you may provide context for your processed request here. Simply click "OK" to continue without
comment.

Include any feedback for the researcher in the chat.

3. Click OK to continue.
4. The request will now be sent automatically to the next stage in your process and the concerned
person will be notified via email.
5. The Data Request will now be categorized as Active in your Data Request status bar.
6. Your decision will be recorded in the Request history of the Data Request.
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7. For multi-sponsor requests, if your organization has recorded its decision but another
organization has not, the request will remain in the Data Contributor review stage under the
Active status bar. Vivli's team will follow up with the appropriate member to record their
decision.

4.4.4 Major Versus Minor Revisions to Data Requests

Change Classification
(major/minor)

Change of Primary Investigator’s institution to a for- Major

profit entity

Change of Lead Statistician’s institution to a for-profit Major

entity

Change to Statistical Analysis Plan/upload of external Major

data not mentioned in the data request

Change to Conflict of Interest or funding Statement Major

Change to Primary Investigator or their institution Minor

(academic)

Change to Lead Statistician or their institution Minor

(academic)

Adding or Removing Studies Approval by member
who owns studies

Other Personnel Changes Minor

Other changes to the request form excluding the Minor

statistical analysis plan (e.g. Spelling out acronyms)

¢ If a data requester wants to make any major changes to the data request form as defined above
before the review process is complete, depending on the stage of the review, the Vivli team will
either make changes on the researchers' behalf and inform the Organizational Administrators via
chat, or send the request back to draft for them to make the changes and resubmit for review.

¢ |f a data requester makes any major changes to the data request form as defined above after the
data request review process is complete, Vivli will reach out to Organizational Administrators via
“Contributors” chat (visible to Organizational Administrators and Vivli Admins) to ask if they approve
this change. If all Organizational Administrators’ approve, the Vivli administrator will make this
change on behalf of the data requester and will record this change as a note to file and upload it in
the signed agreements tab. The DUA will also need to be re-executed along with the updated data
request form. If one of the Organizational administrators requests this change go through formal
approval, the Vivli team will inform the data requester that they must submit a new data request.

¢ For minor changes to the Primary Investigator, Vivli will notify the Organizational Administrators via
“Contributors” chat (visible to Organizational Administrators and Vivli Admins) of the change, and
allow 1 week for comments before making the change on the requester’s behalf.

e If a data requester wants to add any studies from an existing data contributor who has already
reviewed this data request after the data review process is complete, Vivli will reach out to
Organizational Administrators via “Contributors” chat (visible to Organizational Administrators and
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Vivli Admins) to ask if the data contributor approves this change. If they approve, the Vivli
administrator will add the studies on behalf of the data requester and will record this change as a
note to file and upload it in the signed agreements tab. The DUA will also need to be re-executed
along with the updated data request form. If the data contributor requests this change go through
formal approval, the Vivli team will inform the data requester that they must submit a new data
request. (Please note that this is not typical and most members review in chat as this is most
efficient for all stakeholders).

e If a data requester wants to add any studies from a different Vivli Member who has not reviewed
the data request after the review process is complete, the data requester will be required to
submit a new request. A new DUA will also need to be executed. Analysis conducted in the existing
secure Research Environment can be made available in the new Environment for combination with
subsequent data analysis if all of the original studies are included in the new submission. Before
resubmission, the Researcher will be encouraged to ensure they have a full list of the studies that
they will be requesting, and all participating research team members listed before submitting a new
request. This is to avoid unnecessary work for both the Research Team and the Vivli Members
involved.

Request Submission to Data Access Timeline

Mean 5.4 months
Range 0.4-18.3 months

— ————————————————
Data Request Data Contributor Independent Review Data Use Agreement Data Anonymized
Form Check Review Panel Execution and Uploaded

When additional studies are added,

entire process begins again

Key factors that influence the timeline:

« [ Institution has an existing master DUA with Vivli or needs to execute a Master DUA
* Requesters response time to questions and feedback by data contributors
«  Number of studies being requested
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4.45 Withdrawal

A Data Request could be withdrawn for many reasons. If a Research team decides to withdraw their
request, they can reach out to the Vivli team via chat or through support@vivli.org and provide their
reasons for withdrawal.

A Data Request will be considered to be non-responsive when it has met the following criteria:

e When the request has been submitted and returned to drafts for revision (and)
e Has not been revised, resubmitted, or progressed to the next stage of review (and)

o No response has been received from the Research Team to Vivli Admin for 5 months following
bi-weekly follow-ups in chat

After 5 months, the Vivli Admin will place a note in chat informing the Researcher that multiple
attempts to contact them have been unsuccessful and their request will be considered withdrawn
and moved to the Withdrawn state on the platform. If a Researcher responds to this message, the
request can continue through the process. Otherwise, the request is considered abandoned. The
researcher may contact Vivli at support@vivli.org anytime to move the request back from
withdrawn to drafts.

The data request is moved to the withdrawn section of the Data Request Overview. The withdrawal
decision is recorded in the request history of the data request. Withdrawn requests are reflected on the
Metrics page.

4.4.5 Target Timeline for the Review Process

1. Vivli 2. Vivli 3. Data 4.DC's 5. 6. 7. 8. Overall
Form form Contributor's | final Approving | Approving | Approval | Approval | Timing
Check check (DC) initial decision | Entity/ entity’s to DUA to data Steps
Initial Complete | response IRP first final executed | packages
Response response | decision (7&8 run | loaded
in
parallel)
2 days 21 days 30 days 30 days 2-5
Months
(60-150
days)

Note: Targets are focused on what Vivli and members could control
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4.4.6 Summary-level and Document-only Data Request

Vivli members have the option to use the Vivli platform for document-only and summary-level data
requests. This will be specified in the Vivli member checklist.

Here is a lighter-weight process for such data requests:

1.
2.

Researcher submits the data request

Vivli Admin notes on the top of the data request if this is a summary-level or document-only
request

Organization Administrators the study setting by checking the checkbox “Data loaded for this
request only”. See Section 4.3 Study Settings at Data Contributor Review

Vivli Admin will reach out to the Organization Administrator via “Contributors” chat to confirm if
the member agrees to skip the IRP review and make the summary level data available for
download

Organization Administrator records the Data Contributor review as a standard

Data request skips IRP review

Standard Data Use Agreement and security addendum is signed

Data Upload the specific data just for this data request

Summary-level data and documents to be downloaded by the researcher

. These requests are not counted toward the number of requests that are included as part of a

member’s yearly allocation of data requests.

Vivli Form Data Standard DUA Documents and
Check Contributor with summary-level data

Review Downloadable Downloaded
Rider
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4.5 Reports

Reports is a “tab” on the top toolbar.

=¥ viviierg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS € User Name
Re ports | | Hide Filters
Reports related ta data reqUEsts, enquiries, and studies IVoIng my organization
Avallable Report Types
h'd
standard Display, 1 Data Request per Row (Org Admin)
Lead Researcher Number of My 7
Vivli 1d Lead Researcher st Lead Researcher Country Data Contributors Rt S Total Studies Requested
v - v v e -+ -

49732

a9724

as719

49721

Requester Sample Lorem Ipsum American Samoa

Data Contributor Org 1 1

Robert Conklin asdf United States of America + Data Cantributer Org 1 1

ref def Ospedale Cristo Re Cook lslands.

Data Contributor Org 2 2

ged def University of Haifa Faroe Islands

Data Contributor Org 1 1

de Policy EEA Disclos

There are nine types of reports:

Standard Display, 1 Data Request per row (Org Admin), is the default option which is a display-
oriented report and contains an overview of the request.

Standard Export, 1 Data Request per row, adds more information on requested studies, and
many fields from the data request form.

Full Export, 1 Requested Study per Row, repeats the standard export row once for each
requested study.

Studies (Org Admin), a list of the studies a Vivli Member has listed on the Vivli platform, with
study details and usage metrics

Enquiries Report (Org Admin), 1 enquiry per row, a list of the enquiries submitted for a Vivli
Member

Metric Export (Org Admin), a detailed report of metrics for all data requests, including days
taken between steps in the review process and mean values for comparison to other data
contributors

Public Disclosures (Org Admin), a report of all public disclosures submitted through the new
public disclosures tab within a data request

Data Request Summary Report (Org Admin), a report to show all data requests including
outstanding actions and those that do not require an action. See Section 1.3.1 Reviewing My
Actions.

Research Team Report, a report to show the list of all research team members included in their
data requests and associated details like the country of research.
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The default report shown when opening the Reports tab is the Standard Display.

4.5.1. Features of the Reports

The download icon allows you to download what is currently displayed (and filtered)

When you type into the white text entry field at a column heading, you filter the list to items that

Contain what you enter.

Lead Researcher

Data Contributors ¥V

Email
i ROCHE
SJJones@ucsieduc « GlaxoSmithKline
« Roche

When you see a funnel next to the white field, you can use that to specify a different type of filter, such

as Not Contains. Contains, Equals, Not equal, Starts with and Ends with.

Lead Researcher Country

united N

Andorra

Anguilla

Data Contributors

roche

Dioes not contain

Contains
Does not contain
Equals
Does not equal
Begins with
Ends with
Blank
Mot blank
* Roche
* Test G5K
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Lead Researcher Country Data Contributors
united v roche v
Does not contain b
AL Q united
0 AnD OR
Contains v

* GlaxosSmithKline
* Metrics DC 3
* Roche

Anguilla

* Tect GSK
To filter the field in ascending or descending order, click on the Title name. The upward and downward
arrow shows whether it is in ascending or descending order.

Vivii... Vivii... ¥

If a column title is truncated with an ellipsis, hover over the title to see the whole title.

Requested Stud... ¥ = Requested Stud... -~

Requested Study Data Contributor
glax ¥ ¥

P T S Y

To scroll the report, use the scrolling bar at the bottom and right side of the screen.

4.5.2. Fields Included in the Reports

1. Standard Display, 1 Data Request per row, includes the following fields:

e VivliID

e Lead Researcher

e Lead Researcher affiliation

e Lead Research country

e Data Contributors (comma-separated list)
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Number of My Organization’s Studies — Number of studies from your organization included in
the request.

Total Studies Requested — Number of studies from all data contributors included in the request.
Current Status — Draft, Vivli Form check, Form check failed, Data Contributor Review, Awaiting
IRP/Reviewer Approval, DUA Validation, Awaiting Data Package Upload, Partially Fulfilled,
Fulfilled, Not Approved, Cancelled, and Archived

Active (True or False) - Includes data requests from the time it is submitted for form check until
the final publication is published.

Actions Required — Action required by all the Vivli Members at a particular stage as set by the
Vivli admin. This complements the decisions and uploads the required field.

Decisions and Uploads Required — This is automatically set by the Vivli platform and will always
be up to the minute

Days in Current Workflow Step — Number of days the request in the particular step. It is
computed automatically, in real time. If it is greater than the Target Days for Current Workflow
Step, we put an asterisk on Days in Current Step to indicate “overdue”. If the Target Days for the
Current Workflow Step is -1, there is no target (e.g. for the Analysis phase).

Target Days for Current Workflow Step — 21 days for Data Contributor review, 30 days for IRP
review, 30 days for Data Upload, and 30 days for Publication review

Feedback — For Organizational Administrators to provide any comments in response to weekly
summary comments. For more information, please see Section 4.5.3. Status Update

Request Review Status — shows Form check, Data Contributor review, and IRP review decision
DUA Execution

DUA Expiration

DUA Status — Pending DUA, DUA execution, DUA extension, and DUA closure

Data Upload Status — Updates on data upload status

Results Export Requests — Includes Date and whether approved

Publication Status — Includes courtesy review, public disclosure acceptance, published
disclosures, and summary of results.

Additional Notes — Revision of previous Vivli ID#, transition request #, and Pending chat question
or other pending issues.

Date First Submitted to Vivli — The date when the request was first submitted to Vivli (not all
requests reach Data Contributor review)

Date Submitted to Data Contributor —The date when the request was first submitted to the Data
Contributor review.

Date of Last Change —Records any change, including updates you or the Vivli admin make to the
status update.

Standard Export, 1 Data Request per row includes the fields above and includes the following
additional fields:

Title — Title of the proposed research project

Lead Researcher Title
Lead Researcher Email
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Date First Published

Al/ML Request

Al/ML Risk Score

Al/ML Risk Category

Al/ML Risk Explanation

Main Predictor/Independent Variable
Publication Plan

Brief Description

Aims, Objectives, Hypotheses
Purpose of Analysis

Outcomes

Therapeutic Area

Public Disclosure Citations

Number of Public Disclosures

All Studies Included by Sponsor ID/NCT ID
Data Request DOI

Full Export, 1 Requested Study per Row, repeats the row once for each requested study. This is
to support the analysis of the requested studies. It includes studies provided by all contributors.
It includes the fields above except “All Studies Included by Sponsor ID/NCT ID” and includes the
following additional fields:

e Lead Sponsor Agency

e Requested Study Data Contributor — Name of a data contributor. To see studies from
your organization, filter by “Requested Study Data Contributor”

e Requested Study NCT ID

e Requested Study Sponsor ID

e Version of data

e Phase

e # Participants

e |RP Name

Tip: If you use the expanded report, and filter on a study ID or NCT ID, you can quickly see what requests
include that study and their status.

4.

Studies (Org Admin), has a row per listed study for your organization, with some study metadata
and usage metrics

NCT Id

Sponsor Protocol Id
Secondary ID
Posted Date
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e Submitted Date

e Org Name

e Lead Sponsor Agency

e Lead Sponsor Class

e Approving Organization

e  Study Title

e Funder Names

e Parent Funder Names

e (itation Count

e Study Metadata Doi

e |s Data Uploaded

e Version of Data

e Conditions

e Interventions

e Therapeutic Areas (of the study, assigned by Vivli using ‘Conditions’ and a standard therapeutic
area list)

e All Data Requests Count (includes submitted requests only)

e Contained in All Requests

e Approved Data Requests Count (includes requests that has passed DUA validation)

e Approved Data Requests

e # Participants

e Study Documents (See Section 5.12 Supporting Documents for Researchers Searching For
Studies)

e  Public Disclosures

e last Updated

5. Enquiries Report, has one row per requested study in a given Enquiry. For more information,
please see Section 3.4 Enquiries Report

6. Metrics Export, 1 Data Request per row, includes the following fields:

e Request Number

e Name of Lead Researcher
e Request Title

e Therapeutic Area

e Data Contributors

e #of My Org's Studies
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e  # Studies for All Orgs

e NCTIDs from My Org

e Study Sponsor IDs From my Org

e # Participants for My Org's Studies

e # Participants for All Orgs' Studies

e Qutcomes Specified by Requester

e Current Request Status

e Current Stage

e Start Date of Current Step

e Date First Submitted to Vivli

e Date entered DC Review

e "1"if ever reached DC Review

e "1"if My Org ever Requested Revisions
e "1"if My Org ever Rejected

e "1"if My Org ever Approved

e Days to My Org's DC Decision

e Target for DC Review

e Mean Days to Decision for All DCs, All Requests
e Total Days My Org spent in DC Review
e Max Days to Decision for All Orgs

e Most Recent Decision by My Org

e Date of My Org's Most Recent Decision
e Date entered IRP Review

e "1"if ever reached IRP Review

e "1"if my IRP ever Requested Revisions
e "1"if my IRP ever Rejected

e "1"if my IRP ever Approved

e Days to my IRP's Decision

e Target for IRP Review

e Mean Days to Decision for All IRPs, All Requests
e Total Days My Org spent in IRP Review
e Max Days to Decision for All IRPs

e Most Recent Decision By My IRP

e Date of My IRP's Most Recent Decision
e List of IRPs

e Date Entered DUA Review

e "1"if ever Reached DUA Approval

e Total Days in DUA Approval

e Mean Days in DUA Approval for all Requests
e Date Available for Upload Data

e Days to Upload All My Org's Data

e Target Days to Upload All My Org's Data
e Date All Data from All DCs Uploaded
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e Research Environment Provisioned Date

e Research Environment Deprovisioned Date
e Days Research Environment Available

e Date First Download of my Org's Data

e Date First Public Disclosure

e Public Disclosure Citations

e # Public Disclosures

e Contributor

e Report Run Date

7. Public Disclosures, 1 Disclosure ID per Row, includes the following fields:

e VivliID

e Lead Researcher

e Lead Researcher Affiliation
e Disclosure ID

e Public Disclosure Current Status
e Data Contributors

e Studies Included

e Disclosure Title

e Disclosure Type

e Journal/Conference Name
e Review Start Date

e Review End Date

e Review Details

e Disclosure Published Date
e Public Disclosure Links

e (Citation and DOls

e Total Public Disclosures in Request
e Current Request Status

e Therapeutic Area

e DUA Expiration

e Results Export Requests

e Data Request DOI

8. Data Request Summary, 1 Data Request per Row, includes the following fields:

e VivliID

o Title

e Lead Researcher

e Lead Researcher Affiliation
e Lead Researcher Country
e Data Contributors
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e Current Status

e Actions Required

e Days in Current Workflow Step

e Target Days for Current Workflow Step
e Feedback

e Additional Notes

e Public Disclosure Citations

e Number of Public Disclosures

9. Research Team Report, 1 Research Team Member per Row, includes the following fields:

e Researcher Name

e Data Request ID

e Request Title

e Researcher Email

e Account Status

Account Display Name

Data Request Status

Date Submitted for Form Check
Role(s)

Institution

Institution DUA expiration
Country

Country Analysis Conducted
Access to the Data Request

e Access to the Data

e Data Access Training Completed
e SRE Status

e Downloadable Study

4.5.3. Status Update

1. Status updates can be accessed by clicking the data request from the Reports tab. The request
opens in a new request tab “Status Update”, which allows you to see several fields quickly, and
provide feedback on “Actions Required” or any other issue.
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Reports oy

Reports related to data requests, enquiries, and studies involving my organization

Available Report Types

Standard Display, 1 Data Request per Row (Org Admin) N
vivlitd Lead Researcher eadpesecha Lead Researcher Country  Data Contributors Numberof My Total Studies Requested Current Status Active Actions |
Affiliation Organization's Studies
v v v v | v v v v v
University of California, . = GlaxoSmithKiine Member
3469 SarahJones SR United Sates of America 7 19 2 2 Data Contributor Review | ves e
19787 RIR1 Boston Andorra ° Astrazeneca 5 5 Fulfiled Yes
= Roche
Fulfilled, Provisioned
e redw derf Ansan Research Institute  China « Glaxosmithkiine 1 1 6/16/2026 Yes
= Abbvie
= Academic University
o Astrazeneca
« Glaxosmithkiine Partially Fulflled. Date of AZ-Rest
49087 Swapna Onkar bfkn £ Anguilla o Metricene 2 2 10 First Download 1/13/2026  YeS chat
. .

<4 vivliorg  Find Studies
a

DASHBOARD  REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDYSUBMISSIONS @ SALLY v

Request: 3469, PI: Sarah Jones

Status: Data Contributor Review | Cannot Fulfll | Process Request | [DERGIERELTS

Status Update DUA Def

Days in Current Step Target Time for Current Step (Days)

1 21

Actions Required Feedback

Member1 - Awating feasibility decision Member1 - 09/26/2023 feasibility assessment in progress;
Request Review Status Data Upload Status

09/25/2023 - Form check complete;
Waiting for Member1 to record data contributor review decision;

Publication Progress Aditional Notes

2. The status update can be accessed directly on the data request form. Actions for Organizational
Administrator are entered into the ‘Action Required’ field by Vivli.
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DASHBOARD REPORTS

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Request: 49717, Pl: req test 1
Status: Data Contributor Review

Status Update

Days in Current Step

Status Update
3

Actions Required

Request Review Status

Publication Progress

Privacy Cookie Policy EEA Disclosure Policy Contact Us

DATA REQUESTS

< vivli.org  Find Studies

User Name

STUDY SUBMISSIONS

Process Request Download PDF

ENQUIRIES STUDIES

X Cannot Fulfill

Target Time for Current Step (Days)
21

Feedback

Data Upload Status

Additional Notes

3. The feedback field is editable (marked in white). All other fields are read-only (marked in grey)
< Vivliorg

DASHBOARD

- .

