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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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Current state of organization

» 2012 » 2016 $ Today
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platform to enable data sharing
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The Reach of our Global Membership is Expanding

P71 \N .. . . . . .
ARRN Membership is available to biopharmaceutical research and development organizations
WHEF thaf engage ininnovative discovery, development and manufacturing of new medicines*.
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Our Presence, Impact and Engagement is Worldwide

Our Country
Network spans

GLOBAL
REGULATORY
AUTHORITIES

have engaged with
TransCelerate.
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External Collaboration will continue to play a critical role in
achieving our future state

TransCelerate BioPharma

and FDA/NIH

COLLABORATE

on Alighed Common Protocol Template

S

Society for Clinical Research Sites Announces
TransCelerate BioPharma’s Ongoing

FOCUS ON

SITES

by launching SCRS Site Advocacy Groups

CDISC and TransCelerate Announce
New Standard for Breast Cancer to

SUPPORT DATA
SHARIN

for Oncology
Research
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As a single stakeholder organization, we understand the value of robust
collaboration with key stakeholders* across the R&D ecosystem which
provide unique and important insights and perspectives.

RESEARCH AND CRO PATIENT ADVOCACY
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m
ACRP . ' - = CISCRP " International Alliance of
Association of American Cancer [nstitires (‘ = = = niernationa lance o
ASS00ATON B CINCAL .1@1 pbckre R J..)II I] ,_..I)L_.!_, _.. Japan CRO MIU:F 0=I'I 3 o ?F Patlents Organlzatlons
)XK(SCRS 1 B revors rstses covean - CROFOrUM,

. Biotechnology
Industr y
Orga tion

C\\

OTHER HEALTH
ASSOCIATIONS* AUTHORITIES*
disc

VA AY

DIA efp:a

h TRIA
’ TRANSFI:IRMATIDN m
INITIATIVE r

P 1PN
imp ™

nnnnnnnnnnnnnnnnnnnn

Health
Canada

hUR()PEAN MEDICINE§ A(;l:NCY

JAPAN
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http://www.aaci-cancer.org/index.asp
http://sitesolutionssummit.com/wp-content/uploads/2012/01/SCRS-Logo_web600px_medium.png
http://www.jcroa.gr.jp/eng/index.html
http://www.businesswire.com/news/home/20170502005627/en/TransCelerate-BioPharma-FDANIH-Collaborate-Aligned-Common-Protocol
http://myscrs.org/society-for-clinical-research-sites-announces-transcelerate-biopharmas-ongoing-commitment-to-partnership-with-scrs-site-advocacy-groups/
http://www.prweb.com/releases/2016/05/prweb13423521.htm

OUR MISSION:

Collaborate across the
global
biopharmacevutical R&D
community to identify,
prioritize, design and

facilitate
implementation of
solutions designed to
drive the efficient,
effective and high-
quality delivery of new
medicines

TransCelerate’s Initiatives deliver practical solutions to overcome
inefficiencies in research & development

HARMONIZE
PROCESS AND SHARE

INFORMATION

= Clinical Data Standards

= Common Protocol Template
= Comparator Network

= DataCelerate®

= eSource
= Digital Data Flow

» Placebo Standard of Care
» Toxicology Data Sharing

= Common Clinical SAE*

Y,

IMPROVE THE PATIENT
AND SITE EXPERIENCE

= Clinical Research Access and
Information Exchange

= Clinical Research Awareness
= eConsent

= elabels

» |Investigator Registry

» Patient Experience

= Patient Technology

» Site Qualification and Training
= Shared Investigator Platform

ENHANCE SPONSOR
EFFICIENCIES & DRUG SAFETY

=  Advancing Safety Analytics

» Clinical Data Transparency

= Data Monitoring Committee

» Intelligent Automation Opportunities

in Pharmacovigilance

* |nterpretation of Guidance and Regulations*
= Modernization of Statistical Analysis*

» Protocol Deviations

»  Quality Management System

= Risk-Based Monitoring

» Value of Safety Information Data Sources

* New Work approved by TransCelerate Board for 2019



Our Work in Preclinical Development: éBioCelerate

BioCelerate, a subsidiary of TransCelerate BioPharma, focuses on the identification and
development of pragmatic and tangible solutions to improve efficiencies in preclinical research.

Leadership and Governance Structure: BioCelerate has been established as a separate legal
subsidiary of TransCelerate with separate funding and support.

