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1.0 Requesting Studies on Vivli — Overview

e The process starts with finding studies you need — for assistance with the search, help is available on
the Vivli site.
e Once you have completed your search, you may request the studies you would like to use for
your analysis.
e To do this, you will need to complete a Vivli Data Request Form on the Vivli platform. You may use “Vivli Data
Request Form Worksheet” to start drafting your data request form offline.
e Your data request will be submitted to all relevant Data Contributors for review, according to the
Data Contributor’s data sharing policies and criteria.
o Tolearn more about individual Vivli Members’ data sharing policies, please see the Vivli
Members Page.
o Foran overview of the data request review process, please see the Vivli Platform Process
overview
o Please review the Vivli policies in brief about active requests and active enquiries before
submitting a data request.

1.1 Searching for studies on the Vivli platform

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’, and/or use the drop-down
filters:

o Study Design (Interventional studies, Observational studies), Study Phase, Sponsor Information
(Funder, Contributor), Sample Size, Location, Start Date, and End Date.
e You may also use the quick study lookup option to search using NCT ID or Sponsor ID.
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https://vivli.org/resources/search-for-studies/
https://vivli.org/resources/search-for-studies/
https://vivli.org/resources/search-for-studies/
https://vivli.org/drf-worksheet
https://vivli.org/drf-worksheet
https://vivli.org/members/ourmembers/
https://vivli.org/members/ourmembers/
https://vivli.org/about/data-request-review-process/
https://vivli.org/about/data-request-review-process/
https://vivli.org/resources/resources/
https://search.vivli.org/
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We are committed to advancing the knowledge around the COVID-19 pandemic

Share trials Search for trials

KEYWORD SEARCH

What are you looking for today?
SPONSOR INFORMATION LOCATION START DATE
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STUDY DESIGN

INTERVENTIONAL STUDIES
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UNDER
slect Multiple
mm/yyyy

From

ONTRIBUTOR
mm/yyyy

Select Multiple

SAMPLE SIZE

|

‘ END DATE
|
|

e Type in the keyword or study ID. The number of studies that include the search term will appear in the blue
bar at the bottom of the page. If you click on the number at the bottom, or the magnifying glass, it will take

you to a list of studies including that term.

How-To: Requesting Studies on Vivli
Version 3.4



CENTER FOR GLOBAL CLINICAL RESEARCH DATA|

diabetes|

Home  About  Members  News & Events  Resources Portals  Find Studies

ENQUIRY  QUICK STUDYLOOKUP v  Signup  Login

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

Share trials Search for trials

KEYWORD SEARCH

STUDY DESIGN

SPONSOR INFORMATION “ LOCATION

| sTART DATE |
UNDER ‘ From |

Select Multiple

Select Muttiple

CONTRIBUTOR

mmiyyyy |
|
|

END DATE

From

mm/yyyy

e To view more information, click on “View Study Details”.
m

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

STUDY DESIGN

INTERVENTIONAL STUDIES

Select Multiple

OBSERVATIONAL STUDIES

Select Multiple

STUDY PHASE

Select Multiple

What are you looking for today?

SPONSOR INFORMATION
SPONSOR TYPE

Select Multiple
SPONSOR
Select Multiple

Home About Members News & Events Resources  Find Studies
o

ENQUIRY QUICK STUDY LOOKUP Vv Sign up Log In

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

NCT00530309 | GLP107865
Diabetes Mellitus, Type 2 40

GSK716156 for injection, Placebo
Phase 1

Log in to Request Study

View Study Details

Log in to Request Study

View Study Details

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

A Single-Center, Non-Randomized, Open-Label, Comparative Study to Assess the Utility of Novel
Technologies and Biomarkers as Methods for Measuring Human Pharmacodynamic Response to 8

Weeks of Administration of Rosiglitazone Maleate 4mg BID in Healthy Normal or Overweight
Controls, Healthy Obese Subjects and Subjects With Type 2 Diabetes Mellitus (T2DM)

View Study Details

e You can find additional information about the study under Study Details, Study Documents and
Administrative Details section
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Home About Members News & Events Resources  Find Studies
o

ENQUIRY  QUICKSTUDYLOOKUP v  Signup  Login

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

Study Details

Phase Condition or Disease
Phase 1 Diabetes Mellitus, Type 2

Intervention/treatment

GSK716155 for injection, Placebo

Brief Summary

A Phase I/ll study to investigate the safety, pharmacokinetics and pharmacodynamics of GSK716155 in Japanese subjects with type 2 diabetes mellitus

Ages Eligible For Study Sexes Eligible For Study Accepts Healthy Volunteers Actual Enroliment
20 Years to 70 Years All No 40
Locations

1.2 Login/Account Setup

e You must be logged in as a Vivli user to begin your data request.
e If you do not have a Vivli account, you will need to set one up before beginning a data request. To
learn more about creating a Vivli account, please review our Vivli User Account Quick Start guide.

If you are not logged in, you will be prompted to do so. After you log in, you will return to the search results
window:

Home  About  Members  News &Events  Resources Find Studies
a

ENGURY  QUICKSTUDYLOOKUP ¥  SQnup  Logk

CLOSE

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

NCT00530309 | GLP107865 View Study Details
Diabetes Mellitus, Type 2
R GSKT16155 for injection, Placebo 0
Phase 1
Mul
STUDYPRASE A Phase |, Placebo-C ,C Clinical Trial to Assess the Safety of Oral SRT2104 and Its Effects on
Vascular Dysfunction in Otherwise Healthy Cig: and Subjects With Type 2 Diabetes Mellitus
M
NCTO1031108 | 114089 View Study Details
Diabetes Mellitus, Type 2
Placebo, SRT2104 3
Phase 1
Mult
A Multicenter, Randomized, Double-Blind, Placeb d, Parallel-Group, D ging Study of Oral GW677954 as a
B Monotherapy for 12 Weeks Duration in Patients With Type 2 Diabetes Mellitus
Mult NCTO0196989 | ADG20001 View Study Details
Diabetes Mellitus, Type 2
SAMPLE SIZE Piogitazone, GW677954 7
Phase 2
A S|ngle-Center, Non-Randomlzed Open-Label, Comparative Study to Assess the Utility of Novel Technologies and
thods for Measuring Human Pharmacodynamic Response to 8 Weeks of Administration of Rosiglitazone
LOCATION Maleate 4mg BID in Healthy Normal or Overweight Controls, Healthy Obese Subjects and Subjects With Type 2 Diabetes
Mellitus (T2DM) View Study Details

Qalart Muinia
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1.3 Add studies to your data request

1. Starting a data request begins with the addition of studies. To add studies from a search to a Data Request

Form, click on Request Study.

INTERVENTIONAL STUDIES

c 261
ENQUIRY  QUICK STUDY LOOKUP v MY DATA REQUESTS

What are you looking for today?

Home  About Members News & Events Resources  Find Studies
o

" DATAREQUESTER Vv

STUBY DESIGN Clinical Assessment of GSK716155 for Type 2 Diabetes Mellitus -A Phase I/l Study to Investigate

the Safety, Pharmacokinetics and Pharmacodynamics of GSK716155 in Japanese Subjects With

]

Type 2 Diabetes Mellitus

Select Multiple
NCT00530309 | GLP107865
OBSERVATIONAL STUDIES Diabetes Mellitus, Type 2
GSK716155 for injection, Placebo
Select Multiple

STUDY PHASE ] - :
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

Select Multiple

SPONSOR TYPE

NCT01031108 | 114089
Diabetes Mellitus, Type 2
Placebo, SRT2104

SPONSOR INFORMATION

Select Multiple
SEENSGR A Single-Center, Non-Randomized, Open-Label, Comparative Study to Assess the Utility of Novel
Technologies and Biomarkers as Methods for Measuring Human Pharmacodynamic Response to 8
Select Multiple Weeks of Administration of Rosiglitazone Maleate 4mg BID in Healthy Normal or Overweight

Controls, Healthy Obese Subjects and Subjects With Type 2 Diabetes Mellitus (T2DM)

2. A dropdown will appear - click on +Add New Request:

CLOSE

acy of Topiramate

ge) With Request Study

Phase 3

3. A dialogue box will pop up where you can provide the Research Project Name for your research
project. Note: Your Project name must match the “Title of Proposed Research” within the data
request form. This can be edited before submitting the data request for review. After entering a
research project name, click Ok to create the data request.

How-To: Requesting Studies on Vivli
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40

Phase 1

Request Study v/

View Study Details

38

Phase 1

Request Study v

View Study Details




New Research Data Request

Enter a descriptive name for your research project.
If this is an additional study you want o add to the same project, then instead of entering a

new project name here, click cancel and choose your previous project name from the drop-
down on the "Request Study” bution.

Research Project Name

4. A pop-up will briefly appear at the bottom of the screen, indicating that you have successfully added
the study to the new data request:

ltem Successfully Added to My Requests

5. You will also get a notification that you may review My Data Requests to see the new request:

Home About Members News & Events Resources  Find Studies
o

3 | 262,
) @& wvomareauests | () DATAREQUESTER v

What are you looking for today?

STUDYDESICN Clinical Assessment of GSK716155 for Type 2 Diabetes Mellitus -A Phase I/l Study to Investigate SR

INTERVENTIONAL STUDIES the Safety, Pharmacokinetics and Pharmacodynamics of GSK716155 in Japanese Subjects With
Select Multple Type 2 Diabetes Mellitus T
NCT00530309 | GLP107865
OBSERVATIONAL STUDIES Diabetes Mellitus, Type 2 40
GSK716155 for injection, Placebo Ph 1
Select Multiple ase

STUDY PHASE

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

View Study Details

Select Multiple

|

SPONSOR INFORMATION

SPONSOR TYPE

Phase 1

Multiple

A Single-Center, Non-Randomized, Open-Label, Comparative Study to Assess the Utility of Novel
Technologies and Biomarkers as Methods for Measuring Human Pharmacodynamic Response to 8
Weeks of Administration of Rosiglitazone Maleate 4mg BID in Healthy Normal or Overweig
Controls, Healthy Obese Subjects and Subjects With Type 2 Diabetes Mellitus (T2DM) tem Successfully Added to My Requests

SPONSOR

Select Multiple

EEA Disclosure Policy Contact Us
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6. To add an additional study to an existing data request, click on Request Study. Then click on the existing data
request’s title from the dropdown. Note: If you have multiple studies to add to your research project, add them
to the same request by repeating this step for each study you want to request.

Home About Members News & Events Resources  Find Studies
o

262,
ENQUIRY QUICK STUDY LOOKUP v MY DATA REQUESTS n DATAREQUESTER Vv

What are you looking for today?

STUDY DESIGN

INTERVENTIONAL STUDIES

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

Type 2 Diabetes Mellitus

Select Multiple 3 R 2
F Increase in albuminuria in Diabetes patients

NCT00530309 | GLP107865
Diabetes Mellitus, Type 2 )
GSK716155 for injection, Placebo +Add New Request

OBSERVATIONAL STUDIES

Select Multiple

STUDY PHASE
A Phase |, Randomized, Placebo-Controlled, Crossover Clinical Trial to Assess the Safety of Oral Request Study \/

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

Select Multiple

View Study Details

NCT01031108 | 114089
Diabetes Mellitus, Type 2 38
Placebo, SRT2104
Phase 1

SPONSOR INFORMATION

SPONSOR TYPE

Select Multiple

7. You will receive the same pop-up notification indicating that the study was added to your existing
data request:

ltem Successfully Added to My Requests

v

8. Once you have added all desired studies listed on the Vivli platform, you can complete the Data
Request Form (See 2.0 Your Data Requests for more information).

1.4 Active Platform Accounts
1. As part of Vivli's security policy, for accounts to remain active on the platform, users must log in every six

months.

2. If you have not logged in for more than six months, the Vivli team will email you asking that you log in to
your account. The Vivli team cannot accept notifications via email to keep these accounts active. It will
require you to log in every six months.

3. |If this is not done within 10 business days of the six-month notification email the account will be de-
activated. If you want your account re-activated, you can email us at support@vivli.org and, we can re-
activate your account at any time.