Request: 49717, PI: req test 1
Status: Data Contributor Review

Status Update

Days in Current Step

Status Update
3

Actions Required

Request Review Status

Publication Progress

4. Note that the feedback field is shared among all contributors. This field is how Organizational
Administrators can provide updates to Vivli such as the anonymization timeline, review timeline,

Find Studies

User Namo

€

STUDY SUBMISSIONS
| Process Request | Download PDF

REPORTS | DATAREQUESTS  ENQUIRIES STUDIES

< Cannot Fulfill

Target Time for Current Step (Days)

21

Data Upload Status

Additional Notes
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etc. that is relevant to the current step. Vivli team will periodically delete content that is no
longer relevant. Format to use: DC name/Date/Any comments.

< Viviiorg  Find Studies
a

DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS O sauy v

Request: 3469, PI: Sarah Jones

Status: Data Contributor Review | Cannot Fulfill_| Download PDF

Status Update

Status Update PR @ ST Target Time for Current Step (Days) N

1 21

Actions Required Feedback

Member1 - Awating feasibility decision Member1 - 09/26/2023 feasibility assessment in progress
Request Review Status Data Upload Status

09/25/2023 - Form check complete;
Waiting for Member1 to record data contributor review decision;

Publication Progress Additional Notes

5. Once you make the changes, click the “Save Feedback Update” button at the top of the page.

To scroll through the information in each field, click on the field and use the cursor keys on your
keyboard to scroll up and down within the field.

4.6 Data Use Agreement (DUA)

e Organizational Administrators and Data Uploaders will be notified via email when the DUA has been
signed, uploaded, and executed by the Vivli Administrator.

e The signed DUA will be available for download under the Signed Agreements tab of the data
request.

< Viviiorg  Find Studies
a

DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES ~ STUDIES  STUDY SUBMISSIONS O sauy v

Request: 3463, PI: Sarh jones

Status: Data Contributor Review | X Cannot rufl | Process Request | [EREIGTELEZYS

There are no Signed Documents

If you have not already done so, please upload the signed and completed copy of the DUA

'WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name Size Uploaded By Uploaded Date

Signed Agreements v v v v
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e The DUA Details subtab adjacent to the Status Update, provides the original execution and current
expiration of the DUA for the Principal Investigator. In addition, you can see the DUA Status field
which contains additional information filled in by the Vivli Admin,

DASHBOARD

REPORTS

< viviiorg  Find Studies
a

DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS © sauy v

Request: 3463, PI: Sarsh jones
Status: Data Contributor Review

Execution

Active

Original Execution:

Current Expiration:

DUA Status

X Cannot Fulfill

e |n addition, DUA validation is reflected in the data request history.

DASHBOARD REPORTS

DATA REQUESTS

ENQUIRIES STUDIES

< Vivliorg Find Studies

User Name

STUDY SUBMISSIONS

Request: 49755, PI: Requester Sample
Status: All Data Packages Provided and Available

Date and
Time

Request History v

6/12/26 12:08 pm

6/12/26 12:08 pm

6/12/26 12:08 pm

Action

v

STAtuS CNangea 1o Uata Kequest: "Uownioaaanie
Data Request Example” approved by IRP/Approver
Vivli.

Status changed to Approved. The IRP Org Admin

Approved, request now approved, awaiting DUA
Execution

Status changed to Awaiting DUA Validation.

Performed By

Ruchi_QA_ViviiAdmin

Ruchi_QA_VivliAdmin

Export History

Comments Compare

«

(® Approved The last Approval was the
final Approval required, so the request
status is changed to Approved. The
next step is to execute the Data Use
Agreement.

L] Begin DUA Validation

6/12/26 12:08 pm

Data Use Agreement (DUA) Validated by Vivli Admin

Ruchi_QA_VivliAdmin

6/12/26 12:12 pm

6/12/2612:12 pm

Tatus changed [0 Data Package Provided for study.
with Sponsor ID: Pre-HELP-2025, NCT ID:
NCT07624695, and Title: "Preschoolers' Health
Literacy Project: A Cluster-Randomized Controlled
Trial of Multidisciplinary Educational Interventions in
Preschool Children” from Data Contributor Data
Contributor Org .

Status changed to Partially Fulfilled.

Org Admin DC

N/A

(® Requested Study Data Package was
uploaded and IPD was provided

@ Requested Study Data Package was
uploaded
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e Once the request is approved and a Data Use Agreement is executed, Vivli team will publish on its
website using the Vivli data request DOI:
=  Project Name
= Name & Affiliation of the Lead Researcher
=  Funding Sources
= Conflict of Interest Statement
= Lay Summary of Research Proposal
= List of requested studies

After your publication is published, Vivli will publish the following information related to

the data request:
= Statistical Analysis Plan
=  Publication Citation

- 7]
< Vivliorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSION User Name: MINDC v

Request: 49778, PI: Requester Sample Include Risk Score Download PDF

Status: All Data Packages Provided and Available

Research Data Request: Grid Check Title TC13608 - Admin Edit Test

Vivli ID: 00049778
Data Request DOI: https://handle test.datacite.org/10.70118/AQ00049778

Research Team
Lead Investigator

Requester Sample

Requester-Sample@vivli.testinator.com
Senior Researcher - Admin Edit

Lorem Ipsum

Country: Albania

Education or Qualifications

Lorem Ipsum

Request Details/Print View| plamelohie degree

Lorem Ipsum

Privacy Cookie Policy EEA Disclosure Policy Contact Us

5. Data package upload
e Data Packages for the listed studies can be uploaded:
a. Directly into the study at any time
b. Directly to an approved data request once the Data Use Agreement is signed
e  Only the team member with the Data Uploader rights can upload the data package. By default,
Organizational Administrators are given Data Uploader rights.
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This data package is either provisioned into the secure research environment or made available
for download, depending on the decision of the Vivli Member at the time of listing the study, or
during the review of the data request.

Once uploaded, the data package will be stored securely on the Vivli platform (Exceptions are
the unlisted studies and those that are marked for specific request-only upload. Please see
Section 4.3 Study Settings at Data Contributor Review).

As a security measure and to prevent accidental uploads of files, the Vivli platform uses a list of
acceptable file types. If you attempt to upload a file type not on that list of acceptable types,
you will get the message shown below. Please reach out to support@vivli.org to add a file type

to the acceptable list.
B B gl L]
§F K
ey 1 ‘; 1
-

The file DisallowedFileExtension foobar cannot be uploaded to the Vivii Platform because the type of
fila is not permitted. If you believe that this file type should be permitted, plese contact

support@vivlii org

w

5.1 Vivli Dashboard for Data Uploaders

Once you have been given data uploader privileges to your Organization and you have logged in,
you will be taken to your Vivli Dashboard.

You can track studies needing data package upload that are awaiting your action, either (a) on
the main dashboard (shown below), under ‘Data Requests’ (b) on the main dashboard under
‘Data Uploads’. For more information, see Section 5.4 Uploading Data Package to an Approved
Request and Section 5.5 Upload Data Package Directly into the Study
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a) The main dashboard ‘Data Requests’ tab shows approved data requests that are waiting for
data to be uploaded. Clicking on the blue ‘Upload Data Package’ button will take you into
the data request, where you can navigate to the Studies tab and upload the data packages.

< vivliorg ~ Find Studies
——

DASHBOARD | DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS © DATA CONTRIBUTOR v

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli O dministrator and Data % Download
Upload Guide ownloa

Data Requests Disclosures Data Uploads Enquiries
— (0] 0]
R X Days in Current Number of My § X
Vivli 1D Request Title Lead Investigator = e Requested By Action Required
v v v v v v v
Vivli ID Request Title
Upload Data Package
00049765  Upload Request Example G 3
Lead Investigator Days in Current Step Number of My Studies
Requester Sample 3 2

(b) In the main dashboard ‘Data Uploads’ tab, clicking on the blue ‘Upload Data Package’ button will
open up a new section into which the data can be directly uploaded. In the main dashboard ‘Data
Uploads’ tab provides a full list of all the studies awaiting data upload

NN
| .
wmary

< vivliorg  Find Studies

DASHBOARD = DATAREQUESTS ~ ENQUIRIES  STUDIES  STUDY SUBMISSIONS © DATA CONTRIBUTOR v

Vivli Dashboard

Your dashboard s a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli Organization Administrator and Data & Download
Upload Guide

Data Requests Disclosures Data Uploads Enquiries
Study ID Sponsor ID Data Request ID Action Required
v v v v
Study ID Sponsor ID Data Request ID Settings
nct07622082 litcpr 00049765 Data will be loaded for this and future requests L P AR

Data will be available in secure research environment only

Study ID Sponsor ID Data Request ID Settings
nct07624630 4-1349/2026 00049765 Data will be loaded for this and future requests
Data will be available in secure research environment only
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~f vivli.erg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS [ 4 User Name
Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli L Download
Organization Administrator and Data Upload Guide % Downloa
Data Requests Disclosures Data Uploads Enquiries
Study ID Sponsor ID Data Request ID Action Required
hd hd hd v

* Data Dictionary
« Protocol
« Statistical Analysis Plan

Verify Upload
WARNING

If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name size Uploaded By File Type Publicly Available
A4 A4 v ¥

Screenshot 2026-03-31 at 11.01.14 AM.png 194.00kB - T - S ‘ u ‘

Privacy Cookie Policy EEA Disclosure Policy Contact Us

5.2 Data Upload Notification
e Once the Data Use Agreement is executed, the Data Uploader will receive an email notification
to upload the data package.
e Data Uploader will not receive any chat notifications. If the Data Requester has any comments
on the data packages needed, they will reach out to the Organizational Administrator via open
chat.

5.3 General Upload Guidelines

e The data package upload times vary considerably based on your bandwidth. The observed range
is from 300-400 Megabytes/hour to 5-6 Gigabytes/hour.
e When you have many or large files, using zip or 7-zip is highly recommended:
o If the study contains more than 6-10 files, zip the data. You can leave the
documents separate from the zip containing the data. Compression can reduce
the size of textual data to 10% of the original or more; in addition, uploading a
small number of files is easier and makes the system faster.
o If you have large files, zipping can reduce the size by as much as 90% for files
with textual content.
o If you have very large files, 7-zip allows you to break them up into sections.
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o Ifthe zipped files are large (more than 1 GB or so), it is best to load them one at
a time rather than all at once. In your computer settings, set Power Plan to sleep
"Never" when plugged in. (The sleep setting will interrupt the upload).

o Once you start the upload, leave the computer running and the browser open.
The progress of the upload is shown in the button to the right of the "card" that
is created for the file.

e Other upload tips:
o Ifitis practical, uploading is faster in the evening or overnight, as you are

competing with less traffic on the internet.
O Before starting the upload, it can be useful to reboot your computer - this can
free up some memory and reset some elements of the operating system.

¢ After uploading study data and then clicking Submit Files, if you refresh the browser very quickly,
the system may still be in the process of finalizing the storage.

o Inthis case, it may display "Make Data Available"; if you see this after
submitting files, give the system a minute or so to complete and refresh the
browser again.

o If Make Data Available does not clear after a minute or so, this generally
indicates a problem occurred -reach out to Vivli and we'll be able to reset things.

o Do not navigate away from the upload page when a file upload is underway (i.e.
clicking on another tab or closing the browser), as all ongoing uploads will be

canceled.

¢ If a network hiccup happens during the upload and the system displays "Upload Failed" for a
given file, we recommend you tell the Vivli system to delete the file, close the data request, and re-open

it before trying again.
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5.3.1 Zip Archive Process
When preparing large files, create a zip archive. The process is outlined below

Create a zip archive to store the confidential
filesin.

oDownload 7-zip

(https://www.7-zip.org/download.html)
QCreate a new folder on your local machine.

Add the files to be provided into the folder. You
°can do this for example by Drag&Drop.

To create a zip archive right click on the

folder.

In the dropdown menu select 7-Zip.

Click on Add to Archive.
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Home _Shere __Viess
: ‘ T
Dat
" o Quick access v | Temg
# Borhingsr Ingelheim - i_ i sk SR s
= s This PP System (2 5 Tamp o
# Gnelrive - Boehringer Inge
Na p—
™ This P o Qukk access
2 30 Objects 1§ Bostvingsr ingehain Upkaad 29 01 2019 1 D0 P
B9 Deskdop + Copy 1o Upload 29 01 2019
& OneDiive - Boshinge: Ing
* Dacumemts
& Downloats V' B This A
Y B 30 Objects
& Music I Dackiop
& Pictures § Docurents
Videos & Donmloads
L7 Sysen (C) # ks
2
& e
L3 Systern (C)
& Nework
| 1 \
? = | Temp
| 4
_
&« v 4 » ThisPC » System (C:) > Temp
Name
s Quick access
GO Upload 29 012019
Open
Open in new window
Pin to Quick access
& ZurVLC media player Wiedergabeliste hinzufogen
5, Mit VLC media player wiedergeben
] Add to archive...
] %; Scan with Windows Defender...

Add to "Upload_29_01_2019.7z"

Give access to > Add to "Upload_29_01_2019.zip"

Restore previous versions I
N

e Choose the format and volume sizes

The Add to Archive window of 7-zip will

(C:\Users\stam\Desktop\Test\

Archive:
open. UploadFies.zp =
Archive fomat: zip v Update mode: Add and replace files v
Select Archive format to be zip. e N T P Revepaimanes v
Compression method: Deflate: - Options
s Pt
If the total size to be uploaded will be greater B o= | o et
i o > e files after compression
than about 10 Gb, under Split to volumes, 2 CDsiee e hrcores
Solid Block size:
. Encryption
bytes' SEIECt EIther Number of CPU threads: g - ’8 Enter password:

8128M (This is about 8 Gb) or
23040M (this is about 23 Gb)

Wemory usage for Compressing: 253 M8

Reenter passward:
Memory usage for Decompressing: 2m8

Spit to volumes, bytes:
> of [ Show Password

Click OK to start the creation of the archive(s)

If you asked to split the volumes, this will
create a series of files with extensions of .001,

.002, etc o Canca oo

O Neme Date modified
[ UploadFiles

| UploadFiles.zip.001
| UploadFiles.zip.002
] UploadFiles.zip.003

2021 8:19
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5.4 Upload Data Package to an Approved Data Request

1. Once the data request is approved and the DUA is signed, you can upload the data package into the
data request.

2. From the main dashboard, go to the Data Requests section to see all data requests waiting for a data
upload, or to the Data Uploads section to see all the studies from approved requests waiting for a data
upload.

I B ] o -
| B} < vivliorg  Find Studies

DASHBOARD | DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name BUTOR v

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli & Download
ownloa

Organization Administrator and Data Upload Guide

- 0] =t 0]

Study 1D sponsor 1D Data Request ID Action Required

v b v v

study ID Sponsor ID Data Request ID  Settings
nct07624695 pre-help-2025 00049765 Data will be loaded for this and future requests
Data will be downloadable

Privacy Cookie Policy EEA Disclosure Policy Contact Us

3. Inthe ‘Data Uploads’ section, clicking on ‘Upload Data Package’ next to the relevant study will
open up a new section where the data package can be directly uploaded. See 5.1 Vivli
Dashboard for Data Uploaders for further information on how to upload data in the ‘Data

Uploads’ section.
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~f Vivlii.org Find Studies

DASHBOARD = REPORTS  DATA REQUESTS

ENQUIRIES  STUDIES  STUDY SUBMISSIONS eE

View My Organization + Roles.
& Download

Vivli Dashboard

Your dashboard is a consolidation of all the items within
Organization Administrator and Data Upload Guide

that require your action. Use the tabs to view your actions. For more information see the Vivli

Data Requests

Disclosures Data Uploads Enquiries

Study ID Sponsor ID Data Request ID Action Required

Study 1D Sponsor ID Data RequestID  Settings

nct07622095 69hcl25_0571 00049721 Data will be loaded for this and future requests

Data will be available in secure research environment only

- vivlierg  Find Studies
T [ —

ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name

iew My Organization + Roles

& Download

Vivli Dashboard

Your dashboard is a consolidation of all the items within that require your action. Use the tabs to view your actions. For more information see the Vivli
Organization Administrator and Data Upload Guide

Data Requests

Disclosures Data Uploads Enquiries
a 0]

Sponsor ID

Study ID

Data Request ID Action Required

v v v v
* Data Dictionary
* Protocol
« Statistical Analysis Plan
Verify Upload
WARNING

If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name size Uploaded By File Type Publicly Available

hd v

Screenshot 2026-03-31 at 11.01.14AM.png 194.00kB - T "

Policy Contact Us

4. Alternatively, in the ‘Data Requests’ section, clicking on the blue ‘Upload Data Package’ button will

take you into the data request, where you can navigate to the Studies tab and upload the data packages,
(see details below).
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g 0N
i1} > L
[ 1] < Vivli.org  Find Studies

DASHBOARD = REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS [

Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli &D i
Organization Administrator and Data Upload Guide QWRion

|Data Requests | Disclosures Data Uploads Enquiries
L
0] 1]
o ; . Days in Current Number of My . .
Vivli ID Request Title Lead Investigator Step Studies Requested By Action Required
v v v v v v v
R by Data Contributor
00049717  Data Request Sample 2 b R b
Lead Investigator Days in Current Step Number of My Studies
req test 1 3 1
Review by Data Contributor
00049716  Data Request Sample 1 2
Lead Investigator Days in Current Step Number of My Studies
Test Request 2 1
o = Review by Data Contributor
00049732  Pending Review !
Lead Investigator Days in Current Step Number of My Studies
Requester Sample il 1
Vivli ID Request Title
Uj Data P
00049721  Data Request Sample 5 bk

Privacy Cookie Policy EEA Disclosure Policy Contact Us

5. Click on the data request, and then click on the Studies tab on the left. Note: The check sign on
the left of the study helps you to identify studies that are part of your Organization versus studies
that belong to other Organizations. Click the blue “Upload Data Package” button
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< vivliorg  Find Studies

DASHBOARD | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS © DATA CONTRIBUTOR v

Request: 49765, Title: Upload Request Example
Status: At least one Data Package Provided and Available Download PDF

REQUESTED STUDIES @ ()

VIVLI-LISTED AND PROVISIONED STUDIES

Qreschoo\ers' Health Literacy Project: A Clust Controlled Trial of y Educational in Preschool Children
Study ID: NCT07624695 _Sponsor ID: Pre-HELP-2025 Settings:
Data Request ID: 00049765 Data has been loaded for this and future requests Data Package Provided to Requester

Data Contributor: Data Contributor Org  IRP/Approver: Vivii Data package downloadable

?rehosplta\ Processess Optimization and Emergency Medical Services' Dispatcher's Actions Modeling Impact on Quality of Cardiopulmonary Resuscitation After Sudden Cardiac Ar...

