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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.

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

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

e 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 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.


https://vivli.org/platform-resources/
https://vivli.org/resources/resources/
https://vivli.org/resources/resources/
https://vivli.org/resources/browser-compatibility-system-requirments/
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e You can also click on the link “Vivli Organization Administrator and Data Upload Guide” to view
the PDF of the latest Guide

a . .
Home  ADOUl  Members  Ne ents  Resources  Fonals  Fing Studies
|n Dashboard | Vivli Dashboard View My Organization + Roles
Your dashboard is a consolidation of 3l the fems within Vil that require your action. Use the tabs to view your actions. For more information see the Yyl Organzation Administrator and Data
Data Requests Disclosures Data Uploads Enquiries
DaysinCurrent  Number of
Vivli 1D Request Tike Lead Investigacer s.::; = v Requested By Action Reg
v v v v v v v
Vivli ID Request Title " e '
eview ontributor
00002707 status update Il
Lead Investigator Days in Current Step Number of My Studies
test test 1259 4
= o ontributor
00003331 Jarrod Chat Test 1
Lead Investigator Days in Current Step Number of My Studies
tt 996 3
Vivii ID Request Title = P—
5 B W ontributor
00003359 Stan - try 2 with correct capitalizaion by
Lead Investigator Days in Current Step Number of My Studies
Data Requester 971 1
Vivii 1D Request Title " ——
eview o
00003453  tests933 =
Lead Investigator Days in Current step Number of My Studies
dcffur rrerere 876 1

e You can track your actions:
o data requests that require review and approval
o studies that require data upload
o public disclosures waiting for 30-day review
o 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:
e VivliID

e Request Title

e Lead Investigator

e Lead Investigator Affiliation

e Lead Investigator Country

e Data Contributors

e Daysin Current Step

o Target Days for Current Workflow Step
e Total Number of Studies

e Number of My Studies

e Requested By

e Action Required

e Action Overdue


https://vivli.org/platform-resources/
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The report downloaded from Disclosure includes the following fields:
e ID

e Disclosure Title

e Disclosure Type

e Lead Investigator

e Data Contributors

e 30-Day Review

e Action Required

The report downloaded from Data Uploads includes the following fields:
e StudyID

e Sponsor D

e Study Title

e Data RequestID

e Request Type

e Availability

e Action Required

The report downloaded from Enquiries includes the following fields:
e Enquiry ID

e Total Number of Studies

e Number of My Studies

e Daysin Current Step

e Requested By

e Action Required

e Action Overdue
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a . .
-y Home ~About Members News&Evenls Resources  Porials  Find Studies
enauey  oucksTuorLookue v (@ wvoampeouests ) sy v
Vivli Dashboard View bty Organization + Roles
our dashboard is a consalidation of sl the items within Vv that require your action, Use the tabs to view your actions. For more information see the ¥ivil Organization Administrator an
Data Requests Disclosures Data Uploads Enquiries
Vivil 1D Reques: This e — S CamEn e T pequested By st Raspilrart
v v v v v v v
vivii ID Request Title - — [}
eview o o
00002707 status update Il
Lead Investigator Days in Current Step Number of My Studies
test test 1259 4
vivil 1D Request Title —
ST ew a Cor or
00003331  Jarrod Chat Test 1 &
Lead investigatar Days in Current Step Number of My Studies
143 996 3
vivii 1D Request Title »
00003359 Stan - try 2 with correct capitalizaion Review by Data Contributor

Lead Investigator Days in Current Step Number of My Studies
Data Requester 971

vivii 1D Request Title " —
eview ontributor
00003453 toc13053
Lead Investigator Days in Current Step Number of My Studies
dcffur rrerere 876 1

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
left-hand toolbar:

]
wmar Home About Members News & Events Resources Portals Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA QUICK STUDY LOOKUP v @ My DATAREQUESTS ) GSKDC v

{7 e 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 % Download
Vivli Qrganization Administrator and Data Upload Guide ownload

Data Requests Disclosures Data Uploads Enquiries
vivli ID Request Title Lead Investigator 2[':: S ;t:z;’ S Requested By Action Required
v v v v v v v
Vivli ID Request Title
00048240  AITEST2 Upload Cata Package
Lead Investigator Days in Current Step Number of My Studies
AITEST AITEST 464 1
Vivli ID Request Title
00048501 Stan test requester adds unlisted study Upload Data Package
Lead Investigator Days in Current Step Number of My Studies
requester'one one 358 1
Vivli 1D Request Title
U Data P;
00048502  Stan Compare unlisted studies added by requester or by Vivli Admin et

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).
You will only see data requests awaiting a decision from your organization.
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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 mere information see the Vivii Organization Administrator and Data ' Dowrload
Upload Guide ownloa

Data Requests Disclosures Data Uploads Enquiries
‘
Vivii ID Request Title Lead Investigator SD;’: (Emay ;‘;’:i':’ Ty Requested By Action Required
4 v 4 v v 4 v
Vivli 1D Request Title " — '
leview El ontributor

00002707  status update Il J

Lead Investigator Days in Current Step Number of My Studies

test test 1259 4

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.

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 Vivii Organization Administrator and Data * Download

Upload Guide
Data Requests Disclosures Data Uploads Enquiries
—_——
D Disclosure Title Lead Investigator 30-Day Review Disclosure Type Data Contributors Action Required
v v 4 v v 4 \4
) Disclosure Title
leview Disclosure

00048785-01 Test - Swapna

Lead Investigator 30-Day Review Disclosure Type

Swapna Onkar 0 Days Left Presentation

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

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 Vivii 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
nct06813326 aoi 2023 satur... 00048494 Data will be loaded for this request only l

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

e 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

Data Package

10
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View My Organization + Roles

Vivli Dashboard

Your dashboard s a consolidation of al the iterms within Vivi that require your action. Use the tabs to view your actions. For more information see the Vivi O 1

e

and Dats Upioad Guid

Disclosures

Data Requests

seudy D Sponsor 1D Data Request D Action Required
v v v v

Study 1D Sponsor ID Data Request D 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 Packeges mustindude:

+ IPD (Anonymized Indivicual Ferticipantievel Data)
+ Data Dictionary

rocol
- Ssatissical Analysis Plan

YOU MUST SUPPLY ALL REQUIRED FILE TYPES 45 DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TVPE If 5 file type is unavailable, please provid 3 file with 3 note of explanation

PD (Anonymized Ingividual Participart-ievel Data)
Dats Dictionary

protocol

Statistical AnalysTs Plan

WARNING
i T T T
© SclectFi
File Name Size Uploaded By File Type
v v ¥ v

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.

View My Organization + Roles

Vivli Dashboard

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

Data Uploads

Data Requests Disclosures Enquiries

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

12 1 603 Richard Anderson

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

Find Studies

Portals

Home  About Members News&Events  Resources

QUICK STUDY LOOKUP v @ MY DATA REQUEST

ENQUIRY

A Dashboard

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
Vivii O and Data Upload Guide

& Download

Data Requests Disclosures Data Uploads Enquiries

Days in Current
st

Number of My
Staudia

Vivii ID Request Title Lead Investigator Requested By Action Required
3453 o v v v v
Review by Data Contributor
00003453 test8933 Y

Lead Investigator
dcffvr rrerere

Days in Current Step

892

Number of My Studies
1

11
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Clicking on the filter next to a search box will give a drop-down list of options for filtering the records:

[CENTER FGR GLOBAL CLINICAL RESEARCH DATA

Home

About

ENQUIRY

Members

News & Evenis Resources  Portals  Find Studies

QUICK STUDY

A Dashboard

Vivli Dashboard

Your dashboard is a consolidation of all the items within Vivli that require your action. Use the tabs to v

Vivli Org;

Disclosures

Data Requests

Data Uploads

your actions. For more information see the

Download

Enquiries

Vivli ID Request Title Lead Investigator ::y: a0 ;‘:::I:' oty Requested By Action Required
v v v ks v s
Contains - [}
Revii Data Contribut
00003331  Jarrod Chat Test 1 Contains e el
Does not contain
Lead Investigator Equals [ Number of My Studies
tt Does not equal 3
8 Begins with
f Vivli ID Request Title Ends with 3 »
00003359 Stan - try 2 with correct capitalizi ;. Review by Data Contributor
Lead Investigator Not blank H Number of My Studies.
Data Requester — 1
R Data Conts i
00003453  test8933 e i
Lead Investigator Days in Current Step Number of My Studies
dcffvr rrerere 892 1
You can use this feature to, for example, filter for overdue actions
L L
Home  About Members News&Events Resources Portals Find Studies

CENTUR FOR GLOBAL CLINICAL AESEARCH DATA

ENQUIRY

(2]

M Dashboard

Vivli Dashboard

Your dashboard is a c
Vivii Organization

and Data Upload Guide

Disclosures

Data Requests

Vivii ID Request Title Lead Investigator
Y ¥ Y

Vivii ID Request Title
00003331 Jarrod Chat Test 1

Lead Investigator

tt
Vivli ID Request Title
00003359 Stan - try 2 with correct capitalizaion

Lead Investigator
Data Requester

olidation of all the items within Vivli that require your action. Use the tab:

Data Uploads

Days in Current

Number of My

view your actions. For more information see the

View My Organization + Roles
& Download

i

Enquiries

Requested By

Step Studies
21 J
Greater than -
21
Days in Cur: O anp OR
l01 1 Equals -

Days in Current Step

987

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

Action Required

Review by Data Contributor

Number of My Studies

3
Review by Data Contributor

Number of My Studies
1

12
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a
wmar Home  About Members News & Events  Resources  Porlals  Find Studies

evaury  auckstuoyLookue v @ wyoameeouests (O sy v

mows i 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 & Download
Vili Organization Administrator and Data Upload Guide Downloal
Data Requests Disclosures Data Uploads Enquiries
(20
Days in Number of My
Vivli 1D Request Title Lead Investigator st Er— Requested By Action Required
v v v v v v 4
]
Vivli ID Request Title T
load Data Package
00002636  Stan Test etag - 4665 s =
Lead Investigator Days in Current Step Number of My Studies
Stan Neumann 1263 =)
Vivli ID Request Title TR
. load Data Package
00003219 Stan Test reassign admin 2/21 s -
Lead Investigator Days in Current Step Number of My Studies
Stan Neumann 1046 2
Vivli ID Request Title

00003331 Jarrod Chat Test 1 Review by Data Contributor

Lead Investigator Days in Current Step Number of My Studies

On the left-hand side of 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 Data requests - you can view data requests for studies from your organization

e Enquiries - you can view the Enquiries for studies from your organization

e Studies - you can view the studies listed on the platform by your organization

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

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

e My Organizations — you can view the set of your Organization and team members

e Users —you can view all Vivli users from your organization

You may also navigate to the tab from the dropdown toolbar in the upper right-hand corner of the
screen
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. .
Home About Members News & Events Resources Portals  Find Studies
enoury  ouickstuovLookse v (@ uy oarareauests
M Dashbourd Vivli Dashboard
our dashboard is a consolidation of althe items within Vivi that require your action. Use the tabs to view your acti e informiation see the Vil Organization Adminisirator and Data
Uolosd Guide
Data Requests Disclosures Data Uploads Enquiries
21
Vi 1D Request Title Lead Investigator Fesinds = Requested By Action Required
v v v v v v v —
vivii 1D Request Title R R
ta itor og Out
00002707 status update Il Review by ontri
Lead Investigator Days in Current Step Number of My Studies
test test 126 )
> ta Contributor
00003331  Jarrod Chat Test 1 DyORe0
Lead Investigator Days in Current Step Number of My Studies
t 999 3
Vivii 1D Request Title G =
Review by Data Contribut
00003359 Stan - try 2 with correct capitalizaion il
Load investieatar Dave in Currant Ston Numbar of My Studios

1.3.1 Reviewing My Actions

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

e Data request decisions

e Data upload

e Enquiry response

e Public disclosures review and feedback

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.
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. . .
wmay Home About Members News & Events Resources  Portals  Find Studies
EmoURY  auicksTUDY Lookur v @ wvoaarecuests () sauy v
Report Hide Filters
Available Report Types
v

Data Request Summary Report (Org Admin)

Vivii Id Data Contributors Current Status Actions Required L e R T L Feedback
Step Workflow Step

v ' v v v v v

]
* AstraZeneca
49186 + Roche DUA Validation 1 4
+ Takeda
: Auve Archived, Provisioned
ived, Provi
40033 C T 11512026 Date of First 2 4
« Lilly Download 2/10/2026
« AslraZeneca
3. The report can be downloaded and reviewed to ensure all actions are being addressed:
Ew
d .
wmar Home  About Members News&Events Resources Portals Find Studies
ENQUIRY  QUICK STUDY LOOKUP v g MYDATAREQUESTS () SALLY ~
Report [l
Available Report Types
Data Request Summary Report (Org Admin) e
Vivii Id Data Contributors Current Status Actions Required Days in Current Workflow J;;?:;E:V;:;" Current Feedback
v v v v v v
]

B Report 49025 + Roche Fulfiled 1 4

+ AstraZeneca

49186 + Roche DUA Validation 1 1
+ Takeda
+ Avove Archived, Provisioned
ived, Provisis
49033 FESED 1152026 Date of First 2 4

o Lilly Download 2/10/2026
« AstraZeneca

1.3.2 My Organizations tab
Only the Organizational Administrator can invite other members of your organization to join Vivli and
set up permissions for them.

¢ From the Dashboard, you can navigate to My Organization by clicking on “View My Organization _
Roles”, or by using the ‘My Organizations’ tab, or the dropdown toolbar in the upper right-hand
corner of the screen:
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A Dashboard

Your dashboard
Unload Guide

Data Requests

Vivli Dashboard

Disclosures

all the items within Vivi ¢

Home  About  Members

EnGUIRY

information see the Vivil Organization Administrator and Data

Enquiries

Mews & Events

QUICK STUDY LOOKUP ~

Resources

Find Studies
-

0 v |

Enquiry ID Number of My Studies Days in Current Regquested By Action Required
v v
Enquiry ID Number of My Studies Days In Current Step Requested By
12 1 603 Richard Anderson Lo
Enquiry ID Number of My Studies Days In Current Step Requested By m
32 475 Richard Anderson
Enquiry ID Number of My Studies Days In Current Step Requested By
35 1 474 Richard Anderson
Enquiry 1D Numbar of My Studies Days In Current Step Requested By
39 1 474 Richard Anderson
Enquiry ID Number of My Studies Days In Current Step Requested By
38 1 468 Richard Anderson
Enquiry ID Number of My Studies Days In Current Step Requested By
96 1 395 Data Provider - QA
Enquiry ID Number of My Studies Days In Current Step Requested By m
11 1 203 Dicc nA DaraDaniocior

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.

Home  About  Members News&Evenls  Resources  Porials  Find Studies

ENGUIRY  GUACK

Novelion Therapeutics

BASIC INFORMATION

Organization Administrator Resources ~~ *

rganization Name

Novelion

ORGANIZATION DETAILS

By My Organizations e Domain °
navelion.com NOVLIO

Organization/Platiorm URL for Requesting Studies L]

ORGANIZATION POLICIES

rganization

Defaull to Downloadable Study Data Packages @

it 10 show Ext

When uploading data files, by default make the following type{s) publicly available on the "Study Documents” tab SR SR ()

ed for this request only’. @

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.)
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Home  About  Mempers

vents  Resources  Fortals  Find Studies

o o owe v @ wrommezauests () sy v

| Cancel }m
Roche

ROR

ROR INFORMATION
Ror Name

Roche (Switzertand) hilps/iror org/00by 15217

iy My Organizations

1.3.3 Team Members

¢ Toadd team members, ask them to become a user by signing up for the Vivli platform and guide
them to section 1.0 of the User Quick Start Guide for the sign-up process. Note: the team members
cannot be added to your organization until they have created a Vivli User Account.

e You can view the Team Member(s) information (view-only) in the ‘Members’ tab. Click on ‘My
Organizations’ tab on the left-hand side of the screen, or navigate to ‘My Organizations’ using the
dropdown toolbar in the upper right-hand corner of the screen:

[ ]

Once the team member creates an account, the team member's information and roles can be
located under the ‘Members’ section.

(=)
Novelion Therapeutics

Organization Administrator Resources
Name

£mai Nottication v
Sally
dataprovider viviggmai com

QA - DC All Orgs
VivTestQA+DC-ailOrgsggmal com
QA -IRP All Orgs
VivTestQA+RP-alOrgs@gmail com
Swapna Onkar
SOnkar@vvii.org

Vivli Data Account
ata@vvi.ong

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

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.

Members

Please press Save to save all your changes when you are done.

Submission

Organization Administrator Resources

Name v Org Admin v Data Uploader V' Owner v Org Membership Y Account Status V' Email Notification v
Requester Only User Active

= 1%/ L.COm. @ e
Navya Inactive
nsrinivas@uvivii.org
Amrutha Inactive @
amru.idly@gmail com
Russ_QA_DataRequester2 Inactive
viviitesterrb+QA_DR2@gmail.com
Organization Admin Inactive ®
org.vivii@gmail.com
Jessica Baker ) Inactive @

Jbaker@uvivii.org

Name DeletedAug2024
NameDeletedAug2024@vivii.testinator.com

Inactive

e You can also access the Vivli Organization Administrator and Data Upload Guide and other

resources from the My Organization tab by clicking on ‘Organization Administrator Resources’
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1.3.4 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 Options are to approve a request,
deny a request, or ask for
revisions to the data request
form.

e Receive and respond to chat
messages within the data
request.

e Access the research environment
and Report tabs on the

Dashboard
e View and record decisions for
Enquiries
Data Uploader e Responsible for uploading e Able to upload data packages for
data packages for approved studies approved in a data
requests, after the Data request
Requestor signs a Data Use e Able to upload data packages for
Agreement all studies at any time after the
study is listed on the Vivli
platform

19



Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

No Role Assigned e May log on to the Vivli e Will appear on your
platform as a user, but only organizational members' listing
to create data requests under ‘Members’ tab
o No administrative rights
Org Membership e The person is part of this e They may be a data sharing team
organization member, or anyone else from

your organization who has
created a Vivli account

1.3.5 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
information on how to filter through the headers, please see Section 4.5.1. Features of the
report
o Email address
o Name
o Organizations
o Account Status (Active or Disabled)
o Days since last login

Resources  Fortals  Find Studies

User Management

Emal Address [ Ovaenications Account Siotus Dors Sincs Lost ook Data e

v 4 v v v v v

+ GlaxoSmathiing
+ Roche

‘academiccontributor@i Academic Conibutor Active 138 Yes 28 Dec 2024

+ BioLINCC (a data-
sharing platiorm fnded ey T46 No
by the National

Insifutes of Health)

rtter@gn Aeatan

ama diy@gmall com Amntha No Organization Disabled 53 Yes
dataprovider vivis GSK Data Provider + GlaxoSmithKline Active 1 Mo
sonkar+dataprovider@vi Data Provider - QA + Roche Active 19 o
gek@vivi testinator com GSK 0A and DC + GlaxoSmithiling Active 4 o
abaskaranl8@gmail com  Karen Asada No Organization Active 0 Mo

dataprovider vivlisroche Provider-Roche + Rache Active 15 Mo
& Users
- + BioLINCC (a data-

gy fnded
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e If you click on the individual user, you will see a full display of the user:

User Details - GSK OA and DC

Display Name: GSK OA and DG
Email: gsk@vivli.testinator.com

Days Since Last Login: 4

Org Memberships
Curator v QA Reviewer v Head Curator v Submission Owner V¥ Org Membership

Name ¥ OrgAdmin ¥ Data Uploader ¥ IRP/Reviewer v

GlaxoSmithKline

Associated Data Requests.

Request Titie Request Id stage Role

Mo Associated Data Requests

e Ifthe 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 1.3.3 Team

Members
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User Detalils - GSK OA and DC

Display Name: GSK OAand DC
Email: gsk@vivli.testinator.com

Days Since Last Login: 4

Org Memberships

Name v OrgAdmin vV Data Uploader ¥V IRP/Reviewer Y Curator ¥ QA Reviewer ¥ Head Curator ¥ Submission Owner ¥ Org Membership v

GlaxoSmithKline

Associated Data Requests.

Request Title Request Id Stage Role

Mo Associated Data Requests

e If 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.

User Details - Sally Researcher

Display Name: Sally Researcher
Email: alex@stanneumann.com

Days Since Last Login: 174

Org Memberships
Name v Org Admin v Data Uploader v IRP / Reviewer v Curator v QA Reviewer v Head Curator v Submission Owner ¥ Org Membership

GlaxoSmithKline .

Associated Data Requests
Request Title Request Id stage Role
Stan DUA Test DUA Approved Public P 00002287 Cancelled

Stan DUA Test DUA Approved Private PI 00002286 Cancelled = Admin
« Requester

e If 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.
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Associated Enquiries

Enquiry ID Institution Status Date Submitted Drafted #of Studies
110 Boston Review 1/22/20257:07-14 pm 1/22/2025 7-07:09 pm 1
96 Boston Review 1/10/2025 11:52:08 pm 1/10/2025 11:50:04 pm 1

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

0 . .
Home  Aboul Members News&Evenls Resources Porals Find Studies
enourr  cwcksruovioor v @ wrosarecuests () sy v
User Management I:l
v v ¥ v v v v
academiccontrbutori | Academic Contrbator DL Active 138 Ves 29 Do 2024

« BiolINCC (a data-
sharing

‘scademicsubmitter@gm AcademicSubminer o meﬁhg';;’nﬂgl"' fundad  pctive 45 No
Institutes of Heath)

amiidhy@grail.com Amntha No Organization Disabled 53 Yes

dataprovider Vi GSK. Data Provider + GlaxoSmithKina Active 1 Mo

sonkarsdataprovider@vl..  Data Provider - 0A + Roche Active 1 Mo

‘eki@vivi testinator com GSK 0Aand DC + GlaxoSmithKiina Active 4 Mo

abaskaran08@gmailcom  Karen Asada No Organization Active 0 o

dataprovider vivi+oche. Provider-Roche + Roche Active 15 Mo
+ BloLINCC (s dure

sharing piatform funded

The user list downloaded file contains:

e Email Address

e Name of the Individual

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

1.3.6 Active Platform Accounts

e 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.

e [f 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.
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e If thisis 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.

1.3.7 Accessing the Vivli Organization Administrator and Data Upload Guide and

other training resources
Log on and from the Dashboard, click the “Vivli Organization Administrator and Data Upload Guide”:

Home  About

wmary
Iﬁ Dashboard | Vivli Dashboard

Your dashhoard 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 Vivii Organization Administrator and Data

Upload Guide
Data Requests Disclosures Data Uploads Enquiries

21}
. Days in Current Number of My . .
Lead Investigator scep - Requested By Action Required

Vivli ID Request Title

Click the link to access the resources.
An Organization Administrator can also access these resources from the ‘My Organizations’ tab under

‘Details’ or ‘Members’ by clicking on ‘Organization Administrator Resources’:
Novelion Therapeutics
Croanization Adminisiralor Resources I -

BASIC INFORMATION

rganization Name

Novelion Therapeutics
da

ORGAMNIZATION DETAILS
main E
NOVLIC

P My Organizations

alform URL for Requesting Studies

Organization/F
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Home About Members News&Events Resources Portals LOGIN

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Platform Resources

Resource Description _ PDF

o - : A comprehensive guide for data contributors including
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 )
Al/ML Framework Download
governance and export policies when using AI/ML models.