How-To: Requesting Studies on Vivli
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1.5 Edit display name in profile
1. To edit your display name, click “Edit My Profile” on the right hand side of the platform underneath your name

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

A Dashboard

How-To: Requesting St
Version 3.4

Home  About Members News & Events Resources Portals  Find Studies

Y450
ENQUIRY  QUICKSTUDYLOOKUP v &§' MY DATAREQUESTS

Welcome, Data Requester! Organization Memberships

o DATAREQUESTER Vv

Search
Dashboard

Enquiries

This is your view of Vivli at a glance. fo
You are currently not a member of any organizations

Here you can view your organizational memberships and roles,
any pending requests that require your approval, as well as any
studies awaiting Data Package upload from your organization.
You can also generate metrics for data requests involving your
organization's studies.

If you have any questions, please contact Vivli Support.
Thanks!

Data Requests Awaiting My Approval

No Data Requests Awaiting Approval

Studies Awaiting Data Package Upload

Only data contributors are authorized to upload IPD data

udies on Vivli

Change Password

Log Out

11




2. You will be prompted to log in again with your credentials

(D User details - Personal - Microsoft Edge — ] x
A

() httpsy//vivliga.b2clogin.com/vivliga.onmicrosoft.com/b2c_1a ...

< Cancel

Email Address

Continue

How-To: Requesting Studies on Vivli
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3. Provide your full name and click Continue

[ user details - Personal - Microsoft Edge — (] X

(3)  httpsy//vivliga.b2clogin.com/vivliga.onmicrosoft.com/B... 2 A

< Cancel

‘ Richard Anderson

Continue

How-To: Requesting Studies on Vivli
Version 3.4



4. The system will bring you to the Dashboard where you can see the updated name

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

ENQUIRY QUICK STUDY LOOKUP v @ MY DATA REQUESTS n RICHARD ANDERSON v

A Dashboard Welcome,|Richard Anderson! Organization Memberships

This is your view of Vivli at a glance. S
You are currently not a member of any organizations

Here you can view your organizational memberships and roles,
any pending requests that require your approval, as well as any
studies awaiting Data Package upload from your organization.
You can also generate metrics for data requests involving your
organization's studies.

If you have any questions, please contact Vivli Support.
Thanks!
Data Requests Awaiting My Approval

No Data Requests Awaiting Approval

Studies Awaiting Data Package Upload

Only data contributors are authorized to upload IPD data

2.0 Your Enquiries

1. You can submit an enquiry using the Vivli platform https://search.vivli.org/enquiries/ regarding the
availability of a Vivli Member study not listed on Vivli or for additional study information not included in a
study listing.

2. Enquiry tab Allows Vivli and Data Contributors to receive, respond and track enquiries.

3. Please fill out one Enquiry form for multiple studies that will be part of oneresearch project, even if the
studies are from multiple Vivli Members.

4. For more information on Vivli Members, please visit the Member Page. Some Vivli Members may require
that enquiries be submitted via their own portals. Enquiries will be answered at the discretion of the
Member. Please note that most members do not share studies where the primary completion date has not
yet been reached.

5. To create an enquiry, you must have a Vivli account. Please see Section 1.2 Login/Account Setup to create a
new account

How-To: Requesting Studies on Vivli
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2.1 Navigation and Enquiry Dashboard

1. Once you have logged in to the dashboard, you can navigate to Enquiries using the toolbar on the left-hand
side of the screen. You can also use the dropdown menu on the upper right-hand corner of the screen or the top
center of the screen

Home  About Members News & Events Resources Portals  Find Studies
-

V450
ENQUIRY = QUICK STUDY LOOKUP v OIS () 0ATAREQUESTER v

Search

A Dashboard Welcome, Data Requester! Organization Memberships ...«

You are currently not a member of any organizations Edit My Profile

This is your view of Vivli at a glance.

Here you can view your organizational memberships and roles, Change Password
any pending requests that require your approval, as well as any Log Out
studies awaiting Data Package upload from your organization.

You can also generate metrics for data requests involving your

organization's studies.

If you have any questions, please contact Vivli Support.
Thanks!
Data Requests Awaiting My Approval

No Data Requests Awaiting Approval

Studies Awaiting Data Package Upload

Only data contributors are authorized to upload IPD data

2. The Enquiries Dashboard displays a status bar at the top of the page which displays all the Enquiries for
your organization’s studies.

B &
wmay Home  About Members News & Events Resources  Portals Find Studies
o

ENQUIRY  QUICK STUDY LOOKUP v MY DATAREQUESTS () DATAREQUESTER v

Add Enquiries for studies

|8 Enquiries Draft = + Add Enquiry
] 1]

Purpose Date Submitted Status

ID Requester

10 Data Requester Draft

How-To: Requesting Studies on Vivli
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3. The status bar contains 3 sections:

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

Enquiry Validation: Displays Submitted Enquiries that are in Vivli review. The Vivli team may request you more
information or send it back for any revision or may process it forward. You will receive an email notification for any

updates.
Review: Displays Enquiries that are in review by the Data Contributors. It also includes Enquiry where decisions are

made.

4, Each Enquiry recorded on the dashboard displays the Vivli Enquiry ID, Requester Name, Purpose of
research, Date Submitted, and Status of the Enquiry.

[
ey Home  About  Members News & Events Resources  Portals Find Studies

ENQUIRY QUICK STUDY LOOKUP v @ MY DATA REQUESTS n DATAREQUESTER Vv

Add Enquiries for studies

[ Enquiries Draft ; = ~+  Add Enquiry

Purpose Date Submitted Status

D Requester

10 Data Requester Draft

2.2 Creating an Enquiry

1. To create an Enquiry, go to the Enquiry Dashboard and click on the Add Enquiry button

y Home About Members News & Events Resources Portals  Find Studies
o

Y450
ENQUIRY  QUICK STUDY LOOKUP v MY DATAREQUESTS () DATAREQUESTER v

Add Enquiries for studies

LE Enquiries Draft 1 . ap Add Enquiry

Purpose Date Submitted Status

D Requester

10 Data Requester Draft

2. Inthe Enquiry form, Requester Email and Requester Name is automatically pulled from your Vivli Account
profile. If your name is incorrect, please stop here and update your profile. Do not hit the Save button.
Please see Section 1.5 Edit display name in profile for more information.
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copack  Enquiry Id: 0 Status: Draft Date Submitted:

Requester Email

Datarequester.vivli@gmail.com

Requester Name

Data Requester

Your Institution

Country

- Select an Option -

Purpose

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

- NCT ID Study Title

OR

Sponsor ID

Data Contributor

- Select an Opti...

Sponsor:

3. Fillin your Institution name, select your country, and provide the purpose of your research

sopack  Enquiry Id: 0 Status: Draft Date Submitted:

Requester Email

Datarequester.vivli@gmail.com

Requester Name

Data Requester

Your Institution

Country

- Select an Option -

Purpose

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

- NCT ID Study Title

OR

Sponsor ID

Data Contributor

- Select an Opti...

|

Sponsor:

How-To: Requesting Studies on Vivli
Version 3.4

17




4. Type in the study information:

a. If you have the NCT ID from https://clinicaltrials.gov/ website, type it in the NCT ID field. The Vivli
platform will automatically populate the Sponsor ID, Study Title and Sponsor name, Primary completion
Date, and Clinical Trials.gov link from Clinicaltrials.gov website.

b. If you do not have the NCT ID, then please provide the Study Title and any additional information that
will help the Vivli Member to identify the study. This may include but is not limited to study ID, Drug
intervention/Drug Name, indication, Study Phase, primary publication, etc.

Please enter an NCT Id or Sponsor Id if the study is on clinicaltrials.gov, or enter the study title.
- NCT ID Study Title
NCT00536120 A Randomized, Open-Label Study to Assess the Effects of Tysabri
Treatment on Vaccination Response and Lymphocyte Subsets in Subjects
OR With Relapsing Forms of Multiple Sclerosis Data Contributor
- Select an Opti... M

Sponsor ID

101MS404 Sponsor: Biogen
;rimary Completion Date: 2009-12- Clinical Trials:  https://clinicaltrials.gov/show/NCT00536120

Discussion:

Data Requested

- Select Multiple -

Response

New

Reason No Data Found

None

5. If a study is already listed on the Vivli platform, you will see a note in red. At this point, you may stop your
enquiry and go to the search page to add the study to your data request. Please see Section 1.1 Searching
for studies on the Vivli platform. Do not hit the Save button. If you need to enquire about further
information on the study, you can continue to proceed with the Enquiry.

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

— NCT ID Study Title
NCT02583997 Non-closure of Alveoli After Avulsion of Wisdom Teeth: a Randomized,
Open, Multicenter Trial
OR Data Contributor
- Select an Opti... R
Sponsor ID

Sponsor: Centre Hospitalier

LOCAL/2014/PL-01 Universitaire de Nimes

2Pgmary Completion Date: 2018-07- Clinical Trials:  https://clinicaltrials gov/show/NCT02583997 ;lhi?f Study is listed on the Vivli
atiorm

6. Select the Data Contributor from the dropdown list. If a Data Contributor is not listed in the Data
Contributor dropdown, they are likely not a member of Vivli and therefore, the study is unlikely to be
shared via the Vivli platform. We recommend reaching out directly to the data contributor to learn more

How-To: Requesting Studies on Vivli
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about their data sharing policies. Some Vivli Members may require that enquiries be submitted via their

own portals and will not accept enquiries via the Vivli platform.

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

- NCT ID Study Title
NCT00536120 A Randomized, Open-Label Study to Assess the Effects of Tysabri
Treatment on Vaccination Response and Lymphocyte Subsets in Subjects
OR With Relapsing Forms of Multiple Sclerosis
Sponsor ID
101MS404
;’;imary Completion Date: 2009-12- Clinical Trials:  https://clinicaltrials.gov/show/NCT00536120
Discussion:
Data Requested
- Select Multiple -
Response @
New
Reason @ No Data Found
None

7. Select the type of Data you need for your analysis. Three options available are Clinical Documents,

Participant Data, and Summary Data. You can select one or more options.

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

- NCT ID Study Title
NCT00536120 A Randomized, Open-Label Study to Assess the Effects of Tysabri
Treatment on Vaccination Response and Lymphocyte Subsets in Subjects
OR With Relapsing Forms of Multiple Sclerosis
Sponsor ID
101MS404
;rimary Completion Date: 2009-12- Clinical Trials:  https://clinicaltrials.gov/show/NCT00536120
Discussion:
Data Requested
- Select Multiple -
Response @
New
Reason @ No Data Found
None

How-To: Requesting Studies on Vivli
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8. To delete a study, click the delete icon

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

- NCT ID Study Title o,
NCT02583997 Non-closure of Alveoli After Avulsion of Wisdom Teeth: a Randomized, =
Open, Multicenter Trial
OR Data Contributor
- Select an Opti... e
Sponsor ID

Sponsor: Centre Hospitalier

LOCAL/2014/PL-01 Universitaire de Nimes

ggmary Completion Date: 2018-07- Clinical Trials:  https://clinicaltrials gov/show/NCT02583997 ;:Wi?fStudy is listed on the Vivli
atiorm

9. The following pop-up will appear. Click Yes

Are you sure you want to remove this study from the enquiry?

Yes No

10. Click the Save button on the top to save your Enquiry form. Once saved, the Vivli system will assign an

Enquiry ID.
e 5N
[ B > ®
way Home About Members News & Events Resources Portals  Find Studies
o

ENQUIRY QUICK STUDY LOOKUP Vv @ MY DATA REQUESTS n RICHARD ANDERSON Vv

Enquiry Id: 0 Status: Draft Date Submitted: Add Study |m

Requester Email Requester Name

Datarequester.vivii@gmail.com Richard Anderson

Your Institution Country

Duke University United States of America R
Purpose

Cardiovascular outcomes in Diabetes subjects

11. To add studies to the enquiry, click the Add study button on the top. Please add all the studies relevant to
the project in the same enquiry even if it is from different Data contributors.