Toxicology and Background Control Nonclinical Study Optimization
Data Sharing Initiative

The first Inifiative, Toxicology Data The inifiative is focused on working
Sharing, is working to help close with key stakeholders to implement
critical gaps between patient common best practices such as
response and preclinical toxicology harmonization of SEND data sets and
findings. authoring of protocols and reports.

Membership in TransCelerate is a prerequisite for BioCelerate membership.
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Our Work in Data Sharing: "'DataCeIerate

DataCelerate will be used to aggregate and analyze preclinical and clinical information* to
improve drug development efficiency and bring new medicines to patients faster.

Toxicology & Background Control Data Placebo Standard of Care Data
May, 2018 2019

Enables participating companies to make Enables participating TransCelerate members
data-driven decisions on compound to collect and share anonymized clinical data
progression based on an increased historically gathered in the placebo and

understanding of on-target and off-target standard-of-care arms of clinical frials among
toxicity. participating member companies.

*Additional data types currently under assessment

)>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.



Our Solutions provide transformational value and impact

“Implementation
of the GCP mutuadl
recognition was an

important win for
us Now it is one less
training that the Pls
have to complete,

which speeds up
our startup
process..."

- Sponsor Company on
Site Qualification &
[Ige]lallgle]

"Given the intense
price pressure
pharma is under, we
need to get
inefficiency out of
trials to make them
economical.
Ultimately that is
how the market will
grow”

- CRO on
TransCelerate’s industry
impact

> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.

“We're seeing
improvement in
quality...[Risk Based
Monitoring]
allowed us to
improve patient
safety and data
integrity.”

— Sponsor Company on
Risk Based Monitoring

“Stability data
iInformation helps
support

temperature
excursions that may
occur during
shipping or
storage...
[allowing] use of
product that
would’ve normally
been discarded.”

- Sponsor Company on
how the Comparator
Network reduces study
delays

“YHarmonizing our
templates worked
out well for both
sides. Developing @
template with FDA
& NIH alone, there
is no way that we
would have found
traction with
industry.”

— Health Authority on
the Common Protocol
Template
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Visit us, for more information:
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November 2017

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

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

Our Initiatives

Sign up for our Newsletter,

- Accelerate to Innovate
TransCelerate
0 @TransCelerate @ SoElrer e e

Stay Connected to TransCelerate
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http://www.transceleratebiopharmainc.com/
https://www.youtube.com/watch?v=cn8xZqTq_Ug

Dutch Transcelerate Couniry Network

- Currently 12 representatives of member organisations
- Quarterly meetings
- Exchange news and experience

- Drive the key topics for NL

>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.



OUR MISSION:

Collaborate across the
global
biopharmacevutical R&D
community to identify,
prioritize, design and

facilitate
implementation of
solutions designed to
drive the efficient,
effective and high-
quality delivery of new
medicines

TransCelerate’s Initiatives deliver practical solutions to overcome
inefficiencies in research & development

HARMONIZE
PROCESS AND SHARE

INFORMATION

= Clinical Data Standards

= Common Protocol Template
= Comparator Network

= DataCelerate®

= eSource
= Digital Data Flow

» Placebo Standard of Care
» Toxicology Data Sharing

= Common Clinical SAE*

Y,

IMPROVE THE PATIENT
AND SITE EXPERIENCE

= Clinical Research Access and
Information Exchange

= Clinical Research Awareness
= eConsent

= elabels

» |Investigator Registry

= Patient Experience

= Patient Technology

» Site Qualification and Training
» Shared Investigator Platform

ENHANCE SPONSOR
EFFICIENCIES & DRUG SAFETY

=  Advancing Safety Analytics

» Clinical Data Transparency

= Data Monitoring Committee

» Intelligent Automation Opportunities

in Pharmacovigilance

* |nterpretation of Guidance and Regulations*
= Modernization of Statistical Analysis*

»= Protocol Deviations

»  Quality Management System

= Risk-Based Monitoring

» Value of Safety Information Data Sources

* New Work approved by TransCelerate Board for 2019






TransCelerate Patient Technology
How TransCelerate thinks about patient technology

Patient technology includes any digital technology with which
patients interact to participate in clinical frial activities

TransCelerate believes that the use of patient tfechnology in
g clinical trials has the potential to:

“+ enhance patient experience and engagement

L)

/
0‘0

streamline clinical trial processes, or

» enable better, more robust data collection in clinical
frials.