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

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

A video 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.

e 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 Medical Condition

e Phase

e Sponsor Clinical Registry
URLs

e FEudraCTID

e EudraCT URL

e 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 Dashboard

Studies Dashboard 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)
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)

w

26


mailto:support@vivli.org

Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

wmay Home  About Members News & Events Resources Portals Find Studies
a

ENQURY  QUICK STUDY LOOKUP v @ wy DATAREQUESTS () AMRUTHA v

Studies

Submitted by my organizations

: 0 S ;
g —3

Title Status Posted Sponsor ID NCTID IPD
’ v v v v v v

Immunogenicity and Safety Study of GSK Biologicals' Candidate Malaria... Posted 2022-08-03 200596 NCT02699099 Y

ity, Safety and Immt icity Study of ¢ line (G... Posted 2022-08-03 207543 NCT03275389 Y
Non-closure of Alveoli After Avulsion of Wisdom Teeth: a Randomized, O... Posted 2022-10-21 LOCAL/2014/... NCT02583997 Y

Prospective Observational Study of the Risk Factors for Hospital-Acquire... Posted 2022-12-14 Pro00068313 NCT02689531 ¥

An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Saf... Posted 2023-02-03 MA30143 NCT03085810 Y

A 28-day i Placebo- Double-blind Parallel Group .. Posted 2024-01-12 1245.78 NCT01969747 Y

Diabetes testing study Posted 2024-01-12 Amrutha123 N

A Single-center, Prospective Clinical Study of High-intensity Focused UItr... Posted 2024-01-29 MUKDEN 10 NCT06210529 ¥

1lo8of8 < Page 1 of 1

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 Sponsor ID

e NCTID

e IPD (Y- Individual data package is stored on the platform; N- Individual data package is not stored)

ENQUIRY  QUICK STUDY LOOKUP v @ MY DATA REQUESTS n KAREN ASADA v

Studies

Submitted by my organizations

® Posted + Add study
(1 [ _
Title Status Posted Sponsor ID NCTID IPD

v v ¥ v ¥ v
Assessment of Real-life Patient Handling Experience of BI 695501 Admi.... Posted 2024-10-03 129711 NCT02636907 Y
A Phase 3, Randomized, Double-Blind Study Comparing Upadacitinib (A. Posted 2024-10-23 M13-545 NCT02706873 $ 7
A Phase 3, Multicenter, Randomized, Double Blind, Placebo-Controlled ... Posted 2024-10-29 RA101495-02... NCT04115293 ¥
Randomized Trial to Evaluate the Efficacy/Effectiveness, Safety, and Im... Posted 2024-12-18 PI-UN-1760 NCT06223919 Y
Viral Clearance and Epidemiological Characteristics in Patients With Mo... Posted 2024-12-18 MoViIE Study NCT05476744 Y
APhase lll, Open-Label, Randomized Study to Investigate the Efficacy a. Posted 2025-01-31 G029527 NCT02486718 h

2. Data Contributors may download a list of their posted studies from the platform. Navigate to
the Studies tab from the Dashboard, click on Posted, and click on the Download button.
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ENQUIRY  QUICK S LOOKUP v @ MY DATAREQUESTS

Studies

Submitted by my organizations

(5]

-

Posted D + Add study

B

Title Status Posted Sponsor ID NCTID IPD
v v v v ¥ v

Assessment of Real-life Patient Handling Experience of BI 695501 Admi... Posted 2024-10-03 129711 NCT02636907 Y
APhase 3, Randomized, Double-Blind Study Comparing Upadacitinib (A... Posted 2024-10-23 M13-545 NCT02706873 Y
APhase 3, Multicenter, Randomized, Double Blind, Placebo-Controlled ... Posted 2024-10-29 RA101495-02... NCT04115293 ¥
Randomized Trial to Evaluate the Efficacy/Effectiveness, Safety, and Im... Posted 2024-12-18 PI-UN-1760 NCT06223919 Y
Viral Clearance and Epidemiological Characteristics in Patients With Mo... Posted 2024-12-18 MoVIE Study NCT05476744 ¥
APhase lll, Open-Label, Randomized Study to Investigate the Efficacy a... Posted 2025-01-31 G029527 NCT02486718 Y

3. The downloaded CSV file contains:

e Study Title

e Study Status
e Posted date
e Sponsor ID
e NCTID

e IPD

e Primary DOI

2.5 Individual Studies Format

e Click on individual study under the ‘Posted’ section
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Studies

Submitted by my organizations

N s )
1] Ed | ——&

Title Status Posted Sponsor ID NCTID IPD
v v 2 2 v ¥ v

Assessment of Real-life Patient Handling Experience of BI 695501 Admi... 2024-10-03 129711 NCT02636907 Y
APhase 3, Randomized, Double-Blind Study Comparing Upadacitinib (A... Posted 2024-10-23 M13-545 NCT02706873 Y
APhase 3, Multicenter, Randomized, Double Blind, Placebo-Controlled ... Posted 2024-10-29 RA101495-02... NCT04115293 v
Randomized Trial to Evaluate the Efficacy/Effectiveness, Safety, and Im... Posted 2024-12-18 PI-UN-1760 NCT06223919 Y
Viral Clearance and Epidemiological Characteristics in Patients With Mo... Posted 2024-12-18 MoVIE Study NCT05476744 Y
APhase lll, Open-Label, Randomized Study to Investigate the Efficacy a... Posted 2025-01-31 G029527 NCT02486718 y

The study contains the study title on the left. Study status, Data Available for Sharing, and related
data requests are shown in the upper right.

ENQUIRY MY DATA REQUI

A Phase 3, Randomized, Double-Blind Study Comparing Upadacitinib (ABT-494) Once Current Status: Posted
Daily Monotherapy to Methotrexate (MTX) Monotherapy in MTX-Naive Subjects With Data Available for Sharing: YES
Moderately to Severely Active Rheumatoid Arthritis (SELECT-EARLY) Renuests: See Renuesiejial
Study
Details
Phase Condition or Disease
v
Phase 3 Rheumatoid Arthritis

Intervention/Treatment

Placebo to Upadacitinib,Methotrexate,Placebo to Methotrexate,Upadacitinib

Brief Summary From Registry (if available)

The objectives of Period 1 were the following:* To compare the safety and efficacy of upadacitinib 7.5 mg once daily (QD) monotherapy (for participants in Japan only), 15
mg QD monotherapy, and 30 mg QD monotherapy versus weekly methotrexate monotherapy for the treatment of signs and symptoms of RA in methotrexate-naive adults
with moderately to severely active RA;* To compare the efficacy of upadacitinib 15 mg QD monotherapy and upadacitinib 30 mg QD monotherapy versus weekly
methotrexate monotherapy for prevention of structural progression in methotrexate-naive adults with moderately to severely active RA.The objective of Period 2 is to

Each study has the following sections:

>
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ENQUIRY QUICK STUDY LOOKUP Vv g MY DATA REQUESTS n KAREN ASADA Vv
Create DOI For New Data Version Prepare For New Data Version
A Phase 3, Randomized, Double-Blind Study Comparing Upadacitinib (ABT-494) Once Current Status: Posted
= Daily Monotherapy to Methotrexate (MTX) Monotherapy in MTX-Naive Subjects With Data Available f:r Sharing: YES
Moderately to Severely Active Rheumatoid Arthritis (SELECT-EARLY) peatiests e ieqles D
Study
s
a
Phase Condition or Disease
v

Phase 3 Rheumatoid Arthritis

Intervention/Treatment

Placebo to Upadacitinib,Methotrexate,Placebo to Methotrexate,Upadacitinib

Brief Summary From Registry (if available)

The objectives of Period 1 were the following:* To compare the safety and efficacy of upadacitinib 7.5 mg once daily (QD) monotherapy (for participants in Japan only), 15
mg QD monotherapy, and 30 mg QD monotherapy versus weekly methotrexate monotherapy for the treatment of signs and symptoms of RA in methotrexate-naive adults
with moderately to severely active RA;* To compare the efficacy of upadacitinib 15 mg QD monotherapy and upadacitinib 30 mg QD monotherapy versus weekly
methotrexate monotherapy for prevention of structural progression in methotrexate-naive adults with moderately to severely active RA.The objective of Period 2 is to

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
A Phase 3, Randomized, Double-Blind Study Comparing Upadacitinib (ABT-494) Once Current Status: Posted
Daily Monotherapy to Methotrexate (MTX) Monotherapy in MTX-Naive Subjects With Data Available for Sharing: YES
Moderately to Severely Active Rheumatoid Arthritis (SELECT-EARLY) Reguests: See Reguestsilal

Administrative
Details

Data Contributor Organization Name Lead Sponsor Agency Lead Sponsor Agency Class

AbbVie AbbVie INDUSTRY

Therapeutic Areas

Rheumatology x

Other Resources for Study

http://vivii.org
Primary Registry Name Primary Registry Id Primary Registry Url
ClinicalTrials.gov NCT02706873 https:/iclinicaltrials.gov/show/NCT02706873

4. Research Team — Includes information about the Research team who contributed the data (if
applicable)

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.
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A Phase 3, Randomized, Double-Blind Study Comparing Upadacitinib (ABT-494) Once
Daily Monotherapy to Methotrexate (MTX) Monotherapy in MTX-Naive Subjects With
= Moderately to Severely Active Rheumatoid Arthritis (SELECT-EARLY)

Lﬁ Studies De i ils

10/23/24 1:30 pm

10/23/24 1:30 pm

1023124 1:30 pm

10/28/24 4:39 pm

Status changed to QC Review of Curation - Reviewer Enlisted

Status changed to Submitted to Vivli for Post-Check

Status changed to Posted on Vivii

Ipd Package Uploaded

Create DOI For New Data Version Prepare For New Data Version

History

Amrutha Baskaran
abaskaran@vivii.org

Amrutha Baskaran
abaskaran@vivli.org

Amrutha Baskaran
abaskaran@vivii.org

QA - DC All Orgs VivTestQA+DC-

allOrgs@gmail com

Current Status: Posted

Data Available for Sharing: YES

Requests: See Requests Tab

Accepting for QC Review

Approving Status Change

Ipd Package uploaded was Available
datapackage for study ‘A Phase 3,
Randomized, Double-Blind Study
Comparing Upadacitinib (ABT-494)
Once Daily Monotherapy to
Methotrexate (MTX) Monotherapy in
MTX-Naive Subjects With
Moderately to Severely Active
Rheumatoid Arthritis’

2/11/25 9:09 am

Status changed to IPD Provided for Requested Study - for Data Request 00048423

Karen Asada
abaskaran08@gmail.com

IPD uploaded to Request 00048423,
titled Amrutha workflow test 1/30.

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

<

Create DOI For New Data Version

An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Ocrelizumab in Patients

With Early Stage Relapsing Remitting Multiple Sclerosis

UPLOADED FILES

Filename

V3IPD dig.csv.xis

Filename

V3Dig Protocol.pdf

Filename

V3DIG Data Dictionary
Document.

Filename

V3Dig Statistical analysis
pla

7. Chat — Related to study submission

Size

3.28MB

Size

179.00kB

Size

118.00kB

Size

160.00kB

Uploaded By

Karen Asada

Uploaded By

Karen Asada

Uploaded By

Karen Asada

Uploaded By

Karen Asada

Data Package

File Type: IPD

File Type: Protocol

File Type: Data Dictionary

File Type: Statistical Analysis
Plan

Publicly Available

Publicly Available

@]

Publicly Avallable

(@]

8. Usage — See Section 2.6 Study Usage and Public Disclosure Metrics

Prepare For New Data Version

Current Status: Posted
Data Available for Sharing: YES
Requests: See Requests Tab

Verify Upload

Download (4,

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
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Create DOI For New Data Version Prepare For New Data Version

An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Current Status: Posted

Ocrelizumab in Patients With Early Stage Relapsing Remitting Multiple Sclerosis Data Available for Sharing: YES
[ Requests: See Requests Tab

[E studies t N " Deta = t E ) Requests

#00003464 - Stan test Missing ID submitted by Datarequester.vivli@gmail.com

- Stan Test submitted by D: ivli com

#00048024 - Amrutha 1/5/2024 submitted by Datarequester.vivli@gmail.com

#00048037 - Amrutha edit settings 1/11 submitted by Datarequester.vivli@gmail.com

#00048053 - Cardiovascular outcomes in patients with diabetes submitted by Datarequester.vivii@gmail.com

#00048054 - Amrutha 1/23 Retest 2 submitted by Datarequester.vivli@gmail.com I

2.6 Study Usage and Public Disclosure Metrics

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

1. Go to the studies tab and go to the posted section.

ENQUIRY MY DATA REQUE!

Studies

Submitted by my organizations

» aiie »
g g & |—m

Title Status Posted Sponsor ID NCTID IPD
v v v v ¥ ¥

Assessment of Real-life Patient Handling Experience of BI 695501 Admi... 2024-10-03 1297.11 NCT02636907 Y
APhase 3, Randomized, Double-Blind Study Comparing Upadacitinib (A... Posted 2024-10-23 M13-545 NCT02706873 Y:
APhase 3, Multicenter, Randomized, Double Blind, Placebo-Controlled ... Posted 2024-10-29 RA101495-02... NCT04115293 }
Randomized Trial to Evaluate the Efficacy/Effectiveness, Safety, and Im... Posted 2024-12-18 PI-UN-1760 NCT06223919 Y
Viral Clearance and Epidemiological Characteristics in Patients With Mo... Posted 2024-12-18 MoVIE Study NCT05476744 Y
APhase lll, Open-Label, Randomized Study to Investigate the Efficacy a... Posted 2025-01-31 G029527 NCT02486718 ¥
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2. Open the study and click on the “Usage” tab.

Create DOI For New Data Version Prepare For New Data Version

An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Current Status: Posted
Ocrelizumab in Patients With Early Stage Relapsing Remitting Multiple Sclerosis Data Available for Sharing: YES
Requests: See Requests Tab
LE Studies Usage

Usage Public Disclosures

Views Download of Study Documents

19 0

No citations found

Access of Data Package All usage metrics

15 from 02/03/2023 to 0...

Study data package included in an approved research proposal

16

Views:

ol el et o ook e 0 e i calhy
In effect this counts views of the study metadata.
3. 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.

b. 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

c. 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.

d. 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.

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

Create DOI For New Data Version Prepare For New Data Version

An Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Current Status: Posted
Ocrelizumab in Patients With Early Stage Relapsing Remitting Multiple Sclerosis Data Available for Sharing: YES
Requests: See Requests Tab
[E studies C Usage
a

Veage

Views Download of Study Documents

19 0

Access of Data Package All usage metrics Nothatons foynd

15 from 02/03/2023 to 0...

Study data package included in an approved research proposal
16

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.

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.

oy oucksruorioons v (@ v oamneouests () peo

Request: 48591, P: test ewd
Status: All Data Packages Provided and Avaiable Download PDF

ama, Hroyuk, Dantshenas

s Riisted Adverse Events.vith Eficacy in Pafints With Smal CellLung Cancer a Second natysis of Phase 3 power 111 Randemized Cinical Triak"
i ¥ 7.

025 (@ Visw Disclosurs

2.7 Study Search Results— Download
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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’.
You may also use the quick study lookup option to search using NCT ID or Sponsor ID.
e 5N
.-TI Home About Members News & Events Resources Portals Find Studies

ENQUIRY | QUICK STUDY LOOKUP v

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

KEYWORD SEARCH

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

About Resources  Portals  Find Studies

News & Events

Members

Home

ENQUIRY  QUICK STUDY LOOKUP v @ MY DATAREQUESTS () RICHARD ANDERSON v

diabetes

STUDY DESIGN

NTERVENTIONAL STUDIES

Clinical Assessment of GSK716155 for Type 2 Diabetes Mellitus -A Phase I/ll Study to Investigate
the Safety, Pharmacokinetics and Pharmacodynamics of GSK716155 in Japanese Subjects With

Type 2 Diabetes Mellitus

Select Multiple

View Study Details

NCT00530309 | GLP107865
Diabetes Mellitus, Type 2 40

GSK716155 for injection, Placebo
Phase 1

OBSERVATIONAL STUDIES

Select Multiple

STUDY PHASE E T i
A Phase |, Randomized, Placebo-Controlled, Crossover Clinical Trial to Assess the Safety of Oral

SRT2104 and Its Effects on Vascular Dysfunction in Otherwise Healthy Cigarette Smokers and
Subjects With Type 2 Diabetes Mellitus
NCT01031108 | 114089

Diabetes Mellitus, Type 2 38
Placebo, SRT2104
Phase 1

Select Multiple

View Study Details

SPONSOR INFORMATION
SPONSOR TYPE

Select Multiple

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:
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e NCTID
e Sponsor Protocol Id
o 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
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.
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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 Navigation and 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. The toolbar on the left-hand side of
the screen, or the dropdown menu on the upper right-hand corner of the screen or the top
center of the screen can be used to see all of your organizations enquiries.

(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

ENQUIRY | QUICK STUDY LOOKUP v @ wy oarareauesTs [ 8 R TIRERY I

search
Dashboard e
L Vivli Dashboard ashboard
Your dashboard is a consalidation of all the items within Vivii that require your action. Use the tabs to view your actions. For mare information see the Data Requests
Vivli Organization Administrator and Data Upload Guide -
Studies.
Data Requests Disclosures Data Uploads Enquiries .
9] .
Research Environments
Enquiry ID Number of My Studies Days in Current Step Requested By Action Required My Organizations
Submissions
v v v v ¥

Edit My Profile

Change Password
Enquiry ID Number of My Studies Days In Current Step

Requested By
12 1 603 Richard Anderson bog ot
Enquiry ID Number of My Studies Days In Current Step Requested By m
32 1 476 Richard Anderson

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

35 1 475 Richard Anderson

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

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

(CENTER FOR GLOBAL CLINIC)

Enquiry Id: 12 Status: Review Date Submitted: 2024-06-17 m Save & Notify

Requester Emai Requester Name

Datarequester vivii@gmail.com Richard Anderson

Your Institution Country

Johns Hopkins University United States of America e

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

datasets
Meta-analysis of randomized trials in the areas of Hepatitis infection and cancer
+ NcTID: NCT00257608 Study Title: A Randomized, Double-Blind, Placebo-Controlled, Phase llIb Trial Comparing Data Contributor: Roche Status:

Bevacizumab Therapy With or Without Erlotinib After Completion of Chemotherapy With Awaiting DC
Bevacizumab for the First-Line Treatment of Locally Advanced, Recurrent, or Metastatic Non- review
Small Cell Lung Cancer
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3. The other methods of navigating will take you into the Enquiries dashboard. The Enquiries
Dashboard displays a status bar at the top of the page which displays all the Enquiries for your

organization’s studies.

Enquiries about Vivli Member Studies

Awaiting My Action

438 (10] 4] B
[ Enquiries
D Requester Purpose Status
v Y
122 Richard Anderson Amrutha test 11578 Review
48 Amrutha Baskaran Amrutha Test Review
45 Amrutha Amrutha test Review
10 Data Requester Testing the enquiries system Review
12 Richard Anderson Meta-analysis of randomized trials in the areas of He... Review

4. The status bar contains 6 sections:

~+  Add Enquiry

# of Studies
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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.

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

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

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

and Closed Enquiries.
Withdrawn: Displays Enquiries that were withdrawn
Archived: Displays Enquiries where the final decision is made.

5. Each Enquiry recorded on the dashboard 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

Enquiries about Vivli Member Studies

Awaiting My Action ~+  Add Enquiry

[§ Enquiries
D Requester Purpose Status # of Studies
v v Y v v
122 Richard Anderson Amrutha test 11578 Review 3
48 Amrutha Baskaran Amrutha Test Review 1
45 Amrutha Amrutha test Review 1
10 Data Requester Testing the enquiries system Review 2
12 Richard Anderson Meta-analysis of randomized trials in the areas of He... Review 4

6. You may search for Enquiries using one of the following fields (you can only view Enquiries
where one of your studies has been enquired). 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:

e Enquiry ID

Requester Name or Email

Purpose of analysis

NCT ID

Sponsor ID

Study Title

Member Organization
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i
| 11} Home  About Members News & Events Resources Portals  Find Studies
a

ENQUIRY  QUICK STUDY LOOKUP v @ MY DATA REQUESTS n KAREN ASADA Vv

Enquiries about Vivli Member Studies

126

Draft
8 Enquiries

D = Requester Purpose Drafted Status # of Studies

v v v v v ¥

Richard Anderson Looking for studies on treating Neonates 2/6/2025 3:48:09 pt Draft 6

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

| N} Home  About Members News&Events Resources Portals Find Studies
a

ENQUIRY QUICK STUDY LOOKUP Vv @ MY DATA REQUESTS n KAREN ASADA v

Enquiries about Vivli Member Studies

126
Draft | b ed D
B Enquiries —
D = Requester Purpose Drafted Status # of Studies
v v v Y Vi v
126 Richard Anderson Looking for studies on treating Neonates 2/6/2025 3:48:09 pt Draft 6

8. The downloaded file contains:
e Vivli Enquiry ID
e Requester Name
e Purpose of research
¢ Date Submitted
e Status of the Enquiry
¢ Number of Studies

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

decision.

Enquiry Id: 38 Status: Draft Date Submitted: 2024-10-24

Requester Email
Datarequester.vivlii@gmail.com

Your Institution

Vivii

Purpose

Purpose of my research is...

Requester Name

Richard Anderson

Country

Germany

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

sharing datasets

- NCT ID

NCT03271047

Sponsor ID
ARRAY-162-202

OR

Please enter an NCT Id or Sponsor Id if the study is on clinicaltrials.gov, or enter the study title.

Study Title

An Open-label Phase 1b/2 Study of Binimetinib Administered in Combination
With Nivolumab or Nivolumab Plus Ipilimumab in Patients With Previously
Treated Microsatellite-stable (MSS) Metastatic Colorectal Cancer With RAS
Mutation

Data Contributor
AbbVie

Sponsor: Pfizer

2. You will receive an email notifying you when an Enquiry is ready for review.
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Vivli Enquiry (ID 9) is ready for your review = inbox S B
® Vivli Center <noreply@vivli.org» T:0TAM (3 hoursago) Yy “
@ toinfobccime
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
'L ‘ T -
Wy ‘?1
- 1 ].
e ~ N ™~
[ & Reply )( <« Replyall | ~ Forward )
\_ AN AN /
. . . “ . ” . .
3. Toview a submitted Enquiry, go to the “Review” Status bar and click on the Enquiry
Enquiries about Vivli Member Studies
Review + Add Enquiry
o0 0| —a@ 5
[E Enquiries )
DY Requester Purpose Updated Submi... Status ’s’:jdies
41 vy v v v v 51 v
41 Amrutha Baskaran Purpose of analysis is.... 11/21/2024 2 10/29/2024 8 Review 4 I

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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Enquiry Id: 41

Status: Review Date Submitted: 2024-10-30

Requester Email

Your Institution

ucsD

Purpose

Purpose of analysis is....

Datarequester.vivli@gmail.com

Requester Name

Amrutha Baskaran

Country
Antigua and Barbuda

The Vivii
sharing datasets

ge provides information on each member and their policy for

+ NCTID: Study Title: Re icity, Safety and Immur ity Study of G ithKlin Data C : AbbVie Status:
NCT03275389 (GSK) Biologicals' igati Sup Universal Vaccines - Closed -
Inactivated (SUIVs) (GSK3816302A) in Healthy Adults Available
as listed
<+ NCTID: Study Title: A Phase 3, Multicenter, Randomized, Double Blind, Placebo-Controlled ~ Data Contributor: AbbVie Status:
NCT04115293 Study to Confirm the Safety, Tolerability, and Efficacy of Zilucoplan in Subjects With Closed -
Generalized Myasthenia Gravis Available

as

5. Ifan Enquiry has multiple studies, click the + button to expand the study information. You
can also see the details of other Member studies at the bottom of the Enquiry form as read-

only.

Enquiry Id: 41

Requester Email

Status: Review Date Submitted: 2024-10-30

Datarequester.vivli@gmail.com

Your Institution

ucsD

Purpose
Purpose of analysis is...

NCTID:
NCT03275389

NCT ID:
NCT04115293

Requester Name

Amrutha Baskaran

Country
Antigua and Barbuda

The Vivli
sharing datasets

ge provides information on each member and their policy for

Study T!tle: Reaclogeniqity. 'Safety and Immur

ity Study of G

line  Data C : AbbVie Status:

(GSK) Bi Supra. Universal ines - Closed -
Inactivated (SUIVs) (GSK3816302A) in Healthy Adults Available
as listed
Study Title: A Phase 3, Multicenter, Randomized, Double Blind, Placebo-Controlled  Data Contributor: AbbVie Status:
Study to Confirm the Safety, Tolerability, and Efficacy of Zilucoplan in Subjects With Closed -
Generalized Myasthenia Gravis Available

as

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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- NCT ID Previous Study Title
Enquiries . : "

NCT01946204 A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase 1l Study
of ARN-509 in Men With Non-Metastatic (M0) Castration-Resistant Prostate
Cancer

OR
Sponsor ID
CR102931

Notify on "Save & Notify":  []

Data Contributor

Biogen

I Primary Completion Date: I I Clinical Trials:

https://clinicaltrials.gov/show/NCT01946204 l

7. Inaddition, for studies registered on Clinicaltrials.gov, you can track previous enquires for

the same study by clicking the “Previous Enquiries”

- NCT ID Previous Study Title
Enquiries i 3

NCT01946204 A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase IIl Study
of ARN-509 in Men With Non-Metastatic (M0) Castration-Resistant Prostate
Cancer

OR
Sponsor ID
CR102931
Primary Completion Date: Clinical Trials: https://clinicaltrials.gov/show/NCT01946204

| sponsor: Aragon Pharmaceuticals, Inc. |

Notify on "Save & Notify": [}

Data Contributor

Biogen

Sponsor: Aragon Pharmaceuticals, Inc.

8. This will open the Enquiries report under the Report 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

Report
Enquiry Id Researcher Contributor
v W v
131 ard Anderson AbbVie
131 ard Anderson AbbVie
122 ard Anderson AbbVie
122 ard Anderson AbbVie
122 ard Anderson Pfizer Inc.
80 Neumann Stans Org

Available Report Types

Enquiries Report (Org Admin) L4
Contributor's <
response Denial Reason NCTID

v v |

New None NCT06223919
None None NCT06223919
Eligible for Request as an None NCT00266253
unlisted study
New None
Study is Listed None
Study is Listed None NCT01830855
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9. If astudy 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.

