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TransCelerate:

A Not-for-Profit
Entity Created
to Foster
Collaboration

Our Shared Vision:

To improve the health of people around
the world by accelerating and simplifying
the research and development of
innovative new therapies.
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It is fime consuming and cumbersome
for clinical trial sites to use many different
websites, each requiring unique login
credentials to communicate and
collaborate with Sponsors.

> TransCelerate

BIOPHARMA INC.

Disparate, Duplicate Processes for Site User ID Management and Feasibility

Study 3
= Do you have a-70° freezere

. Study 4
Do you have a -70° freezere

Study 5
Do you have a -70° freezere

How long are your IRB furnaround
timese

Do you have a monitoring system for
cold storage?

How frequently does your IRB meet?
Do you have an X-ray¢

Site personnel are continuously asked to input
the same information on their feasibility surveys
when working on a different study or with a
different Sponsor.
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Well known pain points from a clinical trial site perspective

Pain points SIP Solutions

Too many passwords & websites; logging in
and out of many portals

Too many staff hours spent on providing site
and site personnel datag,

Multiple competing priorities
Redundant tfraining

Provide the same information and
documents repeatedly

Visibility for potential trial opportunities

Regulatory documents are hard to frack and
send securely

Sponsors do not consider Site input when
developing new systems

Every Sponsor “does it differently”
> 7



How does SIP address sites’ pain pointse

Pain points SIP Solutions

Too many passwords & websites; logging in Single point of access with One User ID & Password across Sponsors;

and out of many portals links to systems; SSO work in progress

Too many staff hours spent on providing site  After initial set-up of profiles, information is reused across platform;

and site personnel data, allow more time for trial execution & patient care

Multiple competing priorities Consolidated view of study tasks & surveys by due date; prioritize
and manage workload across studies

Redundant tfraining Centralized history of GCP training; training recognized by multiple
Sponsors

Provide the same information and Generate an e-Signed CV; upload common documents; profile

documents repeatedly data accessible by all SIP Sponsors; can be exported to use outside
of SIP

Visibility for potential trial opportunities Sponsors search Facility & User Profile data for trial opportunities

Regulatory documents are hard to track and Document exchange allows for easy access, secure exchange &

send securely fraclking of regulatory documents

Sponsors do not consider Site input when TransCelerate consulted with a Global Site Advocacy Group to
developing new systems develop functionality

Every Sponsor “does it differently” Harmonization of delivery of content; Study workspace & user

> T experience consistent across Sponsors
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Shared Investigator Platform

UNMET NEED

Clinical trial sites must use many
different websites, each requiring
unique login credentials to
perform clinical trial What is the Shared Investigator Platform?
responsibilities and
communicate with their
Sponsors. Site staff repeatedly
prepare and provide the same
information to each of their
Sponsors. This is fime consuming,
cumbersome, and often difficult.

OBJECTIVE

Reduce the burden on
investigative sites by
providing them with @
central point of access,
harmonized conftent and
services, and streamlined
intferaction with
participating clinical frial
Sponsors.

> Trans
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. SIP Value Proposition

> TransCelerate
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ISSUES

Different platforms and
processes Across
sponsors complicates
day-to-day activities
and for Investigators,
increasing Site burden
and risk of errors

Significant inefficiencies
for 1) Sponsors to
develop and maintain
individual portals and, 2)
Investigators to train
and keep current on
and using different
portals across numerous
SpoNsors

SIP IMPACT

Reduced burden on Investigative sites by
providing them with a central point of
access, harmonized content and services,
and streamlined interaction with
participating clinical trial Sponsors

Savings through shared system investment

& maintenance costs; and harmonized
content and processes, which enhances
compliance.

Harmonized information model allows
expanded insights to clinical trials by
Sites, Sponsors, and Regulators.
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. SIP Journey

Q1 2016

SIP Release 1.0 Q4 2016 — Q1 2017

1st Member Company Releases 1.1-1.3

Adoption 2nd and 3@ Member
Company Adoptions

—_—

Q3 2018- Q1 2019

Releases 3.0- 3.1

2 Additional Member Company

Adoptions
SIP Core Product Requirements
fulfilled.