Make Data Package Available

(CT07622082_Sponsor 1D: LITCPR
D: 00049765
ibutor: Data Contributor Org  IRP/Approver: Vivli

D:
D:

alking and Thinking - Brain Activity During Complex Walking in Stroke

Study ID: NCTO7624630 _Sponsor ID: 4-1349/2026 settings:
Data Request ID: 00049765 Data will be loaded for this and future requests.
Data Contributor: Data Contributor Org  IRP/Approver: Vivii Data available in secure research environment only

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

EXTERNAL DATA

Lorem Ipsum

12345
D Data to be provided by Data Contributor

000497

65 y
tor: BlueMetal IRP/Approver: Wellcome Trust environment anly

6. For the next steps on uploading the data, please see Section 5.6 Steps to Upload Data Package

7. Once the data package has been successfully loaded onto the request, the Organizational
Administrator will see the “Data Package Provided to Requester” note next to the study record in the
studies section of the data request.
F- N
& -
ey < viviiorg  Find Studies

DASHBOARD | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS O b2 User Name

Request: 49766, Title: Demo Data Request S p—
Status: At least one Data Package Provided and Available

REQUESTED STUDIES @) (L,

VIVLI-LISTED AND PROVISIONED STUDIES

Qrehospim\ Processess Optimization and Emergency Medical Services' Dispatcher’s Actions Modeling Impact on Quality of Cardiopulmonary Resuscitation After Sudden Cardiac £

Study ID: NCTO07622082 Sponsor ID: LITCPR Settings:
Data Request ID: 00049766 ) Data has been loaded for this and future requests 1 Data Package Provided to Requester]
Data Contributor: Data Contributor Org  IRP/Approver: Vivii Data available in secure research environment only

aa\frduse Ticagrelor Monotherapy Versus Standard Dual Antiplatelet Therapy in Chronic Coronary Syndrome After Percutaneous Coronary Intervention: a Randomised Pilot Trial
Study ID: NCTO7622056__ Sponsor ID: KSVGH 23-CT12-07 Se([inﬁs’
i cotibug, bacon : [ uploac Data package |
Data will be loaded for this and future requests Upload Data Package
Daa Contributor; | Data Contributor Org Data available in secure research environment only L B

IRP/Approver: Vivii

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

EXTERNAL DATA

No Studies Found

ntact Us
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8. For multi-sponsor requests, if your organization has uploaded all of its data but another data
contributor has not, the request is still in a partially fulfilled state i.e. “At least one Data Package
Provided and Available” under the Active status. Vivli team will follow up with the appropriate

member to upload their data package.
9. Once all the data packages from all the data contributors have been successfully uploaded, the

request status will change to “All Data Packages Provided and Available” under the Active status
bar, and it will disappear from the main dashboard

[ ] 3 -
< Vivliorg Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS ¢ R

CENTER PO oL INICAL RESEARCH DATA

Data Requests Search data requests

Data Requests for studies provided by Vivii Members

(7] @ Activa

——m

Vivli ID: 00045755

Downinadahie Rata Request Cxample (Studies: 1)
Requested By: Requester Sample
Lead Researcher: Requester Sample

All Data Packages Provided and Available

ViVl 1D; 00049750

Dats Packspe Visibility - 1 (Studies: 5}
Requested By: Requester-1 QA
Lead Researcher: R1 H1

At least ane Data Package Provided and Available

Vivll ID: 00049732
Pending Review (Studies: 1) Data Contributor Review
Requested By: Requaster Sample

Laad Researchar: Requester Sample

Vivli ID: 00049726
Fending TOS (Studies: 1)

Requested By: Requester Sample
Laad Researchar: Roquester Sample

All Data Packages Provided and Available

Vivli ID: 00045724

Example Request - 6 (Studics: 1)
Requested By: flcquester Sample
Luad Reswarcher: Robert Conklin

All Data Packages Provided and Available

Vivli ID: 00049722

Contact Us

sure Policy

10. The data package upload and download action will be recorded in the Request history of the
Data Request and includes the study ID in the history entry.

= NN
[ B
-ay

< Vivli.org  Find Studies

User Name

Download PDF
Export History

Compare

DASHBOARD DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS O p»r

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Request: 49765, Title: Upload Request Example
Status: All Data Packages Provided and Available

Date and o Performed By Comments

Time

R t Hist
. .

Example” approved by IRP/Approver Vivii.

Action
v v

(8 Approved The last Approval was the

Status changed to Approved. Ihe IRP Org Admin final Approval required, so the request

6/12/26 4:45 pm Approved, request now approved, awaiting DUA N/A status is changed to Approved. The
xecution next step is to execute the Data Use
Agreement.
Ruchi_QA_VivliAdmin (L] Begin DUA Validation

6/12/26 4:45 pm Status changed to Awaiting DUA Validation.

6/12/26 4:45 pm Data Use Agreement (DUA) Validated by Vivli Admin Ruchi_QA_VivliAdmin

Status changed to Data Package Provided for study
with Sponsor ID: Pre-HELP-2025, NCT ID:

NCT07624695, and Title: "Preschaolers’ Health N
6/12/26 4:45 pm Literacy Project: A Cluster-Randomized Controlled N/A L packag P
Trial of Multi ional in existing Study IPD

: 5 )
Preschool Children* from Data Contributor Data

Contributor Org .
.
6/12/26 4:45 pm Status changed to Partially Fulfilled. N/A ® Requested S‘L’s:)';je“; vackage was

6/12/26 4:45 pm Status changed to Fulfilled. N/A ® Al requested Study IPD now exists

EEA Disclosure Policy Contact Us

Privacy Cookie Policy
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11. To view the data provided to a specific data request for a study, click anywhere in the study
record box representing the study. This will open up a new tab.

ey < viviiorg  Find Studies

DASHBOARD | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS o or User Name

Request: 49765, Title: Upload Request Example
Status: All Data Packages Provided and Available

REQUESTED STUDIES @)

VIVLI-LISTED AND PROVISIONED STUDIES

Qreschoo\ers' Health Literacy Project: A Cluster-Randomized Contrelled Trial of Multidisciplinary Educational Interventions in Preschool Children

Study ID: NCTO7624695__Sponsor ID: Pre-HELP-2025 Settings:
Data Request ID: 00049765 Data has been loaded for this and future requests Data Package Provided to Requester
Data Contributor: Data Contributor Org  IRP/Approver: Vivli Data package downloadable

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

EXTERNAL DATA

No Studies Found

12. Then go to the Download Data Package tab to display any files previously uploaded. Click on the
download button to see the version of the files provided to the Researcher

< Vivliorg  Find Studies

DASHBOARD  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS O b User Name

Preschoolers' Health Literacy Project: A Cluster-Randomized Controlled Trial of Multidisciplinary Educational Interventions in Preschool

Children (Pre-HELP)

DOWNLOADABLE DATA PACKAGE - PRESS DOWNLOAD BUTTON FOR EACH FILE

If you navigate away from this page when a file upload is underway (i.e. ::;Z::?; :: another tab or closing the browser), all ongoing uploads will be
File Name size Uploaded By
v v v
Demo Study Data copy 2.xIsx 8.00kB Org Admin DC n
Demo Study Data copy 3.xIsx 8.00kB Org Admin DC n
Demo Study Data copy.xIsx 8.00kB Org Admin DC n
Demo Study Data.xlsx 8.00kB Org Admin DC n

Policy Contact Us
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13. Click the button that says “Verify Upload” to confirm that your files have been successfully
uploaded. A pop-up will appear at the bottom right screen that says “All data has been
successfully uploaded and stored in the system”

= 5 N

-y - vivliorg  Find Studies
CENTER FOR GLOBAL CLIVICAL ESEARCH DATA

DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS O sauy v

Request: 49316, PI: requester one
Status: At least one Data Package Provided and Available Download PDF

Studies | |

WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name size Uploaded By File Type
v v v v
100mb file.txt 100.00MB Sally Unknown v EJ n
New Text Document - Copy (2).txt <1kB Sally Unknown v ‘E‘ n
New Text Document - Copy (3).txt <1kB Sally Unknown v EJ n
New Text Document - Copy (4).txt <1kB Sally Unknown v ‘E‘ n
New Text Document - Copy (5).txt <1kB sally Unknown el

stored in the system.

5.5 Upload Data Package Directly into the Study

For listed studies, Data Contributors can upload study data packages directly into the study at any time
(this option is not available for unlisted studies).

1. To add a new data package, navigate to the Studies tab from the top toolbar, and go to the
‘Posted’ section. (See Section 5.8 Replace Data Package with a New Version to replace an
existing data package)
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< Viviiorg  Find Studies
a

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES | STUDIES | STUDYSUEMISSIONS @ SALLY v

Studies

All studies from my organization drafted, submitted, listed or cancelled on the Vivli platform

o Posted D + Add study

Tide Status Posted Sponsor ID NeTID 1D
v ¥ Q ddimmiyyy 0 v v v v
ARandomized Double-Blind, Double Dummy, Placebo-Controlled, Par...  Posted 20260410 FFA100685 NCT00603278 Yes I
Validation of a New Shortness of Breath With Daily Activities Question...  Posted 20260410 112089 NCT00982659 Yes
INTENTIONALLY BAD STUDY FOR BUG 13472 - ASingle-Dose, Open-La...  Posted 20250819 200697 NCT02064465 Yes
AMulticenter, Randomized, Double-Blind, Parallel Group Study to Evall..  Posted 20231103 101464 NCT00086593 Yes
An Open, Randomised, Multi-centre Dose Ranging Phase Il Study to Ev...  Posted 20230922 587147031003 NCT00519467 Yes
An Open-Label, Multicenter Extension Study to Evaluate the Safety an. Posted 20230922 FVF3426g (Cohort 2) NCTO1422064 Yes
The Effectiveness of Asthma Control Test Guided Treatment Compare...  Posted 20250905 201007 NCT02868281 Yes
Adouble-blind, randomized, stratified, placebo controlled study of Ro .. Posted 20221104 Wv15819 Yes
Aphase lll open-label, randomized, controlled study assessingthe effi..  Posted 202211-04 BV16052 BV16052 Yes
Aphase lll open-label, randomized, controlled study assessingthe effi..  Posted 20221104 NVI60s4 Yes
Arandomized, double-blind, double-dummy, active-comparator contr...  Posted 202211-04 PV16000 Yes
Aphase Il open label study evaluating safety and efficacy of PEG-Interf...  Posted 20221104 NV16037 No
Aphase ll partially double blinded study evaluating the efficacy and .. Posted 20221104 Wv16241 Yes
PageSize: 100% 11010007228 Pagelof3 >

2. Filter on the Sponsor ID or NCT ID to find the study of interest, click on the study, select the Data
Package tab, and upload the data package.

E EN
o
-mary < viviierg  Find Studies

CENTER FOR GLO!

DASHBOARD  REPORTS  DATAREQUESTS  ENQUIRIES | STUDIES = STUDY SUBMISSIONS User Name

Current Status: Draft Retroviral-Mediated Transfer and Expression of Glucocerebrosidase and Ceramidtrihexosidase (a-

Data Available for Sharing: NO Galactosidase A) cDNA's in Human Hematopoietic Progenitor Cells
Requests: None

ninistrative Deta: Re r >arT t Data Package

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

SUBMIT DATA PACKAGE

WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

3. For the next steps on uploading the data, please see Section 5.6 Steps to Upload Data Package.

4. The data package upload action will be recorded in the Study history
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< Vivliorg  Find Studies

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES | STUDIES = STUDY SUBMISSIONS User Name

Prepare Far New Data Version

Current Status: Posted Walking and Thinking - Brain Activity During Complex Walking in Stroke
Data Available for Sharing: YES
Requests: See Requests Tab

fy Detail iy ment Administrative Details tesearch T History ta age Usag eq
Date and Time Action Performed By Comments
6/3/26 11:34 am Status changed to: Successfully extracted study Information from CT.Gov for NCT07624630 Iiu.CI‘H QAN miny
ruchiviviqa@gmail com
Ruchi_QA_ViviiAdmin
6/3/26 11:34 am Status changed to: Awaiting Vivli Review huchl. AV Ml
ruchiviviga@gmail com
6/3/26 11:35 am Status changed to: Awaiting Curation by Curator Ruichl QA-VivilAdmin Bebiming Sty to Avalting Curtion
ruchiviviiga@gmail com Status
673426 11:36 am Status changed to: Curation By Curator In Progress R QA M Accepted study for Curation
ruchiviviga@gmail com
e o v ‘o4
6/3/26 11:36 am Status changed to: Internal Review By Head Curator In Progress UCHL vl
ruchiviviqa@gmail com
6/3/26 11:38 am Status (hang?d to: Qc Review of Curation - Head QC Reviewer Alerted Ruchi QA VidkAdimin €

ruchiviviiga@gmall.com

5. For subsequent data requests for this study, this version of the data package will be made available to
the researcher. Please see Section 5.7 Stored Data Package and Subsequent Data Requests

5.6 Steps to Upload Data Package
1. To upload the data package from within a data request, click in the space for ‘Click or drag files here
to upload’

4 Vivliorg ~ Find Studies
a

DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS © sauy v

Request: 48056, PI: Liz Test
Status: At least one Data Package Provided and Available Download PDF

Q

'A double-blind, randomized, stratified, placebo controlled study of Ro 64-0796 (also known as G54104) in the treatment of influenza infection in elderly patients
Sy wissio

Settings:
Data s for i reques
Butor Rache  IRP/Approver: Wellome Trust Data packoes donrioscad

Cancel

Basic Data Packages must include:

= IPD (Anonymized Individual Participant-level Datz)
- Data Dictionary

« Protocol

= Statistical Analysis Plan

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

+ Data Dictio
« Protoco
+ Statistical Analysis Plan

= IPD (Anonymized Individual Participant-level Data)
nary

WARNII

NG
If you navigate away from this page when a file upload is underway (.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name Size Uploaded By File Type

Nofiles uploadied.
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2. A window will pop up allowing the data contributor to select the files of their computer:

e BN
am . .
| 1) < Vivliorg  Find Studies
a
e DASHBOARD ~ REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS O sauy v
Rea) @ oper Download PDF
stat
<« v > Documents > Folders v C Search Folders P
Studies
Organize v+ Newfolder =~ [ @ Minthetreatment of influenza infection in elderly patients
” Setti
i
) Gallery CRF File folder
Data Dictionary File folder
> @ Catherine - Vivii
1PD File folder
Protocol File folder
sap File folder
Study Report File folder
T SPECIFY THE FILE TYPE. If a file type is unavailable, please provide a file with a note of explanation
<] [ Anfies v
Open <
WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all angoing uploads will be canceled.
File Name size Uploaded By File Type
v v v v

No files uploaded.

3. After selecting the files, click Open. Do not navigate away from the upload page when a file

upload is underway (i.e. clicking on another tab or closing the browser), as all ongoing uploads will
be canceled.

4. The data contributor may also drag files into the submit window indicated by the white box:

/ARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongeing uploads will be canceled.

5. The files should appear below. You can delete any files by clicking the “delete” button:
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TEA
| ' :
way < Vivliorg  Find Studies

DASHBOARD | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS © DATA CONTRIBUTOR v

Request: 49765, Title: Upload Request Example
Status: At least one Data Package Provided and Available Download PDF

Studies

File Name size Uploaded By File Type Publicly Available
v v v v

Data Dictionary.pdf <1kB Data Contributor Data Dictionarv v

IPD.xIsx <1kB Data Contributor IPD v

Protocol.pdf <1kB Data Contributor Protocol v

Statistical Analysis Plan.pdf <1kB Data Contributor Statistical Analvsis Plan v

Submit Files

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

6. Use the dropdown menu on the right-hand side to validate the File Type for each file before
submitting files:

&
L BN ~f vivliiorg Find Studies

DASHBOARD DATA REQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS

Request: 49766, Title: Demo Data Request
Status: At least one Data Package Provided and Available Download PDF

Studies Analysis Plan |

WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on anather tab or closing the browser), all angoing uploads will be canceled.

unknown

T T TyRE Publicly Available
Data Dictionary
v
Protocol
statistical Analysis Plan = —
v Unknown ~ . I - }
|Analysis-ready Dataset o J
CSR (may be redacted) ———
odf /Annctated Case Report Form Unknown ~ (I} | w ‘ n
Publication
txt jCthar Lnknown ~ | | L ﬂ
or

7. After selecting the file types, you have the option to make the supporting documents available for
the researcher to search. For more information, please see Section 5.12.1 Loading Supporting

Documents at the Time of Data Upload
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< vivliorg  Find Studies

DASHBOARD | DATAREQUESTS | ENQUIRIES ~ STUDIES  STUDY SUBMISSIONS © DATA CONTRIBUTOR v

e oo
Studies
File Name size Uploaded By File Type Publicly Available
v v v v
Data Dictionary.pdf <1kB Data Contributor Data Dictionary. v ‘E‘ B
IPD.xIsx <1kB Data Contributor IPD v \E" B
Protocol.pdf <1kB Data Contributor Protocol v ‘?‘
Statistical Analysis Plan.pdf <1kB Data Contributor Statistical Analysis Plan v ‘i‘ B

Submit Files

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

8. If the data contributor has different formats of the same file (for example, an Analysis-Ready dataset
SAS file and an Analysis-Ready dataset .csv file), they can select the same file type for all applicable
files from the dropdown menu. Note: You can’t upload an empty file or upload two files with the
exact same name.

9. Hereis the list of what is included in a data package

ltem Description
Recommended | Study Protocol Final protocol with all amendments
Recommended | Data dictionary Detailed descriptions of each variable in the dataset,
including the definition, source, coding, etc. of the
variable

Recommended | Statistical Analysis Plan | Description of the principal features of the analysis
described in the protocol

Recommended | Clinical Study Report Report that summarizes the efficacy and safety data
(CSR) from the study (after regulatory decision)
Recommended | IPD dataset Final cleaned individual participant-level data,
anonymized
Recommended | Anonymization What anonymization method was used for the data
Guidance
Optional Analytic code Software code used to carry out prespecified and

additional analyses
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Optional Analysis-ready IPD The dataset in a format used to carry out a sponsor’s
data set analyses
Optional Case report forms Forms used to collect the data that is described in the
protocol for each trial participant
Optional Publication Peer-reviewed articles, reports, or preprints describing
the study design, conduct, analyses, and results

10. For any additional file types for data upload, select the “Other” file type option to upload the files.
Note: If you do not have any of the basic study documents available (Study Protocol, Data
dictionary, or Statistical Analysis Plan, please upload a Word document explaining which files are
available, instead of the missing file type.

11. The data package upload happens while you see the progress bar with the label “Uploading”. If you
navigate away from a page on which an upload is underway (i.e. clicking on another tab or closing
the browser), that will cancel the upload automatically

UPLOADED FILES
Filename Size Uploaded E File Type w ‘ Delete x |
Protocol.pdf 179.00kB Data Contributor Unknown
Filename Size Uploaded By File Type N
N Upload
Digitalis_demoData.zip 2.3TMB Data Contributor Unknown 9

12.

13. Important Note: Ensure that all the files have been loaded before clicking the submit button. Once
you click the Submit button, you cannot load further documents to the same study.

14. If you plan to upload data packages for multiple studies in the data request, click Submit files for one
study, refresh the screen, and then click Submit files for the next study.

15. When finished, click Submit Files to load the data package into the Vivli Platform.
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= BN
| B -~ =
-—mar

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA DASHBOARD

DATA REQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS

¥ Vivii.org

Find Studies

User Name BUTOR ~

Request: 49765, Title: Upload Request Example
Status: At least one Data Package Provided and Available

Studies
v >

Data Dictionary.pdf <1kB

1PD.xlsx <1kB

Protocol.pdf <1kB

<1k8

Statistical Analysis Plan.pdf

Data
Contribut
or

Data
Contribut
or

Data
Contribut
or

Data
Contribut
or

rue iype
v
Data Dictionary ~
IPD ~
Protocol N
statistical Analysis Plan ~

Download PDF

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

16. The following pop-up will appear:

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

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

B Never show this again

17. You will receive confirmation of successful upload. Click the ‘Continue’ button
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& Vivli

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

18. If the upload of any file(s) fails, Close the request, refresh the browser, re-open the request, click on
the upload area and delete the file that failed before moving forward.

5.7 Stored Data Package and Subsequent Data Request

1. If a posted study has a stored data package, this will be visible in the following two places from the
studies tab in the top toolbar:
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2. From the list of posted studies, the IPD column will indicate “Yes” for data available and “No” for

data not uploaded.