(g

L)

L)
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TransCelerate Patient Technology
Scope of Activity and Focus Areas

The TransCelerate Patient Technology Initiative is working to enable and
accelerate clinical trial use of patient-facing digital technology, leading to
richer, more objective data collection and enhanced patient experience.

Based on our research findings, we are focusing on the following areas:

CREATING SHARING IMPROVING REGULATORY
TOOLS KNOWLEDGE CERTAINTY
Creating processes, Sharing data and learnings bgazg%gH%sdggiﬁgggf
methodology, or between sponsor companies stakeholders on the use o PI/DT
considerations fowards the on PT implementation lincluding NDEs)
opfimized implementation experience 9

of patient technology

> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.



Team Focus Areas

TransCelerate Patient Technology Creofing Toos

Sharing Knowledge

: .
Wh OT We re PrOd UCI ng Improving Regulatory Certainty
. \f | o -
we w,o\\ :
Patient Technology Point Patient Technology Patient Technology Novel Digital Endpoints
of View White Paper Toolkit Shared Insights Validation Blueprint
Published research Tools for industry Knowledgebase (NDE)
describing the current stakeholders fo support the Dynamic data repository for Pathway for validating novel
landscape of patient-facing implementation of Patient sharing Patient Technology digital endpoints and novel
fechnologies (PT) in clinical Facing Technologies. experience via structured, methods of measuring
research, including benefifs, searchable data on trials run existing endpoints, including
gaps, and opportunities by contributing sponsors health authority interaction
*Implementation Framework &
Regulatory Landscape Tool

/—

-

Regulatory Engagement External En_gqgement
Creating understanding and dialogue between HAS Enriching our work products through engagement
and industry stakeholders on the use of PT with industry stakeholders

> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.






The Impact of Engaging Patients in the Design and
Execution of Clinical Studies

> By designing clinical studies with patient inputs, study sponsors can potentially...

Imbrove Reduce
Improve the ruuﬁgerof protocol Speed up the Support
patient’s : amendments delivery of development of
patients o e
S and study medicines to more ‘fit for
participating in o o
clinical studies participant market patient’ drugs
dropout rates

‘ Near-Term Long-Term ‘

experience in
clinical studies

)>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved. 19



TransCelerate Patient Experience Initiative

> This initiative seeks to develop patient engagement tools will contribute to an
improved partnership between sponsors and patients in clinical studies.

________________________________________________________________________________________________________________________________________________________________________________________________

Patient Protocol Engagement Toolkit Study Participant Feedback Questionnaire Toolkit
P-PET i SPFQ
Target e Protocol Protocol Protocol Dat Dat
P;?odﬁll’gi Deve;?cﬁ]meni C?n?:ggt Opfriz'\ioz(;?ion Exr:czct:ign Anglﬁsis Dissen?i:qﬁon AT
Elg Design clinical studies with patient input | Gather patient feedback during clinical studies

>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved. 20



Patient Protocol Engagement Toolkit (P-PET)

> User Guide > Resource Guide

Resource Guide
Table of Contents

. Start-Up Considerations f-"x@

. D TransCelerate

b} BIOPHARMA INC.
» TransCelerate i
» BIOPHARMA INC. il o

Patient Protocol Engagement
Toolkit (P-PET)

&

Fv ot s o

orsckr b e dak Corsiteruas

o
Patient Discussion Considerations 1 o1z -

oot
et ok

Patient Protocol Engagement
Toolkit (P-PET):

USER GUIDE

INTERNAL DRAFT for WAVE 1 PILOT TESTING

. Process Flow for Patient Engagement Activ [ .

Resource Guide

INTERNAL DRAFT for WAVE 1 PILOTTESTING.

s [AE], Sesicnn Actusiss

e

Plans, hopes, and concerns retated to thair
disaasafeoadition.

dentty Keed
Iooking
patient

for from
‘advisors?

EEE © e
[==] :

» Templates :

Tobie of Contents
. Clinical Trials 101 Summary s
and Recommendat

. On <enter date of discussion> we will... THE

RESEARCH AND PROCESS

As a “Pallent Advisor” your role is fo meet

The feedback you provide. will be used by
team and provide feedback on the team to:

Clolcol ol * Undiertand how the Senter sHudy Befoll coukt | | |
e improvea
« Asiess how the. . :
acussons Activities During a Study Visit Patient Advisory Board (PAB)

* Imgrove the <ante

Summary Report

Drug Intusion Medical Mstory « Eace-ta-Face Patieit

— ) ® i
il
= =

Becvocardiogram (ECG)

0@
e @@

|

]

Patient Advisory Board (PAB)
Summary Report for
<Enter study description>

)> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.