>,

> TransCelerate
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Q3 2017 - Q1 2018

Releases 2.0 and 2.1
40 Member Company
Adoption

2020 and beyond

Transition is complete and

are
Cognizant is the sole
owner of SIP.
e' 2 additional companies
onboarded (1 MC and 1
2019 non-MC)

Implementation of
Governance strategy
and transition plan.
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. What is the Shared Investigator Plaiform?

ev Cognizant
== LIFERAY.
EXOSTAR SIP Product Owner/ Platform software

Systems Integrator
Identity/credential Y 9

Provider m

Innovative, cloud-based solution which aims q i i
to revolutionize the Site-Sponsor relationship Vendor supporting Security

do more trials sumtﬂ tal-:_'-
Investigator Registry Vendor Vendor providing Study
“ SHARED Training functionality
INVESTIGATOR
PLATFORM
Single sign-on (SSO) for seamless
investigator experience
Aad e Ty o
" 28l ‘11! goBalto
Document Management Study Activation Vendor
/Safety Vendor
> n‘ans * Open, public APIs delivered for use with any vendor of choice

BIOPHARMA INC. Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserved.



. SIP Functionality

SAFETY NOTIFICATION* SINGLE SIGN ON
Enables upload of letters, central Secure access across USER PROFILE
TASK. ALERTS distribution & notification, with Sponsors and studies Cenftralized site staff
: . tracking acknowledgement (via information reused
[ [ g .
information across studies ®-., ., : o
: FACILITY PROFILE
".‘ ; ‘."' Cenftralized facility information
., : K reused across studies. User
HOME PAGES o %o, * X ' associates to facility
Dashboards, news, ~ ®erevann,, -
links, reports, & metrics RRRLL LT TN
@‘_‘ SHARED
INVESTIGATOR FEASIBILITY SURVEY
STUDY WORKSPACE ..o ' } \ PLATFORM adlmrmeeemaesmsssnnsnnsnenn e Survey creation, distribution,
Sponsor specific o completion, & response
workspace for each study e management
““““ ""o‘ ““ ..lll....'
% iz ini
st PAlYMENTS , ¢ ® history and GCP training
ac fﬁfgfrﬂl 'r:‘gi: ﬁ%emsegn g STUDY ACTIVATION* DOCUMENT MANAGEMENT* (mutually recognized)
rocesses(via API Streamlines study activation Management, storage, and
P integration) activities and processes(via collaboration of documents (via
9 APl integration) Safe-Dx Integration)
BULK INVITES SMO/ ARO/ Site Network ONGOING STUDIES
Ability to invite multiple personnel Centralized workflows to align with SMOs’, Enable migration of ongoing
simultaneously fo enhance onboarding AROs’, and Site Networks' operating models studies and relevant information

> ﬁans *Non-core modules provided via optional, open, public API
BIOPHARMA INC. Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserved.



studies

(o)

=

Key Benefit- Re-use of Site User and Facility Profiles Information across

(W

J == = O

Log onto multiple portals
with varying processes for
different Sponsors

Repetitive entry of CV
information in various
formats for each Sponsor

Completion of feasibility
survey takes approx. X time,
entering information from
beginning to end

SHARED
INVESTIGATOR|
PLATFORM

Log onto one Platform to
manage studies in a
harmonized way with
> e participating Sponsors

BIOPHARMA INC.

Complete User and Facility
Profiles once, and information
can be seen by multiple Sponsors

Pre-population of existing Facility
information in the Feasibility
Survey means less time (~50%

reduction) needed to fill out the
Copyright ©2015 TransCelerate %Fvery Allrights reserved. ]3



Key Benefit- Mutual Recognition Training (MRT) Program

Process Process

without SIP with SIP Site User completes a GCP
Training under MRT Program

Investigator must complete GCP =
Training for each Sponsor o
-_ s
r.gnLV Site User submits MRT
5T Request to Sponsor

| (B
“ SHARED
S‘ 4 vesTiGaTo
) » PLATFORM

Sponsor can accept
MRT request

@)