- NCT ID Previous Study Title
Enquiries

NCT02636907 Assessment of Real-life Patient Handling Experience of Bl 695501 Administered
Subcutaneously With an Autoinjector in Patients With Rheumatoid Arthritis: an
Open-label, Interventional Clinical Trial Followed by an Extension Phase of Bl

OR 695501 Administered With a Prefilled Syringe
Sponsor ID
1297.11
Primary Completion Date: 2016-06-21 Clinical Trials:  https://clinicaltrials gov/show/NCT02636907
Discussion:
Data Requested:

« Clinical Documents
 ParticipantData

Response @
New b2
No Data Found
Reason @
None i
Comment
Date of Final Response: Request Number(s):

Notify on "Save & Notify": l |

Data Contributor
AbbVie

Sponsor: Boehringer Ingelheim

This Study, is listed on the Vivli Platform I

[ Add Comment

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

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.

Please enter an NCT Id or Sponsor Id if the study is on clinicaltrials.gov, or enter the study title.

- NCT ID Study Title

A Randomized, Multicenter, Double-Blind, Placebo-Controlled, Dose-
Comparison Study to Determine the Efficacy and Safety of BG00012 in

OR Subjects With Relapsing-Remitting Multiple Sclerosis (DEFINE)

Sponsor ID

Primary Completion Date: Clinical Trials:

Data Contributor

Biogen

Sponsor:
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11. In addition, each study will have the following fields:

a.

C.

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.
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Data Requested:

« Clinical Documents
« ParticipantData

Response @
New N
No Data Found
Reason @
None b4
Comment [ Add Comment ]
To save comments please click "Save"
or "Save & Notify" button.
I Date of Final Response: | Request Number(s):

3.3Recording Enquiry Decision

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 don’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 the
changes and at the end, you can click Save & Notify.
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3.3.1 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.

Enquiry Id: 9  Status: Review Date Submitted: 2024-06-10 m | Save & Notify

~ NETID ;;Zﬂ%fs Stidy Tide Notify on "Save & Notify":
NCT01946204 = A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase Il Study
of ARN-509 in Men With Non-Metastatic (M0) Castration-Resistant Prostate Data Contributor
OR Cancer Biogen
Sponsor ID Sponsor: Aragon Pharmaceuticals, Inc.
CR1N2921
None
New

Clinical Trials:  https://clinicaltrials.gov/show/NCT01946204
Response from requester

Response from data contributor Discussion:
Response from Vivli

Eligible for Request as an unlisted
study

Study is Listed

Not Available

Eligible for Request...

No Data Found
Reason @

None
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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.

Enquiry Id: 9  Status: Review Date Submitted: 2024-06-10 m Save & Notify
= NeTio E;zc?r::ass SERy - Notify on "Save & Notify":
NCT01946204 — A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase Ill Study
of ARN-509 in Men With Non-Metastatic (M0) Castration-Resistant Prostate Data Contributor
OR Cancer Biogen
Sponsor ID Sponsor: Aragon Pharmaceuticals, Inc.
CR1N2921
None
New Clinical Trials: https://clinicaltrials.gov/show/NCT01946204
Response from requester
Response from data contributor Discussion:
Response from Vivli
Eligible for Request as an unlisted
study
Study is Listed
Not Available
Eligible for Request.. o
No Data Found
Reason @
Vv

None

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"

Discussion:
11/27/2024 5:39:39 pm Karen Asada - The data contributor has provided a final response on the availability of this study
12/20/2024 8:58:55 am Amrutha Baskaran Test

3. Ifthe 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
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
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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 stating “This request
was initiated from enquiry ID (s)”.

= 5N
|
ey Home About Members News & Events Resources Portals  Find Studies

ENQUIRY QUICK STUDY LOOKUP v @ MY DATA REQUESTS n AMRUTHA BASKARAN (Vivli Admin) v

Request: 48130, PI: Karen Aseda . T ‘
Status: Submitted and Awaiting Vivii Request For Do not track Reset to Draft Edit Data Request X Cannot Fulfill ‘ ‘ Process Request ‘ m

m Check

Other Information

IThis request was initiated from enquiry: 2]

Requested Studies

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase Ill Study of ARN-509 in Men With Non-

ic (MO) Castration-Resi Prostate Cancer
PI Data Contributor BMS ~ Study ID- NCT01946204 Data Request ID° 00048130 Sponsor ID: CR102931
—  IPD Uploaded:

A Single Centre, Randomized, Double-blind, Dose Ascending, Placebo-controlled Study, in Two Parts, to Evaluate
the Safety, Tolerability and Pharmacokinetics of Escalating Single and Repeat Inhaled Doses of GSK573719 and
Placebo Formulated With the Excipient Magnesium Stearate, in Healthy Subjects and in a Healthy Population of

Cytochrome P450 Isoenzyme 2D6 Poor Metabolisers.
Pl Sponsor GlaxoSmithKline ~ Study ID' NCT00803673 IRP/Approver. Wellcome Trust  Data Request ID 00048130 Sponsor ID- 110106
Data Contributor- GlaxoSmithKline  [PD Uploaded

Attached Files

Request Details/Print View

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.

ack  Enquiry Id: 9 Status: Review Date Submitted: 2024-06-10

Notify on "Save & Notify":

Data Contributor

Biogen

Sponsor: Aragon Pharmaceuticals, Inc.

- NCT ID Previous Study Title
Enquiries
NCT01946204 A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase Ill Study
of ARN-509 in Men With Non-Metastatic (M0) Castration-Resistant Prostate
OR Cancer

Sponsor ID

CR1N2031
None
New

Response from requester
Response from data contributor
Response from Vivli

Eligible for Request as an unlisted
study

Study is Listed

Not Available

Eligible for Request...

Reason @

None

Clinical Trials: https://clinicaltrials.gov/show/NCT01946204

Discussion:

No Data Found

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

P Enquiry Id: 9  Status: Review Date Submitted: 2024-06-10

- NCT ID Previous
Enquiries
NCT01946204
OR
Sponsor ID
CR102931

Study Completion Date criteria is not
yet met

Data Sharing Prohibited by Consent,
Legal, Regulatory, or Contractual
Constraints

Indications have not received market
authorization

Likelihood of re-identification of
patients given small number of patients
and/or involves a rare disease

Other (See Discussion)
Not responsible for Data Sharing

None

Study Title

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase Il Study
of ARN-509 in Men With Non-Metastatic (M0) Castration-Resistant Prostate

Cancer

Clinical Trials:  https://clinicaltrials.gov/show/NCT01946204

Discussion:

No Data Found

Notify on "Save & Notify":

Data Contributor

Biogen

Sponsor: Aragon Pharmaceuticals, Inc.
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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:

2/12/2025 1:27:49 pm

2/12/2025 1:27:49 pm

Karen Asada

Karen Asada

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

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

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.

Data Requested:

« Clinical Documents
» ParticipantData
Response @
New
None
New
Response from requester
Response from data contributor
Response from Vivii

Eligible for Request as an unlisted
study

Study is Listed

Not Available

Discussion:

No Data Found

Comment

Here is a sample message on the Enguiry

Add Comment

To save comments please click "Save"
or "Save & Notify" button.
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3. Your comments will show up in the Discussion field. Click on the “Save & Notify” blue button on the
top to notify the Researcher.

Enquiry Id: 9  Status: Review Date Submitted: 2024-06-10 “

Primary Completion Date: Clinical Trials:  https://clinicaltrials.gov/show/NCT01946204
Discussion:
o Here is a sample message on the Enquiry
Data Requested: 6/10/2024 1:00:58 pm Amrutha

« Clinical Documents
« ParticipantData

Response @

Response from data c.. W

Reason @

None i

Comment Add Comment
To save comments please click "Save"
or "Save & Notify" button.
Date of Final Response: Request Number(s):

4. The copy icon next to posted comment allows you to copy the comment and paste it.

Discussion:
2/12/2025 1:27:49 pm Karen Asada The data contributor has provided a final response on the availability of this study ®
2/12/2025 1-27-49 pm KarofiAsada Please see the member's page at https://vivli.org/members/ourmembers/ for more details e

on the member’s data sharing policy Ly

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.
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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.

™o o oo

Withdrawn (Overall Enquiry is in Withdrawn)

f.  Archived (Overall Enquiry is in Archived)

Awaiting Initial submission Overall Enquiry is in draft and has never been submitted
Awaiting Resubmission - Overall Enquiry is in draft after being sent back to draft for revision
Awaiting Validation (Overall Enquiry is in state Enquiry Validation)

Awaiting DC review - Overall Enquiry is in review

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

Enquiry Id: 41  Status: Review Date Submitted: 2024-10-30

Requester Email

Datarequester.vivli@gmail.com

Your Institution

UCsD

Purpose

Purpose of analysis is...

4+ NCTID: Study Title: Reactogenicity, Safety and Immunogenicity Study of G ithKline Data C: il : AbbVie Status:
NCT03275389 (GSK) Biologicals' Investigational Supra-seasonal Universal Influenza Vaccines - Closed -
Inactivated (SUIVs) (GSK3816302A) in Healthy Adults Available

as listed

=N C

Requester Name

Amrutha Baskaran

Country

Antigua and Barbuda

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

Study Title: A Phase 3, Multicenter, Randomized, Double Blind, Placebo-Controlled ~ Data Contributor: AbbVie Status:

NCTID:
NCT04115293 Study to Confirm the Safety, Tolerability, and Efficacy of Zilucoplan in Subjects With

Generalized Myasthenia Gravis

Closed -
Available
as
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2. Open the Enquiry Study panel, on the left side below the ‘Reason’ field

= NCT 1D Sty Tide Notify on "Save & Notify™: (]

NCT00086593 A Multicenter, Randomized, Double-Blind, Parallel Group Study to Evaluate the
Efficacy and Safety of a Flexible Dose of Lamotrigine Compared to Placebo as Data Contributor
an Ad)unctlvg Therapy to an Atypical Antipsychotic Agent(s) in Subjects With GlaxoSmithKline

OR Schizophrenia
Sponsor ID Sponsor: GlaxoSmithKline
101464
Primary Completion Date: 2005-07-31 Clinical Trials: Jclinicaltrials. gov/show/NCT00086593 This Study is listed on the Vivli Platform
Discussion:
Data Requested:

« Clinical Documents
« ParticipantData

Response @
Study is Listed

No Data Found
I Closed - Available as listed |

Reason @

None

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

Repo[‘t Available Report Types b
Enquiries Report (Org Admin) e
= = Request Number(s) for Requester's &
Enquiry Id :mal Information Study Purpose Enquiry Status Study Status
v v v ¥ v v
41 « TBD Purpose of analysis is.... Review Closed - Available as
listed
41 . TBD Purpose of analysis is.... Review Closed - Available as
[§ Report unlisted
41 « Draft:Amrutha 1022 Purpose of analysis is.... Review Closed - Available as
unlisted
41 « Draft:Amrutha 1022 Purpose of analysis is.... Review Closed - Avallable as
unlisted
40 nternal info edits « TBD Purpose of analysis is.... Review Closed - Not Available
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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

ENQUIRY QUICK STUDY LOOKUP Vv Q MY DATA REQUESTS n KAREN ASADA v

Report

Enquiries Report (Org Admin)

Data Requests
Full Export, 1 Requested Study per Row (Org Admin)
Metrics Export (Org Admin)

Enquiry Id :rnal Information zﬁﬂ;‘:s' LI (e §§$x§ss‘;er 8 Standard Display, 1 Data Request per Row (Org Admin)
Standard Export, 1 Data Request per Row (Org Admin)
v h g v iV
EnquiryReport
41 - TBD Purpose of analysis is..{ Enquiries Report (Org Admin)
Studies
. P f anal
LE Report 41 TBD urpose of analysis is. Studies (Org Admin)
41 « Draft:Amrutha 1022 Purpose of analysis is.... Review Closed - Available as
unlisted
M « Draft:Amrutha 1022 Purpose of analysis is.... Review Closed - Available as
unlisted
40 nternal info edits « TBD Purpose of analysis is.... Review Closed - Not Available
] » — ey

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 Enquiry ID

e Researcher (Enquirer)
e Contributor

e Contributor's Response
e Denial Reason

e NCTID
e Sponsor ID
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
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3. You can also export all your enquiries to a CSV file by clicking the down arrow.

Report Available Report Types
Enquiries Report (Org Admin) Ll
i Request Number(s) for Requester's -
Enquiry Id :mal Information Study Purpose Enquiry Status Study Status
v v v v v
41 « TBD Purpose of analysis is.... Review Closed - Available as
listed
41 . TBD Purpose of analysis is.... Review Closed - Available as
[ Report unlisted
4 « Draft:Amrutha 1022 Purpose of analysis is.... Review Closed - Available as
unlisted
41 « Draft:Amrutha 1022 Purpose of analysis is.... Review Closed - Avallable as
unlisted
40 nternal info edits « TBD Purpose of analysis is.... Review Closed - Not Available

4. The downloaded file contains:
e EnquiryID
e Researcher
e Contributor
e Contributor's response
e Denial Reason

e NCTID
e Sponsor ID
e  Study Title

e Discussion

¢ Date Submitted

e Date Final Response

e Researcher Institution

e  Study Primary Completion Date
¢ Internal Information

e Request Number(s) for Study

& Requester's Purpose

e Enquiry Status

e Study Status
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4. Reviewing Data Requests

4.1 Overview

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

Organizational Administrators are notified of any request for their data.

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.

Below is the overall review process

L LALLM
“ ’o

» Revisions '4

Research team
requests
studies

Data request
review

Data Use Dl coqtribt:it:‘or Research team
Agreement ?:Il:t"a“;:.-mflzsste: conducts
a analysis

signed

and uploads it

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 all of your organizations Data
Requests using the toolbar on the left-hand side of the screen, or the dropdown menu on the upper
right-hand corner of the screen. To view data requests with outstanding actions, use the ‘Data

Requests’ tabs of the main Dashboard:

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

A Dashboard

o]

Vivli Dashboard

Vivli Organization Administrator and Data Upload Guide

Data Requests Disclosures

Vivli ID Request Title Lead Investigator

v v v
Vivli ID Request Title
00002707 status update Il
Lead Investigator
test test
Vivli ID Request Title
00003331 Jarrod Chat Test 1

Lead Investigator

tt

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

ENQUIRY

=

search

View My Or g
Data Requests

nformation see the
Enquines
Studies
Data Uploads Enquiries Report

Research Environments
Days in Current
Step

Number of My

Organizations
Studies o

Requested By Action Required

Submissions
4 v 4 ¥ Edit My Profile

Cnange Password

Review by Data ContribuERE-T}

Days in Current Step Number of My Studies

1259 4
Review by Data Contributor

Days in Current Step Number of My Studies

996 3

Note: Please ignore the “My Data Requests” located at the top of your dashboard. That link is for

data requestors to access their data request forms.

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

Vivli Dashboard

A Dashboard

Your dashboard is a consolidation of all the items within Vivli that require your actior

Vivii Organization Administrator and Data Upload Guide

Disclosures

Data Requests

Vivli ID Request Title Lead Investigator step
v > 4 v

Vivii ID Request Title
00002707 status update Il

Lead Investigator

test test 1259
Vivli ID Request Title
00003331 Jarrod Chat Test 1

Lead Investigator

tt 996

Use the tabs to view y

Data Uploads

Days in Current

Days in Current Step

Days in Current Step

View My Organization + Roles
& Download

ur actions, For more information see the

Enquiries

Number of My

R d B
Studies Sestac by

Action Required

v v v

I |

Review by Data Contributor

Number of My Studies

4
Review by Data Contributor

Number of My Studies

3

3. Clicking on the side bar or the drop-down will take you into the “Data Requests” dashboard that will

show you all of your organizations data requests.
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4. The “Data Requests” Dashboard displays a status bar at the top of the page which displays all the
data requests for your organization’s studies.

Research Data Requests

For data provided by my organizations
@ DataRequests

Awaiting My Action

Vivli ID: 00048468

Amrutha - DC role only notification test 2/10 (Studies: 1) DUA Validated and Awaiting Data Package Upload
Requested By: Richard Anderson
Lead Researcher: Amrutha Baskaran

Vivli ID: 00048436
Test VM Provision Chgé\aes (Studies: 4) At least one Data Package Provided and Available

Requested By: JarT
Lead Researcher: Test Test

Vivli ID: 00048314
Amrutha test publicly documents (Studies: 1) DUA Validated and Awaiting Data Package Upload

Requested By: Richard Anderson
Lead Researcher: Amrutha Baskaran

Vivli ID: 00048310
Amrutha retest Enqwryhiﬂ (Studies: 5) At least one Data Package Provided and Available
a

Requested By: Amrutl
1 aad Raasarchar Richard Andaraan

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 and hence don’t have a Vivli
ID.

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 (this amounts to the newest first)
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Research Data Requests 18233

For data provided by my organizations
@ Data Requests

Awaiting My Action
i 1}

Vivli ID: 00048233

Diabetes outcomes in subjects with cardiovascular disease (Studies: 6) Data Contributor Review
Requested By: Richard jerson
Lead Researcher: Sarah Sweet

Each data request recorded on the dashboard 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 request dashboard, reviewers can also hover over
lengthy request titles to view the full title.

Research Data Requests

For data provided by my organizations

48233

@ Data Requests

Awaiting My Action
1] (1

Vivli ID: 00048233

Diabetes outcomes in subjects with cardiovascular disease (Studies: 6) Data Contributor Review
Requested By: Richard jerson
Lead Researcher: Sarah Sweet

4.2.2 Data Request Dashboard — Search Feature

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

Data Request Title/Project Name
Data Request ID

Submitter Name or Email

Lead Investigator Name or Email
Member Organization
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Note that after clicking on the Data Requests tab, you should wait until the requests are displayed
before initiating the search. The numbers point out the number of requests that match the search
criteria and the status of the data request.

Research Data Requests 4823

For data provided by my organizations

@® Data Requests

Awaiting My Action

Vivli ID: 00048233

Diabetes outcomes in subj cm wuh cardiovascular disease (Studies: 8) Data Contributor Review
Requested By: Richard
Lead Researcher: Sarah sweel

2. 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.

Research Data Requests

For data provided by my organizations

quests

@ Data Requests

Awaiting My Action D
¢ 7 @ 2 @ 3

Vivli ID: 00048468
Amrutha - DC role only nmanon test 2/10 (Studies: 1) DUA Validated and Awaiting Data Package Upload

Requested By: Richard
Lead Researcher: Amrutha Baskaran

Vivli ID: 00048436
Test VM Provls|o3 Chgé!ues (Studies: 4) At least one Data Package Provided and Available

Requested By:
Lead Researcher: Test Test

Vivli ID: 00048314
Amrutha test publl;l% docm;ms (Studies: 1) DUA Validated and Awaiting Data Package Upload

Requested By: Richard
Lead Researcher: Amrutha Baskaran

Vivli ID: 00048310
Amrutha retest Enqulry(lhi" (Studies: 5) At least one Data Package Provided and Available

Requested By: A
Vasrl Biasirnbiio Dlrhard Andacasn

3. The downloaded file contains:

e Data Request ID
e Request Title/Project Name
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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 request is to go to the ‘Reports’ tab. The Standard Display
report will automatically appear, and 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.
Aw
[ ] - .
wmar Home About Members News&Events Resources  Porals  Find Studies

evaury  aucksTuo oo v @ wvomeeouesrs () sy

Report Hide Filters
Available Report Types
i v
Standard Display, 1 Data Request per Row (Org Admin)
Vivild Load Ressarch Load Rossarcher Afflation  Lead Rosearchor Country | Data Contributors i Total Studies Roquested | Current Status
3469 . v v v v v v
3489 T, Universay of Califomia, fmp——

United States of America ° 2 2 Data Contributor Review

San Francisco Roche

B Report

4.2.3 Data Request Form

1. First, click on the Data Request Project name and it will take you to a Request details screen. Data

Requests appearing on this screen have already gone through the Vivli Admin form check and are ready
for Data Contributor or IRP review.
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Research Data Requests 48233

For data provided by my organizations
@ Data Requests

Awaiting My Action

a1 g

Vivli ID: 00048233
Diabetes outcomes in subjects with cardiovascular disease (Studies: 6) Data Contributor Review
Requested By: Richard Anderson

Lead Researcher: Sarah Sweet

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.

- Home  About Members News&Events Resources Portals Find Studies

ENQUIRY  QUICK STUDY LOOKUP v @ MYDATAREQUESTS () SALLY v
Request: 3466, PI: Sarah Jones 3 Connot
Status: Data Contributor Review Include Risk Score X Cannot Fulfill

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, Vivii Member 1 requested revisions. As a result, P added an additional study. For detailed information on the changes made, please see attachment "2023_09_20
Vivii ID 00003469_form check comparison report” in chat. Any changes to studies 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

SJJones@ucsi.educ

Professor

University of California, San Francisco

'ORCID iD: 0000-0002-1045-8336Country: United States of America

Request Details/Print View

Education or Qualifications
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3. In the “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.

am
L 11 Home  About Members News&Events Resources  Porals  Find Studies

evaury  aucksTuoviooar v (@ wyosarzaests () say

g&ﬁ:ﬁﬁgéscgoﬁ:ﬂfﬂﬁnﬂgﬁ Include Risk Score X Gannot Fulfill ‘ Process Request Download PDF

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, Vivii Member 1 requested revisions. As a result, Pl added an additional study. For detailed information on the changes made, please see attachment "2023_09_20
Vivli ID 00003469 _form check comparison report” in chat. Any changes to studies 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
Request Details/Print View SJJones@uesf.educ
Professor

University of California, San Francisca
ORCID ID: 0000-0002-1045-8336Country: 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.

£
-y Home About Members News&Events Resources Portals Find Studies

EvauRy  oucksTUDYLoOwP v @ MY DATAREQUESTS

Request: 3469, PI: Sarah Jones g e
Status: Data Contributor Review Include Risk Score X Cannot Fulfi ‘

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

Vivli ID: 00003469

Comments from the VMI Team

In the last round of review, mmmmm;rmn,nm«mmm Fuummmmmmamm mmnmm'zozaoszommooooum form check
mmfmd’u Nwaumsbmmwwud pn to review the proposal with these revisions.

Research Team
Lead Investigator
Sarah Jones
SdJones@ucsf.educ
Professor

University of California, San Francisco
ORCID iD: 0000-0002-1045-8336Country: United States of America

Request Details/Print View Education or Qualifications
MD, PhD in Biostatistics

Name of the degree
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5. A PDF version of the request will be downloaded to your machine and can be opened and saved

or printed
| . > . ~| DataRequest-00048680-
ey Home  Abo Tue_Sep_23_2025.pdf Find Studies

68.2 KB + Done

[0 Don't show when downloads finish

Request: 48580, PI: Sarah Jones
Status: Data Contnutor Review  Cannl . ‘ -n.,

Risk Score

Not Allowed

Risk Category

Not Aliowed

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

Request Details/Print View

Outcome Elements Categorization/Definitions

= Data Request: PrintView

Research Data Request: PrintView
Vivli ID: 00048680
Research Team

1

2

Lead Investigator

Sarah Jones

sonkar@uvivli.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. All the newly submitted data request form will embed the responses filled out by the
Researcher related to Artificial Intelligence and Machine Learning.
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Home  About Members News&Events Resources Portals Find Studies

ENQUIRY  QUICK STUDY LOOKUP v @ MY DATA REQL

Request: 48680, PI: Sarah Jones

Status: Data Contributor Review Inciude Risk Score ‘ % Cannot Fulfl | Process Request | [TSEetlo

Outcome(s)
Al algorithm

Al/ML Question(s)

Please answer the following questions related to use of Artificial Intelligence (Al) and Machine Learning (ML). Also, review the Vil policy in this document: Vivii AUML Mods! R

Please confirm if you will be using any Artificial Intelligence or Machine Learning in this request? *
No

® Yes

Request Details/Print View Please indicate which model types will be developed in your analysis (Note: you will comment on how these models support your analysis in the SAP section) *

Machine learning models - Defined models similar in nature to standard statistical models (Lasso, Random Forests, Support Vector Regression, Decision Tree, K-Nearest Neighbors
(KNN), Gradient Boosting, Kernal Machine, Boosting, Gaussian Mixture models (GMMs))

7. You may view the risk score and its explanation by clicking the blue button “Include Risk Score”

TN

Home  About  Members News&Events Resources Portals Find Studies

X Cannot Fulfi Pracess Request

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

Outcome(s)
A algorithm

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 AUML Mode! Requires

Please confirm if you will be using any Artificial Intelligence or Machine Learning in this request? -
No

® Yas

Request Details/Print View Please indicate which model types will be developed in your analysis (Note: you will comment on how these models support your analysis in the SAP section)

Machine learming models - Defined models similar in nature to standard statistical models (Lasso, Random Forests, Support Vector Regression, Decision Tree, K-Nearest Neighbors
(KNN), Gradient Boosting, Kernal Machine, Boosting, Gaussian Mixture modsis (GMMs))

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.
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Home About Members News & Events Resources Portals  Find Studies

ENQUIRY  QUICK STUDY LOOKUR Q MYDATAREQUESTS ([} SALLY v

Request: 48680, PI: Sarah Jones

Status: Data Contributor Review X Cannot Fulfil ‘ Procass Request Download PDF

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

Request Details/Print View

Outcome Elements Categorization/Definitions

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
explanation.