DASHBOARD  REPORTS  DATAREQUESTS  ENQUIRIES | STUDIES

¥ Vivliorg  Find Studies

STUDY SUBMISSIONS

User Name

Studies

All studies from my organization drafted, submitted, listed or cancelled on the Vivli platform

@ Inf Posted

g g

Title status Posted sponsor 1D

v v a mmiddlyyyy O ¥V
Prehospital Processess Optimization and Emergency Medical Services'... Posted 2026-06-03 LITCPR
Validation of the French Version of the New Mobility Scare (NMS) in H. Posted 2026-06-03 69HCL25 0571
Half-dose Ticagrelor Monotherapy Versus Standard Dual Antiplatelet T Posted 2026-06-03 KSVGH 23-CT12-07
Preschoolers’ Health Literacy Project: A Cluster-Randomized Cantrolle. Posted 2026-06-03 Pre-HELP-2025
Walking and Thinking - Brain Activity During Complex Walking in Stroke Posted 2026-06-03 4-1349/2026

Page Size:

1o~

NCTID

NCT07622082

NCT07622095

NCT07622056

NCT07624695

NCT07624630

1to50f5

1PD
i y
Yes
Yes
Yes
Yes
Yes
Page 10f 1

3. When a posted study is selected, availability of data will be shown on the upper left, and the data
requests which included this study will be listed under the “Requests” subtab.

DASHBOARD ~ DATAREQUESTS  ENQUIRIES

STUDIES

STUDY SUBMISSIONS

< vivliorg  Find Studies

© DATACONTRIBUTOR v

Data Available for Sharing: YES Resuscitation After Sudden Cardiac Arrest
Requests: See Requests Tab

Study Details ument

Phase Condition or Disease

_ Select an Option - v Out-of-hospital Cardiac Arrest (OHCA)

Intervention/Treatment

Protocol based

Brief Summary From Registry (f available)

Outof-hospital cardiac arrest rate is common problem, because of high mortality rate. It s not clear incidence rate, epidemiology and outcomes in Lithuania

Ages Eligible for Study Sexes Eligible for Study Accepts Healthy Volunteers

18 Years and older ALL

Prepare For New Data Version

Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services' Dispatcher's Actions Modeling Impact on Quality of Cardiopulmonary

Actual Enroliment

0
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4. |If you have data packages previously loaded for a data request and if the same data package is
requested by any other Data Requester after the data was loaded, the review process will be
followed and if approved and the Data Use Agreement is signed, then the data package will be
provided to the subsequent Data Requester.

5. Once the data package has been successfully loaded onto the platform, the Organizational
Administrator will see the “Data Package Provided to Requester” note next to the study record in the

studies section of the data request.

_aillon,
A .
Wiy - Vivii.org  Find Studies

DASHBOARD | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS © pp  UserName

Request: 49765, Title: Upload Request Example Download PDF

Status: All Data Packages Provided and Available

REQUESTED STUDIES

VIVLI-LISTED AND PROVISIONED STUDIES

Qreschuc\ers' Health Literacy Project: A Cluster-Randomized Controlled Trial of Multidisciplinary Educational Interventions in Preschool Children

Study ID: NCTQ7624695  Sponsor ID: Pre-HELP-2025 Settings:
Data Request ID: 00049765 Data has been loaded for this and future requests 1 Data Package Provided to Requester]|
Data Contributer: Data Contributor Org  IRP/Approver: Vivii Data package downloadable

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

EXTERNAL DATA

No Studies Found

Privacy Cookie Policy EEA Disclosure Policy Contact Us

6. The data package upload action will be recorded in the Request History of the Data Request.

5.8 Replace Data Package With A New Version

To REPLACE an existing data package and make the new version available for future requests, first follow

the steps below:
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1. If a posted study has a stored data package, but it needs to be replaced with an updated
version, navigate to the Studies tab, and the ‘Posted’ section

u
Wiy < vivliorg  Find Studies

DASHBOARD DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS User Name BUTOR v

Studies

All studies from my organization drafted, submitted, listed or cancelled on the Vivli platform

Posted
Title Status Posted Sponsor ID NCTID 1PD
v v Q mm/dd/yyyy o v v v
Prehospital Processess Optimization and Emergency Medical Services'... Posted 2026-06-03 LITCPR NCT07622082
Validation of the French Version of the New Mobility Score (NMS) in H... Posted 2026-06-03 69HCL25_0571 NCT07622095
Half-dose Ticagrelor Monotherapy Versus Standard Dual Antiplatelet T... Posted 2026-06-03 KSVGH 23-CT12-07 NCT07622056
Preschoolers’ Health Literacy Project: A Cluster-Randomized Contrelle... Posted 2026-06-03 Pre-HELP-2025 NCT07624695
Walking and Thinking - Brain Activity During Complex Walking in Stroke Posted 2026-06-03 4-1349/2026 NCT07624630
Page Size: 100 1to50f5 Page 10f 1

Privacy Cookie Policy EEA Disclosure Policy Contact Us

2. Use the filters at the top to find your study, and click into the record to be taken into the study
details.

3. Click on ‘Prepare For New Data Version’. This removes the current version of the data and it will no
longer be shared with any new data requests. Note: if the current version of data was already being
analyzed by the Researcher, the system does not remove that data. The replaced data will be
provisioned to any new data requests.

¥ Vivli.org Find Studies

DASHBOARD  REPORTS  DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS

Current Status: Posted Prehospital Processess Optimization and Emergency Medical Services' Dispatcher's Actions Modeling Impact

Data Available for Sharing: YES on Quality of Cardiopulmonary Resuscitation After Sudden Cardiac Arrest
Requests: See Requests Tab

Data Package

SUBMITTED DATA PACKAGE CONTENTS - PRESS DOWNLOAD BUTTON TO DOWNLOAD EACH FILE
WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the ). all i ‘will be canceled.
File Name size Uploaded By File Type Publicly Available
v v v v
datarequests_actions_awaiting_11032026.csv. 49.00kB Org Admin DC Statistical Analysis Plan u
draft_data_requests_3112026 (1).csv 52.00k8 Org Admin DC Protocel I [« ]
RequestedStudies(6).csv <1kB ‘Org Admin DC Data Dictionary () n

Privacy Cookie Policy EEA Disclosure Policy Contact Us
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4. A pop-up will appear advising you that the old data version will no longer be available if you
proceed. Click ‘OK’ to continue and remove the old data version.

Prepare for new stored data version for this Study?

The onginal IPD Data Package version will no longer be available for automatic copy to data requests; the Data Contributor for the Study
will have to upload a new active Data Package version for this Study if requested. Click OK to proceed when you are ready, or Cancel if you
decide not to proceed.

5. The Data Package tab will now not contain any files:

DASHBOARD  DATAREQUESTS  ENQUIRIES | STUDIES | STUDYSUEMISSIONS € DATACONTRIBUTOR v

Current Status: Posted Validation of the French Version of the New Mobility Score (NMS) in Hospitalized Patients With Hip Fracture (MOB-SCORE)

Data Available for Sharing: NO
Data Package |

Requests: See Requests Tab.
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

« IPD (Anonymized Individual Participant-level Data)
« Data Dictionary

« Protocol

« Statistical Analysis Plan

SUBMIT DATA PACKAGE

WARNING
If you navig y from this pag afile upload is Y (i.e. clicking on ing all ongoing uploads will be canceled.

Fite Name size Uploaded By File Type Publicly Available

No fles uploaded.

6. To add the updated data package, follow the steps in Section 5.5 Upload Data Package Directly into
the Study and Section 5.6 Steps to Upload Data Package
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If you are not ready to upload data at this time, you will be prompted to upload data when the next
data request with this study has completed DUA approval. For more information, please see Section 5.4
Upload Data Package to an Approved Data Request.

5.9 Upload Additional Data or Documents After the Initial Upload

1. Data Contributors can add study documents or additional data, or replace the data package that was
provided to an existing approved data request in the analysis stage after the initial upload.

2. As a first step, reach out to the Vivli team at support@vivli.org to inform them whether you want to
add the files for just one specific request and/or all future requests for this study.

3. Based on your response, the Vivli admin may reset the study record so that you can upload the data
package again, or add an unlisted placeholder record to allow you to add a one-off data package. To
upload to an unlisted placeholder record, please go to the data request and under the studies tab, at the
bottom under the “EXTERNAL DATA” section, you will see an option to upload the additional data
package.

< viviiorg  Find Studies
a

DASHBOARD ~ REPORTS | DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS O sauy v

Request: 48993, PI: Swapna Onkar
Status: DUA Validated and Awaiting Data Package Upload Download PDF

Evaluation of Technologies for Neonates in Africa

Data to be provided by Data Contributor

Influence of Inspiratory Flow Pattern on Exchange of Carbon Dioxide in Humans Without Primary Lung Disease

Swdy D NCTOT686984 ettings:
D 000458¢ @
- Bioscis

st
Da
Wellcome T Da

Data to be provided by Data Contributor

Assessing Immunogenicity of Measles-Rubella Vaccine at 6 and 9 Months of Age
3 03071575 _Sponsor[D: CDC

D 0004

o Biosci 2

R ellome Data to be provided by Data Contributor

Data to be provided by Data Contributor

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

EXTERNAL DATA

Unlisted Stud
Swdy D: Uni:

sy
b 00048503
tor: - Allance Foundation Trials, LLC{AFT) ~RP/Approver. Allisnce Foundation Trils, LLE (AFT)

Data to be provided by Data Contributor

Upload Data Package

4. You may have to upload placeholder documents due to the required file types for study upload.

5. For the next steps on uploading the data, please see Section 5.6 Steps to Upload Data Package

6. Once you load the file(s), please let the researcher know via chat that you have uploaded additional
data or documents. The Vivli team will also give further instructions to the researcher to add these files
to the secure research environment.
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5.10 Uploading Data to Only One Data Request

1. By default, the data package uploaded to the Vivli platform is stored in the secured vault and is
automatically provisioned to the next researcher when their request is approved and when their DUA is
executed. However, Organization Administrators can select the study settings for a data request when a
data request is in the review process. This means that when a data package is uploaded in the context of
a specific request, the data can be set to be loaded only to that request, and not automatically stored in
the secure vault for the next researcher. The option is only available for studies listed on the Vivli
platform.

2. Organization Administrators have the option to make this selection at the Data Contributor review
stage. Please see 4.3 Study settings at Data Contributor Review. This setting will be visible (but not
settable) on requests that have been fulfilled (data package uploaded).

3. To upload the data package for a particular data request only, wait for the request to reach the Data
upload stage.

4. From the main Dashboard, go to the ‘Data Uploads’ tab and use the filters to find the relevant data
request or study ID. Click on ‘Upload Data Package’ for the study. and type in the data request ID to
locate the data request— data requests in need of a data upload will be listed under Awaiting My
Action:

A
[ B ]
Wiy 4 Vivliorg  Find Studies

DASHBOARD | REPORTS ~ DATAREQUESTS ENQUIRIES  STUDIES  STUDY SUBMISSIONS © sALLY v

Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of all the items within Vivithat require your action. Use the tabs to view your actions. For more see the VivliO Adminis and Data I
Upload Guide ownioa
Data Requests Disclosures Data Uploads Enquiries
study 1D Sponsor 1D Data Request ID Action Required
v v v v
Study ID Sponsor ID Data Request ID Settings

nct06813326 aoi 2023 satur... 00048494 Data will be loaded for this request only
Data will be available in secure research environment only

Study ID Sponsor ID Data Request ID Settings

nct01245426 114749 00048532 Data will be loaded for this and future requests
Data will be available in secure research environment only

Study ID Sponsor ID Data Request ID Settings

- wv 15670 00048684 Data will be loaded for this request only

Data will be downloadable

Study ID Sponsor ID Data Request ID Settings
- 102253 00048686 Data will be loaded for this and future requests

Data will be downloadable

6. This will open out a new section on the page where the files can be uploaded
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4 Viviiorg  Find Studies

DASHBOARD | REPORTS ~ DATAREQUESTS  ENQUIRIES ~ STUDIES  STUDYSUBMISSIONS O sauy v

Vivli Dashboard

Your dashboard s a cansolidation of al the fcems within Vil that requirey

jour actions. For more information see the Vivll Organization Administrator and Data Uplaad Guide

Data Requests Disclosures Data Uploads Enquiries
study 1D SponsoriD Data Request 1D Action Required

v v v v
Study ID Sponsor ID Data Request ID Settings
nct06813326 aoi 2023 saturnin 00048494

Data will be loaded for this request only
Data will be available in secure research environment only

Basic Data Packages must include:

« IPD (Anonymized Indhvidual Prticipant-evel Daz)
+ Data Dictionary

+ Protocol

« Statistcal Analysis Pian

View My Organization + Roles.

Upload Data Package

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

* 1PD (Anonymized Individual Participa

el Data)

WARNING
If you navigate away from this page when a file lick

ing the browser) all il be canceled.

Verify Upload

6. You can see the study settings which note “Data loaded for this request only”. For more information,

please see Section 4.3 Study Settings at Data Contributor Review

DASHEOARD | REPORTS ~ DATAREQUESTS  ENQUIRIES

Vivli Dashboard

Your dashboard isa

nsolidation of al the items within Vivii that require your action. Use the tabs t

your actions. For mare information see the Vivi Organization Adminisirator and Data Upioad Guide

Data Requests Disclosures Data Uploads Enquiries
study 1D SponsoriD Data Request D Action Required
v v v v
Study ID Sponsor ID Data Request ID Settings
nct06813326 aoi 2023 saturnin 00048494 Data will be loaded for this request only

Data will be available in secure research environment only

Basic Data Packages must include:

* 1PD (Anonymized Individual Parsicipant-level Data)
* Data Dictionary

« Protocol

= Statistical Analysis Plan

A Vivliorg  Find Studies

STUDIES  STUDYSUBMISSIONS @ SALLY ¥

View My Organization + Roles.

Upload Data Package:

YOU MUST SUPPLY AL REQUIRED FILE TYPES AS DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE. Ifa fle type is unavailable, please provide a file with a nate of explanation

* 1PD (Anonymized Individual Parcicipant-ievel Data)

WARNING
If you navigate away from this page when a file licki

ing the browser), all pl il be canceled.

File Name size Uploaded By File Type

Verify Upload

7. Click on Upload Data Package by clicking or dragging and dropping in the area labelled ‘Click or drag

files here to upload’.
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< Viviiorg  Find Studies

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD | REPORTS ~ DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS 0 sALLY v

Vivi Dashboard

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more see the Vivli Organization and Data
Upload Guide & Download

Data Requests Disclosures Data Uploads Enquiries
(6] — &8
Study ID Sponsor ID Data Request ID Action Required
v v v v

* Stausucal Anaiysis Kian

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

* IPD (Anonymized Individual Participant-level Data)
« Data Dictionary

« Protocol

« Statistical Analysis Plan

'WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name size Uploaded By File Type

8. For the next steps on uploading the data, please see Section 5.6 Steps to Upload Data Package

5.11 Uploading Large Files And Data Packages
1. Reach out to Vivli team at support@vivli.org to discuss the best way to package the data, e.g. into a

single large zip file or a small number of individual zip files. Inform the team how the data will be
organized and how it will be used

2. Download and install the Azure Storage Explorer from the URL:
https://azure.microsoft.com/enus/features/storage-explorer/ (you can also enter “Azure Storage
Explorer download” into your favorite search engine.) After starting Storage Explorer, click on the icon
that looks like a power plug:
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= Microsoft Azure Storage Explorer

File Edit View Help

= EEGEekE
R Y
Collapse All Refresh All
¢ 1% Quick Access

v ¢ Local & Attached
» = Storage Accounts
> BB Data Lake Storage Gen (Preview)

Actions Properties v Activities hd

Clear completed Clear successful

3. In the pop-up window pick “Storage account or service”:

Select Resource

Select Resource Authenticate Connect

What kind of Azure resource do you want to connect to?

Subscription 5
Sign in to Azure to access storage resources such as blobs, files, queues, and tables under subscriptions you have access to.
m=== Storage account or service 5
=== Attach to one or more services in a Storage account.
== Blob container >
L b Attach to an individual Blob container.
g== ADLS Gen2 container or directory 5
S8 Attach to an individual ADLS Gen2 container o directory.
i File share 3
Attach to an individual File share.
= Queue >
(MBS -
Attach to an individual queue.
Table N
Attach to an individual table.
[ i Local storage emulator N
Attach to resources managed by a storage emulator running on your local machine.

Cancel
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4. In the Select Connection Method window, choose Connection string:

= Connect to Azure Storage

Select Connection Method

Select Connection Method Enter Connection Info Summary

How will you connect to the storage account?

® Connection string (Key or SAS)
O Shared access signature URL (SAS)

O Account name and key

=& Connect

Enter Connection Info
Enter Connection Info ~ Summary
Display name:
Biosciences Upload

Connection string:

DefaultEndpointsProtocol=https;AccountName=vivlidatacussabioscinces; AccountKey=100000000000000000000000000000000End pointSuffix=core.windows.net

5. The display name should be the NCT or Sponsor ID for the study; the connection string must be

the value sent to you separately from Vivli. On the summary/confirmation screen, click “Connect”:

= Connect to Azure Storage

Summary

Summary

The following settings will be used to connect to your resource:

Display name: Biosciences staging area
Account name: biosciences
Account key: 5+v3uda+n9mPSqYEuioZtDUvQ57nANdb853TN2dZAZ/O/Urm1CQ0wW7CZ0hz0%pe1cHqbgYPusV08)xo+WfDw==

Default endpoints protocol: htips

I' Make sure you only connect to resources you trust
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6. It should add the storage account to the list on the upper left, and report “Successfully added

connection:

= Microsoft Azure Storage Explorer

File Edit View Help

EXPLORER

o
Refresh All

Collapse All
¢ Quick Access

v ¢ Local & Attached
v = Storage Accounts
? (Attached Containers)
» = (Emulator - Default Ports) (Key)

E = Biosciences Upload (Keylj
> B2

Y

Data Lake Storage Gen1 (Preview)

v Activities

Actions Properties
Clear successful

Clear completed

| Q Successfully added new connection I

7. Click on the “>” to open the storage account, then right-click on Blob Containers and choose
“Create Blob Container”. Give it a name that represents the study (e.g. the NCT ID or sponsor
ID). Note that container names are limited to numbers, lowercase letters, and hyphens, but no

spaces or uppercase characters.
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File

Edit View Help

0

Collapse All

% Quick Access
v ¢ Local & Attached
v Storage Accounts
(Attached Containers)

(Emulator - Default Ports) (Key)

<vwv il

Biosciences Upload (Key)
Blob Containers

> B File Shares

> [ Queues

> BB Tables

Y

Refresh All

Create Blob Container
Open Container by Name...

Paste Blob Containe

> Bl Data Lake Storage Gen1 (Preview) Cofigure CORS Settings.

Configure Soft Delete Policy...
Search From Here

Refresh

Actions = Properties v Activities

Custom Domain
Soft Delete
Retention Days | 7

Clear completed  Clear successful
Enabled
@ Successfully added new connection.