NS

Site User may receive GCP Training Credit
without having to repeat training

Training — S J—
Certificate -_ -_ _

Sponsor 1 Sponsor 2 Sponsor 3

> TransCelerate
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North
America
11833

South
America

2126

* 32871 Registered site users * 81 countries * 9229 facilities * 299 Studies

Ak Coffidential

-
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North America
Canada
Costa Rica
Cuba
Dominican Republic
Guatemala
Honduras
Mexico
Panama
Puerto Rico
United States Minor
Outlying Islands
United States of America

South America
Argentina
Brazil
Chile
Colombia
Ecuador
Peru

> 2008 CHAZat coffdetia

11833
1047
36

14
171

565

36
25

9928

2126
521
635
139
556

273

User Registration - Site Users per Country

Europe 11174
Austria 213
Belgium 525
Bosnia and Herzegovina 12
Bulgaria 172
Croatia 11
Czech Republic 571
Denmark 153
Estonia 23
Finland 117
France 917
Germany 948
Greece 186
Hungary 666
Ireland 87
Italy 1156
Latvia 25
Lithuania 40
Macedonia (the former
Republic of) 2
Moldova (the R 3
Netherlands 250
Norway 58
Poland 1059
Portugal 136
Romania 135
Russian Federation 753
Serbia 43
Slovakia 45
Slovenia 3
Spain 1491
Sweden 49
Switzerland 122
Ukraine 368
United Kingdom of Great Britain and
Northern Ireland 835

Asia

Afghanistif

- 6197 oOceania ' .
’ 1 America-gﬁmoa »,

Australia
New Ze

)

994

788
205

Maedni (;che former Yugoslav
Republic of)

|
|
|
. Moldova (the Republic of)
: Netherlands

250

¢ Norway 58
[4

Sri Lanka 2

Taiwan 403

Thailand 159

Turkey 736

United Arab Emirates 5

Viet Nam 14

-
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. SIP Implementation and Scale

6 Sponsor Companies are
live on the Plaiform

%2 others to join in 2020

“*Avg ~2500 users
registered per month in
2019

1037 Site Personnel >1
Study

%90 Investigators > 1
Sponsor

> TransCelerate
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35000
30000
25000
20000
15000
10000

5000

Site Onboarding Site Usage
12000
10908
29245 10000
£000 7604
19145 £000 653
216
4000
1484 e J535
T 6483 2000
—2687 L 4821 .
Sep-18 Jan-19 Apr-19 Teday Sep-18 Jan-19 Apr-19 Today
emRegistered Users e Facilities o CV5 e MRT GCP
Sponsor Usage
2500
2158
2000
1500
1000
500 582
152 [ 180 271
0
Sep-18 lan-19 Apr-19 Today
—Studies  e—Surveys
as of 5 August 2019
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What's In It For Me?
Site & Site Personnel

» Single Sign On cross multiple Industry Systems and

Single Sign On
& g reduced account management activities

Site Data Owned by > Site own user and facility profiles - SQ&T’s CV and SPF.
Site » Enter data once and maintain it.

Reduce administrative work
» Reduce answers to repeated questions by multiple
studies/sponsors.

» Streamlined GCP waiver process for Mutually Recognized &
One for all Training
» Integration with Trifecta’s Investigator Space Learning focus on what matters most

Management System
» Common experience across SIP-participating sponsors

» Increased visibility into start up activities including
training and document status

Consolidated ; . .
» Consolidated task list across studies and sponsors

Overview » Insight into all outstanding feasibility surveys
» One stop-shop for study links
» Secure document exchange and reduce paper work
Documentation » Access to a temporary document warehouse for study
documents
> Trans oot 19
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. Organization, Facility, and Department Relationship

Organization

Facility

Depariment

Users

> TransCelerate

BIOPHARMA INC.
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. What does it look like?