How-To: Requesting Studies on Vivli
Version 3.4 20



soBack  Enquiry Id: 0 Status: Draft  Date Submitted:

Requester Email

Datarequester.vivli@gmail.com

Your Institution

Duke University

Purpose
Cardiovascular outcomes in Diabetes subjects

Requester Name

Richard Anderson

Country

United States of America

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

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

- NCT ID Study Title
NCT02583997 : .
Open, Multicenter Trial
OR
Sponsor ID

LOCAL/2014/PL-01

Add Save

i

Data Contributor
AbbVie

Sponsor: Centre Hospitalier
Universitaire de Nimes

12. Scroll to the bottom to see the new study field. Use the + to expand the study field and fill out the details of

the additional study

Enquiry Id: 0  Status: Draft Date Submitted:

Data Requested

- Select Multiple -
Response @
New
Reason @ No Data Found
None
Comment [ Add Comment
To save comments please click
"Save" or "Save & Notify" button.
Date of Final Response: Request Number(s):
@ NCTID: Study Title: Data Contributor: Response: !
New
How-To: Requesting Studies on Vivli
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13. Once you have completed the form, click the Submit button on the top

Enquiry Id: 0  Status: Draft Date Submitted: Add Study m

Requester Name

Requester Email
Datarequester.vivli@gmail.com Richard Anderson

Your Institution Country
v

Duke University United States of America

Purpose
Cardiovascular outcomes in Diabetes subjects

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

- NCT ID Study Title
Non-closure of Alveoli After Avulsion of Wisdom Teeth: a Randomized,

NCT02583997 ; :
Open, Multicenter Trial
OR Data Contributor o
AbbVie
Sponsor ID
Sponsor: Centre Hospitalier
LOCAL2014/RI=0 Universitaire de Nimes

14. If the Submit button is not enabled, look for the red exclamation mark which points the incomplete field

Enquiry Id: 0  Status: Draft Date Submitted: Add Study Save E

Requester Email Requester Name

Datarequester.vivli@gmail.com Richard Anderson

Your Institution Country
v

Duke University United States of America

Purpose

Cardiovascular outcomes in Diabetes subjects

+ NCTID: Study Title: Non-closure of Alveoli After Avulsion of Wisdom Teeth: a Data Contributor: AbbVie Response: m
NCT02583997 Randomized, Open, Multicenter Trial New

-+ NCTID: Study Title: Data Contributor: Response: m
New

15. Once submitted, the enquiry moves to the Enquiry Validation stage. You can see the Enquiry ID, Enquiry
Status, and the Date Submitted on the top of the request and in the Dashboard. Please see Section 2.1
Navigation and Enquiry Dashboard

How-To: Requesting Studies on Vivli
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Enquiry Id: 11 Status: Enquiry Validation Date Submitted: 2024-06-12

Requester Email Requester Name
Datarequester.vivli@gmail.com Richard Anderson

Your Institution Country

Duke University United States of America
Purpose

Cardiovascular outcomes in Diabetes subjects

- NCT ID Study Title

NCT02583997 Non-closure of Alveoli After Avulsion of Wisdom Teeth: a Randomized,

Open, Multicenter Trial
OR

Sponsor ID
LOCAL/2014/PL-01

2.3 Enquiry Discussion

1. You may add comments in the discussion field to either provide additional information to the Data Contributors

or Vivli or respond to their questions at any stage.

Save

2. The button allows you to save any information you provided on the enquiry but don’t

notify the Data Contributor and the Vivli Admin

Save & Notify

3. The button allows you to save any information on the enquiry and notify the Data

Contributor and the Vivli Admin

4. If you are responding to multiple studies in the same Enquiry, you may choose to use the Save button the

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

Data Contributor
AbbVie

Sponsor: Centre Hospitalier
Universitaire de Nimes

5. Type in your comments in the comments field and click the Add comment button.
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Enquiry Id: 10  Status: Draft Date Submitted: Add Study Save

Primary Completion Date: Clinical Trials:

Discussion:

Data Requested

ParticipantData x

Response @
New
Reason @ No Data Found
None
Comment Add Comment
Here is a sample message on the enquiry
To save comments please click
"Save" or "Save & Notify" button.
Date of Final Response: Request Number(s):

6. Your comments will show up in the Discussion field. Click on the Save & Notify Blue button on the top to
notify the Vivli team and the Data Contributor

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

Primary Completion Date: Clinical Trials:  https://clinicaltrials.gov/show/NCT01946204
Discussion:
A 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... b
Reason @
None .
Comment Add Comment ]
To save comments please click "Save"
or "Save & Notify" button.
Date of Final Response: Request Number(s):

7. If the Vivli team or Data Contributor provides their comments, you will receive an email notification and
their response will be displayed in the discussion field.
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2.4 Enquiry Response

Each study will have the following fields:

a. Responses: This includes updates to the Enquiry discussion and decisions made by the Data
Contributor:

vi.

Vii.

viii.

None — No responses

New — Meaning no one has responded yet — this is the initial default value

Response from requester — You have added information to the discussion. This is
automatically set when you add a comment and click Save or Save and Notify.

Response from data contributor — The Data Contributor has added information to the
discussion. This is automatically set once the Data Contributor responds.

Response from Vivli — The Vivli Admin has added information to the discussion. This is
automatically set when the Vivli team responds.

Eligible for Request as an Unlisted Study — You can Add this study to your data request. For
next steps, see Section 2.5 Adding studies to your data request

Study is Listed - You can Add this study to your data request. For next steps, see Section 2.5
Adding studies to your data request

Not Available — Study is not available. No Action is needed from you

b. Reason — When the response is Not Available, the reason field provides more information. Other
Comment — You, Vivli Admin and Data Contributors can add a comment about the Enquiry
Discussion — This includes all the comments provided by you, Vivli Admin, and Data Contributor for
this specific study

e. Date of Final Response — Date when Data Contributor makes a final decision

f. Request Number(s) — You 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. For more information See Section 2.5 Adding Studies to your data

request.

Data Requested:

 Clinical Documents
« ParticipantData

Discussion:

Response

New

No Data Found

Reason

None

Date of Final Response:

Comment Add Comment

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

Request Number(s):

How-To: Requesting Studies on Vivli
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2.5 Adding studies to your data request
1. If a study is Eligible for Request, you can add studies from the Enquiry directly into the data request form.
e If the study is unlisted, you can add them immediately.
e If the study is listed, wait for instructions from the Vivli admin when the study is ready to be added (this

might take a couple of days).

2. Open the Enquiry and scroll down to studies. Click the Request Study button and click the down arrow next to it.

Enquiry Id: 9  Status: Review Date Submitted: 2024-06-10 m Save & Notify
4
=

- NCT ID Study Title Notify on "Save & Notify": 0O
NCT01946204 A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase Il
Study of ARN-509 in Men With Non-Metastatic (M0) Castration-Resistant Data Contributor
OR Prostate Cancer Data Contributor
Sponsor ID Sponsor: Aragon Pharmaceuticals,
Inc.
CR102931
Primary Completion Date: Clinical Trials:  https://clinicaltrials.gov/show/NCT01946204
Discussion:
Comment from Vivii Admin
Data Requested: 6/10/2024 2:42:07 pm Stan Neumann
« Clinical Documents 6/11/2024 6:32:25 am Amrutha Semment fom Be
« ParticipantData
Response @

Study is Listed

Reason @

Nnono

3. If you have an existing data request in drafts, you will see a list of them. Select the appropriate data request.

Enquiry Id: 9  Status: Review Date Submitted: 2024-06-10 Save
Request Study \/

- NCT ID Study Title o . ’ .
. ) ) Albumin increase in diabetes mellitus patients
NCT01946204 A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phas
Study of ARN-509 in Men With Non-Metastatic (M0) Castration-Resi
OR Prostate Cancer Heparin use in the patients with stroke

Sponsor ID ILT TC3027

CR102931
Increase in albuminuria in Diabetes patients

Primary Completion Date: Clinical Trials:  https://clinicaltrials.gov/show/NCT01946204

Increase in albuminuria in Diabetes patients
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4. If you do not have an existing data request in drafts or if you want to create a new data request, Select +Add New
Request

Enquiry Id: 1 Status: Review Date Submitted: 2024-06-13 m Save & Notify
Request Study \/

- NCT ID Previous Study Title ; g
Enquiries ) ) Notify on "Sav¢ - Outcomes
NCT0194620... - A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase IlI
Study of ARN-509 in Men With Non-Metastatic (M0) Castration-Resistant Data Contribut]
OR Prostate Cancer Data Contribut] +Add New Request
Sponsor ID Sponsor: Aragon Pharmaceuticals,
Inc.
CR102931
Primary Completion Date: Clinical Trials: https://clinicaltrials.gov/show/NCT01946204
Discussion:

Data Requested:

« Clinical Documents

Response
Study is Listed

5. You will be prompted to provide a new project name.

New Research Data Request

Enter a descriptive name for your research project.
If this is an additional study you want to add to the same project, then instead of entering a

new project name here, click cancel and choose your previous project name from the drop-
down on the "Request Study” button.

Research Project Name

How-To: Requesting Studies on Vivli
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6. The following notification will appear

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

[ 453)
MY DATAREQUESTS ) RICHARD ANDERSON v

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

Requester Email Requester Name
Datarequester.vivli@gmail.com Data Requester
Your Institution Country

Boston University United States of America

Purpose
To find the CV outcomes in Cancer patients

Request Study v/

= NCTID Study Tile Notify on "Save & Notify”": D
NCT01946204 A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase 11|
Study of ARN-509 in Men With Non-Metastatic (M0) Castration-Resistant Data Contributor
OR Raastats Conicer Data Contributor
Sponsor ID O e e e e P e i
CR102931 [ Item Successfully Added to My Requests

7. Note: you have to take the above steps for each study in the Enquiry that is available for the data request and add
it to the same data request.

8. Once you have added the studies to your data request, you can fill out the remaining fields in the data request
and submit the request. For more information, see Section 3.0 Your Data Requests

9. Once submitted, a note will also be placed in the data request form under other information stating “This request
was initiated from enquiry ID (s)”.

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

ENQUIRY  QUICK STUDY LOOKUP Vv @ MY DATAREQUESTS n AMRUTHA BASKARAN (Vivii Admin) v

Request: 48130, PI: Karen Aseda - T
e roiet or Donottrack [ Resetto Draft CLSLRSP | Cannot Fulil | | . Procoss Roquost | m
m Check 2

Other Information

[ This request was initiated from enquiry: 2|

Requested Studies

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase Il Study of ARN-509 in Men With Non-
A ic (MO) C ion-Resi Prostate Cancer

P Data Confributor BMS ~Study ID' NCT01946204 Data RequestID: 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 GlaxoSmithKiine ~ Study ID' NCT00803673  IRP/Approver Wellcome Trust  Data Request ID 00048130  Sponsor ID: 110106
Data Contributor- GlaxoSmithKline IPD Uploaded

Attached Files

Request Detalls/Print View

NO FILES IN PACKAGE

10. Also, the Enquiry form will display the associated Data request ID
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3.0 Your Data Requests

To find your data requests, click on My Data Requests in the top right corner of the screen:

B |
Wy Home  About Members News & Events Resources  Find Studies

262 o . .
ENQUIRY QUICK STUDY LOOKUP v MY DATA REQUESTS n DATA REQUESTER Vv

CLOSE

STUDV. DESIGN i A Multicenter, Randomized, Double-blind, Placebo-controlled, Parallel Group, Dose Ranging Study Request Study \/
RIERERTENA SRS to Determine the Effect of Mepolizumab on Exacerbation Rates in Subjects With Severe

ST i Uncontrolled Refractory Asthma

Select Multiple View Study Details

NCT01000506 | 112997
OBSERVATIONAL STUDIES Asthma 621
Mepolizumab 750, Mepolizumab 250, Mepolizumab 75, Placebo saline Phase 2

Select Multiple

STUDY PHASE

A Phase 3, Randomized, Open-Label, Comparative Trial Of Azithromycin Plus Chloroquine Versus Request Study \/
T Mefloquine For The Treatment Of Uncomplicated Plasmodium Falciparum Malaria In Africa
Select Multiple
NCTO00367653 | A0661155 View Study Details
Malaria

SPONSOR INFORMATION Azithromycin plus Chloroquine, Mefloguine 397
SPONSOR TYPE Phase 3

Select Multiple

SEGHSER Efficacy of Two Commercially Available Chlorhexidine Mouthrinses Non-alcohol Base - a Request Study
Randomized Clinical Trial

Selechipe NCT01580943 | FMDUP101351003 View Study Details
- Dental Plaque

This will take you to your data requests page, where you can navigate to complete the Vivli Data Request Form
and check the status of any previously submitted data requests.