-
wmar Home About Members News&Events Resources Portals Find Studies

(CENTER FOR GLOBAL CLINICAL AESEARCH DATA -
 centtn Foa GLoBAL cLmmcaL Reseaicn oala | ENQUIRY

Request: 48680, PI: Sarah Jones

Status: Dala Contributor Review X Cannot Fulfi ‘ Process Request

Risk Score

Not Allowed

Risk Category

Not Allowed

Risk Explanation

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

Study Design

Brief Description
Description

Request Detalls/Print View

Qutcome Elements Categorization/Definitions
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&| DataRequest-00048680-
Tue_Sep_23_2025.pdf Find Studies

68.2 KB + Done

[ Don't show when downloads finish

Request: 48680, PI: Sarah Jones

Risk Score

Not Allowed

Risk Category

Not Aliowed

Risk Explanation
Model type: Machine Learning model, low risk + 1

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

Study Design

Brief Description
Description

Request Details/Print View
Outcome Elements Categorization/Definitions

= Data Request: PrintView

Research Data Request: PrintView
Vivli ID: 00048680
Research Team

1

2

Lead Investigator
Sarah Jones

sonkar@uvivli.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
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Model Risk
Type Level

Lasso, Random Forests, Support

Vector Regression, Decision Tree, Defined models similar in nature to standa
. gl efined model I dard
- K-Nearest Neighbors (KNN), statistical models. Use r structured data an
1. Machine Lo hb. I models. Used fo d data and +1
Leal'l'lil'lg Models w Gradient Boosting, Kernal low risk of unintended outputs. Interpretable,
Machine, Boosting, Gaussian well-defined models.

Mixture models (GMMs)

2. Artificial Neural Artificial Neural Networks
(ANNs), Convolutional Neural Powerful. Some consider these “black box”
Networks (ANNS) Mod t Networks (CNNs), Recurrent models due to difficulty interpreting how decisions ~3)
and Similar oqerate Neural Networks (RNNs), are made within models. Increased complexity,
. Transformer Models (non- some difficulty in controlling outputs.
Algorlthms generative)
3. Generative
Models Large X ) GPT, Generative Adversarial Concerns that these may “contain” external
1 IS etwol 5), Diffusion ata and may allow for identification of +
/Larg High Risk Networks (GANSs), Diffusi d d llow for identification of 10
Language Models models complex patterns
(LLMs)

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 imported.

Untrained or No
Model is untrained on any data or

_eXternaI data is Verv low Model does not contain embedded external data +0
incorporated

Anonymized data Model is trained on and includes anonymized data

is contained inmy Low (example clinical trial/registry data that is +1
model anonymized)

De-identified Model is trained on and includes de-identified

data is contained Not Allowed data (example clinical trial data that has identifiers Not allowed
in my model * de-identified, pseudonymized)

Identifiable data Model is trained on and includes identifiable data

q - . or large datasets that may have significant overlap
is contained inmy Not Allowed with requested data (EMR of large hospital system

model * for example)

Not allowed

Unknown 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 MOdEIS (NO) Low environment. May take the learnings and create a model externally +O

with other data.
Export Df model type Exporting a Lasso, I.iandom Forests, Su?port Vect.ur Regression, De:c'sion

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

1 (YES) = ELEMENT 1 Boosting, Gaussian Mixture models (GMMs)
Export of model type _ . .
2 or 3 ‘YES) . Not A“DWEd* Data used to create, train, or validate a model. The model / algorithm 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.

Trusted researcher (prior track record of Vivli

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

Very Low

Low Competitive Risk Oor+1

Aims of the research (training of a product,
Moderate creating an algorithm for publication, patient care, Oor+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:

e 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.

Home About Members News & Events Resources Portals  Find Studies

enoury  auickstuoytookue v @ myoaarequests  @0) sy v

Request: 49136, PI: lizz testt
Status: All Data Packages Provided and Available Download PDF

Date and Time Action Performed By Comments Compare
Request History v ¥ v ¥

2711126 4:37 pm Initial Creation of Draft Data Request Richard Anderson (® Data Request for 110217

27/1126 4:41 pm Status changed to Submitted to Vivii Richard Anderson (® Submitted by Richard Anderson

2711726 441 pm Data Request Print View saved Richard Anderson

2711126 4.56 pm Status changed to Awaiting Data Contributor Review lgraham

2711126 456 pm Data Request Print View saved Igraham if Vivl Farm

Status changed to Data Request: "1/26 - export test (2)" approved by Data Contributor

2711126 505 pm s Data Provider
(® Awaiting IRP/Approver Approval. The
last Data Contributor pre-check was the
2711126 505 pm Status changed to Awaiting IRP/Approver approval NA R

required, so the request status is
changed to Awaiting IRP/Approver
Approval

Statue channad tn Nata Ranuast 1198 - axnart fact (21 annrovad hy IRP/Annrovar

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.

Home  About Members  News & Events  Resources Portals  Find Studies

ENQUIRY  QUICK STUDY LOOKUP v @ myoatarequests () sauy v

Request: 49136, PI: lizz testt
Status: All Data Packages Provided and Available Download PDF
Export History

Dateand Tme ©  Action Performed By Comments Compare
Request History ¥ ¥ ¥ ¥

2711126 437 pm Initial Creation of Draft Data Request Richard Anderson (8 Data Request for 110217

2711126 441 pm Status changed to Submitted to Vivi Richard Anderson (8 Submitted by Richard Anderson

@ E

271126 441 pm Data Request Print View saved. Richard Anderson

2711126 456 pm Status changed to Awaiting Data Contributor Review lgraham

27/1/26 4:56 pm Data Request Print View saved. Igraham

2711126 505 pm Data Provider

g
Approver GlaxoSmithKiine

(® Awaiting IRP/Approver Approval. The
last Data Contributor pre-check was the
final Data Contributor pre-check
required, so the request stafus is
changed to Awaiting IRP/Approver
Approval

27/1/26 505 pm Status changed to Awaiting IRP/Approver approval NA

Statis chanaad tn Nata Ranuast *1/28 . axnnrt tast (21" annrovad hy IRP/Annrovar
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3. Two versions of the saved PDFs can be compared by checking the boxes in the ‘Compare’
column, and clicking the ‘Compare’ button

eworr  ancksmovioone v (@ wvommreaests () sy v

Request: 49136, Pl: lizz testt
Status: All Data Packages Provided and Available Download PDF
Compare Export History

Date and Time 4 Action Performed By Comments Compare
2711726 4:37 pm Initial Creation of Draft Data Request Richard Anderson (™ Data Request for 110217
2711726 4 41 pm Status changed to Submitted to Vivii Richard Anderson (® Submitted by Richard Anderson
271126 441 pm Data Request Print View saved Richard Anderson
2711126 456 pm Status changed to Awaiting Data Contributor Review igraham
27/1126 456 pm Data Request Print View saved Igraham
2711126 505 pm mﬁvirggig;?ﬁ:}(g::quw "1/26 - export test (2)" approved by Data Contributor Data Provider
(® Awaiting IRP/Approver Approval. The
last Data Contributor pre-check was the
27126505pm  Status changed to Awailing IRP/Approver approval NA e R P
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"
18 e Zendesk @ Guu @@ vivi [ Jirataskmanager () DevOps Azure - new &8 Approved Research.. (@ Bxpensify @@ Pebl @B P Docusion [ 2023.02.1 Recent download history R
= 1Y Close
. - - . i DataRequest-7Th92007d-
ey Home  About Members e5c5-4d9a-9bfo-67f436bd3as7- nd Studies
comparison-Wed_Feb_11_2026.pdf
ENQUIRY 1908 - Dane

. Users 11.02 2026.csv
Request: 49136, PI: lizz testt 13.3 KB - 43 minutes ago load PDF
Status: All Data Packages Provided and Available

Full_Export_Report_11.02_2026.csv

Green highlighted sections indicates text that has been inserted:
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Education Institution

University of California, San Francisco

Discipline

Psychiatry

Year Received

2000

Years of Secondary Analysis

5-10

Confilicts 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 more dlllgent appllcahon of emolllen(s by the subject, or the

subject exp the benef g that he or she is receiving
effective experimental !herapy(le the true p!acsbo en‘eﬂ)

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 Iﬂerature for seasonal variation in psoriasis severity:
Pascoe and Kimball (2015) PGA (Physici: Global Assessment) scores from
psoriasis patients in a large New England-based healthcare sysiem 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

Research Team

Lead Investigator

Amrutha Baskaran

datarequester.vivi@gmail.com

Professor at the great wonderful university of America
Boston University

Country: American Samoa

Education or Qualifications

In placebo controlled randomized clinical trials of new therapeutics for moderate to severe
psorlasis 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

Name of the degree

PhD in Psychology

Education Institution

University of California, San Francisco

Red highlighted sections indicate text that has been deleted:

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

pementage ol patlems who were clear or aimost clear across the different seasons. This

ly p il because UV (i i 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 examlne treatment safety

Research that confirms or previously research on 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
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iva treated with i
Aim: To assess the Impact of body walght (measured in kg) upon rates of clinical response {as
iva treated with i

by HISCR) in with b
the PIONEER 1 and PIONEER 2 studies.

4) The effect of i therapy in | 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 i on y ints and/or within
subgroup populations

Ncwmoarehqumtooxnmlmmmmmnfﬂy

Research that confirms or p y d on

Research that confirms or p y on safety
Outcome(s)

Inform Palien( Care Decisions

Cllmcal mal pahent selection / recrunmem
of clinical trial

Changes Summary

1. INSERT

Left Page: N/A

Right Page: 1

Comments from the Vivli Team

2. INSERT

Left Page: N/A

Right Page: 1

1. Comment 1 Added by Vivli Admin:

3. INSERT

Left Page: N/A

Right Page: 1

2."1. Login as Vivli Admin

4. INSERT

Left Page: N/A

Right Page: 1

2. Go to Any data request

5. INSERT

Left Page: N/A
Right Page: 1

3. Go to Studies Tab;

6. INSERT

4) The effect of therapy in F upon anemia of chronic disease
Aim: To assess the impact of Adalimumab therapy upon hemoglobln 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.

obesity, weight gain and body

composition measures
mmwmmmnmwmmmmmammac
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 on Y and/or within
subgroup populations

Research that confirms or vali p y hon

Research that confirms or hon safety

Preliminary research to be used as parloln grant proposal

Outcome(s)

Inform Patient Care Decisions
Al ajgomhm

Cllnlcal ﬁrlal patlen! selection / recruitment
of clinical trial

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

12. INSERT

Left Page: N/A

Right Page: 1

3. Create and Enquiry with a Vivli Listed study

13. INSERT

Left Page: N/A

Right Page: 1

4. Click on Study is Listed link

14. INSERT

Left Page: N/A

Right Page: 1

5. Study details page opens in new tab

15. INSERT

Left Page: N/A

Right Page: 1

6. Observe that the studydetails link from devint is
opened”

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

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:

- Home  About  Members News&Events  Resources  Portals  Find Studies

enauRy  aucksTuoYLooke v @GP wronmeeauests () ALY v

Request: 3460, PI: Sarah Jones . SV
Status: Data Contributor Review Include Risk Score X Cannot Fulfill Process Request ‘

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, Vivii Member 1 requested revisions. As a result, Pl added an additional study. For detailed information on the changes made, please see attachment "2023_08_20

Vivli ID 00003469_form check comparison report” in chat. Any changes to studies 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

Request Details/Print View SlJones@ucsf.educ
Professor

University of California, San Francisco
ORCID iD: 0000-0002-1045-8336Country: United States of America

Education or Qualifications

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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Home About Members News&Events Resources Portals Find Studies

ENQUIRY  QUICK STUDY LOOKUP v g mypaarequesTs () sy v

Request: 3221, PI: Amrutha Baskaran
Status: Awaiing IRPRevewer Approval

Studies .
REQUESTED STUDIES & D
VIVLI-LISTED AND PROVISIONED STUDIES
Qn Open-Label, Single-Am Study to Evaluate the Effectiveness and Safety of Ocrelizumab in Patients With Early Stage Relapsing Remitting Multiple Sclerosis
oy 10: NCT03085610  SponsoriD:  MA30143 Settings: Edit Settings
ibutor  AbbVie Approver.  Welicome Trust 3 ble i ! 5
Q@a:lm@mrlw Safety and Immunogenicity Study of GlaxoSmithKiine (GSK) Biologicals' Investigational Supra-seasonal Universal Influenza Vaccines - Inactivated (SUIVs) (GSK
tudy 1D NCT03275389 S 20 Settings: Edit Settings
Non-closure of Alveoli After Avulsion of Wisdom Teeth. a Randomized, Open, Multicenter Trial
31D, NCT02583997 S LOCAL2014/PL-01 Settings.
511D 00003221 ta has been loaded for this and future request: Data already on platform
2 er Biogen 2 package downioadab
VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
A B & D E F G H | J
1 |Sponsor ID Study Id Ipd Uploaded Study Title Principal Investigati Sponsor Name Data Contributor Nz 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
4

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 requestor. 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.

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:
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= 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.

=  No Account: Means the Researcher does not have an Active 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.

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

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

Home  About  Members  News & Events Resources  Portals  Find Studies

Request: 48991, PI: test ewd

Status: All Data Packages Provided and Available Download PDF
RESEARCHERS
Name v Affiliation v Country v Email v Role(s) Status Details v

+ Admin « Account Enabled

’ requester- . Lsad Rasearciy = Access 1o Data Request Granted for

test ewd :‘:;:‘:ZAHK Heaith Cabo Verde august@vivi testinator.co ;a' : esearcher Admin
m : -R“ . “‘ta" « Access to Data Pending

* Requester + Data Access Training Not Completed

Research Team

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).
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.
e Safety Concerns: Please see Section 10. Safety reporting
e Research Results: Results requested by the researcher.

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

81


https://vivli.org/wp-content/uploads/2022/10/2022_10_28-Vivli-Policies-in-Brief.pdf

Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

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”.

Home About Members News & Events Resources Portals  Find Studies

evary  aucksuoviooar v @ wvowmreauests (0 saL v

Request: 3221, PI: Amrutha Baskaran
Studies o
REQUESTED STUDIES )

VIVLI-LISTED AND PROVISIONED STUDIES

Qn Open-Label, Single-Arm Study to Evaluate the Effectiveness and Safety of Ocrelizumab i Patients With Fary Slage Relapsing Remifting Mutiple Sclerosis

Study [D. NCT03085810 _ Sponsor ID. MA30143 Settings Edit Settings
stID: 00003221 ata load s request only Data to be loaded after approval
sor AbbVie \pprover. Wellicome Trust Data ava ent
q nicity, Safety and ity Study of Gl (GSK) Biologicals' Investigational Supra-seasonal Universal Influenza Vaccines - Inactivated (SUIVs) (GSK.
yID. NCT03275389  Spons: 207543 Settings Edit Settings
a Reque: 00003221 be ] 1 future Data already on platform
for  Abovie rover Welicome Trust ¢

Non-closure of Alveoli After Avulsion of Wisdom Teeth: a Randomized, Open, Multicenter Trial

Study 10: NCT02583997  Sponsor 1D LOCAL2014/PL-01 Settings.
ata Request 1D 00003221 Data has been jcaded for this and fulure fequests Data already on platform
inbuior. Biogen  IRPIApprover.  Biogen Yata package downloadabe

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

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 N 3085810 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

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

(CENTEA FOR GLOBAL CLINICAL AESEARCH DATA

Request: 3221, PI: Amrutha Baskaran

Status: Awaiting IRP/Reviewer Approval

ENQUIRY  QUICK STUDY LOOKUP v @ MY DATAREQUESTS

Studies

REQUESTED STUDIES 9

VIVLI-LISTED AND PROVISIONED STUDIES

atients With Early Stage Relapsing Remitting Multiple Sclerosis
Data to be loaded after approval

h environment only

g ctogenicity, Safety and Immunogenicity Study of GlaxoSmithline (GSK) Biologicals' Investigational Supra-seasonal Universal Influenza Vaccines - Inactivated (SUIVs) (GSK
Settings Edit Settings
Da Data already on platform

NCT03275389 _ Sponst
410 00003221
AbbVie Welicome Trust

Non-closure of Alveoli After Avulsion of Wisdom Teeth: a Randormized, Open, Multicenter Tr
02583997 Sponsor 1D LOCAL2014/PLO1
D 00003221
wer Biogen

Data aiready on platform

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

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

request.

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.

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

ooy quoksmuoviooke v (G woameauesTs () sy v

Request: 3469, PI: Sarah Jones -
Status: Data Contributor Review Include Risk Score

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

‘ % Cannot Fulfill Process Request

Vivli ID: 00003469

Comments from the Vivli Team

In the last round of review, Vivii Member 1 requested revisions. As a result, Pl added an additional study. For detalled information on the changes made, please see attachment "2023_09_20
Vivli ID 00003469_form check comparison report” in chat. Any changes to studies are considered a major revision and therefore data are provided the op to review the
|proposal with these revisions.

Research Team
Lead Investigator

Sarah Jones

SJJones@ucsf.educ

Professor

University of California, San Francisco

'ORCID iD: 0000-0002-1045-8336Country: United States of America

Request Details/Print View

| Education or Qualifications

The data request decision options are:

X Cannot Fulfill Process Request
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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.

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:

X 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:
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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 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

. The Data Request’s project aim is commercial or litigious

6. Reasons for Non-Approval include:

° 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
e  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
e  The data requested is not appropriate for the research proposal in the Data Request
e  The Data Request's research proposal lacks clear scientific merit

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

e  The Data Request is Out of Scope

e  The data requested is unavailable

° The data requested cannot be shared due to ongoing regulatory activities

° The data requested was not collected in English
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10.

11.

IM

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).

Enter the reason(s) and press Ok. This will send an automated email to the Data Requestor 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 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:

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 Requestor informing
them of your decision.
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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 drafts section.

5. The Data Requestor 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 “Print” view
and may review the request again if it's a major revision.

Home  About  Members News & Events Resources  Portals  Find Studies

[ o ENTURY
Include Risk Score X Cannot Fulfil |+ Process Request |

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

(CENTER FOR GLOBAL CLINICAL RESEARCH GATA ENQUIRY

Request: 3469, PI. Sarah Jones
Status: Data Contributor Review

Vivii ID: 00003469

Comments from the Vivli Team

In the last round of review, Vivii Member 1 revisions. As a result, Pl added an additional study. For detailed information on the changes made, please see attachment "2023_09_20

_089,
Vivii ID 00003469_form check comparison report” in chat. Any changes to studies 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

SJJones@ucsf.educ

Professor

University of California, San Francisco

ORCID iD: 0000-0002-1045-8336Country: United States of America

Request Details/Print View

Education or Qualifications
8. 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

Home Tools [Compare Report]... *
Bx6B8 a ® @ 1 eus

I Compare Files. [ sideby-sice [B) odFie  [S) NewFie

R

voh Data Request: Anti-TNF Manoclonal Antibody D2E7 in Patients vith Actve Rheumatoid

Vv 1D 00002116
Comments from the Vivii Team

- P1 s e he Statstical Anyss Pl oo sk roviow.
Mo il chorngms s made 0 this et
Research Team

Lead Investigator and Statistician

Emily Grant

Education or Quallfcations

‘Conflicts of Interest and Pian for Management
wA

Additional Researchers
Research Proposal
General

Tite of Proposed Research
027

Narrative summary explaining the relevance of the project to science and public health

A MHO@® mw - R

Study Design
Briof Doscription

[Old File] 2021.01.25 VivA ID 00002116 DRF (1).paf

L Oy W ]
B 2 & D A 3
\/ NextChange Y Fiter~ [E] Show ~ (" close )
e/ NOURL Pl 2821, 14855 ]
-
1 Data Roquest: Anti-TNF Manocional Antbody D2E7 in Pationts with Active Rheumatoid

9
Research Team

Lead Investigator and Statistician

Additional Researchers
Research Proposal

General

ind public healtn

To vt cicac e

el (ATX) I oliens Wil achve hesmalok s (1A) gl st with MTX. 3 24-moek,Gandoized, 0o he-th,
20 mg. 01, o 60

i
i

Study Design

Brief Description

[New File] 2021.01,25 Vv D 00002116 DRF @10t eSS UL E LT
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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  About  Members  News & Events Resources Portals Find Studies

ENQUIRY  QUICK STUDY LOOKUP

Request: 3469, PL Sareh Jones X Cannot Fulfil Process Request ‘

T Open Chat Contributors GlaxoSmithKline Roche 0

vl

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

Uploaded Files
Researcher |
250923 417 p
File Uploaded: Study protocol. pdf I
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.

25023 42 Rese : i & Select

421 H

S : -
al 1

File Name Uploaded By Uploaded Date g
4
H Catherine D'Arcy |
E EELERLEE L File Uploaded: 2023 0925 Vivii 1D 00003469 _form check comparison v v v
! report pdf 2023_00_25 Vv 1D r
d 00003469_form check Sally 01232025 11.49.25 am [ ] | a
Eil ison report pdf J

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.

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:
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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.

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.
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4.4.4 Major Versus Minor Revisions to Data Requests
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)

e 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.

¢ If 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.

e 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.

¢ [f 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
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
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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.

Data Request
Form Check

Request Submission to Data Access Timeline

Mean 5.4 months
Range 0.4-18.3 months

Data Contributor Independent Review Data Use Agreement
Review LET Execution

When additional studies are added,

entire process begins again

Key factors that influence the timeline:

* If 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

Data Anonymized
and Uploaded
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4.4 5 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)

e Noresponse 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 Dashboard. 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

94



Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

4.5 Reports

The report is a “tab” on the left of the dashboard. It is also a menu choice on the drop-down menu when
clicking on your name.
e §N

wmars Home  About Members News&Events Resources Find Studies
a

ENQUIRY  QUICKSTUDY LOCKUP v e wrosareavests [N 8 R IRRY |

Search
REpOI’T Available Report Types ashboard

Standard Display, 1 Data Request per Row (Org Admin)

Eumbw of My Total Studies

Requested

s
Studies
Studies
B Report v v v v v v v
ata Reques

3469 Sarah Jones « GlaxoSmithKiine 1 2 Data Contributor Review true Membert -
teasibilty ¢

Vivli Id Lead Researcher Data Contril

Current Status Active Actions iy Organizations.

+ Roche

48058 Iiz test + Takeda 1 2 Denied true
» Test GSK

2704 Nick Jones « AbbVie 1 4 Draft true
= Roche
« Novelion Therapeutics
« Pizer Inc

48053 Amrutha Baskaran + ADbVie 3 & Awaiting IRP/Reviewer e
+ GlaxoSmithKline Approval

There are nine types of reports:

1. 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.

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

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

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

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

6. 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

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

8. 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.

9. 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.

The default report shown when opening the Reports tab is the Standard Display.
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4.5.1. Features of the Report

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.

Leal:_l e Data Contributors ¥
Email
v ROCHE
SJlJones@ucsf.educ « 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.

Data Contributors Number of My Orga..

Mot contains -
Contains

ot contains

+ GlaxoSmithkline Equals
Not equal
« GlaxoSmithKline Starts with
Ends with
Data Contributors ¥ Humber of My Orga...
AMR ¥ ¥
Mot contains -

» GlaxoSmithKline
ANR

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.

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

Requested 5tud... V= Requested 5tud... +

Requested Study Data Contributor
glax ¥ ¥

EN e e P AL A e -

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

4.5.2. Fields Included in the Report

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)

e Number of My Organization’s Studies — Number of studies from your organization included in
the request.

e Total Studies Requested — Number of studies from all data contributors included in the request.

e 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

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

e 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.

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

e 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).

e 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

e 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

e Request Review Status — shows Form check, Data Contributor review, and IRP review decision

e DUA Execution

e DUA Expiration

e DUA Status — Pending DUA, DUA execution, DUA extension, and DUA closure

e Data Upload Status — Updates on data upload status
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e Results Export Requests — Includes Date and whether approved

e Publication Status — Includes courtesy review, public disclosure acceptance, published
disclosures, and summary of results.

e Additional Notes — Revision of previous Vivli ID#, transition request #, and Pending chat question
or other pending issues.

e Date Submitted to Data Contributor —The date when the request was first submitted to the Data
Contributor review.

e Date of Last Change —Records any change, including updates you or the Vivli admin make to the
status update.

2. Standard Export, 1 Data Request per row includes the fields above and includes the following
additional fields:

e Title — Request title

e Lead Researcher Title

e Lead Researcher Email

e Date First Published

e Main Predictor/Independent Variable
e Publication Plan

e Brief Description

e Aims, Objectives, Hypotheses

e Purpose of Analysis

e Qutcomes

e Therapeutic Area (of the data request)
e Public disclosures

e Number of Public disclosures

e All Studies Included by Sponsor ID/NCT ID
e Data Request DOI

3. Full Export, 1 Requested Study per Row, repeats the standard export 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
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e # participants
e |IRP 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

Submitted Date

Org Name

Lead Sponsor Agency

Lead Sponsor Class

Approving Organization

Study Title

Funder Names

Parent Funder Names

Citation Count

Study Metadata Doi

Is Data Uploaded

Version of Data

Conditions

Interventions

Therapeutic Areas (of the study, assigned by Vivli using ‘Conditions’ and a standard therapeutic
area list)

All Data Requests Count (includes submitted requests only)

Contained in All Requests

Approved Data Requests Count (includes requests that has passed DUA validation)
Approved Data Requests

# Participants

Study Documents (See Section 5.12 Supporting Documents for Researchers Searching For
Studies)

Public Disclosures

Last Updated
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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

e # Studies for All Orgs

e NCT IDs from My Org

e Study Sponsor IDs From my Org

e # Participants for My Org's Studies

e # Participants for All Orgs' Studies

e Outcomes 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
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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

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
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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

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 RequestID

e Request Title

e Researcher Email

e Account Status

e Account Display Name

e Data Request Status

e Date Submitted for Form Check
e Role(s)

e |Institution

e Institution DUA expiration

e Country

e Country Analysis Conducted

e Access to the Data Request

e Access to the Data

e Data Access Training Completed
e SRE Status

e Downloadable Study
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4.5.3. Status Update

1. Status updates can be accessed by clicking the data request from the report 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.