Home User Profile = Facility = Sponsor ¥ Documents » Survey ¥ Training « Reports

i i

TCB Reports Impact in the Way Clinical Trial
Information Was Shared

R

0 0 LG Read this release about TransCelerate BioPharma
Overdue Due Today Due Later Inc.’s measurable pre  vjey All System Announcements
Tasks My Tasks(5) Favorites Recent Studies

A1A-MC-AMER-Lilly
Generate CV Due On25Qct 2017

A1001001-Pfizer
Please generate your CV as your profile was updated by you or your delegate or you have received

credit for GCP training. 8029995-Roche
Set Favorites >

null Links

Due On 03 Nov 2017
Please remember to Submit existing Financial Discloses for PI's and Subl's that
will appear on 1572 Clinical Trials

TCB Home

null Due On 08 May 2018

Suzy Sunshine with email address as suzysunshine2018@gmail.com has added Madison Community
Hospital and Clinic to their User Profile.
>> TransCele You may now add them as a member of the Site Staff for Site 100 belonging to Lilly Study A1A-MC-
BIOPHARMA AMEBRASterdPTor the SIP Ambassadors to use for demoing the SIP 21 Irights reserved.



r 2019

What does it look like?

Home User Profile Facility

S 0 0 Lilly
Overdue Due Today Due Later

Sponsor ¥ Documents ¥ Survey ¥

ﬁ View All Workspaces

Pfizer

Tasks Roche My Tasks |

AbbVie

Generate CV Oct 2017

Please generate your CV as your profile was updajJEatG:Cly eived

credit for GCP training.
Amgen

AstraZeneca

nul

ov2017
Please remember to Submit existing Financial DiJJ:A

will appear on 1572
Curie

Franklin

null Higgs ay 2018

Suzy Sunshine with email address as suzysunshi
Hospital and Clinic to their User Profile.

You may now add them as a member of the Site §
AMBE-A. STtusigr the SIP Amhassadn » =N 18 MSD

yonsor/member/studysitehome?sid=MVZiKOt TGVFMHRKQUtObFo2aEVVQTO9&

Livingstone munity

n-MC-

> TranscCel:
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prove Clinical Trial

=R

Training « Reports

Favorites Recent Studies

A1A-MC-AMER-Lilly
A1001001-Pfizer
B0O29%535-Roche

Set Favorites ==

Links

Clinical Trials

TCB Home

22
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.r\zﬁghai does it look like?

A 2 B law B O @ R

User Profile ~ Facility = Sponsor ¥ Documents ¥ Survey v Training ~ Reports

Sponsor = Lilly = AlIA-MC-AMBR > StudyHome

A1A-MC-AMBR

STUDYHOME =~ STUDYSUMMARY = STUDYSITEPROFILE = STUDYDOCUMENTS = STUDYTRAINING = STUDY CONTACTS

Tasks Study News ™ Study Links
ﬁ Database Lock Approaching
1 04 Please remember to complete all queries by Wednesday for lock on eDC
overdue Wil Friday. Thank you! IWRS
04 Lab closed for the Holiday Safety Mailing System
@ The lab will be closed on Monday to the upcoming holiday. Please send
0 Waliil all samples to arrive by Saturday. Thank you!
Due Today View All Study News:=>
0
Due Later

BIOPHARMA 1 October 2019

>> ﬁ'anSCEI( ’ Site Tasks ‘

23
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. Steps for site user

T4
« Register (create Exostar account if not already done)

« Complete user profile or delegate to other user for completion
(e.g. Pl => SC, administrative support)

Important: delegee needs to be registered to SIP too.
« Link user profile to the Facility
=>» First user profile linked is the FPM, but this can be delegated
 Generate CV
« Submit GCP Training Credit Request

> Trans
BIOPHARMA INC. Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserved. 24



. User profile

» TransCelerate

BIOPHARMA INC.

‘ SHARED
t‘ “ INVESTIGATOR
P~

PLATFORM

User Profile > My Profile

My Profile

‘o 9 Anna Doe +

Site User
User ID: doea_5737

Last Modified Date 10-Apr-2019

Anna Doe

Rahway , New Jersey
%, 909-599-5002

= zipfive@aol.com

USER PROFILE

& EBasicD
& Facilities

@ Education

& Professional Experience
Q Rezearch Experience
& GCP Training

& Licenze Details

Profila Attachments

Publications & Presentations

AEBREVIATED CV HISTORY EXPORTED USER FROFILE

Basic Details

NAME & CRITICAL CONTACT DETAILS

Title
First Name Anna
Middle Name
Last Name Doe
Suffix
Initials
Mobile/Cell Phone 090-000-0000

Email Address  Sipfive@aol.com

JOB TITLE & ROLE

Job Title/Profezsion

Role Investigator

PRIMARY BUSINESS ADDRESS

Enter your primary busineas address. For Investigators, this should be the address you would include on the Form
1572 or equivalent.

Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserved.



. Facility Profile

‘ g AnnaDoe =

*‘ “ SHARED
h INVESTIGATOR Site User

PLATFORM User ID: doea_5737

Fadility > Duke University Medical Center

Duke University Medical Center

& Facility Name & Address Facility Contacts

. The following Facility Contact roles can be assigned st the Facility level.
& Facility Contacts ]

1. Fecility Profile Manegers (FPM}
= FPM hene the ability to set-up, edit snd maintain the Facillity Profile.
= Only one individual can be selected ez "Primary™ FPM. The Primary FPM receives all of the Facility Profile relsted mescapes.
» FPMs can create Departments under their Facility and essign applicable Department Profile Managers (DPM] to manege the

() Therapeutic Areas & Patient
Fopulation

Department Profile.
2 Fecility Clinical Triel Contact (FCTC)
= FCTC is copied on all Bureey and Study Invitation notifications sent to Investizators associeted to Facility.

() IRE/ERE/Ethics Committes

O Local Lab 3. Hend of Fadility (HoF)
= HoF is copied on all Surney and Study Imvitstion notificetions sent to Imaestipetors associated to Facility.
O Consent & Training » HoF iz added as the study site skaff for the shudy sites sssociated to this Facility and its Departments and is given read-only eccess to
wiew those chudy site profiles.

Wou need to add Head of Facility as & FPM [ DPM in the Facility and Department(s) profile, if you wish to provide him or her with the

access to edit the Fecility/Department Profile.
The Head of Facility Delegate has the same rights ex the Head of Fadility.

O Facility & Equipment

O Investigational Product [IF) &
Controlled Substances

Select Mame Email Address Roles Actions
O Source Documentation Primary
FPM
* Doe, Anna sipfive@aocl.com Facility Profile Manager (E4

Additional Information &
Attachments

COrganization Affiliations

< Facility Mame & Address Therapeutic Areas & Patient Population »

> TranscCel
Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserved.
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. Create Department (1)

Anna Doe

Rahway , New Jersey
. B99-509-2599

= =zipfive(@aol.com

P Use 3 Deleza
USER PROFILE AEBREVIATED CV HISTORY EXPORTED USER PROFILE
@ Basic Detail Facilities
Faciliti Add any Facilities and affiliated Departments where you conduct Clinical Ressarch. These Facilities will be listed on your
acilities
o Curriculum Vitae. The CV iz limited to 10 combined Facilities/Departments. The Facility you identify as primary will be
listed first. Click on “Actions” to Add Department, Export or Remove the Facility/Department from your user profile
Education
Q Primary  Facility Mame and Address “ Department Mame and Address = Actions
Farility
Professional E i
Q rotessional Beperisnce ﬁ Brigham and Women's Faulkner Hospital :ﬁ
. 1153 Centre Street, Boston,
@ Research Experience Maszsachusetts, United States of America,
02150
& GCF Training +  Duke University Medical Center o
2301 Erwin Road, Durham, North Carclina, Add Depariment
@ License Details United States of America, 27710
ﬁ Hospital X Export Facility Profile cﬁ
Profile Attachments Rua Padre Jodo Manuel, 530 paulo, S&o e —
Paule, Brazil e resliy
Puklications & Presentations 1}5’ Instituto de Diabetes y Rizsgo \:ﬁ
Cardiovascular 5A de CV
| Frewiew Abbrevieted C | Avenida Francizco Villa 1308, Puerto
| | Vallarta, Jalisco, Mexico, 48328
- ) 7 Institute de Informacion de Investizacion o

en Salud Mental
Calle Dr. Enrigue Pena 122, Monterrey,

| B1 Seuichy Higkor | Nueve Leén, Mexico, 64710

ir Kasis Hospital oF
18, wirki i Wigury, Wochy, Warszawa,
Warazawa, Mazowieckie, Poland, 02-143