Click on Draft to see any incomplete or new data requests. Click on the data request to open it:

way Home  About Members News & Events Resources  Find Studies
o

ENQUIRY QUICK STUDY LOOKUP v MY DATA REQUESTS n DATA REQUESTER Vv

My Data Requests (262)

© Draft o

INCREASE IN ALBUMINURIA IN DIABETES PATIENTS | 2 STUDIES

Status: Draft Cancel X

3.1Editing a data request

You may edit the Project name of your data request as it will appear on the Data Request Form and
Vivli Dashboard. The Project name of your data request should be the same as the “Title of Proposed
Research” as it appears on the Data Request Form.

How-To: Requesting Studies on Vivli
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1. Click on Edit Request Title to edit the Project name:

wmar Home  Aboul Members  News & Events  Resources Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 diabete [ sme |

R h Tear
e LEAD RESEARCHER / STATISTICIAN O It user o access data request Lead Researcher is also Statistician Researcher @)

2. The following dialogue box will pop up. Add a new title and then click Ok:

Research Data Request Title

Enter a new title for your research data request

Title

Predicting Treatment Response to combil

3.2 Completing a data request

To complete a data request, you must add all required information to the Data Request Form.
For guidance, please see Vivli Data Request Form Worksheet. Please note that the data
request must include:
e The name, contact information, primary affiliation and position, country, qualifications, degrees and
where the degrees were obtained of all team members.
e Conflict of Interest Statement
e The title of the proposed research with a description of the study design (which should match the Project
name)
e Lay summary explaining the relevance of the project to science and public health

How-To: Requesting Studies on Vivli
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e Brief description, main predictor variable and outcome elements, specific aims and objectives and
hypothesis to be evaluated
e Purpose of analysis and outcomes
* Project timeline, dissemination and publication plan.
e Statistical Analysis Plan
¢ Information about funding
e Attestation
e All other required fields, including all data sets associated with the proposal
o This includes studies you may request from Vivli; studies requested from other Data
Sharing Platforms or Portals; and any additional data, tools, and scripts that you want to
bring into the Vivli platform. If you will not be bringing studies into the Vivli platform
but they are part of your overall research analysis plan, then please add this list of
studies as an attachment.

For more information on requesting studies not listed on Vivli, please see Section 5.0 Requesting data from studies
not listed on Vivli, but available for provisioning into the Secure Research Environment.

Home  Aboul  Members  Mews & Evenls  Rescuices  Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 diabetes CIE=Em | swe |

Research Team .
ER LEAD RESEARCHER / STATISTICIAN O Invite: user to access data request Lead Researcher is also Statistician Researche
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3.2.1 Adding Files or Other Information to your data request

1. You may also attach files to your data request using the Other Information/File Attachments tab:

wm Home  Aboul  Members  News & Evenls  Resources  Find Studies

RESEARC DAT

Predicting Treatment Response to combination drugs in patients with type 2 diabet... m

Other Information

File Attachments

NO FILES IN PACKAGE
Other Information | File Attachments. e = e e e e e e e e e o e e e e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e

2. Click on Select Files to choose afile:

L ] Home  Aboul  Members  News & Evenls  Resources  Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 diabet... m

Other Information

File Aftachments

NO FILES IN PACKAGE
Other Information | File Attachments e B e e e e LS ST
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3. Then simply select the file from your computer:

@ File Upload X
& v « Docu > Proces. v Search Processes rd
Organize

New folder

v @ OneDrive - Personal O Name

Date modified

> 77 Attachments Password Eme...

> @ Desktop 3 202202088l a.

> 2 Documents ] 2022_3_11 Utiliz

1165298b-f08b-46d5-92bd-44434407 8fac/otherinformation

BRI B W or Gicb.. 5. Vililnternal Docume... 5} amevivii  Azure DevOps (% Vii-dev () Bepensify %7 Dev - AMRViVE
Adobe Acrobat D.

52 AMRUAT %2 QAAMRVivli % ToTheNew - Login

Microsoft Excel W

Home  About  Members News & Events ~ Resources

Find Studies

S I Pictures 13 2022_07 14 Aste.
File name: | Adding studes graphic ~| AllFiles
Open

Other Information

File Attachments

Other Information / File Attachments

B it Request Title

"
Cancel

NO FILES IN PACKAGE

[CENTOR FOR GAORAL CLIMCAL BESEARCR DATA

4.You may also drag and drop files into the ‘Drop files here’ box:
F._ s

Homae About Membiars Nows & Events Resources

Predicting Treatment Response to combination drugs in patients with type 2 diabet...

Other Information

File Attachments

Other Informati

I File Attachment:

Find Studies

NO FILES IN PACKAGE
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5. Your uploaded files will appear under Uploaded files:

- Home  About  Members Mews & Evenls  Resources  Find Studies

[CENTER P08 G0BAL CLINCAL BESEARC AT

Predicting Treatment Response to combination drugs in patients with type 2 diabet... Cancel

Other Infermation

File Attachments

Other Information | File Attachments.

UPLOADED FILES

6. You can select the file type from the dropdown menu after upload is complete:

L T Home  About  Members  Mews & Events  Resources  Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 diabet... m

Otther Information

nformation @

File Attachments

Other Infermation / File Attachmants

UPLOADED FILES

Research Proposal Supplement
Funding Information

Statistical Analysis Plan

ther

Unknown
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7.To delete the file, simply click on Delete:

[} Home  About  Members  MNews &Events  Resources  Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 diabet... Cancel

Other Information

File Attachments

Other Information / File Attachments. |

UPLOADED FILES

v x
8. To enter any other information, simply type into the dialogue box:
= 5Y
& . hd -
wmar Home Abow!  Members  MNews &Events  Resources Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 diabet... CImmmEy m

Othet Irformaton

File Attachments

Other Information / File Attachments |

UPLOADED FILES

3.3Saving your data request

You do not have to complete the Data Request Form in a single session; you can save the Data Request
Form as many times as needed prior to submission.
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To save a Data Request Form, click on Save in the top right corner of the screen:

Homa  About News & Events  Resources  Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 diabet...
Other Informabion
File Attachments
|

Other Information | File Attachments

UPLOADED FILES

3.4 Adding Research Team Members

e Individuals activated for a data request will be able to view and edit the Data Request Form

o [f the Data Use Agreement (DUA) covers the individual, they will have access to the Secure Research
Environment

e These permissions can also be changed before starting the research environment and while the
research environment is running.

e If you would like to make changes to the Research team members including the Lead
Investigator or Lead Statistician during the review process, please reach out to the Vivli team
via platform chat. Please note that according to Vivli policy, any changes to the Lead
Investigator, Lead Statistician, their conflict of interest, adding and removal of studies in the
request, changes to the Statistical Analysis Plan will require that Data Contributors have the
opportunity to re-review your data request and have it go through their entire approval
process.

e If your team member is from a different institution than the Lead Investigator and they would
like to access the data, they will need to have a DUA in place from their institution before
accessing the data.

1. If the Lead Investigator is also a Statistician Researcher, select the checkbox as shown below
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Resources  Find Studies
-

Members  News & Events
n RESEARCHER v

About
JUICK STUDY LOOKUP v @ 1Y DATA REQUESTS

Home

ENQURY

e 1S
[ B | . L

| O Lead Researcher is also Statistician Researcher @ | ‘

Predicting Treatment Response
LEAD RESEARCHER Activate user for accessing data request
First Name Last Name ORCDID @
Ema Position
Employer, Company, Research Ins Country
- Select an Option hd
Education, including the e, discipline and institution where the degree was granted, and professional qualifications that are relevant to the pre d research and are @ Character Count:  0/1000
specific to clinical data a s haracter o Y

these will be managed. If none, please enter None.

real or potential conflicts of interest and describe ho

Please list any

VM Access Admin Aooroval Based on Aooroved DUA

To add additional team members, scroll down to add additional team members - click on Add+ in the lower
Members News & Events Resources  Find Studies

Home  About

2.
right corner, opposite ADDITIONAL RESEARCHERS:

CENTER FOR GLOBAL CLINICAL RESEARCH DATA
Edit Request Tile

Predicting Treatment Respo...

7]

hat are relevant to the

wofessional qualifics

here the degree was gr;

Research Team

=nter

zed. If none, ple;

onflicts of interest and

any real or pe

al Based on Approved DUA

ADDITIONAL RESEARCHERS

3. The following dialogue box will appear:
37
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ADDITIONAL RESEARCHER 0 Activate user for accessing data request 0

First Name Last Name ORCIDID @
Email (editable until user is invited to da Position
Employer, Company, Research Institute, or Primary Aff Country

- Select an Option -

Education, including the degree, discipline and institution where the degree was granted, and professional qualifications that are relevant to the proposed research and are

@  Character Count:  0/1000
specific to clinical data analysis

Please list any real or potential conflicts of interest and describe how these will be managed. If none, please enter None

VM Access Admin Approval Based on Approved DUA
DUA Approval Not Applicable

4. Note that the character limit in the Education text field is 1000 characters. If the number of characters entered
exceeds this limit, a pop up will appear alerting you that the Education/qualification field exceeds the limit:

First Name Last Name ORCIDID @
Ema Position
Employer, Company, Research Ins Country

Education or Qualifications length must be less
than or equal to 1000 characters long
Education, including the degree, discipline and institution where The degree was granted, Md prolessional quanncatons that are relevant to the Q Character Count
proposed research and are specific to clinical data analysis 1223/1000

Please see below for my education including degree, discipline and institution where the degree wa granted. | also included qualifications specific to this analysis
Education of Lead Researcher

Bachelor's Degree from University of California, San Francisco where | obtained a degree in Biological Life Sciences in 1998

Master's Degree from University of California, San Francisco where | obtained a degree in Epidemiology in 2000

PhD from University of California, San Francisco where | obtained a degree in Epidemiology in 2006

Other qualifications

Please list any real or potential conflicts of interest and describe how these will be managed. If none, please enter None

5. Note that if there is missing information in a required field in the Research Team section, the field will be
outlined in red and a red exclamation mark will appear in the “Research Team tab” on the left side. Once the
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required field is input, the exclamation mark will disappear.

CENTER FO ) GLOBAL CLINICAL RESEARCH DATA

ENQUIRY  QUICK STUDY LOOKUP v Q MY DATA REQUESTS n DATAREQUI

Increase in albuminuria in Diabetes patients Gancel
|
LEAD RESEARCHER - No Account O Activate user for accessing data request O Lead Researcher is also Statistician Researcher @
First Name Last Name ORCIDID @
Sarah Jones
Email (editable until user is invited to data Paosition

sarah jones@ucsd.edu

Employer, Company, Research Institute, or Primary Aff Country

ucsD United States of America v
Education, including the degree, discipline and institution where the degree was granied, and professional gualifications that are relevant to the proposed research and are - ar
specific to clinical data analysis. ©  Character Count: 541000
PhD Biostatistics UCSD 1999

MS Biost: cs UCSD 1995

Please list any real or potential conflicts of interest and describe how these will be managed. If none, please enter None

None

VM Access Admin Approval Based on Approved DUA
DUA Approval Not Applicable

How To Guide Privac

6. Complete all fields, and click m

7. Please ask the research team member to "sign up" for a Vivli account. They can follow Section 1.0 of the Vivli
User Account Quick Start guide

8. Once the Research team members have created their Vivli account, you can activate them for accessing the
Data Request Form by checking the checkbox Activate user for accessing data request and then click OK:
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ADDITIONAL RESEARCHER Activate user for accessing data request o

First Name Last Name ORCDID @
Email (editable until user is invited to da Position
Employer, Company, Research Institute, or Primary Aff. Country

- Select an Option -

Education, including the degree, discipline and institution where the degree was granted, and professional qualifications that are relevant to the Y Character Count
proposed research and are specific to clinical data analysis 071000

Please list any real or potential conflicts of interest and describe how these will be managed. If none, please enter None

VM Access Admin Approval Based on Approved DUA
DUA Approval Not Applicable

9. On the main data request form, click Save. The team member will be automatically added to the data request.

«zc |ncrease in albuminuria in Diabetes patients

Research Team y E
LEAD RESEARCHER / STATISTICIAN () Activate user for accessing data request Lead Researcher is also Statistician Researcher @
ct osal First Name Last Name ORCIDID @
Sarah Jones
Studies Email (editable until user is invited to data... Position
sarah.jones@ucsd.utorg Biostatiscian
§ Employer, Company, Research Institute, or Primary Affil... Country
A R v
University of California, San Diego United States of America
Funding
Education, including the degree, discipline and institution where the degree was granted, and professional qualifications that are Character Count:
relevant to the proposed research and are specific to clinical data analysis. 129/1000

Other Information / File Attachments
e ; PhD in Biostatistics (University of California, San Diego, 1999)
MS in Biostatistics (University of California, San Diego, 1995)

Please list any real or potential conflicts of interest and describe how these will be managed. If none, please enter None.