Resources  Find Studies

Hw
] s :
Home  About  Members  News & Events

ouckstupy Lookie v @ wDmreauesTs () ALY v

ENQUIRY

[CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Report
er Row
Number of My S
Vivii Id Lead Researcher Data Contributors Organization's L e~ Current Status Active Actions Requ
! Requested
Studies
B Report v v v v v v v
3484 ruchi pandey « GlaxoSmithiline 2 3 Fulfiled true
- vl
3469 Sarah Jones + GlaxoSmithidine 1 F Data Contributor Review e Membert - Awatl
« Rache teasibility decisio
= GlaxoSmithiing 1 5 Dran false
= Johnson and Johnson
» Pfizer Inc
= Roche
Al
. - .
L 11} Home About Members  News & Events sources  Find Studies
ENQUIRY
Repon Available Report Type
4 v (Orn A v
Standard Display, 1 Data Request per Row (Org Admin)
Number of My oot e
Vivli ld Researcher Data Contributors Organization's L) Current Status Active Actions Required
Requested
Studies
B Report v v v v v v v 7l
3484 indey « GlaxoSmithKiine 2 3 Futfiled true
= Vivii
3469 ones + GlaxoSmithKine 1 2 Data Contributor Review true Membert - Awating
« Roche teasibillty decision
1 5 Drat talse

* GlaxoSmithKline
= Johnson and Johnson
= Pfizer Inc.

« Roche

2. Alternatively, 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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(CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Home  About Members News & Events

ENQUIRY  QUICK STUDY LOOKUP

Resources Portals  Find Studies

v g MyDATAREQUESTS () SALLY v

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

Status Update

Status Update

Days in Current Step
NA

Actions Required

Member - Awating feasibility decision

Request Review Status

09/25/2023 - Form check complete.
Waiting for Member1 to record data contributor review decision;

X Cannot Fulfi

Target Time for Current Step (Days)

21

Data Upload Status

Process Request Jownload PDF

Save Feedback Update

»

3. The feedback field is editable (marked in white). All other fields are view-only (marked in grey).
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[CENTER FOR GLOBAL CLINICAL RESEARCH GATA

Home  About  Members

News & Events  Resources  Find Studies

ENQUIRY  QUICK STUDY LOOKUP v é MY DATA REC

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

Status Update

Status Update Days in Current Step

1

Actions Required

Member1 - Awating feasibility decision

Request Review Status

09/25/2023 - Form check complete;
Waiting for Member1 to record data contributor review decision;

Data Upload Status

4. Note that the feedback field is shared among all contributors. This field is how Organizational

% Cannot Fulf

Target Time for Current Step (Days)

21

[ rocess reaest | ([ D)

Save Feedback Update

Feedback

Member1 - 09/26/2023 feasibility assessment in progress

DUA Status

Pubiication Progress

Administrators can provide updates to Vivli such as the anonymization timeline, review timeline,
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.

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

Home About Members News & Events Resources Portals  Find Studies

ENQUIRY  QUICK STUDY LOOKUP v g MY DATA REQUESTS

0 sy v

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

Status Update

Status Update
Days in Current Step

NA

Actions Required

Member1 - Awating feasibility decision

Request Review Status

097252023 - Form check complete
Waiting for Member1 fo record data contributor review decision,

5. Once you make the changes, click the “Save Feedback Update” button at the top of the page.

Target Time for Current Step (Days)

Process Request

Save Feedback Update

Data Upload Status

a

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.

105



Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

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.

-
\ 11} Home About Members News&Evenls Resources Portals  Find Studies

EnauRY  aucksTUOY 00 v (G MroamREauEsTS () SALLY v

e arah Jones % Cannot Fulfi | Process Request | (LIt

There are no Signed Documents

If you have not already done so, please upload the signed and completed copy of the DUA

File Name Size Uploaded By Uploaded Date

Signed Agreements
v v v v

2021_10_05 Vivli ID 00003469_DUA Executed pdf 562.00kB Catherine D'Arcy 9/23/2025 12:13:40 pm

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,

ey Home About Members News&Events Resources Portals Find Studies

vy auckstuviooar v (@ wyoamacaests () sy

Request: 48310, PI: Richard Anderson
Status: Awailing IRP/Reviewer Approval Download PDF

DUA Details
Status Update
A

Execution

Active

Original .
11/11/2024
Execution: ! °
Current
Expiration:

11/11/2025 [<]

DUA Status
DUA Executed - 11/11/2024

e |n addition, DUA validation is reflected in the data request history.
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Qi

Request: 43136, P1: 177 festt
‘Status: Al Data Packages Provided and Available

Deteund Time & Action Peitormed By Comments Compare
v v
- - requred, o the request status 5
changed to Awating IRP/Approver
Approval
V2U261230pn  Status changes 1 Data Request 126 - xporfest (2 3pproves by IRPIADPIONEE GEXOSMENKIne granam
® Approved The [ast Approval was the
Approval requred, 5o the request
121261238 pm Stalus changed 10 Agproved. The IRP Org AJMIn APDIOYE0. 12QUESt NOW approved. awallng DUA Execution NA sialus is changed o Approved. The next
step 15 to execue the Data Use:
Agreement
1238pm __ Siatus changed o Avaiing DUA Vaidabon sgtzbam UA Vaidation
211261238 pm  Dala Use Agreement (DUA) Valaed by Vivi Admin graham
T g PR MrE e SRS oo ST s ST st & e 25 & o 22 e VR T T P 1T 5o TS pTE
oS (NCT00586512" from Data Contnibtoe GlaxoSmAKin : -
1271261255 pm  Status changed to Parmially Fultied NA (8 Requested Study Data Package was
uploacea
Status changed o Futied NA 8 Al requesied Study [P0 now exsts

1127726 12.55 pm

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
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=  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

[N
wmay Home About Members News&Events Resources Portals Find Studies

eNoURY  auicksTuoyLookse v @ myoaarequests @) sauy v

Request: 48506, PI: Sarah Jones
Status: At least one Data Package Provided and Available Include Risk Score Download PDF

Research Data Request: Evaluation of Differences in Trial and Non-Trial Patients and Leveraging of External Data for More Efficient
Clinical Trial Designs in Newly Diagnosed Glioblastoma of External Data for More Efficient Clinical Trial Designs in Newly Diagnosed
Glioblastoma

Vivii ID: 00048506
Data Request DOI: https://handle.test.datacite.org/10.70118/AQ00048506

Research Team
Lead Investigator

Sarah Jones

sarahjones@gmail.com

Professor

Dana-Farber/Harvard Cancer Center
Country: Aland Islands

ion or Qualifications
Request Details/Print View

MD, PhD
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5. Data package upload

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

Only the team member with the Data Uploader rights can upload the data package. By default,
Organizational Administrators are given Data Uploader rights.

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 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.
= £ El °
& B
-wmay
-’

ision foobar cannot be uploaded to the Vivii
this file type should be permitted, plese contact

vivii.org

w

,
you believe

Continue

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.
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e You can track studies needing data package upload that are awaiting your action, either (a) on
the main dashboard (shown below), under ‘Data Uploads’ (b) on the main dashboard under
‘Data Requests’, (c) on the Data Requests tab on the left, or (d) by selecting ‘Data Requests’ on
dropdown list under your name. 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

News & Events  Resources  Portals  Find Studies
-

m Vivli Dashboard

Upload Guide

v v v v »
Vivii 1D Request Title
00048240 AITEST2
Lead Investigator Days in Current Step
AITEST AITEST 166
Vivii ID Request Title
00048501 Stan test requester adds unlisted study

Lead Investigator Days in Current Step

Data Requests Disclosures Data Uploads Enquiries

aversmorioonr v @ womareoests [ 8 R I

Ect My Proie

Change Password

Upload Data Package

Number of My Studies

Upload Data Package

Number of My Studies

(a) The main dashboard ‘Data Uploads’ tab shows the studies from approved requests waiting for

data to be uploaded.
Vivli Dashboard

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

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
— sample123445 00048240 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
— unlisted 1 00048501 Data will be loaded for this request anly
Data will be available in secure research environment only
Study ID Sponsor ID Data Request ID Settings

— unlistedibyre... 00048502 Data will be loaded for this request anly

Data will be available in secure research environment only

Clicking on the blue ‘Upload Data Package’ button will open up a new section

can be directly uploaded.

& Download

Upload Data Package

Upload Data Package
Upload Data Package

into which the data

[EEN
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Data Requests Disclosures

Study 1D Sponsor 1D Data Request 1D Action Required
v v v

Study ID Sponsor ID Data Request ID

= sample123445 00048240

Basic Data Packages must include:

« IPD (Anonymized Individuz| Participant-level Dats)
« Data Dictionary

ol
= Statistical Analysis Plan

Data Uploads nquiries

v

Settings
Data will be loaded for this request only
Data will be available in secure research environment only

Upioad Data Package

= IPD (Anonymized Individual Participant-level Data)
- Data Dictionary

- Pratocol

« 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 fle type is unavailable, please provide 3 file with a note of explanation

WARNING
Sile upload e clicki i " ) allonzai illbe leg,

B © scieceriies

Fila Name

size Upioaded By File Type

(b) 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.

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 Disclosures

Vivii ID Request Title Lead Investigator ZET

Step
v v v v
Vivli ID Request Title
00048240  AITEST2
Lead Investigator
AITEST AITEST
Vivli ID Request Title
00048501 Stan test requester adds unlisted study

Data Uploads

& Download

Enquiries
Number of My . .
S Requested By Action Required
v v v
Upload Data Package
Days in Current Step Number of My Studies
466 1

Upload Data Package

Options (c) and (d) will take you into the data request dashboard where you can search for a specific
data request and go into it to upload the data, see Section 5.4 Uploading Data Package to an Approved

Request

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. Data Uploader will not receive any chat notifications. If the Data
Requestor has any comments on the data packages needed, they will reach out to the
Organizational Administrator via open chat.

e Organizational Administrators and Uploaders can see the status of a request if the DUA has
been approved and the system is waiting for data on the main Dashboard
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. . -
|l ) Home  About Members News &Events Resources Portals Find Studies
QUICK STUDY LOOKUP v @ MyDATAREQUESTS ) GSKOC v
[ i 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 % oad
Vivli Organization Adminjstrator and Data Upload Guide Download
Data Requests Disclosures Data Uploads Enquiries
. ) Days in Current  Numbar of My . .
Vivii ID Requast Title Lead Investigator pek p Requested By Action Required
v v v v v v
Vivli ID Request Title P —
oad Data Package
00048240  AITEST2 i 5
Lead Investigator Days in Current Step Number of My Studies
AITEST AITEST 464 1

Vivli ID Request Title
00048501 Stan test requester adds unlisted study Upload Data Package

I I I |

Lead Investigator Days in Current Step Number of My Studies
reques[er'one one 358 1
Vivli ID Request Title
Upload Data Package

00048502 Stan Compare unlisted studies added by requester or by Vivli Admin

e Or, in the Data Request Status bar, under Active, or under Awaiting My Action. Note: Those
with Data Uploader rights cannot see other data requests that are in a different stage of the

review process.

Research Data Requests 3165

For data provided by my organization

@ Data Requests Awaiting My Action

Vivli ID: 00003165

Diabetes outcomes in subjects with Cardiovascular outcomes (Studies: 2)
Requested By: Data Requester
Lead Researcher: Stanley Neumann

At least one Data Package Provided and Available

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.
¢ 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
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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.

If you have very large files, 7-zip allows you to break them up into sections.

If the 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.

e 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.

°Down|oad 7-zip

(https://www.7-zip.org/download.html)
eCreate a new folder on your local machine.

Add the files to be provided into the folder. You
ocan 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
" s Quick access Temg
# Borhingsr ngelheim - i_ o i
“ - 3 This PC
# Onelrive - Boehringer Inge
™ This P
B 3D Objects
B Desidop
& OneDiive - Boshiinger Ing
* Dacumemis
& Downloads v B This B
b Licks ¥ 30 Otjects
B Masic 8 Dasktop
[ § Dotuments
& Donmloads
# Links
B Music
o & Pictures
W vdeos
> L Systemn (€
& Newerk
| B < | Temp R .
“ Home Share View
« v 4 » ThisPC » System (C:) > Temp
Name
o Quick access
GO Upload 29012019
Open
Open in new window
Pin to Quick access
& ZurVLC media player Wiedergabeliste hinzufigen
5, Mit VLC media player wiedergeben
] Add to archive...
] %; Scan with Windows Defender...

Systern () 3 Temp

Upkaad 23,01 2019 1215720

+ Copr 10 Uplosd 29 01 2019

Add to "Upload_29_01_2019.7z"

Give accessto

Restore previous versions

> Add to "Upload_29_01_2019.zip"

e Choose the format and volume sizes

The Add to Archive window of 7-zip will
open.

Select Archive format to be zip.

If the total size to be uploaded will be greater
than about 10 Gb, under Split to volumes,
bytes, select either

8128M (This is about 8 Gb) or

23040M (this is about 23 Gb)

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

rchive: | Ci\Users\stan\Desktop\Test\

UploadFies zp <
Archive fomat £ v Update mode: Acd and replsce fes
Compression level Nomal o Path mode: Relative pathnames
Compression method: Defite > Options
Create SFX archive
Dictionary sze: 32K8 v
[ Compress shared files
Wond size: £ 2 [ Delete files after compression
Sold Block size.
Encryption
Number of CPU threads B - 8 Enter password
Memory usage for Compressing 253 M8
Reerter passward:
Memory usage for Decompressing: 2m8

Spit to volumes, bytes:
> of [ Show Password

AES-256 ~
Help.
O Neme
[ UploadFiles

| UploadFiles.zip.001
] UploadFiles.zip.002
] UploadFiles.zip.003

Date modified

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 studies from approved requests waiting for a data upload.

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

e ELUK aucksTupy ook v (B myDatareauests () cskoc v

[ Eim 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 L D load
Vili Qrganization Administrator and Data Upload Guide ownload

Data Requests Disclosures Data Uploads Enquiries
Vivli ID Request Title Lead Investigator 2:;: S ;::“‘::’ C Requested By Action Required
v v v v v v
Vivli ID Request Title
Upload Data Package

00048240  AITEST2 g 5

Lead Investigator Days in Current Step Number of My Studies

AITEST AITEST 464 1
Vivli ID Request Title

00048501  Stan test requester adds unlisted study Upload Data Package

Lead Investigator Days in Current Step Number of My Studies
reques[er'cme one 358 1

Vivli ID Request Title
00048502 Stan Compare unlisted studies added by requester or by Vivli Admin

I I I |

Upload Data Package

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.

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 Vivii 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 1D Sponsor ID Data Request ID Settings
= sample123445 00048240 Data will be loaded for this request only Ui BT s

Data will be available in secure research environment only

Study 1D Sponsor ID Data Request ID Settings
— unlisted 1 00048501 Data will be loaded for this request only Ui BT s

Data will be available in secure research environment only

Study 1D Sponsor ID Data Request ID Settings
— unlisted1byre... 00048502 Data will be loaded for this request only Ui BT s

Data will be available in secure research environment only
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Data Requests Disclosures Data Uploads nquiries
Study D Sponsor 1D Data Request 1D Action Required

Study ID sponsor ID
— sample123445

Data Request ID.
00048240

Settings
Data will be loaded for this request only
Data will be available in secure research environment only

Basic Data Packages must include:

= IFD (anonymized Individus| Participant-level Dats)
« Dt 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 fle type is unavailable, please provide 3 file with a note of explanation

= IPD (Anonymized Individual Participant-level Data)
- Data Dictionary

- Protocol

« Statistical Analysis Plan

WARNING
e 5 i nena e upioad Jicki i I " op—
B © scieceriies
File Name Siza Uplosded By File Type.
v v v

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).
Vivli Dashboard

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

Upload Guide

Data Requests Disclosures Data Uploads

Enquiries

Vivli ID Request Title Lead Investigator ;’:’: foEsme 's“z:';l;:r iy Requested By Action Required
v v v v v v
Vivli ID Request Title
00048240 AITEST2
Lead Investigator Days in Current Step
AITEST AITEST 466
Vivli ID Request Title

00048501 Stan test requester adds unlisted study

Number of My Studies
1

Upload Data Package

5. Or, you can click on the Data Request tab on the left menu. Locate the data request under the

Awaiting My Action section:

Research Data Requests

For data provided by my organization

© DataRequests Awaiting My Action D e N ed A

—— 1]

Vivli ID: 00003165

Diabetes outcomes in subjects with Cardiovascular outcomes (Studies: 2)
Requested By: Data Requester
Lead Researcher: Stanley Neumann

3165

At least one Data Package Provided and Available
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6. 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

Home  About Members News & Events Resources Portals Find Studies

ENQUIRY  QUICK STUDY LOOKUP v @ MyDATAREQUESTS () SALLY v

Request: 3270 P NA

Status: At least one Data Package Provided and Available Download PDF

REQUESTED STUDIES o

VIVLI-LISTED AND PROVISIONED STUDIES

@mmgemmry and Safety Study of GSK Biologicals' Candidate Malaria Vaccine (SB257049) Given at 6, 7.5 and 9 Mon!

ths of Age in Co-administration With Measles, Rubella and
Edit Settings

Prospective Study of Post Surgical Continued Pain (PSCP) Patients Undergoing Flexion Distraction Decompression Spinal Manipulation

Sp r1D. IRBO00OC1BMGT2 Settings:
D 00003270 ata Wil be

11D 7 and future requests Data to be provided by Data Contributor
for BlueMelal IRP/Approver BiueMetal

Data packagy

q Phase 3, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Efficacy and Safety of Belimumab Plus Standard of Care Versus Placebo Plus Standard of Care in
ICTO1639339 Sponsor 1D 114054 Sett
5110 . Data Data Package Provided to Requester

7. Alternatively, you can also locate the studies needing upload on the left menu under the Awaiting
Upload tab. Click the blue “Upload Data Package” button

Awaiting Upload

Qhase 3 Randomized, Double Blind, Placebo Controlied Study Of The Efficacy And Safety Of 2 Doses Of CP-690,550 In Patients With Active Rheumatoid Arthritis On Background Me...

NCT00847613  Sponsor 1D A3921044 Settings: Edit Settings
3 281 Upload Data Package
Upload Data Package

D quest ID: 00002811 Data will be loaded for this and future r
Data Contrnibutor:  Pfizer Inc.  IRP/Approver:  Pfizer Inc Data available in secure research environm

Qﬁzel unlisted study can we make it downloadable
Study ID: Pfizert Settings:
Dat stID: 00003165 Data

utor. Pfizer Inc. IRP/Approver. Pfizer Inc.

‘ Awaiting Upload q Multicenter, Randomized, Double-Blind, Placebo-Controlied, Parallel Group Study to Evaluate the Efficacy and Safety of Two Fixed Doses (50 mg, 100 mg) of Desvenlafaxine S...
NCT00277823 Sponsor ID. 3151A1-332 Settings: Edit Settings

quest ID: 00003194 Data has been loaded for this and future requests Make Data Package Available
Data available in secure research environment only

Data Contributor Pfizer Inc. IRP/Approver. Pfizer Inc.

8. For the next steps on uploading the data, please see Section 5.6 Steps to Upload Data Package

9. Once the data package has been successfully loaded onto the request, the Organizational

Administrator will see the “Data Package Provided to Requestor” note next to the study record in
the studies section of the data request.
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-
wmay Home About Members News&Events Resources Portals Find Studies

(CENTEA 108 GLOBAL CLINICAL RESEARCH DATA

ENQUIRY  QUICK STUDY LOOKUP v @ MyDATAREQUESTS () saLLy v

Request: 3270 Pl: NA
Status: At least one Data Package Provided and Available Download PDF

REQUESTED STUDIES @

VIVLI-LISTED AND PROVISIONED STUDIES

q"munogemmy and Safety Study of GSK Biologicals' Candidate Malaria Vaccine (SB257049) Given at 6, 7.5 and 9 Months of Age in Co-administration With Measles, Rubella and
Stix nsof ID. 200596 Settings: Edit Settings
/Approver Welicome Trust 24 p iz

Upload Data Package

Prospective Study of Post Surgical Continued Pain (PSCP) Patients Undergoing Flexion Distraction Decompression Spinal Manipulation

" NCT05401682 _ Sponsc IRBOO0OC18MGT2 Settings:
2 Request D 00003270 ata wll be loaced for th Data to be provided by Data Contributor
a outor  BlueMetal  TRF/Approver  BlueMetal ta pack

q Phase 3, Randomized, Double-Blind, Placebo-Controlied Study to Evaluate the Efficacy and Safety of Belimumab Plus Standard of Care Versus Placebo Plus Standard of Care in
dy ID. NCT01639339 _Sp D 114054 Seti

00003270

Roche ver Welkcome Trust

3 future requests Data Package Provided to Requester

VIVLLLISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
10. 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” status. Vivli team will follow up with the appropriate member to upload
their data package.

11. 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

Research Data Requests

3212
For data provided by my organization
@ Data Requests Xithié
Vivli ID: 00003212
Diabetes outcomes in Cardiovascular disease subjects (Studies: 1) All Data Packages Provided and Available
Requested By: Data Requester

Lead Researcher: Richard Anderson

9. 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.
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Home  About Members News & Events Resources  Portals  Find Studies

ENGUIRY

Request: 49032, Pi: Requester Vivi
Status: All Data Packages Provided and Available Download PDF

Export History
Dateand Time +  Action Performed By Comments Compare
v v v v
VN BPM Stas Changed 1o SUDMITed 1o Vi Hequester-1 UA (= Submited by Hequestsr-1 UA
1TM0@5543pm  Status changed to Approved The last Approval was the final Approval required, so the request status is changed to Approved, awaiting DUA Execution A
1TM025544pm  Status changed to Awaiting DUA Vabidation Swapna Adrmin (® Begin DUA Validation
171025544 pm Dt Use Agreement (DUA) Validated by Vivi Admin Swapna Admin

‘Status changed o Data Package Providad for study with Sponsor ID: LTI07, NCT ID: NCTO3164850, and Tite: "Laparoscopic Tactie Imaging in WA B Data package was copied from existing
Study IPD

ATOZE544pM |y o necologic Surgery” rom Data Conlributor Roche

ATHUZS544pm  Status changsd to Partially Fulfiled. NA (P Requestad Swdy Dats Packege wes
uploaded
1TH0R5544pm  Status changed to Fuled NA B All requested Study IPD now exists
TR AT TER o oo T T =
mozssaaem O Swapna Admin
141125612 pm  Data Request Print View saved Ruchi_QA_ViviAdmin ér bl
4N226723pm  Research Environment was Deprevisioned

10. To view the data provided to a specific data request for a listed study, click anywhere in the
study record box representing the study. This will open up a new tab. Note: This is not available
for unlisted studies

Home  About Members ~ News & Events Resources Portals  Find Studies

CONTER FON GLOBAL CLINICAL BESERACH DATA ENQUIRY  QUICK STUDY LOOKUP v @ myoaTAReQUESTS () SALLY v

Request: 48991, Pl test ewd
Status: All Data Packages Prowided and Available Download PDF

REQUESTED STUDIES e

VIVLI-LISTED AND PROVISIONED STUDIES

QquIerDo;e Open-Label, Randomized, Paraliel-Group Study to Demonstrate the Bioequivalence of Lamotrigine Dispersible/Chewable Tablet (100mg) and Lamotrigine Compressed
nsor D 200697
IRP/Approver.  Wellcome Trust

future requests Data Package Provided to Requester

qﬂ Open, Randomised, Multi-centre Dose Ranging Phase Il Study to Evaluate LAPDAP in Combination With Three Different Doses of Artesunate
D D. $B-714703/003 Settings

r Welicome Trust

Data Package Provided to Requester

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

11. 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
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A Single-Dose, Open-Label, Randomized, Parallel-Group Study to Demonstrate the Bioequivalence of Lamotrigine Dispersible/Chewable Tablet (100mg) and
Lamotrigine Compressed Tablet (100mg) in Healthy Chinese Male Subjects (Acronym)

Download Data Package

DOWNLOADABLE DATA PACKAGE - PRESS DOWNLOAD BUTTON FOR 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 browser), all ongoing uploads will be canceled.