Show Rows | 10 Page EI ofi

> TransCelerate
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Create department

> Trans
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# ‘ SHARED
- INVESTIGATOR
P~

FLATFORM

Home User Profile = Facility - Sponzor =

Fadlity > Duke University Medical Center > Add Department(s)
Add Department(s)

Select and add ene or mare Departments to your profile

Department Mamea = Addreas

Mo Records

ADD DEPARTMEMNTS TOYOUR USER PROFILE

‘ 9 Anna Doe =

Site User
Uzer ID: doea_5737

Documents - Survey = Training =

City = StateProvince/Region= Centact DPM

Showing 0 to 0 of 0 entries Show 1:- entries

CREATE NEW DEPARTMENT MNO DEPARTMENT CANCEL

For e.g. private practices

Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserved.



> TransCelerate
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Create Department (3)

0
S

Home

SHARED
INVESTIGATOR
PLATFORM

User Profile =

Facility =

Facility > Duke University Medical Cemter > Crest= New Department

Create New Department

LJ

Training =

[0 Department Name & Address ] Department Name & Address

Admin -

AnnaDoe -

Site User
User ID: doea_5737

Enter the Department Hame and type. The Facility sddress iz populated for your convenience, and can be
updated as needed. Once a Depariment Profile is created, "Department Type' cannot be edited, please review
the 'Department Type' before you save the Department Profile.

Facility Mame

Facility Type

Department Mame
CDepartment Type

Street Name and Mumber
Building/Floor/Room Suite
Additional Address Info
Country
State/ProvinceRegion
City

Zip/FPostal Code

Duke University Med

Select Facility Type

Select Department Type

2301 Erwin Road

United States of America
North Carolina
Durham
27710
SAVE CANCEL

Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserved.



. Create Department (4)

> TransCelerate

BIOPHARMA INC.

New Department Created/ Identify Contact

You have successfully created the Cardiologie in Duke University Medical Center,

One or more Department Contacts need to be assigned to create and maintain the Department Profile. Whe would
you like to assign as Department Profile Manager?

| WILL CREAT AIN THE DI ITMENT PROFILE IWILL ASSIGN SOMEOME ELSE

Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserved.



. Department Profi

‘ g AnnaDoe =

l.‘ ‘ SHARED
h ‘ INVESTIGATOR Site User

PLATFORM

Uzer ID: does_5737

Fadlity > DukeUniversity Medical Center > Cardiologie

Cardiologie

& Department Mame & Address Department Contacts

The following Department Contact roles can be sssigned ot the Department: level.
[Q Department Contacts

1. Departrment Profile Menagers [DPM)

= DPH has the abillity to set-up, adit and meintain the Department Profile

= One individual cen be selected as "Primary™ DPM. The Primary DFM receives all of the Department Profile related messeges.
2 Department Clinical Trial Contect [DCTC)

= DCTCis copied on all Survey and Study Invitation notifications sent to Investigators associsted to Department.

(O Therapeutic Areas & Patient
Population

) IRE/ERE/ Ethics Committee

O Local Lab Select MName Email Address Rioles Actions
Primary
DPM
(O Conzent & Training
* Coe, Anna sipfive[@acl.com Department Profile Manager #

) Department & Equipment
Add Department Contact

(O Investizational Product (IF) &
Controlled Substances

[ ¢ Department Name & Address ] Therapeutic Areas & Patient Population »

(O Source Documentation

Additional Information &
Attachments

Organization Affiliation=s

> TransCelerate
Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserved.
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. SIP Foundationa

Email introduction to

Sites

[To: Investigator and Site Staff

Subject: Register for the Shared Investigator Platform

Attach: SITES: Introducing SIP

Dear Investigator and Site Staff,

We're delighted to announce that (insert Member Company) is using the Shared Investigator
Platform (SIP). If you haven't heard of it, SIP, a TransCelerate initiative, is a common platform

that will allow you to enter crtical info

rmation like training, research and professional

experiences, and site capabilties only one time for all studies sponsored by participating SIP
companies. As more studies begin using SIP, your administrative burden and the number of log-
ins you're required to use will decrease -- allowing you more time for working with patients.
Once your profile is in SIP, you'll also be to generate your CV and be visible to all member
companies for future study opportunities.