File Edit View Help

T net12345678 X

p T ;ﬁ_ + @ =
Collapse All efresh All [ jnload New Folder  Select All
=% Quick Access
v ¢ Local & Attached & —» v ‘T Active blobs (default) v
v = Storage Accounts
> = (Attached Containers) Name~ Access Tier Access Tier L
> = (Emulator - Default Ports) (Key) TR
v == Biosciences Upload (Key)
~ [ Blob Containers
M $logs
7 nct12345678
> A8 File Shares
S [ Queues
ES Tables
> Bl Data Lake Storage Gen1 (Preview)
Showing 0 to 0 of 0 entries
Actions = Properties v Activities
URL

https://vivlidatacussabioscinces.t Clear completed  Clear successful
Custom Domain

(/] Successfully created blob container ‘nct12345678"

Type Blob Container

HNS Enabled ke (v} Successfully added new connection.
Lease State available

Lease Status unlocked

Public Read Access | of

| ~rt B Amrlifind Eaddo Mdo.,

20 10 OES 10 ARA

nct12345678

Blob Type

More

Content Type Size

It
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7. From the ribbon at the top, click Upload, and from the drop-down choose Upload Files. From
1.

the Target Access Tier choose “Coo

=a Microsoft Azure Storage Explorer

Upload Files

<t the files you want to upload, the type of blob you want to upload as, and

vhdx files as page blobs {recommended

8. Ingeneral, we recommend uploading files that have been zipped; you can have a discussion
with Vivli about whether a single zip file or several files will be more useful to the researchers;
this can depend on how the data may be used. It will report progress on the upload at the

bottom under activities:

W S TR A T

Activities
Clear completed Clear successfu

<.! Transferring ‘Ci\Large Files\LargeFile1zip’ to ‘nct12345678/ (using SAS): 214Mbps  Copy AzCopy Command to Clipboard  Cance
Started at: 5/22/2022 7:54 PM

9. Note that Storage Explorer will remember the connection the next time you start Azure Storage
Explorer —to get it to “forget”, right-click on the storage account name (Biosciences in the
example screenshots above) and choose “detach”. When you have completed the upload, notify

Vivli at support@vivli.org
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5.12 Supporting Documents for Researchers Searching For Studies

For listed studies, you may choose to make the supporting documents such as data dictionary, protocol,
statistical analysis plan, and/or others, available to researchers on the search page while they are
searching for studies. This will help a researcher with a Vivli account to review the study information and
finalize it before adding it to their data request. Researchers have told us having access to the
supporting documents is important when they are formulating their request so that they know that the
studies they are requesting will actually help them answer their hypothesis.

If you would like to specify which types are to be selected by default for your organization, please
contact Vivli at support@vivli.org. You can uncheck the selection for individual studies at any time.

5.12.1 Loading Supporting Documents at the Time of Data Upload

1. You may make supporting documents available to researchers on the search page during the
study data package upload. Note: This option is not available for unlisted studies or studies
data uploaded for specific request only.

2. At the time of data upload, after selecting the file types, you have the option to make the
supporting documents available for the researcher to search. For more information, please
see Section 5.6 Steps to Upload Data Package (Note: this option is not available for data
packages set to upload to ‘this request only’).

]
wmar < viviierg  Find Studies

CERUER SUB DO LA G 8 ERs o DASHBOARD = DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name  BUTOR v

Request: 49765, Title: Upload Request Example
Status: At least one Data Package Provided and Available Download PDF

Studies
File Name size “”'g;"" File Type Publicly Available
v v v v

Data s L,

Data Dictionary.pdf 0.03kB Contribut Unknown N W ‘ n
or
Data prem—,

1PD xisx 0.02kB Contribut Unknown ~ ] [ ] ‘ u
or ———
Data

Protocol.pdf 0.03k8 Contribut Unknown v i3 ] ‘ u
or 5 4
Data

Statistical Analysis Plan.pdf 0.02kB Contribut Unknown W | [ ] ‘ ﬂ
or

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

¥ Claude is active in this tab group = X
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3. To make supporting documents available to researchers for search, check the box that says
“Publicly Available” next to the document.

il
- . .
wmar - viviiorg  Find Studies
DASHBOARD | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name  BUTOR v
Request: 49765, Title: Upload Request Example F
Status: At least one Data Package Provided and Available Dot
Studies
file Name Size UP";“" File Type Publicly Available
v v v b 2
Data Fre
Data Dictionary. pdf 0.03kB Contribut Unknown ~ w ‘ ﬂ
or S
Data = —
1PD xlsx 0.02kB Contribut Unknown v (] | | ‘ u
or Wkt
Data
Protocol. pdf 0.03kB Contribut Unknown v L] ‘ u
or S—
Data
Statistical Analysis Plan.pdf 0.02kB Cantribut Unknown v L] ‘ u
or —

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

% Claude is active in this tab group 2 X

4. 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 publicly available to
researchers who have not signed the Data Use Agreement (DUA).

. Ll -
wmary < viviiorg  Find Studies
DASHBOARD | DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS UserName  gUTOR v
Request: 45765, Title: Upload Request Example
Status: At least one Data Package Provided and Available Download PDF
Studies
File Name size u“';;“d File Type Publicly Available
v v v v
Data e,
Data Dictionary.pdf 0.03kB Contribut Data Dictionary v l L | n
or
Data P
I1PD.xlsx 0.02kB Contribut IPD N u | u
or —_—
Data
Protocal pdf 0.03kB Contribut Protocol 3 ‘ L] I u
or . J
Data
Statistical Analysis Plan.pdf 0.02kB Contribut Statistical Analysis Plan v ‘ ] | u

or

Submit Files

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

¥ Claude is active in this tab group [OR
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5. When finished, click Submit Files to load the data package into the Vivli Platform.

. . L]
[ | 4 viviiorg  Find Studies
R L AR T DASHBOARD | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS User Name BUTOR v
Request: 49765, Title: Upload Request Example
Status: At least ane Data Package Provided and Available Dowdload RDE
Studies
File Name siza ”“'“Bj““" File Type publicly Available
h'd e v Vv
Data ranen
Data Dictionary. pdf 0.03kB Contribut Unknawn v ‘ | | | E
o S_—
Data pr—
1PD.xlsx 0.02kB Contribut Unknown N [] ‘ | ] | u
or Bl
Data
Protocol pdf 0,038 Contribut Unknown v I ] | u
or ——’
Data
Statistical Analysis Plan.pdf 0.02kB Contribut Unknown A ‘ [} | u

or

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

¥ Claude is active in this tab group = X

6. A pop-up confirms 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. 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. If you do not wish to see this message again for other studies, check the
checkbox “Never show this again” in the bottom right.

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

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

Yes No

B Never show this again
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7. You will receive confirmation of successful upload. Click the ‘Continue’ but

& Vivli

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

8. The supporting documents that you have made publicly available will be visible on the search page
in the study details to researchers with a Vivli account.

wmar 4 Viviiorg  Find Studies

DASHBOARD DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS Usar Nama BUTOR v

Preschoolers' Health Literacy Project: A Cluster-Randomized Controlled Trial of Multidisciplinary Educational Interventions in Preschool Children

(Pre-HELP)

Jetails Study Documents Administrative Details

WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name Size Uploaded By
s ¥ ¥

Screenshot 2026-03-31 at 11.01.14 AM.png 194.00kB Data Contributar n

TestProtacol pdf <1kB Data Contributer n

Links to Documents located elsewhere
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5.12.2 Loading Supporting Documents for Previously Uploaded Data Package

1. If you have the Organizational Administrator role, you can make supporting documents available to
researchers on the search page after study data package upload stage.
2. Go to the studies tab and go to the posted section.

F__ s
' 2 L
|l B0 ¥ Vivliorg  Find Studies

DASHBOARD ~ DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS @ pp  UsorName

Studies

All studies from my organization drafted, submitted, listed or cancelled on the Vivli platform

a —a

Title status Postad sponsor 1D NCTID ®D
v v a mm/ddiyyyy 8 7 v v v

Prehospital Processess Optimization and Emergency Medical Services'... Posted 2026-06-03 LITCPR NCT07622082 Yes

Validation of the French Version of the New Mobility Score (NMS) in H... Posted 2026-06-03 69HCL25 0571 NCTO7622095 Yes

Half-dose Ticagrelor Monatherapy Versus Standard Dual Antiplatelet T... Posted 2026-06-03 KSVGH 23-CT12-07 NCT07622056 No

Preschoolers’ Health Literacy Project: A Cluster-Randemized Controlle... Posted 2026-06-03 Pre-HELP-2025 NCTO7624695 Yes

Walking and Thinking - Brain Activity During Complex Walking in Stroke Posted 2026-06-03 4-1349/2026 NCT07624630 Yes

Page Size: 100% Ttasafs Page 1 af 1

1 Open the study. In the study screens, the “Data Package” tab will have the option to select the files
to be made publicly available next to file type

< vivliorg  Find Studies

DASHBOARD DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS User Name BUTOR v
- Request: 49765, Title: Upload Request Example
9B Sratus: At least one Data Package Provided and Available e P
Studies
File Name size Uptosted | e Type Publicly Available
v v v v
Data
Data Dictionary.pdf 0.03kB Contribut Data Dictionary N E]

or

Data —
1PD xlsx 0.02k8 Contribut 1PD ~ L]
or
Data
or

Data
Statistical Analysis Plan.pdf 0.02kB Contribut Statistical Analysis Plan ~ E]

or

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

¥ Claude is active in this tab group e X

e Policy Contac
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4. Check the box that says “Publicly Available” next to the document.

(] L] °
wmay < Vivliorg  Find Studies
DASHBOARD DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS User Name: BUTOR v
Request: 49765, Title: Upload Request Example
= Status: At least one Data Package Provided and Available el
Studies
File Name Size ”"';"“" File Type Publicly Available
v v v v
Data
Data Dictionary.pdf 0.03kB Contribut Unknown v
or
Data
IPD xlsx 0.02kB Contribut Unknown v O
or
Data
Protocol.pdf 0.03kB Contribut Unknown v
or
Data
Statistical Analysis Plan pdf 0.02kB Contribut Unknown v

or

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Claude is active in this tab group o X

5. 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 publicly available to researchers

who have not signed the Data Use Agreement (DUA).

- . * .
| T h) < vivliorg  Find Studies
DASHBOARD DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS User Name BUTOR v
Request: 49765, Title: Upload Request Example
Status: At least one Data Package Provided and Available RevicacEbE
Studies
File Name size U"";‘;"“d File Type Publicly Available
v v v v
Data
Data Dictionary.pdf 0.03kB Contribut Data Dictionary. v
or
Data
IPD.xlsx 0.02kB Contribut IPD v
o
Data
Protocol.pdf 0.03kB Contribut Protocol v
or
Data
Statistical Analysis Plan pdf 0.02kB Contribut Statistical Analysis Plan v

or

Submit Files

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Claude is active in this tab group 8 X
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7. Go to the Study Documents tab to see these supporting documents which you have made
publicly available from your data package these will have this ‘eye’ symbol next to them.

=
8. Toremove a supporting document from being publicly visible, you can click on the eye symbol
next to the document in the ‘Study Documents’ tab

< vivliorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS © salLy v
Current Status: Posted A Randomized, Placebo-Controlled, Double-Blind, Parallel-Group Pilot Trial Investigating the Impact of a Glycation Lowering (GLYLO)
Data Available for Sharing: YES Supplement on Geroscience Outcomes in Postmenopausal Women (GRACE)
Requests: None
File Name Size Uploaded By File Type a
v v v v
Placeholder2.txt <1kB Provider-Roche Protocol
Placeholder3.txt <1k8 Provider-Roche Data Dictionary
Placeholders.txt <1k8 Provider-Roche Statistical Analysis Plan
Placeholder1.txt <1kB Stan Neumann Unknown v
Statistical Analysis Plan.pdf 27.00kB Stan Neumann Unknown v
table.parquet 4.00kB Ruchi_QA_VivliAdmin Unknown v
Users_2 5 2025.csv 38.00kB Ruchi_QA_VivliAdmin Unknown v

9. Or, navigate to the Data Package tab, and uncheck the box next to the document.

ey  vivliorg  Find Studies
DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS O saLLy v
Current Status: Posted A Randomized, Placebo-Controlled, Double-Blind, Parallel-Group Pilot Trial Investigating the Impact of a Glycation Lowering (GLYLO)

Data Available for Sharing: YES Supplement on Geroscience Outcomes in Postmenopausal Women (GRACE)
Requests: None

Data Package

If you navigate away from this page when a file upload is underway (i.e. mﬁ.ﬂf another tab or closing the browser), all ongoing uploads will be canceled.
File Name size Uploaded By File Type Publicly Available
v v v v
Placeholder2.txt <1kB Provider-Roche Protocol n
Placeholder3.txt <1k Provider-Roche Data Dictionary (] n
Placeholder4.txt <1kB Provider-Roche IPD n
Placeholders.txt <1kB Provider-Roche Statistical Analysis Plan n

10. To see the version of the files provided to the Researcher as publicly available documents you
can click on the download button.
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< vivliorg  Find Studies

[CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS © say v

Current Status: Posted A Randomized, Placebo-Controlled, Double-Blind, Parallel-Group Pilot Trial Investigating the Impact of a Glycation Lowering (GLYLO)
Data Available for Sharing: YES Supplement on Geroscience Outcomes in Postmenopausal Women (GRACE)
Requests: None
File Name size Uploaded By File Type a
v v v v
Placeholder2.txt <1k8 Provider-Roche Protocol
Placeholder3.txt <1k8 Provider-Roche Data Dictionary
Placeholders.txt <1k8 Provider-Roche Statistical Analysis Plan
Placeholder1.txt <1kB Stan Neumann Unknown v
Statistical Analysis Plan.pdf 27.00kB Stan Neumann Unknown v
table parquet 4.00k8 Ruchi_QA_ViviiAdmin Unknown v
Users_2 5 2025.csv 38.00kB Ruchi_QA_VivliAdmin Unknown v

10. The supporting documents that you have made publicly available will be visible on the search page in
the study details to researchers with a Vivli account.

<f vivli.org  Find Studies

DASHBOARD ~ DATA REQUESTS  ENQUIRIES | STUDIES = STUDY SUBMISSIONS User Name  BUTOR v
Current Status: Posted Preschoolers' Health Literacy Project: A Cluster-Randomized Controlled Trial of Multidisciplinary Educational
Data Available for Sharing: YES Interventions in Preschool Children (Pre-HELP)
Requests: See Requests Tab
Administrati s earch Tea Data Pa Usage
File Name Size Uploaded By File Type
v v v v
Screenshot 2026-03-31 at 11.01.14 AM.png 194.00kB Data Contributor Statistical Analysis Plan
TestProtocol.pdf <1kB Data Contributor Unknown v

Privacy Cookie Policy EEA Disclosure Policy ContactUs
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5.12.3 Loading Supporting Documents that are not part of Data Package
You can make supporting documents available to researchers on the search page that are not part of
the study data package.

1. Go to the studies tab and go to the posted section.

- ar < vivli.org  Find Studies

DASHBOARD DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS e pa User Name

Studies

All studies from my organization drafted, submitted, listed or cancelled on the Vivli platform
Draft @ In Prog oy
Title Status Posted Sponsor ID NCTID 1PD

v v o mmiddiyyy O ¥ ¥ e e
Prehospital Processess Optimization and Emergency Medical Services'... Posted 2026-06-03 LITCPR NCT07622082 Yes
Validation of the French Version of the New Mobility Score (NMS) in H... Posted 2026-06-03 69HCL25_0571 NCT07622095 Yes
Half-dose Ticagrelor Monatherapy Versus Standard Dual Antiplatelet ... Posted 2026-06-03 KSVGH 23-CT12-07 NCT07622056 No
Preschoolers' Health Literacy Project: A Cluster-Randomized Controlle... Posted 2026-06-03 Pre-HELP-2025 NCT07624695 Yes
‘Walking and Thinking - Brain Activity During Complex Walking in Stroke Posted 2026-06-03 4-1349/2026 NCT07624630 Yes
Page Size: 100~ 1to50f5 Page 1 0f 1

ntact Us

< vivliorg  Find Studies
———

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES | STUDIES STUDY SUBMISSIONS O sauy v

Current Status: Posted A phase Il open label study evaluating safety and efficacy of PEG-Interferon alpha-2a (PEG-IFN, Ro 25-8310) versus Interferon (IFN alpha-2a,

Data Available for Sharing: NO Roferon-A) in interferon have patients with chronic hepatitis B.
Requests: See Requests Tab

Any supporting documentation files loaded on this page will be visible on the search screen to researchers searching for studies. Please provide only files that you want to make available to search screen viewers.

WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name size Uploaded By File Type

No files uploaded.
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3. Now click here to choose files to upload.

WARNING

If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

4. A window will pop up allowing the data contributor to select the files of their computer.

After selecting the files, click Open.

5. The data contributor can also drag files into the submit window where it says ‘Click or drag

files here to upload’

WARNING

If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

Note: Individual participant data (IPD) should NOT be uploaded in this section

6. If you navigate away from a page on which an upload is underway (i.e. clicking on another

tab or closing the browser), that will cancel the upload automatically

7. Select a file type for each supporting document in the drop-down menu.

= BN
[ B s =
ey < viviiorg  Find Studies
DASHBOARD DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS O pa User Name:
Prepare For New Data Version
Current Status: Posted Preschoolers’ Health Literacy Project: A Cluster-Randomized Controlled Trial of Multidisciplinary Educational
Data Available for Sharing: YES Interventions in Preschool Children (Pre-HELP)
Requests: See Requests Tab
Study Documents
File Name Size Uploaded By File Type
¥ Protocol v
|CSR (may be redacted) —
Demio Study Data copy.xisx statistical Analysis Plan Statistical Analysis Plan =@ ‘ n
Data Dictionary I !
TestProtocol.pdf Unknown % ] ‘
IAnnotated Case Report Form
Publicati -
Screenshot 2026-03-31 at 11.01.14 AM.png UMlcathin Unknown ~ (] ‘ n
Other —_—
Unknown

Links to Documents located elsewhere m
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8. You can download the loaded files.

& w o =
wmary - Vivliorg  Find Studies
DASHBOARD DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIONS o os User Name
Prepare For New Data Version
Current Status: Posted Preschoolers' Health Literacy Project: A Cluster-Randomized Controlled Trial of Multidisciplinary Educational
Data Avallable for Sharing: YES Interventions in Preschool Children (Pre-HELP)
Requests: See Requests Tab
y Details Study Documents Jen ¥ f . " )
File Name size Uploaded By File Type
\4 v v v
Demo Study Data copy.xisx 8.00kB Org Admin DC Statistical Analysis Plan | = ‘ -
Screenshot 2026-03-31 at 11.01.14 AM.png 194.00kB Data Contributer Unknown ~ n
TestProtocol.pdf <1kB Data Contributor Unknown v -

Links to Dacuments located elsewhere Add New Link

9. You can delete any files by clicking the “delete” button:
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= Y
'R ] > 2
ey < Viviiorg  Find Studies

CINTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD ~ DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS © pp UserName

Prepare For New Data Version
Current Status: Posted Preschoolers' Health Literacy Project: A Cluster-Randomized Controlled Trial of Multidisciplinary Educational
Data Available for Sharing: YES Interventions in Preschool Children (Pre-HELP)
Requests: See Requests Tab
Study Documents
File Name size Uploaded 8y File Type
v b4 v v
Demo Study Data copy.xIsx 8.00kB Org Admin DC Statistical Analysis Plan | o | n
Screenshot 2026-03-31 at 11.01.14 AM.png 194,008 Data Contributor Unknawn ~ [ ] | a

TestProtocol.pdf <1kB Data Contributor Unknown b4 B n

Links to Documents located elsewhere Add New Link

10. The supporting documents that you have made publicly available will be visible on the search page
in the study details to researchers with a Vivli account.