Questions & Visual Aids
Study Design & Schedule of Activifies
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What is eConsent?

Pictures Video/Audio
Diagrams === ~
S T
',f" ‘-@L Digital
Signature
ICF (e.g., tiered L
consent) ﬁ
,I
Dictionary/
u Glossary

/4
Comment )
Box/Flags F

Digital Patient Engagement

——

Knowledge
Call out ‘ Review
boxes 1
\‘ /]
\ ll
. HE
Reports, Data/Time & — T System
Registration o — Integration

Empowers patients to
make informed decisions
through the use of
interactive, multi-media
components

Enables the improved
quality and efficiency of
clinical trials through
insight into the patient
experience, improved
data quality, and a fully
electronic system.

eConsent is a tool which can improve the site staff/patient discussion

*The term patient refers to study participants, trial participants, subjects

>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.



eConsent Benefits

A

Patients

> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.

Easy to
understand
Simplified and
consistent
Engaging and
interactive

No pressure/ at
own pace
Tailored to
personal
learning style

Patient-Focused Benefits

Health Authorities/Ethics

» Fewer inspection findings
» |Increased transparency

» Improved version control
» Improved protection of
patients

= Ability to focus on ;
patient’s targeted ;
questions and areas of |

concern

» |Improved efficiencies

* |mproved ongoing
oversight

= Potentially improve patient
retention & compliance

= Timely insight info consent-
related activities

= Continuous improvement of
consent



External Engagement focuses on receiving
feedback on eConsent from involved stakeholders

Feedback received is being used to help develop our deliverables to ensure that we are taking into
account the needs of all involved stakeholders.

Implementation Guidance

Patients

v Focus Groups

v Market Research \
& v Meetings
_ v Other Initiatives
v Surveys

Sites ECs & HAs v Public Comment

CROs Vendors

)>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.



eConsent Around the World 2016 || eConsentsubittec

- eConsent used to Consent patients

The following data was collected in December 2016 from 17 responses to the TransCelerate eConsent
Landscape survey. The below global view represents the countries the 17 responders indicated where
eConsent was submitted and of those submission countries, where eConsent was used to consent patients.

)>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.



viations




In 2018, TransCelerate launched an initiative to address
industry-wide problems related to protocol deviations.

PROBLEM STATEMENT

The lack of clarity regarding the definition of “important” protocol deviations has led to
both over and under interpretation of deviations which impacts the planning, collection,
analysis and reporting of important protocol deviations.

A

IMPACT STATEMENT

Over and under interpretation of “important” protocol deviations could increase the
noise in the PD management process, potentially:

— Hindering the identification of important patient safety information
— Influencing the reliability of trial results and human subject protection

>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.



Objectives of initiative

> Reduce noise to support rapid identification of important protocol deviations
> Increase process efficiencies at site and sponsor
BY
> Improving interpretation of guidelines, including definition
> Improving management of protocol deviation processes
> Engaging with the FDA and other Health Authorities on these critical issues and

solutions.

> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.



identifying an “important” PD.

With feedback from the agency, the team developed
three tools to help clarify the definition and process for

PD PROCESS GUIDE

A proposed framework describing flexible PD
management approaches, elements for
consideration based upon proposed
interpretation of the ICH E3 definition for
important protocol deviations and other
associated PD Guidance with links to the PD
Process Map

>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.

PD MAP

A map of the PD management
process containing processes
for both important and non-
important deviations

PD ASSESSMENT TOOL

A systematic template to assist
in the identification and
documentation of protocol
specific ‘important’ deviations

30



2 ication
and Training




Why did the Site Qualification & Training Initiative Start?

In 2012, Investigator Sites lived in a world filled with duplicate training, forms and
templates causing frustration, wasted time, and complexities.

. d y g v 0 v
J d
d dd d dd .
d ‘‘“ ;*
’ ddd dJ

¢
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Site Qualification & Training Workstream & Solutions
Executive Summary

. Reduce administrative « Gaininput from external 1. GCP Training Mutual
burden and duplication of stakeholders. Recognition Program
effort for sites. +  Develop processes for mutual 2. 8 Site Forms

. Support less experienced recognition of fraining.