Please see the attached PDF to learn more about SIP, understand the registration process for

your site, and find out where you can

get support.

Short 2-3 minute videos are also available

for introducing SIP to sites:
About TransCelerate

Site Capabiliti

es Made Simple with SIP

SIP Fast Facts

Study Management Made Simple with SIP Video new!

Shared Investigator Platform: From Concept to Reality

> TransCelerate
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Video new!

Training and Resources

Sites Guide to Getting
Started in SIP

Key Benefits for Sites
Built for Sites, with Sites

SIP is a cross-industry solufion designed by TransCell

lerate Members to makes Sites’ lives easier.

SIP is complimentary to Sites.
Study Management Made Simple
One platform, one usemame/password, and hammonized processes to manage studies across mulfiple, participating Sponsors.

Where Sponsors Meet New Sites

User and Facility Profiles saved in SIP share your research

experience and site capabilities with participating Sponsors

The antidote for redundancy
Data and documents you maintain in SIP can automatically be reused and leveraged from study to study, Sponsor to Sponsor

The Steps to Getting Started

Register for SIP

31l REGISTER FOR SIP

Participating Sponsors will initiate SIP
invitations.

Add do-not-reply@sharedinvestigator.com as a
trusted email sender so you don’t miss your
SIP invitation

Click the registration link within invitation

email and follow prompts to enter User
Information

3=l ACTIVATE YOUR ACCOUNT

Within minutes of registration, you will receive
a second email to activate account

Click the activation link and follow prompts to
create password, set up security questions.

In the First Logon popup message, click link to
navigate now to SIP for Step 3

[IR-31=EW SIP 2-PAGE ORIENTATION

Click the link to view the 2- page Site User
Orientation Guide (1-2 minuteg)

Click Read and Acknowledged button to
proceed to your personal SIP dashboard.

Congratulations, you are ready to use SIP!
Go to www.sharedinvestigator.com at any time
to access the platform.
1 TIPS FOR INVESTIGATORS
Ready‘ Go! after Steps 1-2-3:

Don't delay completion of your User Profile
You can assign a Delegate to complete this task.

If sent a survey

Complete or delegate your survey

If invited to a study

Accept the Study Parficipation Invitation in SIP &
complete or delegate your study site profile

0 Complete Your User Profile (all users)
Enter data directly in SIP, OR

Click Delegate and enter an email address to
allow someone else to complete your profile
on your behalf, OR

Associate to a SIP Facility or Department. I
not found, create a new one. Facility/ Dept.
Profiles are created gpnce for multiple SIP
users. Avoid creating duplicates!

Complete your Facility Profile (FPM)
Facility Profile Manager *FPM” is a SIP role

typically assigned to a sitefcenter manager
during facility creation.

Enter data directly in SIP, OR

Impert the Facility Form completed offline
(www.transceleratebiopharmaine. com/wp-
content/uploads/2018/03/F acility-Profile-
Form.pdf). If the Facility you associated with
already has a Facility Profile Manager, your
work is done!

Generate your CV (Pl & Sub-Investigators)

Click Generate CV button in your completed
User Prefile to generate a 2-page
TransCelerate abbreviated CV_

MNew CVs are automatically shared with SIP
Sponsors.

@ Invite others from your Facility to join SIP

Invite others from your Facility using the Bulk|
Invitation feature, OR

Contact Sponsor to regquest SIP invitations.

) View ZIP Videos OR find out more about the
TransCelerate SIP Initiative
{www.transceleratebiopharmainc.com)

®mm

Cognizant

SIP Job Aids

1 what Is a Usar Profile and how 16 1 used?

our User Frofle documents your afllatons, guaifications,
reszaTh EEperences, and GOF aiming and can be used o
‘generaie your V. Compieling your User profle makes your
IFioration sesrhabis for &l SRS FURRING CNCH TaS K
SIF. Afier regestering in SIP, you must frst complete your Liser
Frofile and gererate your Abbresvisbed Curriculum Vitae (CV].
2 How oan | updats my Usar Proflls?