None
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3.5 Deleting research team members
Follow these steps to remove a team member from your data request form while it is still in draft:

1. Open your draft data request and Click on the Research Team tab:

2. Under ADDITIONAL RESEARCHERS, click on the three vertical dots in the lower right-hand corner and select
Remove Team member:

way Home  About Members News & Events Resources  Find Studies
VS

ENQUIRY QUICK STUDY LOOKUP v @ MY DATA REQUESTS n DATAREQUESTER Vv

Albumin in... CIETEED e

Research Team

Please list any real or potential conflicts of interest and describe how these will be managed. If none, please enter None

na

VM Access Admin Approval Based on Approved DUA
DUA Approval Not Applicable

Remove Team Member

ADDITIONAL RESEARCHERS Activate Member for Access to Data Request

@) Sarah Jones (ADDITIONAL RESEARCHER) D

3. The following pop-up will appear:

Are you sure you want to remove "Sarah Jones"?

Yes Mo

4. Click on Yes to remove the team member.

4.0 Requesting Vivli-listed studies provisioned by external providers

4.1 0verview

e Some studies are listed and searchable on both the Vivli platform as well as on other platforms
that are Partner Platforms with Vivli.

¢ |n addition to completing the Vivli request form, you will need to request such studies directly
through the Partner Platform.
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e After the relevant Data Contributor(s) have approved your request, you will sign a Data Use
Agreement (DUA). The Data Contributor will then provision the data from their platform into the
secure research environment.

4.2 Requesting studies provisioned by external providers

1. If the study you are searching for is on the Vivli Platform but provisioned by an external provider,
it will appear on the Studies page when you search for studies as described in section 1.1, Searching
for studies on the Vivli platform.

2. When attempting to add a study in this category to a Data Request Form, the following pop-up
will appear:

Add study available on a partner platform?

The data package for this study is provided on a partner platform. After the study information is
added to the data request you will be prompted to request data from that partner platform.

Yes Mo

3. Click on Yes to add the study to the Data Request Form:

Add Study available on a Vivii Pariner Platform?

The data package for this study s provided on a Vivie Pariner Platform  Afler the study mformation s added to the data request you will be prompted to request data from that Pariner
Platform.

4. The following pop-up will appear:

Please use the link below to request the data package for this study from the Vivli partner platform. Once that partner
platform request is approved, please contact Vivli.

To request the study on the Vivli partner platform click here.

After requesting the study on the partner platform, return to the Vivli screen and complete the request in the Vivli platform.

5. Follow the link to view and request the study on the Partner Platform:
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Please use the link below to request the data package for this study from the Vivli partner platform. Once that pariner
platform request is approved, please contact Vivii.

{ 0 request the study on the Vivli partner platform cl@

After requesting the study on the partner platform, return to the Vivli screen and complete the request in the Vivli platform.

Note: this link will open up the Partner Platform Website in another browser tab.

6. Complete and submit the request on the Partner Platform, as well as the Vivli Data Request Form.

7. When you review the studies tab on your Data Request Form, the study will be categorized as Vivli-
Listed Studies Provisioned by External Providers:

Home About Members News&Events Resources Find Studies

Predicting Treatment Response to combination drugs in patients with type 2
diabetesg P gy ypP

REQUESTED STUDIES @

VIVLI-LISTED AND PROVISIONED STUDIES

A Mutticenter, Open-Label Ci of Valp M tol in Patients With Epliepsy
m ) NCTO0043914  SponsoriD. LAMA40013

Data to be loaded after approval
for GlaxoSmithikiine  IRP/Approver  Welicome Trust

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Randomized, Open-Label Study of Abiraterone Acetate (JNJ-212082) Pius Prednisone With or Without Exemestane in Postmenopausal Women With ER+ Metastatic Breast Cancer Progre.
St NCTO1381874 Sponsor D CR018286

st 10 Data to be joaded after approval

wior Johnson and Johnscn  IRP/Approver  YODA Project

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

8. After all the Data Contributors associated with the request have approved it and you have signed a

Data Use Agreement, all the data package(s) will be provisioned directly into the secure research
environment.

5.0 Requesting data from studies not listed on Vivli, but available for
provisioning into the Secure Research Environment

e You may add Vivli Member studies to your data request, even if they are not listed on the Vivli
platform as some Vivli members do not list all available studies.

e Such studies will be designated on your Vivli Data Request Form as STUDIES, DATA OR TOOLS NOT
LISTED ON VIVLI.
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ENQURY  QUICK STUDYLOOKUP v g MY DA sts () RESEARCHER v

Home About Members News&Events Resources Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 e
diabetes m

REQUESTED STUDIES @

VIVLI-LISTED AND PROVISIONED STUDIES

A Mutticenter, Open-Label C of Valp N to Lamotrigine in Patients With Epllepsy
1 Data 1o be loaded after approval Remov

¢ GlaxoSmithKline  IRP/Approver Welicome Trust

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Randomized, Open-Label Study of Abiraterone Acetate (JNJ-212082) Pius Prednisone With or Without Exemestane in Postmenopausal Women With ER+ Metastatic Breast Cancer Progre
NCT01381874 Sponsor D CRO18286

Data to be loaded after approval Remove X

or Johnson and Johnson  §PIAppiover  YODA Projedt

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

5.1 Process Overview

To request data from Vivli Member studies that not listed on Vivli, complete the following steps:
1. Putin astudy enquiry by filling out the Enquiry form by clicking the Enquiry button on top.

ey Home  About Members News&Events Resources Find Studies

EOMTER VON GLOWA CLIICAL RESEARCH DAIA ENQURY = OUICK STUDY LOOKUP v g uyDATAREQUESTS () RESEARCHER v

Predicting Treatment Response to combination drugs in patients with type —_—
diabetes

REQUESTED STUDIES @

VIVLI-LISTED AND PROVISIONED STUDIES

A Mutticenter, Open-Labei Conversion of Valp A ipy to L A In Patients With Epllepsy
NCT00043014  Sponsor D LAM40013

Studies "

Data to be loaded after approval
r GlaxoSmithikine  IRPiADprover  Welicome Trust

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Randomized, Open-Label Study of Abiraterone Acetate (JNJ-212082) Plus Prednisone With or Without Exemestane In Postmenopausal Women With ER+ Metastatic Breast Cancer Progre
NCT01381874 SponsorID CRO18286

Data to be loaded after approval
¢ Johnson and Jonnson  IRPIApprover  YODA Projedt

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

2. If the enquiry is approved and study is available for sharing, complete the Vivli Data Request Form for all
studies to be analyzed on Vivli and add in the study.

3. After all Data Contributors have approved your request, all the data packages will ke
provisioned into your secure research environment.

4. Note: Do not submit a data request before all enquiries have been resolved as this will cause delays.
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5.2 Steps for requesting data from studies provisioned on Vivli but not listed on Vivli

1. If you have access to a study which is included in your project but is not listed on the Vivli
platform, you will need to add this to your data request.

2. To add the study to a Vivli Data Request Form, first open data requests by clicking on My Data
Requests in the top right-hand corner of the browser:

3. Next, open the data request to add the external study. Then, scroll down and click on Add+ adjacent
to STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI, in the bottom corner of the screen:

ey Home  About Members News & Events Resources Find Studies

ENQURY  QUICK STUDYLOOKUP v Q wyDATAREQUESTS () RESEARCHER v

gi;egé?ggg Treatment Response to combination drugs in patients with type 2

REQUESTED STUDIES @

VIVLI-LISTED AND PROVISIONED STUDIES

A Mutticenter, Open-Labei Conversion of Valproate Monotherapy to Lamotrigine Monotherapy In Patients With Epllepsy
D 130 Data to be loaded after approval

for GlaxoSmithKine  [RPiApprover  Welicome Trust

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Randomized, Open-Label Study of Abiraterone Acetate (JNJ-212082) Plus Prednisone With or Without Exemestane in Postmenopausal Women With ER+ Metastatic Breast Cancer Progre.
NCT01381874 Sponsor 0. CRO18286
for Johnson ana Johnson RPMAppiover  YODA Project

Data to be loaded after approval

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found
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4. The following dialogue box will appear as a pop-up:

Request Studies, Data, or Tools not listed on Vivli

If you will be providing your own data, tools or scripts, then as the provider, select "I WILL BRING MY
OWN" and provide a name and a description for the data, tool, or script. You will be notified when to
upload the data, tool or script and the Vivli team will support you in this process.

If you are requesting clinical trial data from a Vivli member, then as the provider of the data select the
member’s name, provide the NCT ID or the Sponsor ID of the study, and a description of the study. Vivli
does not guarantee that the Vivli member will approve the data request. For more information, please see
our Members page.

Select provider of the data Provide NCT or Sponsor ID of the study or the name of the tools or data

Select Provide

Provide the study title, or the description of the study, data, or tools

5. Complete all fields, including selection of the Provider of the data from a dropdown menu and then
click submit. Note: If a specific Data Provider is not available in the dropdown, reach out to

support@vivli.org:

Request Studies, Data, or Tools not listed on Vivli

OWN" and provide a name and a description for the data, tool, or script. You will be notified when to
upload the data, tool or script and the Vivli team will support you in this process.

If you are requesting clinical trial data from a Vivli member, then as the provider of the data select the
member’s name, provide the NCT ID or the Sponsor ID of the study, and a description of the study. Vivli
does not guarantee that the Vivli member will approve the data request. For more information, please see
our Members page.

Select provider of the data Provide NCT or Sponsor ID of the study or the name of the tools or data

Pfizer Inc NCT012345678

Provide the study title, or the description of the study, data, or tools

Study Title
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Note: Please add only one study in the dialogue box. If you wish to add additional studies, please
complete this process, and repeat it for the additional studies.

6. The following notification will appear:

Request Studies, Data, or Tools not listed on Vivli

If you will be providing your own data, tools or scripts, then as the provider, select "I WILL BRING MY
OWN" and provide a name and a description for the data, tool, or script. You will be notified when to
upload the data, tool or script and the Vivli team will support you in this process.

If you are requesting clinical trial data from a Vivli member, then as the provider of the data select the
member's name, provide the NCT ID or the Sponsor ID of the study, and a description of the study. Vivli
does not guarantee that the Vivli member will approve the data request. For more information, please see
our Members page.

A study, data or tool provided by Pfizer Inc. was successfully added to the Data Request.

If you will be providing the data or tools or are requesting them using the Vivli Request Form, you can dismiss this window
by clicking on Back

To access more information on Vivli member data sharing_click here.

Add Another Study, Data, or Tool

7. You may add additional studies to your Data Request by clicking on Add Another Study:

Request Studies, Data, or Tools not listed on Vivli

If you will be providing your own data, tools or scripts, then as the provider, select "I WILL BRING MY
OWN" and provide a name and a description for the data, tool, or script. You will be notified when to
upload the data, tool or script and the Vivli team will support you in this process.

If you are requesting clinical trial data from a Vivli member, then as the provider of the data select the
member’s name, provide the NCT ID or the Sponsor ID of the study, and a description of the study. Vivli
does not guarantee that the Vivli member will approve the data request. For more information, please see
our Members page.

A study, data or tool provided by Pfizer Inc. was successfully added to the Data Request.

If you will be providing the data or tools or are requesting them using the Vivli Request Form, you can dismiss this window
by clicking on Back

To access more information on Vivli member data sharing_click here

Add Another Study, Data, or Tool
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8. |If there are no further studies to add, click Back

Request Studies, Data, or Tools not listed on Vivli

If you will be providing your own data, tools or scripts, then as the provider, select "I WILL BRING MY
OWN" and provide a name and a description for the data, tool, or script. You will be notified when to
upload the data, tool or script and the Vivli team will support you in this process.