5.12.4 Providing Links to External Supporting Documents
1. |If there are further documents that are available for your study at an external link, you can make the
link available to researchers on the search page

2. Go to Study Documents and click the blue button that says, “Add New Link”.
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= 0N
' B ] : .
ey < vivliorg  Find Studies
DASHBOARD  DATAREQUESTS  ENQUIRIES | STUDIES | STUDY SUBMISSIONS O p2 User Name
Current Status: Posted Preschoolers' Health Literacy Project: A Cluster-Randomized Controlled Trial of Multidisciplinary Educational
Data Available for Sharing: YES Interventions in Preschool Children (Pre-HELP)

Requests: See Requests Tab

Study Details Study Documents Administrative Details Research Team Data Package Usage Requests
File Name Size Uploaded By File Type
v v v v
Demo Study Data copy.xlsx 8.00kB Org Admin DC Statistical Analysis Plan o n
Screenshot 2026-03-31 at 11.01.14 AM.png 194.00kB Data Contributor Unknown ' ‘ u B

TestProtocol.pdf <1kB Data Contributor Unknown v ‘ [ 1 n

Links to Documents located elsewhere Add New Link

3. Inthe box that appears, type in the Title of the document and the URL, and then click “Save”

Add New Link

Title

URI

B

4. 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.
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Liris 10 Documents iocatad alsewherns m

HCTC4424504 sludy docaments

Tl STuy B o DRer) o) SHEsshiy

5. The External link to the documents that you have made publicly available will be visible to the

Researcher with a Vivli account on the search page.

< viviiorg  Find Studies

STUDIES | = STUDY SUBMISSIONS O saly v

DATAREQUESTS  ENQUIRIES

[ ]
| |
DASHBOARD  REPORTS

[CENTER FOR GLOBAL CLINICAL RESEARCH DATA

A single arm study to assess the efficacy and safety of bevacizumab in combination with irinotecan and infusional 5-fluorouracil/folic acid

Current Status: Posted
Data Available for Sharing: NO

Requests: None

regimens as first line treatment for patients with metastatic colorectal cancer.

Study Documents
No files uploaded.

Links to Documents located elsewhere patiE

Study Register Link

Ll
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6. Secure Research Environment Monitoring

e Organizational Administrators can monitor the progress of the secure Research environments for

data requests containing at least one of their studies. Navigate to Research Environments in the

dropdown under your name.

Note: Those with only Data Uploader rights cannot view this section.

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD

REPORTS  DATA REQUESTS

< Vivli.org _ Find Studies

ENQUIRIES  STUDIES  STUDY SUBMISSIONS | € SALLY v

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivii that require your action. Use the tabs to view your actions. For more information see the Vivli Organization Administrator and Data

Upload Guide

Data Requests

Vivli ID Request Title
v v
Vivli ID Request Title
00003331 Jarrod Chat Test 1
Lead Investigator
tt
Vivli ID Request Title
00003359
Lead Investigator
Data Requester
Vivli ID Request Title
00003453 test8933
Lead Investigator
dcffvr rrerere
Vivli ID Request Title
00003321 bill test 2056-2

Disclosures

Lead Investigator

Stan - try 2 with correct capitalizaion

Data Uploads Enquiries

Days in Current
step

v

Number of My

Requested By Action Required

Studies

v v
Days in Current Step
1124

Days in Current Step
1099

Days in Current Step
1004

Number of My Studies
3

Number of My Studies
1

Number of My Studies
1

Edit Profile
Change Password

Log Out

Review by Data Contributor
Review by Data Contributor
Review by Data Contributor

Review by Data Contributor

CENTER FOR GLOBAL CLINICAL RESEARCH DAT

DASHBOARD REPORTS DATA REQUESTS

ENQUIRIES STUDIES

< viviLerg  Find Studies

STUDY SUBMISSION - Pams. dINDC v

Secure Research Environments

.ecure Research environments used to analyze data from approved data requests with studies from my organization

Data Requestid T Title

00045722

Data Request Sample &

Requester Email Status

b4

Requester-Sample@viviitestina, Running

Days Since Last Login

Runtime (Days)

e You can filter for a specific data request using the Data request ID, Title, Requester Email, and Status
of the secure Research Environment (Running, Stopped, and de-provisioned)
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e You can click on the Data Request ID to see details of a specific environment.

Research Environment Details - 00002875 (Influenza Study Project)

Requestor Name: Data Requester Machine Size: Large

Requestor Email: datarequester vivli@gmail com Status: Stopped
Number Authorized Users: 1 Licenses: SAS, STATA
Provisioned Date:  09/10/2018 Runtime since last restart (days): 54

Deprovisioned Date:  N/A Days since last login (days): -1

e The date when a secure Research Environment was started and de-provisioned will also be recorded
in the Request history tab of the data request.

6.1 Software in the secure Research Environment
e The software available in the secure Research Environment is updated regularly and a
comprehensive listing of the software and R packages is available in the secure Vivli Research
Environment. The full list is on the Vivli website under “Software and R Packages Available in the
Research Environment”: https://vivli.org/resources/resources/

e The current list applies only to new secure research environments — updates to software installed
are not retroactive to existing secure research environments, although we can make updates to
existing environments when requested.

6.2 Downloadable Data
e If the study is made downloadable as per Vivli Member’s data sharing criteria, the research team
will sign the Standard Data Use Agreement and security addendum.
e After the study data package is uploaded, the Research Team will have the ability to download
the study data.
e After the completion of the analysis and public disclosures are signed, the research team is
required to provide confirmation of the data destruction of the downloadable data.
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7. Public Disclosures & Publications & Summary of Results

7.1 Review(s) by Vivli Members

The Data Use Agreement requires Data Requesters to provide to Vivli, at least 30 days prior to
submission, the submitted copy of any publication, which Vivli will make available to all Organizational
Administrators for review.

You can see all publications waiting for your review in the main dashboard, under ‘Disclosures’. Clicking
on the blue ‘Review Disclosure’ button will take you into the relevant data request public disclosure
record where you can download or review the publication, or record your feedback.

wmiy < Vivliorg  Find Studies

DASHBOARD = REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSION User Name AINDC v

Vivli Dashboard View My Organization + Roles

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to view your actions. For more information see the Vivli
Organization Administrator and Data Upload Guide

Data Requests Disclosures Data Uploads Enquiries
; 0] 1

& Download

D Disclosure Title Lead Investigator 30-Day Review Disclosure Type Data Contributors Action Required
v Y v v ¥ ¥ v
ID Disclosure Title
Review Disclosure
00049778-02 Lorem Ipsum
Lead Investigator 30-Day Review Disclosure Type
Requester Sample 30 Days Left Abstract

Privacy Cookie Policy EEA Disclosure Policy Contact Us
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Data Requesters will provide Vivli the submitted copy of any public disclosure via the Public Disclosures
tab at least 30 days prior to submission:

N
| . 3 3
-—mar < Vivliorg  Find Studies
DASHBOARD  REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSION User Name MINDC v
Request: 49778, PI: Requester Sample
Status: All Data Packages Provided and Available Bl R
As per the Data Use Agreement (DUA), Researcher(s) should send any public disclosures (manuscripts, abstracts, posters, slides, etc.) to Data
Contributor(s) via this form at least 30 days prior to submission of materials to a learned forum or journal. As per the DUA, during the 30-day review
period, Data Contributor(s) may provide non-binding comments regarding the scientific content. They may also possibly request the deletion of any
confidential information (as defined in the DUA).
Disclosure ID ¥ Title Type Data Contributor(s) status
00049778-01 Lorem Ipsum 2 Abstract « Data Contributor Org 30-Day Review
Page Size: 20 ¥ 1tolof1 Page 10f 1
Public Disclosures

Privacy Cookie Policy EEA Disclosure Policy Contact Us

1. Each submitted public disclosure will have a unique Disclosure ID that begins with the Vivli
Request ID followed by a two-digit sequence. The Public disclosures tab will provide an overview
of each public disclosure that has been submitted for review and the status of each disclosure
for that individual request.

A Disclosure in the “Draft” status may be deleted by the Vivli admin only. If you believe a Draftis a
duplicate submission, please reach out to the Vivli team via the Data Contributors chat and a
Vivli admin will confirm and delete it, if needed.

2. If aresearcher indicates that they do not have publishable results, Vivli requests a summary of
results from the Researcher. The Researcher will submit the summary via the “Public
Disclosures” tab and select the Publication Type as “Summary of Results”. This summary of
results will be sent to the Organizational Administrators and will follow the 30-day review
process for public disclosures.

3. Public Disclosure review statuses:

e Review Complete — The review has been completed, or the 30-Day review period has
expired.

e Not Published — Review has been completed but the disclosure will not be published.
e Published — The disclosure has been cited and published.
e Draft —The disclosure is in a draft state and has not been submitted for review.

e 30-Day Review — The disclosure is in the 30-Day review period.
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4. Once a Researcher has submitted a new public disclosure for review, the Vivli platform will
notify the Organizational Administrator via email that a public disclosure has been submitted for
courtesy review with an embedded link to the disclosure review page.

5. Organizational Administrators can utilize the link in the email or click on the Public Disclosures
tab in the platform. When a disclosure record is clicked, a new page will appear with five tabs;
Disclosure Information, Studies Used, Documents for Review, Feedback/Attachments, and
History.

-
wmar < vivliorg  Find Studies

DASHBOARD  REPORTS  DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSION User Name VINDC v

Public Disclosure 00049778-01 Mark Review Completed
Status: In Review (30-day review started, 30 days remaining)

Disclosure Information
As per the Data Use Agreement (DUA), Researcher(s) should send any public disclosures (manuscripts, abstracts, posters, slides, etc.) to Data Contributor(s) via this form at

least 30 days prior to submission of materials to a learned forum or journal. As per the DUA, during the 30-day review period, Data Contributor(s) may provide non-binding
comments regarding the scientific content. They may also possibly request the deletion of any confidential information (as defined in the DUA).

Disclosure Title

Lorem Ipsum 2

Select a Disclosure Type Journal/Conference/Other

Abstract Lorem Ipsum

Researcher Comments

Privacy Cookie Policy EEA Disclosure Policy Contact Us

e The Disclosure Information tab provides a summary of the Public Disclosure, including
Title, Type, the Journal or Conference where the disclosure will be published or
presented and any Researcher Comments.

e The Studies Used tab displays which studies were included or excluded in the
disclosure analysis. If no studies from a specific Data Contributor are included (in a
multi-sponsor data request), that contributor will not receive an email notification and
no action will be required from them.

e The Documents for Review tab holds all documents that have been submitted and are
available for review. The Researcher is only allowed to submit a maximum of 2 files per
public disclosure.
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-
iy 4 Viviorg  Find Studies

DASHBOARD ~ REPORTS ~ DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS O sauy v

Mark Review Completed

Please include the following text in your publication document before you upload it.

This [publication or presentation, as applicable] is based on research using data from data contributors *Data Contributor(s) Name* that has been made available through Vivli, Inc. Vivli has not contributed to or

approved, and is not in any way responsible for, the contents of this publication.
Documents for Review]

I have included acknowledgment as required in the Vivli DUA

I am unable to include the acknowledgement as there is a word limit in the abstract. | will include the acknowledgment in the poster or oral presentation if selected

WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name size Uploaded By Uploaded Date

v 4 v v
Fake-2gb File.csv 2217.90MB Requester-1 6/27/2025 3:59:48 pm a
MyFirstTemplate.csv <1kB Requester-1 6/27/2025 3:54:49 pm a

¢ Inthe Feedback/Attachments tab, Organizational Administrator submits courtesy
review comments as free text or attachment and marks the courtesy review as
completed. Searchable text fields are available to filter Data Contributor Organization
reviews related to the disclosure. This page also provides information on the courtesy
review Start and End Dates and Data Contributor Organization review statuses.

7 < vivliorg ~ Find Studies

DASHBOARD ~ REPORTS ~ DATAREQUESTS ~ ENQUIRIES  STUDIES  STUDY SUBMISSIONS 0 sauy v

Public Disclosure 00048789-01 Mark Review Completed
Status: In Review (30-day review started)

Review Start Date: Review End Date:
Name 1 Comments status Date Completed
v v v Q dd/mmiyyyy 8 v
®  Astrazeneca Review Complete 13-Feb-2026
Feedback / Attachment:
® Roche Awaiting Review
® Takeda Awaiting Review
Shared Attachments
WARNING

If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or closing the browser), all ongoing uploads will be canceled.

File Name org Name Uploaded By Uploaded Date

As per the DUA, during this period if you would like to provide non-binding comments on the scientific
content you may do so. You may also request the deletion of any confidential information (as defined in
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the DUA). 6. If the Organizational Administrator does not click ‘Mark Completed,’ the courtesy review

will remain in the ‘Awaiting Review’ status until the 30-day period has ended.

Once the 30-day period has ended, the Vivli platform will automatically complete the review,
and the Researcher will be notified. Otherwise, if all Data Contributors complete their review
prior to the 30-day period, the review period will end, and the Researcher will be notified so
that they may submit their disclosure to a learned forum.

Once the courtesy review period has ended (either by Data Contributor completion or the
expiration of the 30-day period), a Citations tab will appear when a disclosure has completed
review. The Organizational Administrator will receive an email confirming the completion of the
review.

When should a Vivli Member be considered an author on a manuscript or public disclosure?
It is Vivli's policy that the decision to appoint someone as an author should be made by applying

the ICMJE authorship criteria (reviewed and agreed upon by the Steering Committee in May
2023).

7.2 Publication Notification by Data Requester

When a public disclosure based on the results obtained from the data request is published, the
Data Requester must inform Vivli.

Requesters will notify Vivli of a citation in chat or Vivli will identify a citation via search. A Vivli
Administrator will submit the citation via the Public Disclosures tab (if a previous disclosure
record exists). A link between the original disclosure and the associated citation will be made for
ease of tracking and management. The citation can be copied to the clipboard by the
Organizational Administrator using the copy icon for other workflows.

Once the public disclosure is marked as ‘Published’ by a Vivli Administrator with the associated
citation added to the record, the Organizational Administrator will be notified via email.
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< vivli.org  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSIOM User Name MINDC v

Public Disclosure 00049766-01
Status: Review Complete (30-Day review completed)

Published Date

Author, Example
"Example Disclosure Citation
Lorem Ipsumn, Lorem Ipsum, 2026, dol: hitp//scholar.google.com

Citations

Privacy Cookie Policy EEA Disc

e In addition, the link to the publication will be made available for public view on Vivli’s Metrics
page linked to their approved request page i.e. data request DOI.

wmay < vivliorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSION User Name: VINDC v

Request: 49778, PI: Requester Sample
Status: All Data Packages Provided and Available (MG G0 el FEE

Research Data Request: Grid Check Title TC13608 - Admin Edit Test

Vivli ID: 00049778 |
Data Request DOI: https://handle.test.datacite.org/10.70118/AQ00049778

Research Team
Lead Investigator

Requester Sample
Requester-Sample@vivli.testinator.com
Senior Researcher - Admin Edit

Lorem Ipsum

Country: Albania

Education or Qualifications

Lorem Ipsum

Request Details/Print View| plamekiiths deEree

Lorem Ipsum

Privacy Cookie Policy EEA Disclosure Policy ContactUs
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e You may view all citations linked to a specific data request form by navigating to a data request
and clicking on the “All Citations” tab. This tab is visible after the request reaches the data
upload stage.

<f vivliorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSION User Name WAINDC v
Request: 49778, PI: Requester Sample
Status: All Data Packages Provided and Available Download PDF

sum, 2026, doi: httpu/scholar.google.com

All Citations

Privacy Cookie Policy EEA Disclosure Policy ContactUs

e You may also view the citations linked to the study. Please see Section 2.6 Study Usage and
Public Disclosure Metrics for more information.

e Once all the publications are published and the analysis is complete, the Vivli team will move the
data request to the “Archived” stage.

e For a summary of results, once the 30-day review is complete, the Statistical Analysis Plan (SAP)
and the summary of results will be posted on the Vivli website under the approved request
page. The summary of results will not be added to the publication table and will not be counted
under Publication metrics. The Vivli Admin will archive the data request.

8. Data Progress Report

The Data Use Agreement allows for 1 year for accessing the data from the date it was executed by Vivli.
Vivli will ask the researcher, 90 days before the DUA is about to expire, whether they require an
extension. If they do, Vivli will send a Data Progress Report to the Researcher for completion . According
to Vivli policy, DUA extensions are given in 1-year intervals.

Vivli will review a researcher team’s progress and will grant this extension on a yearly basis. Executed
Data Progress Report will be uploaded to the Signed Agreements tab.
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9. Secure Research Environment Closure & Request Archival

Once all the publications are published and the analysis is complete, the Vivli team reaches to the

research team to close the data request. The secure research environment will then be de-provisioned.
For downloadable data, the research team is required to provide confirmation of the destruction of the
data destruction. The data request will be moved to the Archived section of the data request overview.

< viviiorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSION User Name dINDC v

Data Requests Search data requests

Data Requests for studies provided by Vivli Members

© Dra 0
2]

No Data Found

olicy Contact Us

10. Safety Reporting

e During the course of the analyses, results review, or manuscript writing, if the Data Requester
comes across any safety concerns, they must report them within 24 hours via the Vivli platform
reporting mechanism.

e All the Organization administrators involved in the data request will be notified automatically via
email with the description of the safety concern reported.

11. Communications
11.1 Chat

e You can use the open chat within the data request, to communicate with data Requesters, the Vivli
Administrators, members of your organization, delegated reviewers, and other Organizational
Administrators associated with the specific request for your data.

178



Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

e Please note that messages in the open chat are visible to all persons attached to a data request.

e When any other party enters a message in chat, you will receive an email notification containing the
body of the chat message and the name of the person entering it.

e Once the data request reaches the data contributor review stage, organizational administrators will
start receiving email notifications for the chat messages.

11.1.1 Open Chat
1. Log on to the platform:
2. Go to the Data Request tab from the top toolbar, search for the data request, and click anywhere on
the record:

4 Vivliorg  Find Studies
—

DASHBOARD ~ REPORTS | DATAREQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORGADMINDC v

Data Requests

Data Requests for studies provided by Vivli Members

Awaiting My Action
|

Vivli ID: 00049790

Y LT D) DUA Validated and Awaiting Data Package Upload
Requested By: Requester sample
Lead Researcher: Requester Sample

Vivli ID: 00049732

Pendi wdies: 1) Data Contributor Review
Requested By: Requester Sample

Lead Researcher: Requester Sample

Vivli ID: 00049716
Data Contributor Review

)
equester Sample
 Tes t

3. Inthe applicable data request, click on the Chat tab on the left-hand side of the screen:
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< Vivliorg  Find Studies

STUDY SUBMISSION User Name WINDC v

ENQUIRIES STUDIES

iy
DASHBOARD  REPORTS | DATAREQUESTS
Download PDF

osa  Request: 49778, Pl Requester Sample
“"%% status: All Data Packages Provided and Available

Open Chat Contributors Data Contributor Org o

Communicate with Vivli staff, the Data Contributors, Independent Review Panel and the Research Team.
Uploaded Files

WARNING
If you navigate away from this page when a file upload is underway (i.e.
clicking on another tab or closing the browser), all ongoing uploads will be
canceled.

Requester Sample i
6/15/26 2:38 pm)
File Uploaded: Screenshot 2026-03-31 at 11.01.14 AM.png

Requester Sample 1
The above chat is an attached file

Ruchi_QA _VivliAdmin i .

6/15/26 2:39 pm) File Name Uploaded By Uploaded Date
This is a response from the Vivli Admin

h4

v v

Screenshot 2026-
Requester Sample  6/15/2026 2:38:30 pn @ .

‘ 03-31at11.01.14
- AM.png

4,
< vivliorg  Find Studies

User Name dINDC v

ENQUIRIES STUDIES STUDY SUBMISSION

| 11}
DASHBOARD ~ REPORTS | DATAREQUESTS
Download PDF

op..  Request:49778, Pi:Requester Sample
“7""  status: All Data Packages Provided and Available

Open Chat Contributors Data Contributor Org o

Communicate with Vivli staff, the Data Contributors, Independent Review Panel and the Research Team.
Uploaded Files
WARNING
If you navigate away from this page when a file upload is underway (i.e.
clicking on another tab or closing the browser), all ongoing uploads will be
canceled.