3. 12 Informational Programs

site staff with resources to i
ain more information Model non-profocol specific EDC Svst Training Mutual
9 templates and information to sites. ystem Training Mulud

about clinical research. Recodgnition Program
« Develop informational programs

for investigators and sites staff new

to clinical research.

. Foster stronger partnerships
with sites.

% Today, these solutions are governed by a small team of Member Company Experts. As solutions are
integrated with the Shared Investigator Platform governance will continue to evolve.

% Question & Feedback are addressed via SQT@transceleratebiopharmainc.com

)>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.
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mailto:SQT@transceleratebiopharmainc.com
http://www.transceleratebiopharmainc.com/gcp-training-attestation/
http://www.transceleratebiopharmainc.com/assets/site-qualification-and-training/
http://www.transceleratebiopharmainc.com/assets/site-qualification-and-training/

Site Qualification & Training | GCP Training Mutual Recognition

» TransCelerate
GCP Mutual Recognition

The TransCelerate Site Qualification and Training (SQT) Initiative has developed a Mutual
Recognition (MR) Program for ICH E6 Good Clinical Practice (GCP) Training, targeted to
investigator site personnel. To connect with the SQT Initiative about the MR GCP program,
ask questions, or provide feedback please send an email to
SQTa@transceleratebiopharmainc.com. Please note TransCelerate does not provide GCP

training and this is not a certification program

>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.

What We Did:
* Developed minimum criteria based on ICH GCP Guidelines

* Developed a voluntary process for sponsors to mutually accept GCP
training

» Created an online process for training providers to self-attest their fraining

What we did not do:

» Develop one standardized GCP training course

BENEFITS:

Significant Time Savings: Investigators may only need to re-take GCP fraining
every 3 years and avoid duplicative fraining.

Ease of Participation: Training Providers (e.g. Sponsors, CRO, Hospital, Ethics

committee, training consultants, training vendors, etc.) can self- attest via the
TransCelerate website.

34



Site Qualification & Training | Forms for Investigator Sites

Forms and Guidance Available for Download
Online:

Financial Disclosure Form
Curriculum (CV) Template
Facility Profile Form

Site Signature and Delegation of Responsibilities Log

SIP Facility Profile Form

[~
Nt vl s rambars and asnail e if angesve i teat faktsin T o shal ot ba popuiotid in 5P / A
Facility Name [ /
THERAPEUTIC AREAS AND PATIENT POPULATION Narme.

THERAPEUTIC AREA(S) Provide the list of Therapeutic Areas for your Faciliy:

St Thisapistc Ara

St Thisapistc Arsa

St Thisapastc Arsa

St Thisapiustc Ara

St Thinapinstc A

St Thisapistc v

St Thisapastc A

St Thisapistc Arsa

St Thisapistc Ara

St Thisapistc Area

Sub-Therapeutic Areas:

Nate: St Thasgpuutic Areas can be st cnlive frem the Faciity Poofile in 518
Other Areas of Expertize;

STUDY PHASE CAPABILITIES

[OOrhaser [JpPhasen [Jrrasem []Phasev
OTHER FACILITY DETALS

Dio you have Affiliated Research Sites or Satellite Sites/Clinics? A Satellit
secondary locatian where the investigator sees clinical trial subjects
same investigator who sees subjects at the primary site location.

‘What study types does your Facility have experience with?

i

, ey A

[academic [industy [ nvesigator [oovernment |\ wisiir
Initiated et

Is your Facility affiliated with a government agency or part of a
bealth senira?

oot ilties Log

[ [ Principal [
[

[ Country:

Site Specific Informed Consent Tracking Log

15, Sign off an (efcAF izt ez
. e WRSIVS
16. Manage P ressipt sterage. & temperaturs maritar

mart o g vt g, weighe, E26)

Guidance for FDA 1571

Guidance for FDA 1572 e

1.

2,

3.

4.

5. Protocol Level Informed Consent Tracking Log | === =
. .

7.