If you are requesting clinical trial data from a Vivli member, then as the provider of the data select the
member’s name, provide the NCT ID or the Sponsor ID of the study, and a description of the study. Vivli
does not guarantee that the Vivli member will approve the data request. For more information, please see
our Members page.

A study, data or tool provided by Pfizer Inc. was successfully added to the Data Request.

If you will be providing the data or tools or are requesting them using the Vivli Request Form, you can dismiss this window
by clicking on Back

To access more information on Vivli member data sharing click here

Add Another Study, Data, or Tool

9. The studies will appear in the study list

wmay Home  About Members News&Events Resources Find Studies

CENTLN FOR GLOSAL CUINICAL RESEARCH DATA QUICK STUDY LOOKUP v e uypATAReQUESTS () RESEARCHER v

Predicting Treatment Response to combination drugs in patients with type 2 di
abotes 3 gy yp

REQUESTED STUDIES @

VIVLI-LISTED AND PROVISIONED STUDIES

A Multicenter, Open-Label C of Vaip! py fo L gine \ in Patients With Epilepsy
NCTO0043914  Sponsor D LAMA0013
of  GlasoSmihKline  IRP/Approver  Welicome Trust

Studies

Data to be loaded after approval Remov

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Randomized, Open-Label Study of Abiraterone Acetate (JNJ-212082) Plus Prednisone With or Without Exemestane in Postimenopausal Women With ER+ Metastatic Breast Cancer Progre.
NCT01381874 SponsoriD  CRO18286
butar Johason and Johnson  IRPIADD(over YODA Project

10

Data to be loaded after approval Re

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

ABC-156
o) NCT012345678

r Plzerinc  [RPMApprover Pizarinc

Data to be loaded after approval

10. After all the Data Contributors associated with the request have approved it and you have signed a
Data Use Agreement, all the data package(s) will be provisioned directly into the Secure Research
Environment.
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6.0 Requesting to add other data or tools / scripts (provided by you) for
integration and use on Vivli

6.1 Adding your own data

1. You may also request permission to bring in your own data packages to the Secure Research
Environment. It is Vivli policy that any data, statistical tools, or scripts need to be included in
the studies section of the data request during the review process.

2. Open your data requests by clicking on My Data Requests in the top right-hand corner of the
browser:

3. Next, open the Data Request to add the external data. Then, scroll down and click on Add+
adjacent to STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI, in the bottom right corner of
your screen:

Home About Members News & Events Resources Find Studies

ENQURY  QUICK STUDYLOOKUP v g wyDaTAREQUESTS () RESEARCHER v

Predicting Treatment Response to combination drugs in patients with type 2
diabetes . goRER yP

REQUESTED STUDIES 0 .

VIVLI-LISTED AND PROVISIONED STUDIES

A Mutticenter, Open-Label Conversion of Valp N to Lamotrigine in Patients With Epllepsy
m NCT00043914  Sponsor I LAME0013

stor  GlaxoSmithKiine  IRPiApprover  Welicome Trust

Data 1o be loaded after approval

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Randomized, Open-Label Study of Abiraterone Acetate (JNJ-212082) Pius Prednisone With or Without Exemestane in Postmenopausal Women With ER+ Metastatic Breast Cancer Progre
st ICT01381874 SponsoriD. CRO18286
for Johnson and Johnson IRPMAppIover YODA Project

Data to be loaded after approval Remove X

STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

No Studies Found

4. The following dialogue box will appear as a pop-up:
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Request Studies, Data, or Tools not listed on Vivli

If you will be providing your own data, tools or scripts, then as the provider, select "I WILL BRING MY
OWN" and provide a name and a description for the data, tool, or script. You will be notified when to
upload the data, tool or script and the Vivli team will support you in this process.

If you are requesting clinical trial data from a Vivli member, then as the provider of the data select the
member’s name, provide the NCT ID or the Sponsor ID of the study, and a description of the study. Vivli
does not guarantee that the Vivli member will approve the data request. For more information, please see
our Members page.

Select provider of the data Provide NCT or Sponsor ID of the study or the name of the tools or data

Select Provide.

Provide the study title, or the description of the study, data, or tools

5. From the Dropdown menu under Select provider of the data, click on I will bring my own.

Complete all fields and click submit. Note: Please include the description of the additional data, origin of the
data, the size of the data package, scientific validity and how the external data adds value to the research
purpose. Also indicate in the table if the Lead Investigator and Statistician is legally entitled to upload the
additional data, e.g., the data is from a study performed by the Lead Statistician or Lead Investigator or is publicly
available data that can be used for secondary analysis and that the study being uploaded is anonymized. As part
of the Vivli request form, you tick a box acknowledging that you have permission to use that data for your
analysis.
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Request Studies, Data, or Tools not listed on Vivli

upload the data, tool or script and the Vivli team will support you in this process.

If you are requesting clinical trial data from a Vivli member, then as the provider of the data select the
member’s name, provide the NCT ID or the Sponsor ID of the study, and a description of the study. Vivli
does not guarantee that the Vivli member will approve the data request. For more information, please see
our Members page.

Select provider of the data Provide NCT or Sponsor ID of the study or the name of the tools or data

| WILL BRING M.. 123456

Provide the study title, or the description of the study, data, or tools

Data collected during my own clinical trial
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6. You will receive the following notification. You can click Back to go back to the data request:

Request Studies, Data, or Tools not listed on Vivli

If you will be providing your own data, tools or scripts, then as the provider, select "I WILL BRING MY

OWN" and provide a name and a description for the data, tool, or script. You will be notified when to
upload the data, tool or script and the Vivli team will support you in this process.
If you are requesting clinical trial data from a Vivli member, then as the provider of the data select the

member’s name, provide the NCT ID or the Sponsor ID of the study, and a description of the study. Vivli
does not guarantee that the Vivli member will approve the data request. For more information, please see
our Members page.

A study, data or tool provided by I WILL BRING MY OWN was successfully added to the Data Request.

If you will be providing the data or tools or are requesting them using the Vivli Request Form, you can dismiss this window
by clicking on Back

To access more information on Vivli member data sharing_click here.

Add Another Study, Data, or Tool m

7. The study / data will be referenced on the Data Request Form:
P N
. - 4 .
- . ’ Home About Members News & Events Resources  Find Studies
QUICK STUDY LOOKUP v @ MY DATA REQUESTS n DATAREQUESTER v
Birggie%tér;g Treatment Response to combination drugs in patients with type 2 cancel |
REQUESTED STUDY TYPES @
Remove X >

VIVLI-LISTED AND PROVISIONED STUDIES
Effects of Cystic Fibrosis and Cystic Fibrosis Related Diabetes on Brain Stru.
) NCT03820349 IRP/Approver. Wellcome Trust Data Request ID: 00002555 Data already on platform
Remove X >

I Sponsor University of Minnesota  Study ID.
ponsor ID:  MED-2018-264:

ata Contributor: GlaxoSmithKline  1PD Uploaded: Yes

Data already on platform

Studies
P
S
Dat
nsor ID: 201834

A Randomized, Double-blind, Single-dose, Placebo Controlled, 2-way Cross-over.
Pl Sponsor GlaxoSmithKiine  Study ID: NCT02496221 IRP/Approver Wellcome Trust Data RequestiD: 00002555 Spc
Data Contributor:  GlaxoSmithKline IPD Uploaded  Yes

VIVLI-LISTED STUDIES PROVISIONED BY EXTERNAL PROVIDERS

Remove X

No Studies Found
STUDIES, DATA OR TOOLS NOT LISTED ON VIVLI

Data to be loaded after approval

Study ID: false Data Request ID: 00002555 Sponsor ID: 123456

Data collected during my own clinical trial

Pi: Data Contributor- | WILL BRING MY OWN
- "IPD Uploaded: No
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6.2 Adding scripts and tools for use in the Secure Research Environment

The Vivli secure research environment is a cloud-based remote workspace. The Vivli secure research environment
allows research teams to access data and conduct analyses in a shared workspace that is equipped with analytical
tools and may be flexibly configured. Download a complete list of Software and R packages available in the research
environment. If you plan to bring in additional study data, statistical tools or scripts for use in the Vivli research
environment, not included in the PDF, please list each specific tool or package in the studies section, under
“Studies, Data, Tools (Not listed on Vivli)” section in the studies tab. It is Vivli policy that any data, statistical tools or
scripts needs to be included in this section of the data request during the review process. Requests for additional
data, tools or scripts after the review process is complete may lead to additional delays.

6.2.1 Adding Scripts or Tools to your Data Request Form
To do this, follow the process in Section 5.1 Adding your own data. Under Step 6, type a list of your tools or
scripts in the dialogue box under Provide either the study title or the description of the study and click
submit. After your Data Request is approved, Vivli will facilitate the upload process for your own data and
scripts into your research environment.

Request Studies, Data, or Tools not listed on Vivli

upload the data, tool or script and the Vivli team will support you in this process.

If you are requesting clinical trial data from a Vivli member, then as the provider of the data select the
member’s name, provide the NCT ID or the Sponsor ID of the study, and a description of the study. Vivli
does not guarantee that the Vivli member will approve the data request. For more information, please see
our Members page.

Select provider of the data Provide NCT or Sponsor ID of the study or the name of the tools or data

| WILL BRING M. 000000

Provide the study title, or the description of the study, data, or tools

| want to use program <xyz> and can provide the license key to authorize its use in the Vivli Research Environmenf
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7.0 Submitting your data request

e Once the Data Request Form is complete, you may submit it for review.

e Do not submit a form before it is complete, as you will be unable to make changes once it has been
submitted.

e Please make sure that you have added all the desired studies to your data request as adding it
later will lead to additional delays. If you have ongoing enquiries for studies involved in this
project, please wait until all the enquiries are closed before submitting the data request.

e Please note that according to Vivli policy, any changes to the Lead Investigator, Lead Statistician, their conflict
of interest, adding and removal of studies in the request, changes to the Statistical Analysis Plan will require
that Data contributors have the opportunity to re-review your data request and have it go through their
entire approval process. This allows the reviewers of a request to know which data sets will be combined into
the same analysis environment. This entire process could take an additional 2-5 months. Hence, please
finalize your plans ahead of time to avoid any delays later.

Request Submission to Data Access Timeline

Mean 5.4 months
Range 0.4-18.3 months

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

~ s
~ When additional studies are added, i

-~
o
B A S ———

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

e Before submitting a Data Request Form, the Lead Researcher must attest that all the information provided is
accurate and complete:

Home  About  Members  News & Events  Resources  Find Studies

CUNICAL SEUARCH BALL

Predicting Treatment Response to combination drugs in patients with type 2 diabetes |

lete and Accurate
Ploase check the box below 10 indicate that you as the Lead Researcher cartify thal the information provided is complete and accurate, and that you assume Rull responsibiity for the research

| cestity the iformation prowded 15 camplste and accurate

Data Use Agreement

Please nole that all Data Requestors wishing mwcessmddamemmlmbahUseAgveumnl(DUA)behomedalaunbewwﬂad The DUA is the product of extensive negotiation with the
organizabions that contribute data to Vivii, and as such, the agreement is non-negotiable. The DUA form must be completed and signed and is avallable hore

You can either fill out the DUA form and sign it digitally, or print it out, sign it and scan it as PDF. Once the DUA has been signed by your organization, please upload it using the Signed Agreements tab of this data
request (visible once the data request is submitted)

If you have any questions regarding the DUA, please contact a Vivii admin at suppori@vivi org.
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e To submit a Data Request Form, simply click the blue box marked Submit in the top right corner of
the screen:

Home  About  Members  News & Events  Resources Find Studies

STUDY LOOKUP v e-.vv\:.v.ul,m T

Predicting Treatment Response to combination drugs in patients with type 2 diabetes

Certify Complete and Accurate
Please check the box below 10 indicate that you as the Lead Researcher certify that the information provided is complete and accurate, and that you assume full responsibiity for the research

Data Use Agreement

Please nole that all Data Requestors wishing 1o receive access to data must execute the Data Use Agreemeant (DUA) before the data can be provided. The DUA is the product of extensive negotiation with the
organizations that contnbute data to Vivii, and as such, the agreement is non-negotiable. The DUA form must be completed and signed and is available hete

You can esther fill out the DUA form and sign it digitally, or print i out, sign it and scan it as PDF. Once the DUA has been signed by your organization, please upload it using the Signed Agreements tab of this data
request (visible once the data request is submitied)

If you have any questions regarding the DUA, please contact a Vivii admin at s,

Atestations

e If the Submit button is still light blue and does not respond to a click, you have a required field
that is not completed. You can look in each of the tabs on the left for a field outlined in red which indicates
that a required field needs to be completed. Be sure to review the Research Proposal tab, Statistical Analysis
Plan tab, Attestations (you need to check a checkbox) and the Research Team tab (you need to specify both a
Lead Researcher and a Statistician. Please fill out all the details of the additional researcher(s), if applicable
including the “Country” field). If there is missing information in the Research Team field, a red exclamation
mark (!) will appear in the Research Team tab on the left.