Requester Sample
6/15/26 2:38 pm)
File Uploaded: Screenshot 2026-03-31 at 11.01.14 AM.png

Requester Sample |
The above chat is an attached file

Chat
Ruchi_QA VivliAdmin i
File Name Uploaded By Uploaded Date

This is a response from the Vivli Admin
A4

v v

Screenshot 2026-
Requester Sample 6/15/2026 2:38:30 pn @ .

03-31at11.01.14
~ AM.png
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5.

In the chat window, there is a hash mark on the lower

the cursor changes to a double-headed arrow
i N

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA DASHBO,

right of the text entry panel. Hover over it and

< vivliorg  Find Studies

ARD ~ REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORGADMINDC v

Request: 49778, PI: Requester Sample
Status: All Data Packages Provided and Available

Open Chat Contributors Data Contributor Org

o

Dr oad PDF

Communicate with Vivli staff, the Data Contributors, Independent Review Panel and the Research Team.

Requester Sample i

File Uploaded: Screenshot 2026-03-31 at 11.01.14 AM.png

Requester Sample i
1516126738 iR B
The above chat is an attached file

Ruchi_QA VivliAdmin |
15/6/26 7:39 pm)

This is a response from the Vivli Admin

Uploaded Files

WARNING

If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or
closing the browser), all ongoing uploads will be canceled.

File Name Uploaded By uploaded Date

v

TYPE YOU MESSAGE HERE AND CLICK SEND)|

Screenshot 2026-03-31 at

11.01.14 AM.png Requester Sample

6/15/2026 7:38:30 pm @

=1

6. Dragthe arrow to enlarge the text entry area. Drag it off the edge of the screen to make it very

large.

[CENTER FOR GLOBAL CLINICAL RESEARCH DATA

DASHBOARD

< vivliorg  Find Studies

© ORG ADMIN DC v

REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS

Request: 49778, PI: Requester Sample
Status: All Data Packages Provided and Available

[
e Uploaded: Screensh

Requester Sample |
1576126 7:38 pro NN 2
The above chat is an attached file

Ruchi_QA VivliAdmin i
1516126 7:39 pr

This is a response from the Vivii Admin

Download PDF

WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or
closing the browser), all ongoing uploads will be canceled.

File Name Uploaded By Uploaded Date

v

Typeina
long chat to
the researchers
o the Viylj team
i this box.

Chat

Screenshot 2026-03-31 at

11,0114 AM.png Requester sample

6/15/2026 7:38:30 pm E}
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7. The message will now appear in the Chat record:

< viviiorg  Find Studies

DASHBOARD ~ REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORGADMINDC v

Request: 49778, PI: Requester Sample
Status: All Data Packages Provided and Available Download PDF

‘WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or
closing the browser), all ongoing uploads will be canceled.

Ruchi_QA VivliAdmin i
15/6/26 7:39 pro|

This is a response from the Vivli Admin

Org Admin DC O
Typeina

long chat to 96726 10:20 am
the researchers. File Name Uploaded By Uploaded Date
or the Vivliteam

in this box.
v v v

Chat Screenshot 2026-03-31 at . o
11,0114 AM.png Requester Sample 6/15/2026 7:38:30 pm &

8. You can also upload files via chat by clicking where it says ‘Click or drag files here to upload’ and
selecting the file you wish to upload from your computer, or you may drag and drop the files into
the box:

wmay < vivliorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSION User Name: MINDC v

.. Request:49778, PI: Requester Sample
S5 status: All Data Packages Provided and Available Bt e

Contributors Data Contributor Org Q

Communicate with Vivli staff, the Data Contributors, Independent Review Panel and the Research Team.
Uploaded Files

File Uploaded: Screenshot 2026-03-31 at 11.01.14 AM.png WARNING

Requester Sample i

6/15/26 2:38 pm

If you navigate away from this page when a file upload is underway (i.e.

clicking on another tab or closing the browser), all ongoing uploads will be
canceled.
Requester Sample i
6/15/26 2:38 = >
The above chat is an attached file
Ruchi_QA_VivliiAdmin i ‘
6/15/26 2:39 p File Name Uploaded By Uploaded Date
This is a response from the Vivli Admin
v v v
Screenshot 2026-
03-31at11.01.14 Requester Sample  6/15/2026 2:38:30 pn @
4 AM.png

9. Note: Individual participant data (IPD) should NOT be uploaded in this section
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10. The following window may appear to confirm that IPD files are not uploaded in this section

| The files section of Chat is not to be used for loading Individual Participant Data or for screenshots of

the research environment. If you need to upload data containing Individual Participant Data, please
contact Vivli at support@vivli.org and we can help you with other ways to load the data.

If the file you just asked to load contains Individual Participant Data, please click the Cancel button
below. If the file does not contain Individual Participant Data, check "This is not IPD, load this data" and
click on OK.

O This is not IPD, load this data

11. Check the checkbox to confirm that the files are not IPD and then click OK.

The files section of Chat is not to be used for loading Individual Participant Data or for screenshots of
the research environment. If you need to upload data containing Individual Participant Data, please
contact Vivli at support@uvivli.org and we can help you with other ways to load the data.

If the file you just asked to load contains Individual Participant Data, please click the Cancel button
below. If the file does not contain Individual Participant Data, check "This is not IPD, load this data" and
click on OK.

This is not IPD, load this data

o

12. The upload bar will show the progress. If you navigate away from a page on which an upload is
underway (i.e. clicking on another tab or closing the browser), that will cancel the upload
automatically:

13. The history of the uploaded file will appear in the chat window:
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rg  Find Studies

STUDY SUBMISSIONS © ORGADMINDC v

1516126 7:38 prr}
Test Chat WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or

closing the browser), all ongoing uploads will be canceled.

DASHBOARD ~ REPORTS | DATAREQUESTS = ENQUIRIES  STUDIES

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Request: 49778, PI: Requester Sample
Status: All Data Packages Provided and Available

Requester Sample i

15/6/267:38
File Uploaded: Screenshot 2026-03-31 at 11.01.14 AM.png

File Name Uploaded By Uploaded Date
Requester Sample |

15/6/26 7:38 pr|
v

The above chat s an attached file 7 7

SEEETEGT PRI & Requester Sample 6/15/2026 7:38:30 pm @

11.01.14 AM.png

Chat

14. You can also download files uploaded to chat by clicking on Download:

. .
< viviiorg  Find Studies

© ORGADMINDC v

15/6/26 7:38 prr
Test Chat WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or

closing the browser), all ongoing uploads will be canceled.

DASHBOARD ~ REPORTS | DATAREQUESTS = ENQUIRIES ~ STUDIES  STUDY SUBMISSIONS

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Request: 49778, PI: Requester Sample
Status: All Data Packages Provided and Available

Requester Sample i
File Uploaded: Screenshot 2026-03-31 at 11.01.14 AM.png

File Name Uploaded By Uploaded Date
Requester Sample |

15/6/26 7:38 prr|
v v

The above chat is an attached file v

SEEETEGH PRI & Requester sample 6/15/2026 7:38:30 pm

11.01.14 AM.png

Chat

15. You can delete the uploaded file by clicking delete:
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N
[ B : 3
-y < Vivliorg Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSION User Name VINDC v
Request: 4978, PI: Requester Sample
Status: All Data Packages Provided and Available L PR
Open Chat Contributors Data Contributor Org o

Communicate with Vivli staff, the Data Contributors, Independent Review Panel and the Research Team.

Uploaded Files Verify Upload

Requester Sample i
6/15726 2:38 pm|
File uploadea Screenshot 2026-03-31 at 11.01.14 AM.png

WARNING
If you navigate away from this page when a file upload is underway (i.e.
clicking on another tab or closing the browser), all ongoing uploads will be
canceled.
Requester Sample i
6/15/26 2:38 pm) S &
s The above chat is an attached file
Ruchi, QA VivliAdmin |
6/15/26 2:39 pm) File Name Uploaded By Uploaded Date
1’hi5 is a response from the Vivli Admin
v v v

Screenshot 2026-
AM.png.

16. You will see a confirmation box asking you to confirm if you intended to delete the file
"This file was added by another user - are you sure you want to delete this file: <filename>". Click Ok
if you want to proceed to delete the file or click Cancel if you do not want to proceed.

This file was added by another user - are you sure you want to delete this file: 2025 02 14 Vivli ID 48468 form
check comparison report.pdf

17. The deletion of the file will appear in the chat history:

A
. .
iy < vivliorg ~ Find Studies
DASHBOARD ~ REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORGADMINDC v
Request: 49778, Pl: Requester Sample
Status: All Data Packages Provided and Available ez FEF
Open Chat Contributors Data Contributor Org [}

Communicate with Vivi staff, the Data Contributors, Independent Review Panel and the Research Team.

Uploaded Files

Org Admin DC © WARNING
If you navigate away from this page when a file upload is underway (i.e. clicking on another tab or

Typeina closing the browser), all ongoing uploads will be canceled.

long chat to 19/6/26 10:29 am
the researchers
or the Vivli team

in this box.
Chat
Org Admin DC O File Name Uploaded By Uploaded Date
19/6/126 1033 am
File Deleted: Screenshot 2026-03-31 at 11.01.14 AM.png
v v v
A No files uploaded.
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18. Chat messages automatically scroll to the most recent post instead of the first.

19. In chat, uploaded files are sorted by date, newest on top, and the hover text displays the filename,
date, and person who uploaded it.

20. Posted chat messages are visible immediately.

21. Chat email notifications will include the display name and organization of the uploader and the
content of the chat message in its original formatting. The subject line will include the Request ID
and the name of the Lead Investigator.

Chat Notification for Data Request #2553, Lead Researcher: Sarah Jones Inbox x ~

Vivli Center <noreply@vivli.org> 5:26 PM (2 hours ago) Y
to info, bee: me +

&

£

As part of your participation in the Vivli platform, you have been or will be involved in a DataRequest titled "Predicting Treatment Response to combination drugs in

patients with type 2 Diabetes" with id "00002553".

User Amrutha Baskaran, a member of Vivli, has entered additional information or a question into the Open chat on that DataRequest.

The content of the chat message follows:

File Uploaded: 2021_10_05 Vivli ID 00002553_form check comparison report.pdf

Click here to view or respond to that discussion.

Thanks,
The Vivli Team

& Vivli

22. Note: Vivli admins may set up automatic follow-ups for repeated follow-ups (E.g. revision, DUA,
publication follow-ups, etc.). organizational administrators won’t receive any email notifications for
such follow-ups. Organization Administrators can see the chat messages in the open chat window.

11.1.2 Contributors Chat
You can also open a Contributors chat within the data request to communicate with all the
Organizational Administrators involved in the data request (but not the researcher and the IRP) and the
Vivli team. Organizational administrators will receive email notifications from this chat, but not those
who have the Data Uploader role within an organization.
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. 4
< Vivliorg  Find Studies

DASHBOARD REPORTS DATA REQUESTS ENQUIRIES STUDIES STUDY SUBMISSION User Name: AINDC v

Request: 49778, Pl: Requester Sample Download PDF

Status: All Data Packages Provided and Available

Open Chat Data Contributor Org 0

Communicate with all data contributors and Vivli, but not the requester or IRPs.
Uploaded Files

WARNING
If you navigate away from this page when a file upload is underway (i.e.
clicking on another tab or closing the browser), all ongoing uploads will be
canceled.

Chat

File Name Uploaded By Uploaded Date

Privacy Cookie Policy EEA Disclosure Policy Contact Us

11.1.3 Private Chat

You can also open a private chat within the data request to communicate with other members of your

organization.

Please note that private chat is visible only to members of your organization on the Vivli platform. The

Vivli team cannot see this information. When any other team member in your organization enters a
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message in chat, you will receive an email notification.

< vivli.org  Find Studies

DASHBOARD  REPORTS | DATAREQUESTS | ENQUIRIES  STUDIES  STUDY SUBMISSION User Name MINDC v

Request: 49778, PI: Requester Sample
Status: All Data Packages Provided and Available Download PDF
Open Chat Contributors Data Contributor Org

Uploaded Files

WARNING
If you navigate away from this page when a file upload is underway (i.e.
clicking on another tab or closing the browser), all ongoing uploads will be
canceled.

Chat

File Name Uploaded By Uploaded Date

e

Privacy Cookie Policy EEA Disclosure Policy Contact Us

11.2 Setting up an Inbox Rule on Outlook to Filter Emails

Here are instructions for creating an inbox rule that can refile messages containing a specific sub-string
in the subject line. The specifics are written for platform messages, but they can be generalized for
other frequent messages that you don’t want actively in your inbox. If you want to disable your email
notifications from the Vivli platform, you can do so from the My Organization tab. Please see section
1.3.2 Team Members.

First, you need to create a contact for the email address:noreply@vivli.org. You can open such a mail
message, by right-clicking on the from address and it has a menu entry "add to outlook contacts". In
Outlook, click File in the menu bar, then in the window that appears click on “Rules and Alerts”.

If you are using the new Outlook client, the rules are at Settings -> Mail -> Rules. If you are on the old
Outlook client, click "File" then the button "Manage Rules and Alerts"
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© Account Information

| @ Info u abaskaran@vivii.org
Microsoft Exchange

Open & Export —

(o aa recoun )

Save As Account Settings

S| Ctang etings orthis st sk pmoe
Save as Adobe Account connections.
POF Settings = Access this account on the web.

hitps://outlookoffice365.com/owa/vivliora/
= Get the Outlook app for iOS or Android.

Print Change
Automatic Replies (Out of Office)
Q Use automatic replies to notify others that you are out of office, on vacation, or
Automatic | not available to respond to email messages.
Replies
Mailbox Settings
% Manage the size of your mailbox by emptying Deleted Items and archiving.
Tools
* 261 GBfree of 495 GB
& Rules and Alerts
5
At Use Rules and Alerts to help organize your incoming email messages, and receive
Manage Rules | Updates when items are added, changed, or removed.
8 Alerts
= Slow and Disabled COM Add-ins
Ij@‘) Manage COM add-ins that e affecting your Outiook experience:
Manage COM
Addins
Office Account
Manage Add-ins
Feedbadc @5_) Manage and acquire Web Add-ins for Outlook
Manage Add-
Options ns

In the pop-up window, click New Rule:

Email Rules  Manage Alerts

Apply changes to this folder: |Inbox [ ivli.org]

ew Rule... Change Rule - E@ Copy... )(gelete ¥ Bun Rules Now... Options

[ Triile fanplied in the order shown) | Actions

New Rulel &
M Results Request Status Change (dient-only)

assigned (client-only)

[HISTORY] £
[ALERT ACTIVATED] (dient-only)

Vivli User Support, received (dient-only) EJ:I
|7| noreply @vivli. org {noreply @vivli.org) EJ:I

it}

It

it}
it

BT EL

Rule description [click an underlined value to edit):

Apply this rule after the message arrives
from BlueMetal
move it to the Discard folder

and stop processing mare rules

[:] Enable rules on all messages downloaded from RSS Feeds

Cancel Apply
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In the pop-up wizard, pick “Move messages with specific words in the subject to a folder”

start from a template or from a blank rule
Step 1: Select a template
Stay Organized
EJ:I Move messages from someone to a folder
EJ:I Move messages with specific words in the subject to a folder
i EJ:I Move messages sent to a public group to a folder
Ft' Flag messages from someone for follow-up
D*L Move RSS items from a specific RS5 Feed to a folder
Stay Up to Date
E(" Display mail from someaone in the New Item Alert Window
4')) Play a sound when | get messages from someone
Send an alert to my mobile device when | get messages from someone
Start from a blank rule
=1 apply rule on messages | receive
E Apply rule on messages | send

Step 2: Edit the rule description (click an underlined valug)

Apply this rule after the message arrives
with specific words in the subject
move it to the specified folder

and stop processing more rules

Example: Move mail with Project in the subject to my Project folder
Cancel « Back Mext = Finish

Click Next (it should display the choice “with specific words in the subject”),

‘Which condition(s) do you want to check?
Step 1: Select condition(s)

with specific words in the subject

[ from people or public group

[] through the specified account

[7] sent only to me

[[] where my name is in the To box

["] marked as importance

[] marked as sensitivity

[] flagged for action

[[] where my name is in the Cc box

[] where my name is in the To or Cc box

["] where my name is not in the To box

[] sent to people or public group

[] with specdfic words in the body

[7] with specific words in the subject or body
[[] with specific words in the message header
[] with specific words in the recipient's address
] with specdfic words inthe sender's address
[[] assigned to category category

Step 2: Edit the rule description (click an underlined valug)

Apply this rule after the message arrives
with specific words in the subject
move it to the specified folder

and stop processing more rules

Cancel « Back Finish
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In the bottom half, click on “specific words” and enter ““(Vivli:” or “(Chat Notification:”

Search Text

Specify words or phrases to search for in the subject:
[AMR 10| Add
Search list:
Remave
0K Cancel

A

Click add to add it to the search list and then click OK:

Rules Wizard

‘Which condition(s} do you want to check?
Step 1: Select condition(s)

with specific words in the subject

[] from peaple or public group

[7] through the specified account

[] sent anly to me

["] where my name is in the To box

[7] marked as importance

[] marked as sensitivity

[7] flagged for action

[T where my name is in the Cc box

["] where my name is in the To or Cc box

[T where my name is not in the To box

[] sent to people or public aroup

[] with specific words in the body

[] with specific words in the subject or body
[] with specific words in the message header
[] with specific words in the recipient’s address
[7] with specific words in the sender's address
[] assigned to cateqory category

Step 2: Edit the rule description [click an underlined value]
after the message arrives
; nthe subject
move it to the specified folder
and stop processing more rules

Cancel < Back Finish

Back at the wizard, click on “specified” (as in ‘move it to the specified folder’); In the browse screen,

select your destination folder and then click OK.
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Rules and Alerts

Choose a folder:

O Discard (£395)
53 Junk Email [25]
.| Hiring
> [ Events (10)
.| Insight
> T Members
[® Journal
s> [ Microsoft
[} Notification_History (27640)
[J Notes
> O Notifications (30563)
[ Notifications_AMR
¥ outbox
5 O Partrers

T personal
i

N

Cancel

New...

Which condition(s) do you want to check?
Step 1: Select conditions)

with specific words in the subject

[] from people or public group

[] through the specified account

[] sent only to me

[] where my name is in the To box

"] marked as importance

[] marked as sensitivity

[] flagged for actian

[] where my name is in the Cc box

[] where my name is in the To or Cc box

[] where my name is not in the To box

[] sent to people or public group

[] with specific words in the bady

[] with specific words in the subject or body
[] with specific words in the message header
[] with specific words in the recipient's address
[ with specific words in the sender's address
["] assigned to category category

Step 2: Edit the rule description [click an underlined value)

after the message arrives
iAMER ID:iin the subject
move it to the Notifications AME folder
and stop processing more rules

Cancel < Back Finish
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Click Finish and the rule should appear in the rule list:

Email Rules  Manage Alerts

Apply changes to this folder: | Inbox [sneumann@vivli.org] -
-7 Mew Rule.. Change Rule~ EB Copy.. x Delete ¥  Bun Rules Now... Options
| Rule (applied in the order shown) Actions
I [ @amr : 7] ¥
] Bluemetal £ it

Z‘ Results Request Status Change (dient-only)

Z‘ assigned (dient-only)

[] [HIsTORY] 0 i3
[.] [ALERT ACTIVATED] (dient-only) |

7| Vivli User Support, received (dient-only) E\l:l ﬁ,

T B

Rule description (click an underlined value to edit]):

Apply this rule after the message arrives

with [AME |ID: in the subject

move it to the Motifications AMR folder
and stop processing more rules

I:I Enable rules on all messages downloaded from RSS Feeds

QK Cancel Apply

Click OK to commit this.