File Name Size Uploaded By
¥ v v

Data Dictionary pdf 34 00kB Sally u

1PD xisx 5.00k8 Sally n

Protocol pdf 26 00kB Sally

Statistical Analysis Plan pdf 27 00KB Sally n

12. 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”

Awaiting Upload

qﬂuﬂ Satety and
7 <

BT ]
S
e
g
: B
e
:
{rLancE LS
Download 4, w
o n ) DalaD. v = L
17258 IPD N Ll L
p—

st b b ey posded st ¢
i e e

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).
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1. To add a new data package, navigate to the Studies tab from the dashboard. (See Section 5.8
Replace Data Package with a New Version to replace an existing data package)

] . .
[} Home About Members News & Events Resources  Find Studies

QUICK STUDY LOOKUP v @ MY DATAREQUESTS n SALLY SCIENTIST (DATA PROVIDER) v

Studies

Submitted by my organization

(] Posted D + Add Study

8 studies
Title Status Posted Sponsor ID NCTID IPD
v b £ v 5 4 v v
A Randomised, Double-blind, Parallel Group Phlli Study to Assess the Cl... Posted 2021-10-05 205687 NCT03085797 N
A Multicenter, Placebo-Controlled, Parallel-Design, Dose-Response Eval... Posted 2021-10-05 P42-05 N
1to20f2 Page 1 0f 1

2. Open the study, select the Data Package tab, and upload the data package.

Current Status: Posted A protocol for re-treatment with the combination of peginterferon alfa-2a and ribavirin for patients with chronic hepatitis C original study NV15842 who relapsed
Data Available for Sharing: NO virologically after completing 24 weeks of Ireatment

Requests: See Requests Tab
YOU MUST SUPPLY AL REQUIRED FILE TYPES AS DISTINCT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE Ifa file type is unavaiable, please provide a fle with a nole of explanation

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.

Publicly Availablo

No files uploadsd.

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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{n) Dasht 1
S Create DOI For New Data Version Prepare For New Data Version

Phase 2/3, Open-Label, Comparative Trial Of Azithromycin Plus Chloroquine
Versus Artemether-Lumefantrine For The Treatment Of Uncomplicated
Plasmodium Falciparum Malaria In Children In Africa

Study Administrative

History

Details

By

8/1/22 3:27 pm Ipd Package Uploaded

allOrgs@gmail.com

10/17/24 3:17 pm Status changed to New version of IPD Data Package created Amrutha amru idly@gmail. com

Amrutha amru.idly@gmail.com

Enqui 10/17/24 3:18 pm Ipd Package Uploaded

Current Status: Posted
Data Available for Sharing: YES
Requests: See Requests Tab

S dyma o
QA - DC All Orgs VivTestQA+DC-Azithromycin Plus Chloroquine

Versus Artemether-Lumefantrine
For The Treatment Of
Uncomplicated Plasmodium
Falciparum Malaria In Children In
Africa’

Created new IPD Version with
Version Number 1. The original
IPD version number was 0

Ipd Package uploaded was
Available IPD datapackage for
study 'Phase 2/3, Open-Label,
Comparative Trial Of
Azithromycin Plus Chloroquine
Versus Artemether-Lumefantrine
For The Treatment Of
Uncomplicated Plasmodium
Falciparum Malaria In Children In

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. Toupload the data package, click on the “Select files” button

Request: 48532, P Swapna Onkar
Status: DUA Valkiated and Avaitng Data Package Uplosd

Studies REQUESTED STUDIES @ (1.

VIVLILISTED AND PROVISIONED STUDIES

QPm

Sludy D NCTO1245006 _Sponsor 1D 114749
Dats Reaussi ID: 00048532
D33 Gonsinutor OlawoSmenKine  (KP/Approve: Welkome Trust

1, Doule-B8nd, 3 up, 1o Determine he Response of

Settings:
Dt i ba oaded for
Dt avasatie in

Basic Data Packages must inchude:
» 1PD (Anonymized Individual Participant-level Data)
* Bota oy .

< Protocol
+ Statistcal Analysis Plan

Download PDF

YOUMUST SUPPLY ALL REQUIRED FILE TYPES AS DISTINGT FILES, AND FOR EAGH FILE. YOU MUST SPECIFY THE FILE TYPE Itafie il Wi 3 note of exp
(Anonymized Individual Participant-level Data)
Diction:
+ Statisical Analysss Plan
WARNING
when sk all20going upload:

2. A window will pop up allowing the data contributor to select the files of their computer:
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VIVLILISTED AND PROVISIONED STUDIES @ Open X
"APnase Il Randomised, Doubke-Blind, Piacebo-Controlled, Paraliel Group, Mutict < v T “ Docs > Demo St.. v G Search Demo Study Docs
Sty 1D NCTO1245428 _Sponsor [0 14749
Data Request 1D 0004383: .
Dala Conirbutor.  GlaxoSmaKing  IRF/Approver. Welkcome Trust Crgankze = New folder
~ O nName
Basic Data Packages must include Home I
« IPD (Anonymized Individual Participant-level Data) -
« Data Dictionas @* Data Dictionary
Bl Bcoray R Gallry
+ Statistical Analysis Fian
. | & IPD
YOU MUST SUPPLY ALL REQUIRED FILE TYPES AS DISTINCT FILES, ANE o Protocol
i videos *
+ IPD {Anonymized Indwidual Participant-level Data) & SAP - Placeholder
Da y
= = il Desktop *
fan
File name: | dropdown submissions All Files i ‘
f you navigati Open |w Cancel faind.
[l © seiccres @& Drop mes nere
File Name Size Uploaded By Fite Type Publicly Available
v v v v

Ho fles 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 blue dotted box:

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 i will be

5. The files should appear below. You can delete any files by clicking the “delete” button:

Studies

File Name Size Uploaded By File Type
¥ v v v
File Type
SAP study abc66235 pdf 17 84kB Sally v
Unknown
Protocol study abdB6235 pdf 17848 Sall Fle type
rotocol study abd66235 a
v " " Unknown hd
Data Dict i 7848 Sal U
a Dictionan al
e ! Unknown hd
IPD Study abe66236 csv 1426k8  Sally v

6. Use the dropdown menu on the right-hand side to validate the File Type for each file before
submitting files:
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Request: 48552 PI: Swapna nikar
Status: DUA Vaidared and Avaiong Data Package Upload Download POF
Studies YOU MUST SUPPLY ALL REQUIRED FILE TYPES AS DISTINT FILES, AND FOR EACH FILE, YOU MUST SPECIFY THE FILE TYPE fa e win
+ 1ED (Anonymae inawidual Paricpant vl Data)
* Bt Dicoonary
oo
* Siaeuca Anayss pan
Verity Upload
WARNING
#you navigate away when a fie o . i1 be canceiea.
|
Unknown
Fila Nama LTy Publicl Avaiable
w0
Data Dictionary v
Protocol
Fie T 3
P statitcs Anaysis Pan i v 0 ) - |
Analysis-ready Datsset sl A
CSR (may be redacted) Fie Type g |
SAPdocx 3 v O LRl =
Annotated Case Report Form Unknown e
Publication =
Fie Type =
Protocol docx n
SO Unknown v L] L]
Fie Type —
1PD.docx nrae sy
y Unknown ¥ = L] «
File Type a ]
Data Dictionary docx 11738 sally et b v | ® |
known =y

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

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

UPLOADED FILES

Filename

V3IPD dig.csv.xls

Filename

V3Dig Protocol.pdf

Filename

V3DIG Data Dictionary Docum

Filename

V3Dig Statistical analysis pla...

Size

3.28MB

Size

178.72kB

Size

118.31kB

Size

159.73kB

Uploaded By

Amrutha

Uploaded By

Amrutha

Uploaded By
Amrutha

Uploaded By

Amrutha

File Type
IPD

File Type
Protoc...

File Type
Data D...

File Type
Statis...

Publicly Available

Publicly Available

Publicly Available

O

Download @
Download B

o 1
Download @

Submit Files

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
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Item 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
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.

There are two steps involved: uploading the data and then once uploaded, submitting the data to
Vivli. 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
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Studies

File Name Size Uploaded By
v v

SAP study abcB6235 pdf 17.84kB Sally

Protocol study abd66235 pdf 17.84kB. Sally

Data Dictionary.pdf 17.84kB Sally

IPD Study abc66235.csv 134.26kB Sally

File Type

File Type
Statistical Analysis Plan

File Type
Protocol

File Type
Data Dictionary

File Type
1PD

Submit Files

UPLOADED FILES
Filename Size Uploaded By
Protocol.pdf 179.00kB Data Contributor
Filename Size Uploaded By
Digitalis_demoData.zip 2.3TMB Data Contributor

File Type
Unknown

v [

File Type
Unknown

12. If the upload of any file(s) fails, Close the request, refresh the browser, re-open the request, click on
“Upload Files” and delete the file that failed before moving forward.

13. Click the button that says “Verify Upload” to confirm that your files have been successfully

uploaded.

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

and stored in the system”.

UPLOADED FILES
Filename Size Uploaded By
Placeholder _data dictionary.do... 12.00kB Data Contributor
Filename Size Uploaded By
Placeholder_|PD.docx 12.00kB Data Contributor
Filename Size Uploaded By
Placeholder_Statistical analys... 12.00kB Data Contributor
Filename Size Uploaded By
V2Dig Protacol.pdf 179.00kB Data Contributor

File Type
DataD... b4
File Type
IPD B4
File Type
Stattis... W
File Type
Protoc... W

Verify Upload

=1 )
=
=
=
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15. 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.

16. 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.

17. When finished, click Submit Files to load the data package into the Vivli Platform.

UPLOADED FILES

Filename Size Uploaded By

File Type Download .4
V3IPD dig.csv.xls 3.28MB Amrutha IPD W it
Filename Size Uploaded By File Type Publicly Available
Downl &
V3Dig Protocol.pdf 178.72kB Amrutha Protoc... hd @
Filename Size Uploaded By File Type Publicly Available
Download 1
V3DIG Data Dictionary Docum 118.31kB Amrutha Data D... g @
Filename Size Uploaded By File Type Publicly Available
. . ) . v Download
V3Dig Statistical analysis pla... 159.73kB Amrutha Statis... D

18. The following pop-up will appear:

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

You also have specified that the following file types should be made available on the Study Documenis tab, to logged-in users who have not yet
submitted a data request: Data Dictionary, Statistical Analysis Plan.

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

B Never show this again

19. 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.

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:

2. From the list of posted studies, the IPD column will indicate “Y” for data available and “N” for data
not uploaded.
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Studies
Submitted by my organization
(7] Posted
2] B |—8&
Title Status Posted Sponsor ID NCTID IPD
v v v Y. v
[E studies
A 10-Month Open-Label Evaluation Of The Long-Term Safety Of Desvenl... Posted 2018-03-27 3151A1-3350 NCT00831415 Y
A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Parallel-G... Posted 2018-03-27 3151A1-3362 NCT00863798 5 g
A 10 Month Open-Label Evaluation Of The Long-Term Safety Of DVS-23... Posted 2018-03-27 3151A1-303 NCT01309542 N
A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Parallel G... Posted 2018-03-27 3151A1-332 NCT00277823 Y
APhase 3, Open-Label, Comp Trial Of § Posted 2018-03-27 A0661155 NCT00367653 Y
Fracture Incidence Reduction And Safety Of TSE-424 (Bazedoxifene Ac... Posted 2018-03-27 3068A1-301 NCT00205777 N
A Safety and Efficacy Trial Evaluating the Use of Apixaban in the Treatm... Posted 2018-03-27 CV185-056 NCT00643201 ¥
Phase 3 Randomized, Double Blind, Placebo Controlled Study Of The Ef.. Posted 2018-03-27 A3921044 NCT00847613 N

3. When a posted study is selected, whether data is available is shown in the upper right, and the data
requests for which this study has been made available will be listed under the “Requests” tab.

Create DOI For New Data Version Prepare For New Data Version

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Parallel-Group Study To Current Status: Posted
Evaluate The Efficacy And Safety Of 2 Fixed Doses (10 And 50 mg/Day) Of DVS SR Data Available for Sharing: YES
Tablets In Adult Outpatients With Major Depressive Disorder Requests: See Requests Tab

Study Details

B studies Phase Condition or Disease

Phase 3 Major Depressive Disorder

Intervention/Treatment

Desvenlafaxine Succinate Sustained-Release 10mg,Desvenlafaxine Succinate Sustained-Release 50 mg,placebo

Brief Summary From Registry (if available)

The primary purpose of this study is to compare the antidepressant efficacy and safety of two doses of desvenlafaxine succinate sustained release (10 and 50 mg/day) in
adults with Major Depressive Disorder. The study will also assess changes in sexual function and general and functional quality of life outcomes.

4. If you have data packages previously loaded for a data request and if the same data package is
requested by any other Data Requestor 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. In most cases, that will be an entirely automatic step. In other words, that study will not appear in
your “Awaiting Upload” section. Instead, the data package will be automatically loaded for the data
request and the action will be recorded in the request history of the data request.
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6. However, in some cases where the second data request was submitted before the data was uploaded
for the first request, you will still see the study in the Awaiting Upload section.

7. In such cases, navigate to the study needing your action as described in Section 5.4 Upload Data
Package to an Approved Data Request. The only difference is that instead of a button “Upload Data”
you will see a button labeled “Make Data Package Available”:

Request: 2700, PI: Sarah Jones
‘Status: Al least one Data Package Provided and Available Download PDF

REQUESTED STUDIES 0

VIVLI-LISTED AND PROVISIONED STUDIES

ePrmnunogermty and Safely Study of GSK Biologicals® Candidate Malaria Vaccine (SB257048) Given al 6, 7.5 and 9 Months of Age in Co-administration With Measles, Rubella and
Sludy 1D NCTO2699089  Sponsor D 200596 Setings Edit Settings »
quest [0 00002700 Data has been Ioaded for his and fulure requests Make Dala Package Available
Jata Contributor. AbbVie  IRP/Approver:  Wellcome Trust Data package downioacabie
QEauugenlrlly Safety and Immunogenicity Study of GlaxaSmithKline (GSK) Biologicals' Investigational Supra-seasonal Universal Influenza Vaccines - Inactvated (SUIVS) (GSK.
” 207543 Setings Edit Settings
e ihis and fulure requests Make Data Package Available
over. Wellcome Trust 3 avalat e research env ment only

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

8. Click OK to submit the files. The following confirmation will appear:

s BN
&

wmay
A 1 4

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

9. Once the data package has been successfully loaded onto the platform, the Organizational
Administrator will see the “Data Package Provided to Requestor” note next to the study record in the
studies section of the data request.
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Request: 2700, PI: Sarah Jones
Status: At least one Data Package Provided and Available

REQUESTED STUDIES 0

VIVLI-LISTED AND PROVISIONED STUDIES

%rrmmgemr.xry and Safety Study of GSK Biologicals' Candidate Malaria Vaccine (SB257049) Given at 6, 7.5 and 9 Months of Age in Co-administration With Measles, Rubella and
Study 1D NCT02699099  Sponsor ID: 20059 Settings:

I Data Package Provided to Requester

IRP/Approver.  Welicome Trust Data p:
%eaclmjemrwv Safety and genicity Study of (GSK) Biologicals' Investigational Supra-seasonal Universal Influenza Vaccines - Inactivated (SUIVs) (GSK
S NCT03275389  Sponsor | 207543
st 000002700 Make Data Package Available
bbVie RF ¢ Welicome Trust

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

Pfizer unlisted study

10. 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:

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

-y Home  About Members MNews&Events Resources  Portals  Find Studies

ENQUIRY  QUICK STUD e v @ uromarecvests () say v

Studies

Submitted by my organizations

3] — 4]

Title Status Posted Sponsor ID NCTID IPD
v v dd/mmiyyyy =04 v v v
A Single-Dose, Open-Label. Randomized, Paraliel-Group Study to Deme. Posted 20250819 200697 NCT02064465 Y l
AMulticenter, Randomized, Double-Blind, Paraiel Group Study to Evalua Posted 202341-03 101464 NCTO0086593 Y
An Open, Randomised, Mulli-centre Dose Ranging Phase Il Study to Eva Posted 2023-09-22 SB-7147031003 NCT00519467 ¥
An Open-Label, Multicenter Extension Study to Evaluate the Safety and T. Pasted 2023-08-22 FVF34269 (Cohort 2) NCT01442064 ¥
The Effectiveness of Asthma Control Test Guided Treatment Compared Posted 2025-08-05 201087 NCT02868281 ¥
Aphase Il open-iabel, randomized, conirolled study assessing ihe eflicac. Posted 2022-11-04 BV16052 BV16052 ¥
Aphase Il open-tabel, randomized, controlled study assessing he eMcac Fosted 20221104 NV16054 ¥
Arandomized, double-blind. double-gummy, active-comparator controled...  Posted 2022-11-04 PV16000 ¥
Aphase Il open labe! study evaluating safety and efficacy of PEG-Interfer Fosted 20221104 NV16037 ¥

2. Use the filters at the top to find your study, and click into the record to be taken into the study
details.
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3. Click on ‘Prepare For New Data Version’.

Home  About Members News & Events Resources Portals  Find Studies

ENQUIRY  QUICK STUDY LOOKUP v g MYDATAREQUESTS () SALLY v

Create DOI For New Data Version Prepare For New Data Version

A Single-Dose, Open-Label, Randomized, Parallel-Group Study to Demonstrate the Bioeguivalence of Lamotrigine Dispersible/Chewable Tablet Current Status: Posted

(100mg) and Lamotrigine Compressed Tablet (100mg) in Healthy Chinese Male Subjects (Acronym) g::u::ﬂ!lsb:';::::xqr;:Es

Study Details

a
Phase Condition or Disease
hase 1 e Epilepsy l

B studies

persible/Chewable tablet Lamotrigine Compressed tablet

From Registry (if availabi

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:
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a
- Home  About Members News & Events Resources Portals  Find Studies

" T .

A Single-Dose, Open-Label, Randomized, Parallel-Group Study to Demonstrate the Bioequivalence of Lamotrigine Dispersible/Chewable Tablet
(100mg) and Lamotrigine Compressed Tablet (100mg) in Healthy Chinese Male Subjects (Acronym)

Data Package
[F studies

Data Available for Sharing: NO
Requests: See Requests 1ab

SUBMIT DATA PACKAGE -
WARNING
f 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.
& Select Files
File Name Size Uploaded By File Type Publicly Available
v v v v
-

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

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.
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2. As afirst 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 for future requests of 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 “Studies, Data, or Tools Not Listed on Vivli” section, you will see an option to upload
the additional data package.

wmay Home About Members News&Events Resources Portals Find Studies

evaury  auckstuoviooe v @) woreauests () AL v

Request: 48127, PI: Richard Anderson
Status: At least one Data Package Provided and Available

REQUESTED STUDIES (@)

VIVLI-LISTED AND PROVISIONED STUDIES

QUDUDIG blind, randomized, placebo-controlied study of oral Ro 64-0796 (GS4104) in the treatment of influenza infection
Siudy ID: WV15670 WV15670 Settings:

) 00048127
IRP/Approver. Wellcome Trust

Data Package Provided to Requester
wor Roche

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

No Studies Found

| STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI I

| %moﬂal document for study WV15670

y ID. Additional document for study WV15670 Settings.
Request 1D 00048127 213 Ioaed for this request
putor Roche  IRPIApprover Wellcome Trust val

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.

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 make selections 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
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specific request, the data is 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. Click on the Data Request tab on the left side 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:

Research Data Requests

For data provided by my organization

3165

@ Deata Requests Awaiting My Action

Vivli ID: 00003165

Diabetes outcomes in subjects with Cardiovascular outcomes (Studies: 2) At least one Data Package Provided and Available
Requested By: Data Requester
Lead Researcher: Stanley Neumann

5. Click on the data request, and then click on Studies on the left:
= N

Home  About  Members News & Events Resources  Portals  Find Studies

CENTER FOR GLOBAL CLINICAL AESEARCH DATA

evaury  auckstuoviooke v @ wroareauests () say v

Request: 48127, PI: Richard Anderson
Status: At least one Data Package Provided and Available

REQUESTED STUDIES @)

VIVLI-LISTED AND PROVISIONED STUDIES

q double-blind, randomized, placebo-controlied study of oral Ro 64-0796 (GS4104) in the treatment of influenza infection
Study ID. WV1S670  Sponsar ID: WV15670 Settings:
st10. 00048127 Data o

quest only Data Package Provided o Requester

afor Roche  IRPIApprover Welicome Trust Data pa

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

%mmai document for study WV15670

Additional document for study WV15670 Settings.

St 00048127 o aoed
O 3 avaik

d o ths requestonly s

oche ~ IRPIApprover Wellcome Trust

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
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Studies
REQUESTED STUDIES @)

VIVLI-LISTED AND PROVISIONED STUDIES

anuhle blind, randomized, placebo-controlled study of oral Ro 64-0796 (GS4104) in the treatment of influenza infection
Study ID 5670 Sponsor D WY1S6T0
1
Rache ~ IRPiApprover: Welicome Trust

Data Package Provided o Requester

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found

QTIINIES MATA AD TAAI @ MAT | ISTER A L

7. Click on Upload Data Package.

wmay Home About Members News&Events Resources Portals Find Studies

CENTER FOR GLOBAL CLINICAL AESEARCH DATA

evary QoK suov Looke v @ wyoameeauests () say v

Request: 48127, PI: Richard Anderson
Status: At least one Data Package Provided and Available Download PDF

REQUESTED STUDIES O

VIVLI-LISTED AND PROVISIONED STUDIES

q double-blind, randomized, piacebo-controlled study of oral Ro 64-0796 (GS4104) in the treatment of influenza infection
WV15670  Sp WV15670 Settings:
e Wellcome Trust D

Data Package Provided o Requester

Roche

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS
No Studies Found

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

%monal document for study WV15670

Aaditional document for study WV15670

SUD: 00048127

IRPIApprover  Wellcome Trust

1

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. If you have not already had a discussion with Vivli at support@vivli.org about how the data will be
organized and how it will be used, we recommend that you start with that, so that Vivli can advise

on how best to package the data, e.g. into a single large zip file or a small number of individual zip
files.

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
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Explorer download” into your favorite search engine.) After starting Storage Explorer, click on the icon

that looks like a power plug:

" Microsoft Azure Storage Explorer

File Edit View Help

L Y
Collapse All Refresh All

t? I % Quick Access
v ¢ Local & Attached
» == Storage Accounts
> [N Data Lake Storage Gen (Preview)

Actions Properties ~  Activities

Clear completed Clear successful

3. In the pop-up window pick “Storage account or service”:
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Select Resource

Select Resource Authenticate Connect

What kind of Azure resource do you want to connect to?

Subscription
Sign in to Azure to access storage resources such as blobs, files, queues, and tables under subscriptions you have access to.

Storage account or service
Attach to one or more services in a Storage account,

H & O 0O

=

Blob container
Attach to an individual Blob container.

ADLS GenZ container or directory
Attach to an individual ADLS Gen2 container or directory.

File share
Attach to an individual File share.

Queue
Attach to an individual queue,

Table
Attach to an individual table.

Local storage emulator
Attach to resources managed by a storage emulator running on your local machine.

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

Cancel
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= Connect to Azure Storage

Enter Connection Info
Enter Connection Info ~ Summary
Display name:
Biosciences Upload

Connection string:

DefaultEndpointsProtocol=https;AccountName=vivlidatacussabioscinces; AccountKey=i0000000000000000000000000000000h;End 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”:

8 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+n9mPSqYEJuioZtDUvQS57nANdb853TN2dZAZ/O/Urm1CQ0wW7CZ0hz0%pe1cHgbgYPusV0Blxo+WfDw==

Default endpoints protocol: htips

I' Make sure you only connect to resources you trust

6. It should add the storage account to the list on the upper left, and report “Successfully added
connection:
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.-fl Microsoft Azure Storage Explorer

File Edit View Help

EXPLORER

o Y
Collapse All Refresh All
% Quick Access
W O/o Local & Attached
v == Storage Accounts
?> = (Attached Containers)
» = (Emulator - Default Ports) (Key)

E == Biosciences Upload I[Key]]

> [l Data Lake Storage Gen1 (Preview)

Actions Properties v Activities v

Clear completed  Clear successful

| & 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

ORER

Collapse All
2% Quick Access

v @ Local & Attached
~ Storage Accounts

= (Attached Containers)

< v v

= (Emulator - Default Ports) (Key)
= Biosciences Upload (Key)

Blob Containers
» M File Shares

» [ Queues
> B3 Tables
> Bl Data Lake Storage Gen1 (Preview)

Actions Properties

Custom Domain

Soft Delete Enabled
Retention Days | 7

Y

Refresh All

Create Blob Container

Open Container by Name...
Paste Blob Containe
Configure CORS Settings..
Configure Soft Delete Policy...
Search From Here

Refresh
v Activities

Clear completed Clear successful

@ Successfully added new connection.