-y Home About  Members  News & Events  Resowrces Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 diabetes CII=E» }7;’;;7.:
Certify Complete and Accurate
Please check the box below 10 indicate thal you as the Lead R certfy that the provided s complete and accurate, and that you assume Rull responsibdity for the research
ertly the information prowided s complet:

Data Use Agreement

Please note that all Data Requestors wishing to recenve access 1o data must execute the Data Use Agreement (DUA) before the data can be provided. The DUA is the product of extensive negotiation with the
organizations that contribute data to Vivli, and as such, the agreement is non-negolable. The DUA form must be completed and signed and is available hoto

You can either fill out the DUA form and sign it digitally, or print it out, sign it and scan it as PDF. Once the DUA has been signed by your organization, please upload it using the Signed Agreements fab of this data
request (visible once the data request is submitied)

If you have any questions regarding the DUA, please contact a Vivii admin at suppori@vivi org

Attestations

7.1 Data Request Status

e Once you click submit, the data request will now appear under Active in your Data Request Status bar:
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]
wmar Home  About Members  MNews & Events  Resources  Find Studies

ENOQUIRY

My Data Requests (3)

PREDICTING TREATMENT RESPONSE TO COMBINATION DRUGS IMN PATIENTS WITH TYPE 2 DIABETES |1 ¢

Vivi 1D 00003460

Status: Submitied and Awaiting Vivii Request Form Check

e The status bar contains 5 sections:

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 to drafts, requests in the Data Contributor Review stage, IRP review stage, DUA validation
stage, awaiting data package upload stage, requests where some or all of the data packages have been uploaded. It
also displays requests that are 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
N
.-l' Home  About Members  Mews & Events  Resources Find Studies

ENGUIRY QUICK STUDY LOOKLP v € MY DATA REQUESTS n RESEARCHER w

My Data Requests (3)

PREDICTING TREATMENT RESPONSE TO COMBINATION DRUGS IN PATIENTS WITH TYPE 2 DIABETES | 1 £
Vv 1D 00003459

Status: Submitted and Awaiting Vivil Request Form Check

Your data request will go through the following steps:

How-To: Requesting Studies on Vivli
Version 3.4 56



Vivli Form Check

Data Contributor Review

IRP review

DUA validation

Data package upload

Analysis of data in the secure research environment
Export of results from the secure research environment
Your submission of public disclosure for a 30-day courtesy review
. Data Progress Report

10. Public disclosures published in a journal or learned forum
11. Research environment closure

12. Request Archival

©oONOU A WNE

7.2 Research team account status

Once your data request is submitted you can see additional details about the status of the Research teams’
accounts in the Research team tab.
e No account — A research team member doesn’t have a Vivli account. Once they sign up for an account, you
can activate the user for data access. Please see Section 3.4 Adding Research Team Members.
e Account Enabled — They have an active account on Vivli
e Account Disabled — They haven’t logged into the Vivli platform for more than 180 days so their account is
disabled and they can no longer access the data request, Please see Section 1.4 Active Platform Accounts

Request: 48130, Title: Cardiovascular events in subjects with diabetes
Status: Submitted and Awaiting Vivli Request Form Check

RESEARCHERS

@) Richard Wilson (LEAD RESEARCHER / STATISTICIAN)

@) Emily Wilson (DATA REQUEST ADMINISTRATOR) { Account Enabled

@) Henry Anderson (ADDITIONAL RESEARCHER) JAccount Disabled

@) Karen Asada (ADDITIONAL RESEARCHER) - Account Enabled

Research Team

8.0 Modifying or revising your data request

8.1 Overview

e If necessary, you may modify your data request. Please review the Vivli policies in brief about active requests
and active enquiries before submitting a data request.

e You can make as many changes as needed before submitting your data request.

e If the research team associated with a data request changes, you must update the request or you can reach
out to the Vivli team via open chat while your data request is being reviewed. For minor changes, Vivli team
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can make changes on your behalf.

PLEASE NOTE: According to Vivli policy, any changes to the Lead Investigator, Lead Statistician, their conflict of
interest, adding and removal of studies in the request, changes to the Statistical Analysis Plan will require that Data
contributors have the opportunity to re-review your data request and have it go through their entire approval
process. This allows the reviewers of a request to know which data sets will be combined into the same analysis
environment. This entire process could take an additional 2-5 months. Hence, please finalize your plans ahead of

time to avoid any delays later.

Request Submission to Data Access Timeline

Mean 5.4 months
Range 0.4-18.3 months

Independent Review Data Use Agreement Data Anonymized
Review Panel Execution and Uploaded

Data Request Data Contributor

Form Check

~ 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

8.2 Modification after submission

To modify your data request after you have submitted it, please contact Vivli via open chat on the platform.

8.3 Requested revisions to your data request

e At times, the Data Contributor, Independent Review Panel (IRP), or Vivli may request that
you make changes to your data request.

e If this is the case, you will be notified on the Vivli Dashboard as well as via email.

o The specific changes requested will be placed in the Chat window.

e If you fail to make the requested changes, the data request will be withdrawn after 4 months.
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8.3.1 Steps for revising request

1. [f any party requests revisions to the Data Request Form, the Vivli Admin will return your data
request to ‘Draft’, but you will find it in the Active data request tab:

ey Home About Members Mews & Events Resources Find Studies

ENQUIRY QUICK STUDY LOOKUP Q MY DATA REQUESTS

My Data Requests (3)

7] 0 Active
|._'_. — |

PREDICTING TREATMENT RESPONSE TO COMBINATION DRUGS IN PATIENTS WITH TYPE 2 DIAE

Wivll |0 00003463

1 *
2. Open the data request and click on the Request History tab

PN

o - ° .

ey Home About Members News&Events Resources Find Studies

CENTER FOR GLOBAL CLINICAL RESEARCH DATA

162, %
QUICK STUDY LOOKUP Vv MY DATA REQUESTS n DATA REQUESTER Vv

Predicting Treatment Response to combination drugs in patients with type 2 Diabetes m
Date and Time Action Performed By Comments
10/6/21 3:57 pm Status changed to Submitted To Vivli B:t::ggﬂ:s&lﬂwh@gmaul o Submitted by Data Requester
Request History 10/6/21 4:04 pm Status changed to Draft ggsgraaﬁa@s‘:irg[ g Reset to Draft
10/6/21 4:40 pm Status changed to Submitted To Vivii Dk Rocuiesier Submitted by Data Requester

Datarequester.vivi@gmail com

p Amrutha Baskaran
10/6/21 4:41 pm Status changed to Awaiting Data Contributor Review abaskaran@vivii.org

You can review the request history and see any comments related to your data request. You may also review the
chat associated with your request for any additional comments or use the chat to ask for any clarifications about
the revision request.

3. From there, you may revise and resubmit the Data Request Form.

4. Use the Other Information / File Attachments tab to add any additional comments about the
revision that don’t fit in the rest of the fields:
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-
-y Home  About  Members  Mews & Events  Resources  Find Studies

Predicting Treatment Response to combination drugs in patients with type 2 diabet... [ soe
Othat Inlormation
File Attachments
=m

Other Information | File Attachments |

UPLOADED FILES

For more information on attaching files, see 3.2.1 Adding Files or Other Information to your data
request
8.4 Deleting Draft Data Requests

You may delete your draft data request at any time. You may contact Vivli via open chat or email
at support@vivli.org anytime to move the request back from withdrawn to drafts.

8.5 Withdrawal process for submitted data request

If you decide to withdraw your request once it is submitted, you can reach out to the Vivli team via open chat or
through support@vivli.org and provide your 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 No response is received from the Research Team to Vivli Admin for 4 months following check-ins via chat.

After 4 months, the request is considered abandoned and moved to the withdrawn status. You may contact Vivli
at support@vivli.org anytime to move the request back from withdrawn to drafts.

9.0 Communications

9.1 0pen Chat

e You can use the open chat within the data request to communicate with the Vivli team, and
the data contributors or review entities associated with your datarequest.

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

e When any other party enters a message in chat, you will receive an email notification.
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9.2 Steps for creating a chat message

1. Logon to the platform and Go to My data requests tab:

[ 1|
ey Home  About Members ~ News & Events Resources  Find Studies

ENQUIRY  QUICK STUDY LOOKUP v g MY DATA REQUESTS n RESEARCHER v

My Data Requests (3) Search data requests
@ Draft @ Active Not Approved thdrawn Archived
—

PREDICTING TREATMENT RESPONSE TO COMBINATION DRUGS IN PATIENTS WITH TYPE 2 DIABETES |1 ¢
Vivli ID: 00003469

Status: Submitted and Awaiting Vivli Request Form Check

2. Open data request and click on Chat tab on the left-hand side of the screen and go to Open chat:

wmay Home About Members News&Events  Resources  Find Studies

Request: 3450, Title: Predicting Treatment Response 1o combination drugs in patents with type 2 diabetes
‘Status: Submitted and Awasing Vivil Request Form Check

- . ¢

Communicate with stakeholders involved in this data request
NO FILES IN PACKAGE

Chat
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3. Enter your message in the chat message box and click Send:

Home  About  Members  News & Evenls  Resources  Find Studies

[CENTIR FOR GLONAL CLINICAL RESZARCH DATA

Request: 3460, Title: Fredicting Treatment Response fo combination drugs in patients with type 2 diabetes
Status: Submitted and Awanting Vvl Request Form Check

Open Chat Re: tor [ 7]

Communicate with stakeholders involved in this data request

NO FILES IN PACKAGE

Type your message here

4. The message will now appear in the Chat record for all users (to see your just-entered chat message, you may

need to click Refresh on your browser), and response will also appear in the chatrecord:
1Y
|

n
wmiy Home  About Members  Mews & Evenls  Resources Find Studies
oURY  OwccSTUOYLOOr v (B i oaarsouEsTs (O RESSARGHER v

Request: 3450, Titte: Predicting Treatment Response 10 comBbination anigs in patients. with type 2 dabetes
Status: Submilted and Awating Vivi Request Form Check

Open Chat Request (7]

Communicate with stakeholders involved in this data request.

NO FILES IN PACKAGE
Researcher B T e

NI 413 pm - " -
Type your message here Ml € Select File:
.
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5. You can also upload files via chat by clicking on Select Files:

wmar Home  About Members  MNews & Evenls Resources  Find Studies

Request: 3460, Tithe: Pradicting Treatment REsponse 1o comBination 8nigs in patiens wih type 2 siabetes
Status: Submilted and Awating Vivi Request Fom Check

Open Chat Requestars )

Communicate with stakeholders involved in this data request.