(Note that this rule works only when you are in Outlook — if you read your email from your phone, the

rule will not yet apply until you open it.

Also, note that there is an option to “Run rules now”, so you can refile messages that you received

before setting up the rule.
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Rules and Alerts

Email Rules  Manage Alerts
Apply changes to this folder: | Inbox [sneumann@vivli.org] w

-« Mew Rule... Change Rule ~ EB Copy.. xgelete & ¥ PBun Rules Now... Options

Rule (applied in the order shown) Actions
[] (aMR ID: Ch %
[] BlueMetal CH i
z‘ Results Request Status Change (dient-only) FU
z‘ assigned (dient-only) Ftl
[] tHisTORY] £4 it
[/] [ALERT ACTIVATED] (dient-only) | fo
7| Vivli User Support, received (dient-only) El:l 1]’3

Rule description [click an underlined value to edit):

Apply this rule after the message arrives

with [HISTORY) in the subjedt

move it to theillotification Historyifalder
and stop processing mare rules

[:I Enable rules on all messages downloaded from R5S Feeds

L -

Here are a few examples of the rules:

a) from noreply@vivli.org check "move to specified folder", choose folder "Notifications" and
check "stop processing more rules"

b) from platformsupport@vivli.org - action: check "move to specified folder", choose folder
"Notifications" and check "stop processing more rules"11.2 Emails for Organizational Administrators
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11.3 Automated Emails from Vivli Platform

You will receive several automated emails from the Vivli platform, relating to your organizational
account. Please see the table below for a synopsis:

Email When sent Purpose
Data Request Ready | When a data request for your studies has Notify Organizational Administrators of
for Review been submitted the data request; prompt you to record

your decisions if applicable

Data Request Non-
Approval during
Data Contributor
Review

For multi-sponsor requests that include your
organization’s studies, an email is generated
whenever any Vivli Member records their
non-approval. The email also shows the
reasons for non-approval.

Notify Organizational Administrators of
any non-approvals to the data request.

Request Approved

When a data request for your studies is
approved, by you or a delegated approver.
For multi-sponsor requests, an email is
generated after that last IRP records their
final review decision.

Notify of final governance approval.

DUA Approved

When the Vivli Admin has validated the DUA
associated with the data request

Notify organizational administrators and
data uploaders of approved DUA. Please
work on uploading the data package, if
applicable.

Safety Concerns

When a data Requester logs a safety
concern relating to any of the data
associated with the request

Notify organizational administrators of
safety concerns.

Chat

When anyone associated with a data
request enters a message in chat once the
request reaches the Data Contributor
Review stage for the first time. Once it
reaches that stage, Organization
Administrators will continue to receive
notifications even if it goes back to draft for
revisions. This includes emails from Open
chat and Contributors chat

Facilitate communication and the data
request workflow.

Public Disclosure
Submitted

When a public disclosure is submitted your
organization. Your organization will have 30
days to review it.

To notify organizational administrators
that a public disclosure has been
received.

Public Disclosure
closed

When a public disclosure review period has
closed. It will be 30 days after the public
disclosure was submitted or all organizations
have approved the disclosure, whichever
comes first.

To notify organizational administrators
that a public disclosure review period has
closed.
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Research
Environment
deprovisioned

When the secure research environment is
deprovisioned

Notify Organizational Administrators
when the analysis is complete

Data Request
Archived

When the data request is Archived, the
project is considered closed.

Notify Organizational Administrators that
the lead researcher and research team
have met the DUA obligations for public
disclosure/summary of results and the
data request is now archived.

Enquiry ready for
your review

When the Enquiry for your studies is
submitted to review stage

Notify Organizational Administrators of
the Enquiry and prompt you to record
your decisions

Response provided
by the Researcher
or Vivli team for
your Enquiry

When anyone associated with the Enquiry
adds comments to the discussion notes in
the Enquiry.

Notify Organizational Administrators of
the update on the Enquiry.

11.4 Vivli Summary to Organization Administrators
e You will start receiving summaries from the Vivli team once you have the first data request that
reaches the Data Contributor review stage or your first Enquiry in the Review stage.
e Vivli summary emails are typically sent out every other Tuesday morning (US Eastern Time) from
support@vivli.org but the cadence may change depending on holidays. The Vivli team will aim

to inform members in advance if there is a change in timing.

e The email contains a reminder to download your ‘Data Request Summary Report’ from the
Reports section of the platform.
e The ‘Data Request Summary’ report contains information about data requests that require

action as well as information on publication citations received.

o Selecting ‘Not blank’ in the filter under the ‘Actions Required’ column will show all
outstanding actions.
o The report can be downloaded using the down-arrow in the top right.
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< vivliorg  Find Studies
—

DASHBOARD | REPORTS = DATAREQUESTS ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORGADMINDC v

Hide Filters

Reports

Reports related to data requests, enquiries, and studies involving my organization

Available Report Types

. v
Data Request Summary Report (Org Admin)
vivii1d Bchey Lead Researcher Country | Data Contributors Current status Actions Required CEpRiEmCElERisT (| Wi Erms Feedback Additiona
step Workflow Step
v v 5 v v v
-Universitat zu Awaiting IRP/Reviewer The IRP - Awaiting IRP
49718 Bahamas « Data Contributor Org foed] B e 17 30
Data contributor 1 -
Awaiting Data Package Upload data package:
49790 m Albania * Data Contributor Org Upload Respond to data 2 30
questions;
. > c ]
. .

Home  About Members News & Events Resources  Portals Find Studies

e e e () nems | (2)ems

@ Report
Available Report Types
Data Request Summary Report (Org Admin) v
B vviild Title Lead Researcher Lead Researcher Affiliation Lead Researcher Country  Data Contributors Current Status Actions Required o
v v v v v v v|  roterank v v
GSK - Awaiting Fes
. . Decision .
B report 48290 Title Edited dfsftrer rere Romania + GlaxoSmithKine Data Convibutor Review  gociit o 301
Addtional note
48166 tsiLogindays dssf sdds ad Angola + GlaxoSmithKine ) test action 615
Amitha End to End Fulfiled, Date of First
48036 tosing 0172024 Amruiha Baskaran NA Zimbabwe + Abie B e o 768
Stroke Outcomes in
48010 patients with Alrial Andrea Johnson x Mayotie + AbbVie Pariially Fulfled > 806"
= Fibilation
Predicting Treatment
Response to combination Universiy of Calforia, . + GlaxoSmithKine Member! - Awating
469 drugs in patients with type  S7ah Jones San Francisco United States of America + Roche Draft feasibilty decision 46
2 diabetes
e Publication citations information can also be found in this report:
Available Report Types
Data Request Summary Report (Org Admin)
n Days in Current Workflow ~ Target Days for Current . . Number of Public
vivii d Actions Required o o i Feedback Additional Notes Public Disclosure Citations forrelcl
v ¥ v v v ¥ ¥

Inker, Lesley A et al. "Ameta-analysis of GFR slope as a
surrogate endpoint for kidney failure.” Nature Medicine,

3470 881 4 vol. 29, no. 7, 6 2023, pp. 1867-1876, 1
hitp:f/d dol.org/10.1038/541591-023-02418-0

o A report of Enquiries with outstanding actions can be pulled down from the main dashboard
page, by going onto the Enquiries section, and clicking the ‘Download’ button
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iy 4 Vivliorg  Find Studies
N

DASHBOARD = REPORTS ~ DATA REQUESTS  ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORGADMINDC v

Vivli Dashboard

Your dashboard s a consolidation of all the items within Vivii that require your action. Use the tabs to view your actions. For more information see the Vivli Organization Administrator and Data

Upload Guide
Data Requests Disclosures Data Uploads Enquiries
1] 1] —
Enquiry ID Number of My Studies Days in Current Step Requested By Action Required
v v v v v
Enquiry ID Number of My Studies Days In Current Step Requested By
280 1 15 Requester Sample Ve

e Alternatively you can use the downloadable ‘Enquiries Report’, which shows all of a member’s
enquiries:

iy < vivliorg  Find Studies

DASHBOARD | REPORTS = DATAREQUESTS ENQUIRIES  STUDIES  STUDY SUBMISSIONS © ORGADMINDC ¥

Hide Filters

Reports

Reports related to data requests, enquiries, and studies involving my organization

Available Report Types

Engquiries Report (Org Admin)

Enquiry1d 1 Researcher Contributor Contributor's response Denial Reason NeTID Sponsor ID Study Title
v v v v v v v
Walking and Thinking - Brain Activity During Cot
278 Requester Sample Data Contributor Org New None NCT07624630 4-1349/2026 wa\kmg in Stroke g v e

Half-dose Ticagrelor Monotherapy Versus Stanc
Antiplatelet Therapy in Chronic Coronary Syndr

280 Requester Sample Data Contributor Org New None NCT07622056 KSVGH 23-CT12-07 After Percutaneous Coronary Intervention: a
Randomised Pilot Trial With PRU-guided
Pharmacodynamic Assessment

Study Completion Date Does Treating Obstructive Sleep Apnea in Obes

281 Requester Sample Data Contributor Org Not Available NCTO01116375 1234 Canadian Youth Improve Blood Sugar Control?,
criteria is not yet met. Centered Prospective Cohort Study

o Filtering the ‘Study Status’ field for ‘Awaiting DC review’ will show all the open enquiries
for a member. The report can be downloaded by clicking on the down-arrow in the top
right:

Report

lable Report Types

Enquiry Id Final Response Researcher Institution Study Primary Completion  ynternal information Request Number(s) for Study Requester's Purpose Enquiy Status Study Status
¥ dmmiyy OV v o dimmiyyy OV v v v v awaiting OC review V"

Purpose of my research
is

38 Vivi 2025-1231 . TBD Review Awatting DC review
Purpose of my research
is

38 Vivi . 8D Review Awaiting DC review
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e The email is also used to communicate other important updates or queries and will serve as a
reminder if you have requests that are past the target timeline.

e For Enquiry updates, please respond via main dashboard or the Enquiries tab on the platform.
Please see Section 3.3 Recording Enquiry Decision for more information.

e Responses from Organizational Administrators should be made via the platform instead of
emailing Vivli back a spreadsheet, this will create increased efficiency for all involved. Use the
feedback field on the Status Update to provide comments. See Section 4.5.3 Status Update for
more information.

12. Support and Additional Information

12.1 Vivli Contact Information
Vivli Member User Support Contacts:

e General User Support: Support@vivli.org
e You may also use the Chat to contact the Vivli Admin

12.2 Data Use Agreement
The Vivli Data Use Agreement is posted online and available here: Data Use Agreement

12.3 Browser and System Requirements
Please review our browser and system requirements, as well as configure your browser to use the Vivli
platform: Browser and System Requirements

12.4 Standard Process for Vivli-Member Engagement
e Please review the Vivli summary
o Check Vivli Organization Administrator and Data Upload Guide or reminders on how to do tasks
before emailing support@vivli.org for specific questions.
e Any changes to your policy (like the IRP change) or operations (team change), please update the
member’s checklist and email it to support@vivli.org

13. Instructions for Using a Printed Copy of this Document

If you would like to use this document in its printed form, you can change the Microsoft Word settings
to display the URL addresses that are hyperlinks in the electronic version. To do this, change your Word
settings as follows:

- Open the File menu and select ‘Options’

- Inthe Options menu, select ‘Advanced’

- Inthe Advanced menu, scroll to the ‘Print’ sub-menu; select and check the box for ‘Print field
codes instead of their values’
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14.

After checking the relevant box, click ‘OK’ at the bottom of the pop-up menu, then print a copy
of the document.

The printed version of the document should replace hyperlinked text with text that looks like
this:

{HYPERLINK “https:...” etc. }
This will allow you to navigate to relevant URLs using a printed version of this document.

Application Programming Interface (API)

Vivli members can use the Core API for data requests to:

Include Vivli information in internal dashboards

Connect Vivli data request information to an internal workflow systems

The APl is read-only & one-way, i.e. information can be pulled from it, but nothing can be
pushed back into the Vivli platform, changes cannot be made to the Vivli platform, or have a
back-and-forth conversation)

Developer documentation for the APl can be found here:
https://api.vivli.org/swagger/index.html

Please email any developer questions to support@vivli.org

Core API for data requests — Fields:

Core Request Fields:

Data Request ID

RequestTitle

RequestCurrentStatus

Active

RequestReviewStatus

DaysInCurrentWorkflowStep TargetDaysforCurrentWorkflowStep
DateoflLastChange

DateSubmittedToDataContributor

DateSubmittedforFormCheck

DataRequestDOILink

Lead Researcher:

LeadResearcherName
LeadResearcherEmail
LeadResearcherAffiliation
LeadResearcherCountry
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LeadResearcherPosition

Research Team object (per-member):

Name

Email

Role

Institution

Country

Access status

Data Access Training completion)

Research Details:

MainPredictor/IndependentVariable
PublicationPlan

BriefDescription
AimsObjectivesHypotheses
PurposeofAnalysis

Outcomes

AdditionalNotes
CountryAnalysisConducted

Al_ML_Survey object:

RiskScore
RiskCategory
RiskExplanation

Status Update:

DUAExecution

DUAEXxpiration

DUAStatus

DataUploadStatus

ResultsExportRequest

ActionsRequired

Decisions and Uploads Required, Feedback
RequestTherapeuticArea
CurrentSREStatus

AnyDownloadableStudy

Requested Studies

DataContributors (names)
AllStudiesincluded (array of nctld + sponsorProtocolld)
TotalNumberOfStudies

201



Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

*  NumberOfSponsorStudies

Citations (populated only when citations exist)
*  PublicDisclosureCitations
¢ DateFirstPublished, NumberofPublicDisclosures

History (DataRequestHistory array)
* DateTime
* UserName
*  UserEmail
* Action
¢  Comment
* Description
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10. Updated Section 10.1.1 Open Chat
11. Updated Section 10.2 Emails for Organizational Administrators
34 | Amrutha | 1, Updated Section 1.3.2 Adding Team Members June 12,
Baskaran | 5 Added Section 1.3.4 User Lists 2024
3. Removed Section 2.2 Submitting a Single Study
4. Removed Section 2.5 Study Enquiry Process
5. Added Section 2.7 Studies Dashboard
6. Added Section 3 Study Enquiry Process
7. Added Section 3.1 Navigation and Enquiry Dashboard
8. Added Section 3.2 Enquiry format
9. Added Section 3.3 Recording Enquiry Decision
10. Added Section 3.4 Enquiries Report
11. Updated Section 4.4.5 Withdrawal process
12. Added Section 5.4.6 Upload additional data or documents to a study
after initial upload
13. Updated Section 8 DUA extension
3.5 | Amrutha 1. Updated Section 1.3.1 My Organization tab November
Baskaran 25,2024
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10.
11.
12.
13.
14.
15.

16.
17.

18.
19.

20.

21.
22.

23.

24,

25.
26.

Added Section 3.3.4 Enquiry Study Status for Individual
Studies

Updated Section 4.2.3 Data Request Form

Updated Section 4.3 Study Settings at Data Contributor
Review

Updated Section 4.4.6 Summary- level and Document-only
Data Request

Updated Section 4.5.2. Fields Included in the Report
Updated Section 4.6 Data Use Agreement (DUA)
Rearranged Section 5 Data package uploads

Updated Section 5.4 Upload Loading Data Package to an
Approved Data Request

Added Section 5.5 Upload Data Package Directly into the
Study

Updated Section 5.6 Steps to Upload Data Package
Updated Section 5.7 Stored Data Package and Subsequent
Data Request

Updated Section 5.8 Replace Data Package New Version
Updated Section 5.10 Uploading Data to Only One Data
Request

Added Section 5.12 Supporting Documents for Researchers
Searching For Studies

Added Section 6.2 Downloadable Data

Added Section 7.2 Publication Notification by Data
Requester

Added Section 9 secure Research Environment Closure &
Request Archival

Removed Section 10 Metrics

Updated Section 11.1.1 Open Chat

Updated Section 11.21.4 Setting up an Inbox Rule on
Outlook to Filter Emails

3.6

Amrutha
Baskaran

vk wnwN

o

Updated Section 1.3 Vivli Dashboard for Organizational
Administrators

Updated Section 1.3.2 Team Members

Updated Section 1.3.3 Organizational Roles

Updated Section 1.3.4 User Tab

Updated Section 2.6 Study Usage and Public Disclosure
Metrics

Updated Section 3.1 Navigation and Enquiry Dashboard
Updated Section 3.2 Enquiry Format

Updated Section 3.3.1 Eligible for Request

February
24,2025
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. Updated Section 3.3.3 Enquiry Feedback to Researcher via

. Updated Section 4.5.2 Fields Included in the Report
. Updated Section 11.1.1 Open Chat
. Updated Section 11.3 Automated Emails from Vivli Platform

Updated Section 3.3.2 Not Available for Request

Discussion field

3.7

Amrutha
Baskaran

weon

No vk

Added Section 2.7 Study Search Results— Download

Updated Section 3.1 Navigation and Enquiry Dashboard
Updated Section 4.2.3 Data Request Form (notes about Al/ML
responses and risk scores)

Updated Section 4.5.2. Fields Included in the Report

Updated Section 4.6 Data Use Agreement (DUA)

Updated Section 5.6 Steps to Upload Data Package

Updated Section 5.12.3 Loading Supporting Documents that
are not part of Data Package

Updated Section 11.1.1 Open Chat

May
24,
2025

3.8

Catherine
D’Arcy

4.2.3 Data Request Form and how to print to PDF and updated
Research Team tab

4.4.4 Updates to Major versus Minor Revisions to Data Requests
5.5 Updates to Upload Data Package Directly into the Study and
replace a data package

7.1 Public Disclosures & Publications & Summary of Results
Review(s) by members workflow introduced

7.2 Publication Notification by Data Requester updated

11.3 Automated Emails from Vivli Platform updated to include
public disclosure emails

3.9

Catherine
D’Arcy

Sarah
Sweet
Lydia
Weiblinger

1. Updated section 1.3 My Organizations - Updates to 1.3.2
My Organizations tab, 1.3.3 Team Members, 1.3.4
Organizational Roles, 1.3.5 User tab, 1.3.7 Accessing Vivli
Organization Administrator and Data Upload Guide.

2. Updated section 3.1 Navigation and Enquiry Dashboard to
include main dashboard

3. Updated section 4.2.1 Navigation to Data Requests to
include main dashboard

4. Updated section 4.2.3 Data Request Form, Request History
to include compare PDF

5. Updated section 4.4.4 Major Versus Minor Revisions to
Data Requests for new process

6. Updated section 4.5 to include new reports for Data
Request Summary, Research Team and Public Disclosures
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7. Updated to section 5 - Inclusion of main dashboard into
Data Package Upload section, and new process for
replacing a data package, change data contributor to data
uploader role

8. Updates to section 7. Public Disclosures, Publications &
Summary of Results for main dashboard

9. Updates to section 11.4 Vivli Summary to Organization
Administrators to include new process and reports

4.0

Liz
Graham

Catherine
D’Arcy

1. Updated section 4.2.4 Artificial Intelligence (Al) and Machine
Learning (ML) request review to include usage risk update

2. Replacing images and text for the new navigation via a top

toolbar

3. Added section 1.3 Multi-factor Authentication (MFA)

4. Added section 1.4 Vivli Website

5. Updated section 5.4 Upload Data Package to an Approved
Data Request to include unlisted studies in data package

download

6. Updated references throughout where Draft requests did
not have IDs and were not included as Active requests

7. Added section 14. Application Programming Interface (API)

8. Updated section 4.5.2. Fields Included in the Reports to
include Al/ML fields and ‘Date First Submitted to Vivli’

Approval History
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Version 1.0 July 11, 2018
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