Thene are three opbions for updating your User Profie:

= Licale User Profis Dnjins: Enter the information

directly In SIP on the My Profils page. To navigate
from any section of e User Profie 1o the next

Suanep IvvesTicator Pratrorm (SIF) B 2.1-Sire User Jos A,

Manage User Profile

Version 1.1.0.18 (20 jan, Z018]

serion, dick Bsolon Mames > Altemafvaly, on Fe
Uzer Frofie ravigaton pane on the l=ft, dick the
refevant secion name. For more informadon, refer bo,
User Profie Mavigation Pane.

Deispate: Azsign your User Froflie fo angther 5=
{izar (Encwn 2= the Dsegas), who compietss kon
your befaall. You are required o review and approve:
e updates mads by e Deisgate

Loigad SIF User Frodle Fory I you prefer o
COMpistE & form ofine and then upiosd dats imo 3P,
you can uikze the SIP User Proflle Fom. But fere
&rE [Iittons Such 3 e form does Rot alow he
wser in add multiple records: for certain secions. and
o attachments ar= possibie via form.

l Prerequisite: Register in SIP and Log on

Update/Carmplets Your Uger Profile and
Add Facility/Department

“ Option 1
~Caeigl el Cinline-
Uzdata Laer Prafile

oanE r Fores arifine
el Tinallze Itomine el

Optien 3
-Delegate-
Sudein 3 Dol b 1o
updatafcomg bt you
U Brafile far your
wewiew wnd g proal

Genarate Your OV

For o detalled descrigion on sech scivity soqpiuired in this Job Ske, reler i the 537 Siie s Oring Help.

SIP Hulp Dk Eril 2Pl Comn sl oors | Teleohona. See Sl Do
g Coprizent Technology Soutiens UE. Joporton Al ights (essre:
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https://transceleratebiopharma.sharepoint.com/patients/_layouts/15/DocIdRedir.aspx?ID=TRNSCLRT-1330705444-672&e=QiTby8
http://www.transceleratebiopharmainc.com/videos/about-transcelerate/
https://www.youtube.com/watch?v=UbRvM81v-y0
https://www.youtube.com/watch?v=rK0HskTvAtE
http://www.transceleratebiopharmainc.com/videos/study-management-made-simple-sip/
http://www.transceleratebiopharmainc.com/videos/shared-investigator-platform-sip-concept-reality/

Conclusion

Developed in collaboration with sites, industry, organizations

(networks, SMO'’s...) and CRO’s
« Standard approach across the companies using the plaiform
* Will reduce the administrative burden through

re-use of information (enter it once — maintain it - it's your data)
single sign-on (reduction of n° of different portals/passwords)
streamlined document delivery (all documents in one place)
Streamlined training delivery (study and non-study specific training)
Streamlined feasibility process

» Give sites back time to spend on what maiters most :

patient care

> TransCelerate

BIOPHARMA INC. Copyright ©2015 TransCelerate BioPharma Inc., Allrights reserve
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. Questions?

> TranscCelerate

BIOPHARMA INC.

Copyright ©2015 TransCelerate BioPharma Inc., All rights reserved.
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Visit us, for more information:
www.TransCelerateBioPharmalnc.com
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November 2017

Accelerate to Innovate ; I
The next edition of Accelerate to Innovate is now available. Our wa fc h o u r A b O U 1- US v, deo

newsletter provides an inside look into the progress of our
Initiatives, viewpoints of our leadership and much more!

READ IT

Our Initiatives

Sign up for our Newsletter,
Accelerate fto Innovate

TransCelerate
Q@TronsCelero’re @ SeElRaE e

Stay Connected to TransCelerate

e [ e

? Ducwme MRy  mdihe  Tecsss e 00
ranstCelerale



http://www.transceleratebiopharmainc.com/
https://www.youtube.com/watch?v=cn8xZqTq_Ug