8.

sttt ot p”;’
sy .
S A o - T ot i
b sty Taskih seegationstort | S| ot | s L e W
ame e | | ey 2 ¥ v
e e e (seect o k) dmases || K gy | ana e oLl Sso, oo
accept the study- (eammmgyy | ) eym e e e o
e St e T g P
atur KME | study 1374047,5,205, 2527 ol Sumavizots | sspunaon e e e PRy
F/MAT o F0AMN/ 252 e e R et s -
& ’ .
BT e s
i o™ e

Select forms have been franslated into Japanese

ite Signature and Delegation of Responsibilities Log
Version 11,01 2018

PageZof
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Site Qualification & Training | Informational Program: Pl Oversight

What We Did: Investigator Oversight
Informational Program

« Collaborated with SCRS (Society of Clinical Research Sites) to
create an online, video-based Informational Program to outline the
basic components related to investigator oversight of clinical frials

» Provided examples of tools that can support investigator oversight

TransCeler¥fe
BIOPHARMA INC.

ACCELERATING THE DEVELOPMENT OF NEW MEDICINES

... ..‘
( | Our Voice

Our Community
al Research Sites

* May be used by investigators that may have less experience in
conducting clinical trials or for investigators for which oversight has
been identified as an issue. May also be used in preparation for a
known inspection or audit.

All Informational Programs have been translated into Mandarin
BENEFITS:

 Enhanced patient safety and quality of clinical trial oversight
* More effective and efficient study start up and conduct

>> Copyright ©2018 TransCelerate BioPharma Inc., Allights reserved.  Informational Programs are based on ICH GCP Eé (R1) and are under revision to include (R2)






I EN NU HET WOORD AAN U...

Voor welke onderwerpen is het van belang dat
we die in Nederland meer onder de aandacht
brengen van diverse stakeholders? Denk aan de
behandelaren, overheid, CRO, Sponsoren, etc.

>> Copyright ©2018 TransCelerate BioPharma Inc., All rights reserved.



Patient Technology

3} Address the barriers to the use of patient-facing technologies (PT) in clinical trials to benefit individual patients
and the broader patient community, as well as sponsors, sites, and vendors

Value for Stakeholders
Strives to enable




Patient Experience

) Enable greater patient engagement and partnership between patients and sponsors to design and execute
clinical protocols that create better patient experiences in clinical trials

Value for Stakeholders
Benefits for pati




eConsent

) Create general awareness of eConsent and enable broad, voluntary implementation of eConsent through the
development of practical guidance and tools to aid sponsors and other interested parties

Value for Stakeholde

 Provide patients
informe




Protocol Deviations

:) Work with relevant Health Authorities to create a protocol deviation (PD) management toolkit designed to help
sponsors conducting clinical research improve PD classification, collection, analysis and reporting processes

Value for Stakeholders




Site Qualification & Training

:) Simplify and enhance the clinical trial qualification and training process by creating efficiencies with a site-level
focus

Value for Stakeholders
Benefits for site

utilizing




Shared Investigator Platform

TASK, ALERTS,

SAFETY NOTIFICATION*
Enables upload of letters, central
distribution & notification, with
tracking acknowledgement (via

SINGLE SIGN ON

Secure access across
Sponsors and studies

USER PROFILE

Centralized site staff
information reused

G@ Cognizant

R3.1(Q1 2019)

& NOTIFICATIONS Safe-Dx Integration) :. g across studies

Consolidated reminders & ° D R

information across studies ®., *o, - .

e . : R FACILITY PROFILE
"-.,. ., . o° Centralized facility information
"-.._. ‘e, : ‘." reused across studies. User
HOME PAGES e, ‘e, - o PP LA associates to facility
Dashboards, news, .-----.......... - _..--""
links, reports, & metrics RREE LT T T T ‘_‘ sen”
‘Q SHARED
.._.---“" ~ INVESTIGATOR FEASIBILITY SURVEY
STUDY _____..--" }\ PLATFORM ituessssssssssssssaaa@ SUTVEy creation, distribution,
WORKSPACE L Lot completion, & response
Sponsor specific o - Pt LI management
workspace for each study ‘u" “0’ . T, .
““‘ R ¢‘ l.-.....
INVESTIGATOR @ ®  _IRAN raning
* %

PAY_M ENTS* L ® history and GCP training

Streamiines payment | STUDY ACTIVATION* DOCUMENT (mutually recognized)
activation activities an Streamlines study activation MANAGEMENT*

processes(via API
integration)

BULK INVITES

Ability to invite multiple personnel
simultaneously to enhance onboarding

activities and processes(via

! ! Management, storage, and
APl integration)

collaboration of documents (via Safe-
Dx Integration)

SMO/ ARO/ Site Network
Centralized workflows to align with SMOs’,
AROs’, and Site Networks’ operating models

*Open, Public API

ONGOING STUDIES

Enable migration of ongoing
studies and relevant information
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