=& Microsoft Azure Storage Explorer

File Edit View Help

T nct12345678 X

T~ | > + © -

Y

Collapse All

Refresh All

o
v &

v

Quick Access
Local & Attached
Storage Accounts

Upload New Folder Select All

T Active blobs (default) v

<vv Il

<Hmnm

>
>
>

(Attached Containers)

(Emulator - Default Ports) (Key)

Biosciences Upload (Key)

1 Blob Containers
1 $logs
7 nct12345678
@ File Shares

Queues

B8 Tables

> ES Data Lake Storage Gen1 (Preview)

Actions

URL

Custom Domain
Type

HNS Enabled
Lease State
Lease Status

Public Read Access

| art Adacifind

Properties v

Showing 0 to 0 of 0 entries
Activities

https://vivlidatacussabioscinces.t Clear completed  Clear successful

(V] Successfully created blob container ‘nct12345678"
Blob Container

(V] Successfully added new connection.
false
available

unlocked

1220 2023 0.EC. 40 ANA

nct12345678

More
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7. From the ribbon at the top, click Upload, and from the drop-down choose Upload Files. From
the Target Access Tier choose “Cool”.

“a Microsoft Azure Storage Explorer X

Upload Files

u want to upload, the type of blob you want to upload as, and

Na files selected

Blob type

ad vhd/vhdx files as page blobs (recommended

Cancel

8. In general, 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:

Ll el = by
Activities
Clear completed “lear successfi

£, Transferring 'C:\Large Files\LargeFile1zip’ to 'nct12345678/ (using SAS): 214 Mbps Copy AzCopy Command to Clipboard  Cancel

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.
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

Request: 48314, PI: Amrutha Baskaran Print
Status: DUA Validated and Awalting Data Package Upload o
Studies
UPLOADED FILES Verify Upload
Filename Size Uploaded By File Type Publicly Available
T =
V3DIG Data Dictionary Documi  118.00kB Karen Asada DataD.. VY 0O -D ‘ - '
Filename Size Uploaded By File Type Publicly Available —
) pownioad &, I
V3Dig Protocol.pdf 179.00kB Karen Asada Protoc W 0 ®
Filename Size Uploaded By File Type Publicly Available S
5 =
V3Dig Statistical analysis pla... 160.00kB Karen Asada Statis ™ 0O -D" ‘ - ’
Filename Size Uploaded By File Type -
7 =
V3IPD dig.csv.xis 3.28MB Karen Asada IPD L -D"" | W ’

Submit Files

3. To make supporting documents available to researchers for search, check the box that says
“Publicly Available” next to the document.
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Studies

Attachmer

Request: 48314, PI: Amrutha Baskaran

Status: DUA Validated and Awaiting Data Package Upload

UPLOADED FILES

Filename

V3DIG Data Dictionary Docum«

Filename

V3Dig Protocol.pdf

Filename

V3Dig Statistical analysis pla...

Filename

V3IPD dig.csv.xls

Size

118.00kB

Size

179.00kB

Size

160.00kB

Size
3.28MB

Uploaded By

Karen Asada

Uploaded By

Karen Asada

Uploaded By

Karen Asada

Uploaded By

Karen Asada

File Type
DataD...

File Type
Protoc...

File Type
Statis.

File Type
IPD

Publicly Available

Publicly Available

Publicly Available

==, -
= -

=m -
== -

Submit Files

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).

Studies

Status Update

Request: 48314, PI: Amrutha Baskaran

Status: DUA Validated and Awaiting Data Package Upload

UPLOADED FILES

Filename

V3DIG Data Dictionary Docum«

Filename
V3Dig Protocol.pdf

Filename

V3Dig Statistical analysis pla..

Filename

V3IPD dig.csv.xls

Size

118.00kB

Size
179.00kB

Size

160.00kB

Size

3.28MB

Uploaded By
Karen Asada

Uploaded By

Karen Asada

Uploaded By

Karen Asada

Uploaded By

Karen Asada

File Type
DataD...

File Type
Protoc...

File Type
Statis...

Publicly Available

O

Publicly Available

0O

Publicly Available

0O

File Type
IPD

Verify Upload
O

Submit Files
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5. When finished, click Submit Files to load the data package into the Vivli Platform.

Request: 48314, Pl: Amrutha Baskaran

Status: DUA Validated and Awaiting Data Package Upload Print

Studies O O S s S B e e e e s e o e S s e S i o S e e S E e e e o O e e )

UPLOADED FILES Verify Upload

Filename Size Uploaded By File Type Publicly Available ==
n =
V3DIG Data Dictionary Docum«  118.00kB Karen Asada pataD.. ¥ Dovnload L) ML ‘
Filename Size Uploaded By File Type Publicly Available T
Downioad & il
VaDig Protocol.pdf 179.00kB Karen Asada Protoc... L . | "
Filename Size Uploaded By File Type Publicly Available
Downioad & Il
V3Dig Statistical analysis pla... 160.00kB Karen Asada Statis.. v . | "
Filename Size Uploaded By File Type =
N -
V3IPD dig.csv.xls 3.28MB Karen Asada IPD W e R L) ‘

Submit Files

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.

You also have specified that the following file types should be made available on the Study Documents tab, to logged-in users who have not yet
submitted a data request: Data Dictionary, Statistical Analysis Plan_

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

B Never show this again

146



Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

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 to the researcher
with a Vivli account on the search page.

Reactogenicity, Safety and Immunogenicity Study of GlaxoSmithKline (GSK) Biologicals' Investigati | Supra I Universal Influenza Vaccin
es - Inactivated (SUIVs) (GSK3816302A) in Healthy Adults
Study Documents
a
UPLOADED FILES
Filename Size Uploaded By
Download (&
Dig Protocol.pdf 179.00kB Amrutha
Filename Size Uploaded By
" ot 13
DIG Data Dictionary 118.00kB y— Download (4
Documentat
Filename Size Uploaded By
Dig Statistical analysis 160.00kB Al Download (L)
plan..
Links to Documents located elsewhere
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5.12.2 Loading Supporting Documents for Previously Uploaded Data Package

1. 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.

Studies
Submitted by my organization
@ Inf ¢ Posted | ¥
2] g6|——=8&a
Title Status Posted Sponsor ID NCTID IPD
v v v v v v
|LE Studies
A 10-Month Open-Label Evaluation Of The Long-Term Safety Of Desvenl... Posted 2018-03-27 3151A1-3350 NCT00831415 Y
A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Parallel-G... Posted 2018-03-27 3151A1-3362 NCT00863798 Y |
A 10 Month Open-Label Evaluation Of The Long-Term Safety Of DVS-23... Posted 2018-03-27 3151A1-303 NCT01309542 N
A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Parallel G... Posted 2018-03-27 3151A1-332 NCT00277823 Y
APhase 3, i Open-Label, C: ive Trial Of in... Posted 2018-03-27 A0661155 NCT00367653 Y
Fracture Incidence Reduction And Safety Of TSE-424 (Bazedoxifene Ac... Posted 2018-03-27 3068A1-301 NCT00205777 N
A Safety and Efficacy Trial Evaluating the Use of Apixaban in the Treatm... Posted 2018-03-27 CV185-056 NCT00643201 Y
Phase 3 Randomized, Double Blind, Placebo Controlled Study Of The Ef... Posted 2018-03-27 A3921044 NCT00847613 N

3. 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

Create DOI For New Data Version Prepare For New Data Version

An Open, Randomised, Multi-centre Dose Ranging Phase Il Study to Evaluate LAPDAP in Combination With Three Current Status: Posted

Different Doses of Artesunate Data Available for Sharing: YES
Requests: See Requests Tab

Data Package
File Name Size Uploaded By File Type Publicly Available

v v v v
Data Dictionary pdf 34.00kB Nickola Kozak Data Dictionary ) n
IPD xisx 9.00kB Nickola Kozak 1PD
Pralocol pdf 26,00kB Nickola Kozak Protocel 0
Statrstical Analysis Plan pdf 27.00k8 Nickola Kozak Statistical Analysis Plan [ u

4. Check the box that says “Publicly Available” next to the document.
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Create DOI For New Dala Version Prepare For New Dala Version

An Open, Randomised, Multi-centre Dose Ranging Phase Il Study to Evaluate LAPDAP in Combination With Three Current Status: Posted
Different Doses of Artesunate Data Available for Sharing: YES
Requests: See Requests Tab
& Studi
L. udies , . o ota Research Te y Data Package
File Name Size Uploaded By File Type Publicly Available
v A v v
Data Dictionary.pdf 34.00kB Nickola Kozak Data Dictionary . n
f
IPD xlsx 9.00kB Nickola Kozak IPD n
Protocol pdf 26.00kB Nickola Kozak Protocol . u
Statistical Analysis Plan.pdf 27.00kB Nickola Kozak Statistical Analysis Plan - n

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).

Create DOI For New Data Version Prepare For New Dala Version

An Open, Randomised, Multi-centre Dose Ranging Phase Il Study to Evaluate LAPDAP in Combination With Three Current Status: Posted
Different Doses of Artesunate Data Available for Sharing: YES
Requests: See Requests Tab
B studies
Data Package
File Name Size Uploaded By File Type Publicly Available
v v ¥ Al
Data Dictionary. pdf 34.00kB Nickola Kozak Data Dictionary . B
:
IPD xisx 9.00kB Nickola Kozak IPD n
Protocol pdf 26.00kB Nickola Kozak Protocol . n
Stafistical Analysis Plan. pdf 27.00kB Nickola Kozak Statistical Analysis Plan n

6. Go to the Study Documents tab to see these supporting documents which you have made
publicly available. Click on the download button to see the version of the files provided to the
Researcher as publicly available documents
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Create DOI For New Dala Version Prepare For New Dala Version

An Open, Randomised, Multi-centre Dose Ranging Phase Il Study to Evaluate LAPDAP in Combination With Three Current Status: Posted
Different Doses of Artesunate Data Available for Sharing: YES
Requests: See Requests Tab
File Name Size Uploaded By File Type Publicly Available
v A v v
Data Dictionary.pdf 34.00kB Nickola Kozak Data Dictionary . n
L IPD xlsx 9.00kB Nickola Kozak IPD n
Protocol pdf 26.00kB Nickola Kozak Protocol . u
Statistical Analysis Plan.pdf 27.00kB Nickola Kozak Statistical Analysis Plan .

7. To remove the supporting document from the search page, navigate to the Data Package tab, and
uncheck the box next to the document. The documents will disappear from the Study Documents
section.

Create DOI For New Dala Version Prepare For New Dala Version

An Open, Randomised, Multi-centre Dose Ranging Phase Il Study to Evaluate LAPDAP in Combination With Three Current Status: Posted

Different Doses of Artesunate Data Available for Sharing: YES
Requests: See Requests Tab

Studies . - § Adr ota Yesearch Te y Data Package
File Name Size Uploaded By File Type Publicly Available
v v v v
Data Dictionary.pdf 34.00kB Nickola Kozak Data Dictionary . n
L IPD xdsx 9.00kB Nickola Kozak IPD n
Protocol pdf 26.00kB Nickola Kozak Protocol . u
Statistical Analysis Plan.pdf 27.00kB Nickola Kozak Statistical Analysis Plan

8. You may also click navigate to the “Study Documents” tab and click on the red eye icon to remove the
supporting document from the search page. The documents will disappear from the Study Documents
section.
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Create DOI For New Data Version il Prepare For New Data Version

An Open, Randomised, Multi-centre Dose Ranging Phase Il Study to Evaluate LAPDAP in Combination With Three Different Doses of Artesunate

Current Status: Posted
Data Available for Sharing: YES
Requests: See Requests Tab

Study Documents

B studies
Any supporting documentation files loaded on this page will be visible on the search screen {o researchers searching for studies. Please provide only files thal you want fo make available to search screen viewers

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

Sine Uplosded By File Type
v v v v
Data Duct if 34.00k8 Nickola Kozak [teTyne
2 Oicionar ickola Koza
i Data Dictionary
File Type
Protocol pf 6008 NickolaKozak bl

27.00k8 Nickola Kozak

‘Statistical Analysis Plan pat

Links to Documents localed elsewhers Add New Link

9. The supporting documents that you have made publicly available will be visible to the researcher with

a Vivli account on the search page.

Create DOI For New Data Veersion Prepare For New Data Version

An Open, Randomised, Multi-cenire Dose Ranging Phase Il Study to Evaluate LAPDAP in Combination With Three Current Status: Posted
Data Available for Sharing: YES

Different Doses of Artesunate
Requests: See Requests Tab

B studies
Study Documents
File Name Size Uploaded By
¥ v v
Data Dictionary pdf 34 00kB Nickola Kozak
Protocol pdf 26.00kB Nickola Kozak
Statistical Analysis Plan pdf 27.00kB Nickola Kozak

5.12.3 Loading Supporting Documents that are not part of Data Package
You may 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.
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Studies

Submitted by my organizations

@ In Progre: Posted ancelled v
B B3 —&0 4]

Title Status Posted Sponsor ID NCTID IPD
¥ ¥ Qddimmiyyyy O ¥ v ¥ ¥
A Single-Dose, Open-Label, Randomized, Parallel-Group Study to Demo... Posted 2025-08-19 200697 NCT02064465 Y '
AMulticenter, Randomized, Double-Biind, Parallel Group Study to Evalua... Posted 2023-11-03 101464 NCT00086593 Y
An Open, Randomised, Multi-centre Dose Ranging Phase Il Study to Eva. Posted 2023-09-22 SB-714703/003 NCT00519467 Y
F An Open-Label, Multicenter Extension Study to Evaluate the Safety and T. Posted 2023-09-22 FVF3426g (Cohort 2) NCT01442064 Y
The Effectiveness of Asthma Conirol Test Guided Treaiment Compared . Posted 2025-09-05 201097 NCT02868281 Y
A phase |Il open-label, randomized, controlled study assessing the efficac. Posted 20221104 BV16052 BV16052 Y
Aphase Il open-label, randomized, controlled study assessing the efficac..  Posted 2022-11-04 NV16054 Y
Page Sizee 100+~ 110 100 of 244 Page1of3 > »

2. Open the study and go to Study Documents

Create DOI For New Data Version Prepare For New Data Version

A phase |l open-label, randomized, controlled study assessing the efficacy and safety of T-20/Ro 29-9800 (HIV-1 fusion Current Status: Posted
inhibitor) in combination with an optimized background regimen, versus optimized background regimen alone, in triple class ~ Data Available for Sharing: YES
(nucleoside reverse transcriptase, non-nucleoside reverse tanscriptase and protease inhibitors) experienced patients or Réquests. See Requeste T

patients naive to one class

Study Documents trativ I m 4 xag h (

If you navigate away from this page when a file upload is underway (i.e. cl‘l‘zcl::I:r? another tab or closing the browser), all ongoing uploads will be canceled.
|
[ DI . o s s D o e R e e e e e e e S |
File Name Size Uploaded By
: v v
& Select Files
3. Nowclick on  *=====mmmmmmsmsmmsnnnes to choose files to upload. A window will pop up allowing the

data contributor to select the files of their computer. After selecting the files, click Open.

4. The data contributor can also drag files into the submit window indicated by the dotted blue
box:
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5. Note: Individual participant data (IPD) should NOT be uploaded in this section
6. The following window may appear to confirm that IPD files are not uploaded in this section

The Study Documents tab is to be used for supporting documents that will help researchers
determine if this study will support their research. This tab must not be used for uploading Individual
Participant Data (IPD) since files on this tab are available to any user without placing a request. If the
file you just asked to load contains Individual Participant Data, please click the Cancel button below.

Individual Participant Data should be loaded only in the "Data Package" tab. 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

Cancel

7. Check the checkbox to confirm that the files are not IPD and then click OK.

The Study Documents tab is to be used for supporting documents that will help researchers
determine if this study will support their research. This tab must not be used for uploading Individual
Participant Data (IPD) since files on this tab are available to any user without placing a request. If the
file you just asked to load contains Individual Participant Data, please click the Cancel button below.

Individual Participant Data should be loaded only in the "Data Package" tab. 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

8. 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
9. Select afile type for each supporting document in the drop-down menu.
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Create DOI For New Data Version [ll Prepare For New Data Version

Current Status: Posted A Multicenter, Randomized, Double-Blind, Parallel Group Study to Evaluate the Efficacy and Safety of a Flexible Dose of Lamotrigine Compared to Placebo as

Available for Sharing: YES an Adjunctive Therapy to an Atypical Antipsychotic Agent(s) in Subjects With Schizophrenia (TESnEW)
Requests: See Requests Tab

Study Documents

B swdes
Any supporting documentation files loaded on this page will be visible on the search screen fo researchers searching for studies. Please provide only files that you want to make available to search screen viewers.

Fite Name e Type

CSR (may be redacted)
statistical Analysis Plan

Data Dictonary.docx Data Dictionary ot . | n
Annotated Case Report Form

Publcaton

Otner

Unknown

nls localed elsewhere Add New Link

Links to Docin

NaLinks to Documents loud.

I e
10. You can download the loaded files. You can delete any files by clicking the “delete” button:

ENOUIRY QUK

Create DOI For New Data Version il Prepare For New Data Version

Current Status: Posted A Multicenter, Randomized, Double-Blind, Parallel Group Study to Evaluate the Efficacy and Safety of a Flexible Dose of Lamotrigine Compared to Placebo as

Data Available for Sharing: YES an Adjunctive Therapy to an Atypical Antipsychotic Agent(s) in Subjects With Schizophrenia (TESnEW)
Requests: See Requests Tab

C Study Documents

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 meke available o search screen viewers.

B studies |

WARNING
clicking on another tab o closing the browser]

If you navigate away from this page when a file upload ‘©ongoing uploads will be canceled.

File Name size Uploaded By File Type

- Data Dictonary.docx 11728 say

e e
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Create DOI For New Data Version il Prepare For New Data Version

Current Status: Posted A Multicenter, Randomized, Double-Blind, Parallel Group Study to Evaluate the Efficacy and Safety of a Flexible Dose of Lamotrigine Compared to Placebo as

Data Available for Sharing: YES an Adjunctive Therapy to an Atypical Antipsychotic Agent(s) in Subjects With Schizophrenia (TESnEW)
Requests: See Requests Tab

Study Documents

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,

B sudes | i

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.

|

Data Dictionary docx 1.73KB Sally

Links to Documents located elsewhera Add New Link

11. The supporting documents that you have made publicly available will be visible to the
Researcher with a Vivli account on the search page.

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”.

Home About Members News & Evenis Resources Portals ~ Find Studies

ENQUIRY

A double-blind, stratified, randomized, placebo controlled study of Ro 64-0796 (also known as G54104) in the treatment of influenza in chronically ill  Current Status: Posted
adults Data Available for Sharing: NO
Requests: See Requests Tab
Study Documents
B stwdies
IS s
© Select Files
File Name Size Uploaded By
v v v
No files uploaded
Links to Documents located elsewhere Add New Link
-
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3. Inthe box that appears, type in the Title of the document and the URL, and then click “Save”

| 4

Add New Link

Title

URI

A

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.

Links 10 Documents lncated alsewhears Acd Mew Link

HCTO4421 504 sludy docaments

HCTO4421504 study documents £ Estiral Sty ki hics [0 @00] Sstiessteryl

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.
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A double-blind, stratified, randomized, placebo controlled study of Ro 64-0796 (also known as GS4104) in the treatment of influenza in chronically ill

adults

Study Documents

Links to Documents located elsewhere Add New Link

Mo fles uploadad.

Siugy documents

Ditps.tierww gsk-siudyregistercomvent

6. Secure Research Environment Monitoring

Organizational Administrators can monitor the progress of the secure Research environments for
data requests containing at least one of their studies. Note: Those with only Data Uploader rights
cannot view this dashboard.

Current Status: Poste

d
Data Available for Sharing: NO
Requests: See Requests Tab
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ENQUIRY  QUICK STUDY LOOKUP Vv @ MY DATA REQUESTS n KARENASADA Vv

Research Environment Management

Data Request Id 1 Title Requester Email Status Days Since Last Login Runtime (Days)
Y v v v
00048154 Stan - acco... D vivii@gm... Stopped 17 0
00048283 Amrutha DUA test 11/1 Datarequester.vivii@gm.. Stopped 84 0
00048310 Amrutha retest Enquiry 1... wellcometrust.vivi@gma.. Stopped 93 V]
00048328 Amrutha test 12/7 workflow Datarequester.vivii@gm.. Stopped 66 [
00048377 TEST3-SCENARIO Datarequester.vivii@gm.... Stopped 23 0
00048423 Amrutha workflow test 1/30  Datarequester.vivi@gm. Running 2 13
00048436 Test VM Provision Chan... jarrod.mayer@insight.com Stopped -1 0

e You can filter for a specific data request using the Data request ID, Title, Requestor Email, and Status
of the secure Research Environment (Running, Stopped, and de-provisioned)
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. vivii@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.
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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/

o 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 Ifthe 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.

7. Public Disclosures & Publications & Summary of Results

7.1 Review(s) by Vivli Members

The Data Use Agreement requires Data Requestors 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.
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= N
[ ]

an
-mar Home ~ Aboul  Members  News& Evenls Resources  Portals  Find Studies

moumy  cucksTuoriooe v @ wyoamrsauests () sy -

Vi Dashbosrd

Data Requests Disclosures Data Uploads Enquiries
— | E— 9]

Your dashbeard is a consalid:
Uplgad Guide

D Disclosure Title Lesd Investigator 30-Day Review Disclosure Type Dets Contributars Action Required
v v v v v v v
D Disclosure Title
Review Disclosure
00048805-05 d XV
30-Day Review Disclasure Type
grigtri 3 Days Left Thesis
D Disclosure Title
= Review Disclosure
00049087-06 Added By Ruchi
Lead Investigator 30-Day Review Disclosure Type
Swapna Onkar 3 Days Left SummaryOfResults
(1] Disclosure Title =
Review Disclosure
00049116-02 Another one
Lead Investigator 30-Day Review Disclasure Type
requester 1 6 Days Left Presentation
D Disclasure Title o
Review Disclosure
00003309-01 DD
Lead Investigator 30-Day Review Disclosure Type
Gala Dal 11 Days Left Manuscript

Data Requestors will provide Vivli the submitted copy of any public disclosure via the Public Disclosures
tab at least 30 days prior to submission
P

ey Home  About Members News&Events Resources Portals Find Studies

ENQURY  auicksTupYLookup v (EF myDATAREQUESTS () PROVIDER-ROCHE

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

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
00048991-04 « N/A Draft
. « Roche
00048991-03 Advancing therapies for underserved populations in SummaryOfRes + GlaxoSmithKline Draft
developing nations
Public Disclosures 00048991-02 Mdohine | eanming and L upue Nephritis Dutoomes Manuscript + Roche Published
Using Clinical Trial Data
00048991-01 Oncology trials and patient adherence to meds Manuscript « Roche Review Complete
Page Size: 20 v 110404 Page 10f 1

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 Draft is 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.
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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.

30-Day Review — The disclosure is in the 30-Day review period.

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.

Public Disclosure 00048991-02

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
ion of ials 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).

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
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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.

¢ 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.

Public Disclosure 00048991-02
Status: In Review e

‘ Mark Review Completed ‘
‘‘‘‘‘ v (30-day review stal 1

Review Start Date: 23-Sep-2025 Review End Date: 24-Sep-2025

Data Contributor Organizations

Name 4 Comments Status Date Completed

v v v mm/ddiyyyy B v

Feedback / Attachments

(@ Roche 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
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.

6. 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.

e 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
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review. The Organizational Administrator will receive an email confirming the completion of the
review.

7. 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 Requestor
e When a public disclosure based on the results obtained from the data request is published, the
Data Requestor must inform Vivli.

e Requestors 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.

e 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.

F__ N
. - . L
wmary Home  About Members News & Events Resources  Portals  Find Studies

C = . =2 .
ENQUIRY  QUICK STUDY LOOKUP MY DATAREQUESTS () PROVIDER ROCHE

Public Disclosure 00048991-02

Status: Published

Published Date

Xia, Sinbad
"Association of Immune-Related Adverse Events with Efficacy in Patients With Small Cell Lung Cancer. a Second Analysis of Phase 3 IMpower 133 Randomized Clinical Trials’

vol., no., Aug. 2025, pp. , doi. hitps.//doi.org/10.1101/2025,08.07.25333209

a4 3

Citations

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.
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-
ey Home About Members News&Events Resources Portals Find Studies

enoury  auickstupyiooke v (@ myoaareauests @) sauy v

Request: 48506, PI: Sarah Jones
Status: At least one Data Package Provided and Available Include Risk Score

Research Data Request: Evaluation of Differences in Trial and Non-Trial Patients and Leveraging of External Data for More Efficient
Clinical Trial Designs in Newly Diagnosed Glioblastoma of External Data for More Efficient Clinical Trial Designs in Newly Diagnosed
Glioblastoma

Vivii ID: 00048506
Data Request DOI: https://handle.test.datacite.org/10.70118/AQ00048506

Research Team
Lead Investigator

Sarah Jones

sarahjones@gmail.com

Professor

Dana-Farber/Harvard Cancer Center
Country: Aland Islands

ion or Qualifications
Request Details/Print View
MD, PhD

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.

Home  About Members News&Events Resources Portals Find Studies

ENQUIRY  QUICK STUDY LOOKUP v @ MY DATA REQUESTS n PROVIDER-ROCHE Vv

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

=

L]

atients With Small Cell Lung Cancer: a Second Analysis of Phase 3 IMpower133 Randomized Clinical Trials’
B ViewDisclosure

All Citations

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
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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.

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 dashboard.