MO FILES IN PACKAGE

Researcher () N
25923 413 pm

Type your message here

6. Select the file you wish to upload from your computer:

T € AM.. > 2083_.. v C Search »

Organise v New folder =~ S Vivii Internal Docume.., % amrvivli  Azure DevOps %2 Vivii-dev () Expensify %2 Dev - AMRVivii iR Vivii 7 ToTheNew - Login
5 Home O Name Date modified Type
~ @ OneDiive - Personal B3 2022.00.05.A. Microsoft Bxcel €. Home  About Members News&Events Resources Find Studies
» 23 Attachments 2023.09.06 A, Microseft Excel C.
ENQUIRY OKUP v @ MY DATA REQUE! ) ReseaRCHER ~
5 @M Deskiop B 2023.09.06 Q. Microseft Word D.
[ - e aian
> & Decuments stients with type 2 diabetes
Open Cancel
—— Open Chat Requestors (7]
Communicate with stakeholders involved in this data request.
NO FILES IN PACKAGE
Researcher 0
250923 413 pm
Type your message here
Chat
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7. The uploaded file will appear in the file list on the right, and in the chat history:

¥y Home  About Members News & Events Resources  Find Studies

Request 3460 Title: Predicting Treatment Response 1o combinabon drugs in patients with type 2 diabetes
Status: Submitled and Awailing Vivii Request Form Check

Open Chat Requesiors 0

Communicate with stakeholders involwed in this data request

R her 0
feearener aEaiIm

Type your message hera UPLOADED FILES
Filename Size .
Researcher (0 481 Resea .
25023 417 pm —
File Uploaded Study protacel pdf
s
Send
8. To delete the file, simply click on the X next to it:
T
L i ] Home About Members MNews. & Events Resowrces  Find Studies

[CEMTER FOR GLOBAL CLIMICAL RESEARCH DATA

Request: 3460 Title: Predicting Treatment Response 1o combination drugs in patients with type 2 diabeles
Status: Submitied and Awaiting Vivii Request Form Check

Opan Chat Requestors P

Communicate with stakeholders involved in this data request

R her OV
ereareher 25023413 pm
Type your message here
Researcher O
2EZIANT pm
Chat File Uploaded: Study protocel pdf

How-To: Requesting Studies on Vivli
Version 3.4 64



9. You may also download chat files by clicking on the Download arrow:

Home  About  Members  Mews & Events  Resources  Find Studies

[CENTEN R GLOBAL CLmICAL RESEARCH DR

Request 3450, Tithe: Pregicting Treatment Respanse 19 combinaton drugs in patients with ype 2 diabetes
Status: Submitled and Awaiting Vivii Request Form Check

Open Chat Requestor o

Communicate with stakeholders invalved in this data request

Researcher (¥

28023413 pm
Type your message here
Researcher 0
258023 417 pm
Chat File Uploaded: Study pratocol pdf

10. The deletion of the file will appear in the chat history:

. . -1 2
Home  Aboul  Members News & Evenls Resources  Find Studies

CUICK STUDY LOGKUP @ Wy DATAREQUESTS ) RESEARCHER ~

[(CENTEN FOR GLOBAL CUMCAL RESEARCH DWTA

3460 Title: Pre g Treatment o for drags in patients with type 2 diabeles
Status: Submified and Awaiting Vive Request Form Check

Open Chat Requestc 0

Communicate with stakeholders involved in this data request.
NO FILES IN PACKAGE

Researcher O PR E
£13pm
Type your message here B © Select Files
|

Researcher O
250023 £17 pm |

Chat File Uploaded: Study protocal pdf

Researcher O
25MF3 4:3 pen

File Deleted: Study pratocol pdf
|

11. Chats are posted when you click “Send” which permits you to write and read distinct paragraphs
12. Chat messages automatically scroll to the most recent post.
13. In chat, files are sorted by date, newest on top, and the hover text displays the filename, date uploaded, and

person who uploaded it.
14. Posted chat messages are visible immediately.
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9.3 Emails

Email When sent

Status Change, data
Request - Revision
requested or Request
not approved

When your data request
changes status to Revision or Not
approved. If you have requested
studies from multiple
contributors, you will receive a
notification when each has
requested revisions or not
approved your request.

Request Final Approvall When your data request is
approved, by a

delegated approver/IRP. If you
have requested studies from
multiple contributors, you will
receive a notification after final
approval.

When the Vivli Admin has
validated the DUA associated
with the data request.

When requested Study Data
Package from Data Contributor
has been uploaded. If you have
multiple studies, you will receive
individual emails when each data
package is uploaded. You will
also receive an email when all
data packages are loaded.
Research Environment | When you start the Research
was provisioned Environment.

DUA Approved

Data Uploaded

Request for results
approved

When your request to export
results is approved or/not
approved.

Data Request Archived When the data request is
Archived, the project is
considered closed.

Chat When anyone associated with a
data request enters a message in
chat

Enquiry When anyone associated with a

data request enters a comment
or makes a decision

How-To: Requesting Studies on Vivli
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You will receive a number of automated emails from the Vivli platform relating to your data request

Purpose

Notify you of any changes in
status to your data requests.

Notify you of final approval

Notify you of executed
DUA.

Notify you of data upload
status to plan your analysis.

Notify you when the
Research Environment is
ready to be used for analysis.
Notify the status of the
results export.

Notify 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.

Facilitate communication and
the data request work flow

Facilitate communication and
the Enquiry workflow
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10.0 Data Use Agreement

All Data Requestors must execute the Data Use Agreement before receiving the data. The Data Use
Agreement is the product of extensive negotiation with the organizations that contribute data to Vivli,
and as such, the agreement is non-negotiable. If you have any questions about the Data Use Agreement,
contact support@vivli.org.

Review the Data Use Agreement.

2. After your request is submitted and once Vivli checks the data request form is complete, Vivli will send you
the Data Use Agreement via DocuSign for your signature and, if needed, that of an institutional official at your
organization.

3. Once your data request is approved, Vivli will execute this document and load it into the platform under the
signed agreements tab.

[ |
ey Home About Members News & Events Resources  Find Studies

QUICK STUDY LOOKUP v @ MY DATA REQUESTS n DATAREQUESTER Vv

Predicting Treatment Response to combination drugs in patients with type 2 Diabetes “

There are no Signed Documents

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

........................................................................................................................................................

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

UPLOADED FILES

Signed Agreements

Filenam Size Uploaded By

2021_10_05 Vivii ID 00002553_DUA executed final pdf 673.80kB Data Requester

4. Once your Data Use Agreement has been executed, Vivli will record that decision on the platform. For that
step, you will receive an email notification. You will also be able to see this decision on your Request History
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Home About Members News & Events Resources  Find Studies

|
ey

e e QUICK STUDY LOOKUP v @ my DATAREQUESTS () DATAREQUESTER v

Predicting Treatment Response to combination drugs in patients with type 2 Diabetes =
10/5/21 4:04 pm Status changed to Submitied To Vivi B::grggﬁé‘;z’f"m s Submitted by Data Requester

In the last round of review, Vivii Member 1
requested revision As a resull P! added
additional study. For detalled information on
the changes made, please see atiachment
10/5/21 4:10 pm Status changed to Awaiting Data Contributor Review Amrutha Baskaran abaskaran@vivii.org ci?f;s"‘gggfe‘g:,'E'Z?“;?Z::j—cfa’?ggzelg“

studies are considered major revision and

Request History

therefore, data contributors are provided with
the opportunity 1o review the proposal with
these revisions.

Status changed to Data Request: "Predicting Treatment Response to combination drugs in patients with
10/5/21 5:36 pm type 2 Diabetes” with Id 31e30c7e-421c-493b-b130-4991d1d9c470, approved by Data Contributor Sally dataprovider vivii@gmail.com
Approver.

Status changed to Awaiting IRP/Approver Approval. The last Data Contributor pre-check was the final

10/5/21 5:36 pm Data Contributor pre-check required, o the request status is changed to Awailing IRP/Approver
Approval
5 Status changed to Data Request: "Predicting Treatment Response to combination drugs in patients with
WhRELSIm type 2 Diabetes" with Id 31e30C7e-421c-493b-b130-4991d1d9¢470, approved by IRP/Approver. Ampitha Basieyen abackaran@wi org

10/521 5:38 pm Status changed to Approved The last Approval was the final Approval required, so the request status is

changed to Approved.
10/5/215:39 pm Status changed to Awaiting DUA Validation Amrutha Baskaran abaskaran@vivii.org Begin DUA Validation
10/5/21 5:39 pm Status changed to Data Use Agreement (DUA) Validated by Vivii Admin Amrutha Baskaran abaskaran@vivii org

5. If your request is approved, specific information about the request will be posted on the Vivli website so the
Vivli team will request that you spell out acronyms in the first instance. If your request is approved and a Data
Use Agreement is executed, Vivli will publish on its website:
® Project Name
¢ Name & Affiliation of the Principal Investigator / Lead Researcher
¢ Funding Sources
¢ Conflict of Interest Statement
e Lay Summary of your Research Proposal
e List of requested studies

After your publication is published, Vivli will publish the following information related to your data request:
e Statistical Analysis Plan
¢ Publication Citation

6. Once your request passes the DUA validation stage, the Vivli team will set the DUA approval for each team
member. You can see additional details about the status of the Research teams’ DUA approval in the Research
Team tab.

e DUA Approval Required — A research team member doesn’t have DUA approval to proceed with analysis.
When a new team member is added, you can see this status. Vivli Admin will review the DUA and provide
further information on the next steps.

e Has Approval Required — A research team member has a Valid DUA to proceed with analysis. They can access
the data

e DUA Approval Denied — A research team member doesn’t have DUA approval to proceed with analysis. This
could be due to failure to return the Data Progress report annually or non-payment of Research Environment
payment or failure to meet some other DUA obligations. The Vivli Admin will keep you informed.
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Request: 48010, PI: Andrea Johnson = :

RESEARCHERS

@) Andrea Johnson (LEAD RESEARCHER) - Account Enabled

) John Hopkins (DATAREQUEST ADMINISTRATOR) - Account Enabled

@) Vijay Rajan (STATISTICIAN RESEARCHER) - No Account DUA Approval Denied

@) Richard Anderson (ADDITIONAL RESEARCHER) - Account Enabled

Research Team

11.0 Data Package Upload

The Data Contributors will anonymize the data and upload the data into the platform. You will be notified via email
when each the data package is uploaded and when all data packages are uploaded.

12.0 Research Environment and Results Export

The Vivli secure research environment is a cloud-based remote workspace. The Vivli secure research environment
allows research teams to access data and conduct analyses in a shared workspace that is equipped with analytical
tools and may be flexibly configured. Further guidance will be provided when you reach this stage.

The software available in the Research Environment is updated on a regular basis and a comprehensive listing of the
software and R packages is available in the Vivli Research Environment. The full list is on the Vivli website,
https://vivli.org/resources/resources/

You may request to export intermediate or final results from the Research Environment. You can use these results
to write your publication. Vivli will send you detailed instructions during the analysis stage.

13.0 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
send a Data Progress Report 90 days before the DUA is about to expire. If you would like to apply for an extension
to the DUA, you have to complete the Data Progress Report sent by Vivli and send the signed form back to us
before the expiration date of your access to the data requested in your research proposal. According to Vivli policy,
DUA extensions are given in 1-year intervals.

Please note that this is not the extension of your no-charge period of the Research Environment which may have a
different end date based on when it was started. Vivli will reach out to you separately via email on that. For more
information, please see the Vivli secure research environment webpage.
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14.0 Public Disclosures & Publications & Summary of results

The Data Use Agreement requires Data Requestors to provide to Vivli, at least 30 days prior to journal submission,
the submitted copy of any publication, which Vivli will make available to all Data Contributors for review. Please
upload the abstract, poster, presentation, manuscript, etc. via the platform open chat under chat attachments.
Please let us know where your publication is going to be submitted and whether you are planning any additional
public disclosures for this request. Vivli will send periodic follow ups on the public disclosures.

Ensure to add the following language to your acknowledgment section:

This [publication or presentation, as applicable] is based on research using data from data contributors *Data
Contributor(s) Name* that has been made available through Vivli, Inc. Vivli has not contributed to or approved, and
is not in any way responsible for, the contents of this publication.

As per the Vivli DUA, during this period, the data contributors may provide you with non-binding comments
regarding the scientific content. They may also possibly request the deletion of any confidential information
(confidential information as defined in the signed DUA). When a public disclosure based on the results obtained
from the data request is published, the research team must inform Vivli. The link to the publication and the
Statistical Analysis Plan (SAP) will be made available on the Vivli website.

If you do not have any publishable results, then you must send the summary of results to the Vivli team via open
chat. The summary of the results will be sent to Data Contributors for a 30-day courtesy review. For a summary of
results, once the courtesy review is complete, the Statistical Analysis Plan (SAP) and the summary of results will be
posted on the Vivli website.

15.0 Research Environment Closure & Request Archival

Once all the publications are published and the analysis is complete, the Vivli team will reach out to you about long-
term storage of the analyzed data. The research environment will then be deprovisioned and we will move the data
request to the Archived section of the data request.
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