ENQUIRY  QUICK STUDY LOOKUP V' @ MY DATA REQUESTS n KAREN ASADA v

Research Data Requests

For data provided by my organizations
@ Data Requests

Archived

Vivli ID: 00048411

Amrutha test 1/23 (Studies: 2) Archived
Requested By: Richard Anderson
Lead Researcher: Amrutha Baskaran

Vivli ID: 00048381
Amrutha 1/6/25 workflow testing (Studies: 3) Archived
on

Requested By: Richard Anders:
Lead Researcher: Amrutha Baskaran

Vivii ID: 00048328

Amrutha test 12/7 workflow (Studies: 3) Archived
Requested By: Richard Anderson
Lead Researcher: Sarah Jones

10. Safety Reporting
e During the course of the analyses, results review, or manuscript writing, if the Data Requestor

comes across any safety concerns, they must report them within 24 hours via the Vivli platform
reporting mechanism.
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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 requestors, the Vivli
Administrators, members of your organization, delegated reviewers, and other Organizational
Administrators associated with the specific request for your data.

e Please note that messages in the open chat are visible to all persons attached to a data request.

o 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
. Log on to the platform:
Go to the Data Request tab:

_NlH

Research Data Requests

For data provided by my organizations

48233

@ Data Requests

Awaiting My Action

Vivli ID: 00048233

Diabetes outcomes in subjects with cardiovascular disease (Studies: 6) Data Contributor Review
Requested By: Richard }\nderson
Lead Researcher: Sarah Sweet

3. Open the applicable data request and click on the Chat tab on the left-hand side of the screen:
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-
-y Home About Members News&Events Resources Portals Find Studies

oucxsTuov oo v @ wvowmreavests (0 sauy v

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

Download PDF

Process Request

Open Chat ftor axoSmithKline [

Communicate with Vivii 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 brows: upl will be led.

No fles uploaded

4. Enter your message in the chat message box under “Open chat” and click Send:

[} Home  About Members. News & Events Resources Portals  Find Studies

EnouRy  owcksTuorLookur v @G myomaReouesTs () sALY v

Request: 48880, PI: Sarah Jones

Status: Data Confributor Review % Cannot Fulfill | Process Request | EL

Open Chat Contributors SlaxoSmithKi o

Communicate with Vivii 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.

e Name ploaded Iploaded Date
i Fite N Uploaded By Uploaded Dat

TYPE YOUR CHAT MESSAGE HERE AND CLICK ‘Send'

No fles uploaded.

5. Inthe chat window, there is a hash mark on the lower right of the text entry panel. Hover over it and
the cursor changes to a double-headed arrow
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Home  About Members News & Events Resources Portals  Find Studies

EnouRy  oucksTuoyLookwe v @@ wyoarareouests () sauy v

Request: 48680, PI: Sarah Jones

Status: Data Contributor Review annot Fulfill |~ Process Requ

Open Chat xoSmithKiine )

Communicate with Vivii 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.

File Nome Uploaded Uploaded Date
! o .

TYPE YOUR CHAT MESSAGE HERE AND CLICK ‘Send’

No files uploaded

6. Dragthe arrow to enlarge the text entry area. Drag it off the edge of the screen to make it very
large.

Home  About Members News & Events  Resources Portals  Find Studies

i NS oS enoury  ouckstuoviookr v @ mvommreauests () say v

Request: 48550, PI: Sarah Jones a = "
Status: Data Contributor Review X Cannot Ful | Process Request

If you navigate away from this page when a mcnplon-d is underway (l.e. clicking on another tab or
closing the browser), all ongoing uploads will be canceled.

File Name Uploaded By Uploaded Date

write a long chat
No files uploaded
al of the

Chat message on

scroling
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7. The message will now appear in the Chat record:

Home  About Members News & Events Resources Portals  Find Studies

enaury  oucxstuoviookur v (@ wvomareavests () sy v

Request: 46560, Pi: Sarah Jones
Status: Data Contributor Review

Chat

Open Chat tribu

)

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

VHILE USIUIE, YUU UU TG TIEEU (U LOIPIEIE 1§ aan FIEaSe TR Uial it 1IETivers wil
not be granted access until we see the completion of this training
— Stage 3: Data upload by the data contributors

Stage 4: Accessing the anonymized data and conducting your analysis, Please note
that Secure Research Environment access includes a fixed no-charge period, after this,

isage fees will apply and continue until a public disclosure is sent for review. You can

more information here: https /vl orgiresourcesivivii-secure-research-
environment/

Stage 5. Public disclosure via a publication or other learned forum

We anticipate that working through the approval process, signing the DUA, and
uploading the data may take between 2-5 months

The first key milestone is the final decision from a data contributor about your request
To prevent delays, please respond promptly to any data contnbutors during the review
process. During the review, the Vivii team will send you information about moving
forward with the Data Use Agreement and the Data Access Training

Please note that any changes to the Lead Investigator, Lead Statistician, their conflict of
interest, adding and removal of studies in the request, or changes to the Statistical
Analysts Pfan will requite that data contributors have the opportunity to re-review your

23925 329 pm

Uploaded Files

WARNING
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 Uploaded By

Uploaded Date

No flles uploaded

8. You can also upload files via chat by clicking on the Select Files button and selecting the file you wish
to upload from your computer, or you may drag and drop the files into the dotted blue box:

Home About Members News&Events Resources Portals Find Studies

evaury  aucxsruovioone v (@ wvowmecavests () sy v

Request: 46560, PI: Sarah Jones
Status: Data Contributor Review

Open Chat tributors (7

UHILE UEIUIE, YUU U0 TR THESU (U COMDIEIE 1 ayan . FIEase (RAE 1at (Saiit 1Iemoers wil
not be granted access until we see the completion of this training
— Stage 3: Data upload by the data contributors

Stage 4: Accessing the anonymized data and conducting your analysis, Please note
that Secure Research Environment access includes a fixed no-charge period, after this,
usage fees will apply and continue until a public disclosure is sent for review. You can
find more information here: hitps://vivii orgiresources!vivii-secure-research-
environment/

Stage 5. Public disclosure via a publication or other learned forum

We anticipate that working through the approval process, signing the DUA, and
uploading the data may take between 2-5 months.

The first key milestone is the final decision from a data contributor about your request
To prevent delays, please respond promply to any data contributors during the review
process. During the review, the Vivii team will send you information about moving
forward with the Data Use Agreement and the Data Access Training

Please note that any changes to the Lead Investigator, Lead Statistician, their conflict of
interest, adding and removal of studies in the request, or changes to the Statistical
Analysis Plan will require that data contributors have the opportunity to re-review your

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

2325 329 pm

Process Reque:

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

No files uploaded

9. Note: Individual participant data (IPD) should NOT be uploaded in this section
10. The following window may appear to confirm that IPD files are not uploaded in this section
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| 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@yivli.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

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:
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13. The history of the uploaded file will appear in the chat window:

Home  About Members News & Events Resources Portal

[conTER 108 0L

s Find Studies

Request: 48620, PI: Sarah Jones Cannot Fulf [ Process Request |
Status: Data Contribulor Review X Cannot Fulfi rocess Request

axoSmithKlir (7]

Open Chat

Communicate with Vivii staff, the Data Contributors, Independent Review Panel and the Research Team
Uploaded Files.

Please note that any changes to the Lead Investigator, Lead Statistician, their confict of
interest, adding and removal of studies in the request, or changes to the Statistical

Download PDF

Upload

Analysis Plan will require that data contributors have the opportunity fo fe-review your T

data request and have it g through their entire approval process " ) from thi fle upload s und L. ol ner tab

If you have any questions, please reach out to us here in chat or via support@viviiorg. O I B oL S CRc DT On M e iab OF
closing the browser), all ongoing uploads will be canceled.

Please review the “Vivli policy in brief” document about active requests and active
enquiries in the resources page- htips /ivivii orgiresources/resources!

Thanks,

The Vivii Team
Chat File Name. Uploaded By Uploaded Date

sally O

File Uploaded: Graphic for data sharing timeline pdf

2340125 31 pm

14. You may also download chat files by clicking on Download:

conre

Request: 43630, PI: Saran Jones X Cannot Fulfi Pracess Request

Status: Data Contribulor Review

axoSmithKlir (7]

Open Chat

Communicate with Vivii staff, the Data Contributors, Independent Review Panel and the Research Team
Uploaded Files.

Please note that any changes to the Lead Investigator, Lead Statistician, their confict of

interest, adding and removal of studies in the request, o changes 1o the Statiscal

Analysis Plan vil require that data contributors have the opportuity to re-review your WARNING

data request and have it go through their entire approval process. § . .

If you have any questions, please reach out to us here in chat or via supporl@vivii.org If you navigate away from this page when a file upload is underway (i.e. cl
closing the browser], all ongoing uploads will be canceled.

Please review the “Vivli policy in brief” document about active requests and active
enquiries in the resources page- htips /ivivii orgiresources/resources!

Thanks,
The Vivii Team
Chat File Name. Uploaded By Uploaded Date
sally O
23925 331 pm v v
File Uploaded: Graphic for data sharing timeline pdf
Graphic for data sharing timeline paf saily 912372025 33113

15. You can delete the uploaded file by clicking delete:

Sally 9123/2025 3:3113 pm

Home  About Members News & Events Resources Portals  Find Studies

ing on another tab or

pm
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Home  About Members  News & Events Resources  Porals  Find Studies

ENQUIRY

Request: 48680, PI: Sarah Jones R I
Status: Data Coniribulor Review Cannot Futf Process Request | [EREIUTER Ly

Open Chat tribus SlaxoSmithk (7]

Communicate with Vivii staff, the Data Contributors, Indepandent Review Panal and the Research Team.

Uploaded Files Verify Upioad
Please note that any changes to the Lead Investigator, Lead Statistician, their confict of
interest, adding and removal of studies in the request, or changes to the Statistical

at e
WARNING
data request and have it go through ther entire approval process. 5 .
If you have any questions, please reach out 1o us here in chat or via support@vivii.org If you navigate away from this page when a file upload is underway (ie. clicking on another tab or
Please review the “Vivii policy in brief’ document about active requests and active closing the browser), all ongoing uploads will be cancel
enquiries in ces page: hiips /vivi.o . 0000 e
Thanks € Select Files
The Vivii Team
o File Name Uploaded By Uploaded Date
sally O
23928331 pm v v v
File Uploaded: Graphic for data sharing timeline pdf
Graphic for data sharing imeline paf sally 9232025 33113 pm

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:

Home About Members News & Events Resources Portals ~ Find Studies

e w v @ wronarcauests (O} sauy v

Request: 48680, PI: Sarah Jones ot F P -
et Jone Sannot Fulfl rocess Request | [EIERRE S

Open Chat ontributors axoSmithili o

Communicate with Vivi staff, the Data Contributors, Independent Review Panel and the Research Team
Uploaded Files

Sally O

n 2925 3326m WARNING

(2 L T (R e 6 T T B 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.

sally 0
2340253 32 pm
File Deleted: Protocol study abd86235.pdf -
Chat Uploaded By Uploaded Date
sally O 7 v v
23024 3350m

File Deleted: Graphic for data sharing timeline paf

Mo fles upiooded

18. Chat messages automatically scroll to the most recent post instead of the first.
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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¥ EN
to info, bcc: 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

S 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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Home  About Members News & Events Resources Portals  Find Studies

evoury  auckstuovioowr v @ wrosmreauests () sy v

Request: 48660, PI: Sarah Jones o )
Status: Data Contributor Review 1 Proces:

(]

Communicate with all data contributors and Vivii, 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.

No files uploaded

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.

Home  About  Members MNews & Events Resources Portals  Find Studies

Evoury  oucksTuoviookr v @ wromareouests ) sauy v

Request: 45680, PI: Sarah Jones - o
‘Status: Data Conlribulor Review annot Fuffil Process Reques ‘ Download PDF
GlaxoSmithKline

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 angoing uploads will be canceled

Mo files uploaded

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"

175


mailto:noreply@vivli.org

Vivli Data Contributor Guide
Version 4.0
Confidential — Do not distribute

(G) Account Information
Microsoft Exchange
Open & Export
+ Add Account
Save As 0 Account Settings
ls: Change settings for this account or set up more
Save as Adobe Acount ol
POF Settings ~ ®  Access this account on the web,
5 com/owaiviog/
(105 or Andeoid.
Print Change
Automatic Replies (Out of Office)
<|j Use automatic replies to notify others that you are out of office, on vacation, or
Automatic | ot available to respond to email messages.
Replies
E Mailbox Settings
3 Manage the size of your mailbox by emptying Deleted Items and archiving.

= 261 GB free 0f 495 GB

Rules and Alerts
ia) Use Rutes and Al o help organtze yousIncoming emall messages, nd receive
Manage Rules | UPdStes when tems are scded,changed, ofremoved.

& Alerts.

Slow and Disabled COM Add-ins
Manage COM add-ins that are affecting your Outlook experience.

Manage COM
Add-ins
Office Account
Manage Add-ins
p=
Feedback @R | Manage and acauie e Adens for Outook
Manage Add

Options ins

In the pop-up window, click New Rule:

Email Rules  Manage Alerts

Apply changes to this folder: |Inbox [ ivli.org]

iNew Rule..., Change Rule - E@ Copy... xgelete ¥ Bun Rules Now... Options

[ Triile fanplied in the order shown) | Actions

New Ruleal
M Results Request Status Change (dient-only)
assigned (client-only)

[HISTORY]

[ALERT ACTIVATED] (dient-only)

Vivli User Support, received (dient-only)
|7| noreply @vivli. org {noreply @vivli.org)

K

]

£y
&

it}

It

it}
it

BT EL

Rule description [click an underlined value to edit):
Apply this rule after the message arrives
from Bluehetal
move it to the Discard folder
and stop processing mare rules

[:] Enable rules on all messages downloaded from RSS Feeds

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 Mext = Finish

Click Next (it should display the choice “with specific words in the subject”),

Rules Wi

‘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 specfic words in the body

[] with specific words in the subject or body
[[] with specific words in the message header
[] with specfic 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 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 “(AMR ID:” or “(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 peaple or public group

[] 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 cateqaory 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 categary

Step 2: Edit the rule description [click an underlined valueg)

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

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 requestor 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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N
I . .
- Home  Aboul  Members News&Evenis Resources  Porials  Find Studies
ENGUIRY  QUICK STUDY LOOKUP v @ MY DATA REC
Report [
Available Report T
~

Data Request Summary Report (Org Admin)

Lead Reseorcher Country  Data Contributors Curment Status ‘Actions Required Oars

Vvl i Titke Lead Researcher Lead Resear

GSK - Awalting Feasibilty
Decision,

48290 Title Edited dfst rer rere FRomania + GlaxoSmithkine Data Contributor Review Boshringer - See 201
Adtional nate

Fulfibed, DeProvisioned

48166 tsiLogindays. dssf sdds o Angala + GlaxoSmithkine 11230004 test action 615
Amrutha End to End . Fuliled, Date of First
480%. eming 012024 Amrutha Baskaran NA Dimbabue + AbbVie Download 11172024 = 68

Stroks Qutcomes in
48010 pationts with Atrial Andrea Johnson i Mayotte  AbbVie Partially Fulilad o 806
Fibrillation

Predicting Treatment
Response 1o combination Universiy of Calfomia, y + GlaxoSmithkine Momber! - Awating
o i pationawintype  Sarah Jones it ok United Sates of America  * 20" Drait ooty dociion 146

2 diabetes

e Publication citations information can also be found in this report:

Available Report Types
Data Request Summary Report (Org Admin)

Number of Public

Vivli Id Actions Required Disclosures

Days in Current Workflow Target Days for Current o ;
Step Workflow Step Feedback Additional Notes Public Disclosure Citations

v v v 4 v N4 v

Inker, Lesley A etal. "Ameta-analysis of GFR slope as a
surrogate endpoint for kidney failure ” Nature Medicine,

70 881 - vol. 28, no. 7. 6 2023, pp. 1867-1876, 1
hitp:/fdx doi.org/10.1038/s41591-023-02418-0

e 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

EnaURY
Vivi Dashboar
Your dashboard is a consolidation of 3l the tems within Vivii that require your action. Use the 1abs 10 view your actions. For more information see the Vivii Organization Administrator and Data
wpload Guide
Data Requests Disclosures Data Uploads Enquiries
Enquiry ID Humber of My Studies Days in Current Step Requested By Action Required
v 4 v \ v
Enquiry ID Number of My Studies Days In Current Step Requested By m
12 1 610 Richard Anderson
Enquiry ID Number of My Studies Days In Current Step Requested By m
32 1 482 Richard Anderso
Enquiry ID Number of My Studies Days In Current Step Requested By m
35 1 481 Richard Ande

e Alternatively you can use the ‘Enquiries Report’, which shows all of a member’s enquiries:
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] Home  About Members News & Evenls Resouces Portals  Find Studies

evcury  aucxstuov oo + @ wrommneovests () sauy

Report

Avallable Report Types

Enquiries Report {Org Admin)

nauiry I Researcher Contributos Contributor’s respanse Deniol Reason NCTID Sponsor ID Study Titie

§ Report Improving Social Functioning in Peaple with 5
= and Mental Heath Disorders Using Viruial Re:
] Richard Anderson GlaxoSmithiling New None NCTUGETT515 3ETTIVR_WPY {ROPVR Sty Protocol fo & Mati-cantre P

Randomized Controlled Trial

A comparison with oral pracnisolone a5 part o
) Richard Anderson AstraZeneca None None 029331 evahuation of two management sirategies for
of severe asthma in General Praclice

ADouble Blinded Randomized Controlled Tria

Exploring the Additional Effect of a Suprascap
DEINDZE SR ES Black in Combination With an Intra-Articular C

Injection in Patients With Frazen Shouider

BiaLINCC (a data-sharing platform fundsd
205 Requester-1 by the National Institutes of Heaith) New None.

Assassing the Abilty of the T-SPOTS T8 Test

- BiaLINCC (a data-sharing platform fundad . . These at Risk of Active Mycobacterium Tuberc

205 Requester-1 by the National Institutes of Health) None. None. NCTU3329705 AF SA148 Infection Using the Normalized TB Specific Ly
Racnonen

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 D Hide Fifters
Available Report Types
Enquiries Report (Org Admin) e

Enquiry Id Final Response Researcher Institution Study Primary Completion  ynternal information Request Number(s) for Study Requester's Purpose Enquiy Status Study Status
¥ dimmiyy OV v @ ddimmiyyyy O ¥ v v v v awaiting DC review ~ V*

Purpose of my research
is

38 Vil 20251231 . TBD Review Awaiting DC reviewr
Purpose of my research
is

38 Vivi . 8D Review Awaiting DC reviewr

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
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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

13.

Please review the Vivli summary

Check Vivli Organization Administrator and Data Upload Guide or reminders on how to do tasks
before emailing support@vivli.org for specific questions.

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

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’

In the Options menu, select ‘Advanced’

In the Advanced menu, scroll to the ‘Print’ sub-menu; select and check the box for ‘Print field
codes instead of their values’

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.
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. Added Section 4.3.2 Make Data Package Available
. Updated Section 6.0 Public Disclosures & Publications
. Updated Section 9.2 Emails for Organizational Administrators

December
13, 2019

1.5

Liz
Graham

—‘L°9°.\‘.°’.‘"':'>.‘*’!\’.—‘

O

Added Section 1.3.3 Organizational Administrator Resources

Added Section 2.5 Study Enquiry process

Updated Section 3.2.2 Data Request dashboard — Search Feature
Updated Section 3.2.3 Reviewing Requests

Updated Section 3.3.3 Request Revision

Updated Section 3.3.5 Major versus minor revisions to data requests
Added Section 3.3.6 Withdrawal process for non-response requests
Added Section 5.1 Software on the secure Research Environment
Updated 9.1.1 Steps, creating a chat message

Updated 9.2 Emails for Organizational Administrators

Note: version 1.4 skipped to align with platform releases to avoid confusion

March 13,
2020

1.6

Liz
Graham

1.

Pon

oo

Metrics--updated screenshots to reflect the updated version

Updated process section 3.3.5 major and minor edits

Updated Section 4.3.1 Steps, Uploading Data Package

Added section 4.3.2 Steps, Download files that the Data Contributor
previously uploaded

Updated Section 9.1.1 Steps, creating a chat message

Updated Section 9.2 Emails for Organizational Administrators

July 11,
2022
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1.7

Liz
Graham

—

Updated 3.2.1. Navigating to Data Requests

Updated Section 3.2.2. Data Request Dashboard with “Awaiting My
Action” dashboard updates.

Updated Section 3.2.3. Reviewing Requests with Data Requests
overlapping title user interface updated

Removed Section 3.3.1. Sending the request to a Delegate

Updated Section 4.1. Vivli Dashboard for Data Contributors with
“Awaiting my Action” dashboard updates.

Section 4.3.1. Steps, Make Data Package Available study list updates.
Updated Section 4.3.2. Steps, Download files that the Data Contributor
previously uploaded

March 6,
2021

2.0

Amrutha
Baskaran

AW

T30 NoO

- O

13.

Updated screenshots throughout the manual to reflect the updated
version of the platform

Added section 1.3.4 Active Platform Accounts

Updated Section 2.5 Study Enquiry Process

Added section 2.6 Supporting documents made available for
researchers searching for studies

Updated Section 3.2.1 Navigating to Data Requests

Updated Section 3.2.3 Reviewing Requests

Updated Section 3.3.5 Withdrawal process

Added Section 3.3.6 Target timeline for the review process

Added Section 4.3 General upload guidelines

Added Section 4.3.1 Zip archive process

Updated Section 4.4.1 Steps: Uploading Data Package to an approved
request

Updated Section 6.2 Publication Notification by Data Requestor
Added Section 9.3 Weekly summary to Organization Administrators

October 9,
2021

2.2

Amrutha
Baskaran

Updated Section 3.2.3 Data Request form

Updated Section 3.3.1 Cannot Fulffill

Added Section 3.4 Report of data requests

Added Section 3.4.1. Features of the report

Added Section 3.4.2. Fields included in the report

Added Section 3.4.3. Status Update

Updated Section 4.4.5 Steps: Upload a New Version of the Data

Package

Added Section 7.DUA extension

Updated Section 10.1.1 Steps, creating a chat message

10. Updated Section 10.3 Weekly summary to Organization
Administrators

11. Added Section 11.4 Standard process for Vivli-Member

Engagement

Nooh~owdbd=

© ®

August 29,
2022

3.0

Amrutha
Baskaran

Added Section 3.2.4 Vivli Policies in Brief

Updated Section 3.3.1 Cannot Fulffill

Updated Section 4.2 Data Upload Notification

Updated Section 10.1.1 Open Chat

Added Section 10.1.4 Setting up an inbox rule on Outlook to filter
emails

o=

January 19,
2023

3.1

Amrutha
Baskaran

o=

Added Section 3.3 Study settings at Data Contributor Review

Added Section 3.3.7 Summary level and document-only data request
Updated Section 3.4.3. Status Update

Added Section 4.4.6 Steps: Uploading data to only one data request

May 27,
2023
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5. Updated Section 6.0 Public Disclosures & Publications & Summary of

Updated Section 1.3.2 Team Members

Added Section 2.5 Individual Studies Format

Updated Section 3.1 Navigation and Enquiry Dashboard
Updated Section 3.2 Enquiry Format

Updated Section 3.3.1 Eligible for Request

o v e wN

results
3.2 Catherine 1. Updated Section 3.2.3 Data Request Form September
D’Arcy 2. Updated Section 3.3 Study setting at Data Contributor Review 26, 2023
3. Updated Section 3.4 Recording a Decision about a Data Request
4. Updated Section 3.5 Report of data requests
5. Updated Section 10.1 Chat
3.3 | Amrutha | 1, Updated Section 2.6 Supporting documents made available for February 1,
Baskaran, . . 2024
Catherine researchers searching for studies
D’Arcy, 2. Updated Section 2.7 Study Usage and Public Disclosure Metrics
g\?vf:t 3. Updated Section 3.4.4 Major versus minor revisions to data
Elizabeth | Sauests .
Graham 4. Updated Section 3.5 Report of data requests
5. Updated Section 3.5.2. Fields included in the report
6. Updated Section 4.4.1 Steps: Uploading Data Package to an
approved request
7. Updated Section 4.4.3 Steps: Uploading data while request
undergoing review
8. Updated Section 4.4.4 Studies list and stored data package
9. Added Section 4.4.6 Uploading large files and data packages to
the Vivli Platform
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 2. 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

189




Vivli Data Contributor Guide

Version 4.0
Confidential — Do not distribute

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
Requestor

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 W

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 3.3.2 Not Available for Request

. Updated Section 3.3.3 Enquiry Feedback to Researcher via
Discussion field

. 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

3.7

Amrutha
Baskaran

w N

N o 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 Requestor 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.
Updated section 3.1 Navigation and Enquiry Dashboard to
include main dashboard

Updated section 4.2.1 Navigation to Data Requests to
include main dashboard

Updated section 4.2.3 Data Request Form, Request History
to include compare PDF

Updated section 4.4.4 Major Versus Minor Revisions to
Data Requests for new process

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

1. Updated section 4.2.4 Artificial Intelligence (Al) and Machine
Learning (ML) request review to include usage risk update

Approval History
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Version 1.0 July 11, 2018
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Version 1.5 March 13, 2020
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