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On Value…

“We need 30-50% cost reduction.”

“Sharing of infrastructure is an opportunity.”

“Clinical trials is by far most important.
Challenges include regulation, globalization,

complexity…definitely discuss ways of
addressing the investigator cost.”

“We have already implemented major changes
in clinical operations, but we are interested in

more "industrial" trial site execution.”

On Doability…

“Requires regulator endorsement.”

“Sharing of infrastructure is a major
opportunity.”

Clinical Trial
Execution

Target
Validation

Translational
Endpoints

Survey Results
(average scores)

Data
Sharing



CEO

External counsel

Accountant

Operations Committee

Retained position

Contracted resources

Member representatives

Key

A flat organization structure emphasizes a high level of membership participation. The
organization provides governance and execution support for funded initiatives.

Board of Directors
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Data Standards

Site Qualification & Training

Risk-Based Monitoring

Site Portal

Comparator Drugs

TransCelerate BioPharma, Inc.
(Non-Profit Model)

Project Support

EXTERNAL
ADVISORS

- CROs
- Regulatory

agencies
- Industry

collaborations



“TransCelerate BioPharma will develop shared industry research and
development solutions to simplify and accelerate the delivery of innovative
products to patients. Our non-profit, pro-competitive model will be based
on a results-oriented approach, emphasizing increased quality in clinical
trials and improved patient safety, enabled by broad participation and
collaboration across the global research and development community.”
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Pharmaceutical Companies Unite to Accelerate
Development of New Medicines

PHILADELPHIA – SEPTEMBER 19, 2012 – Ten major pharmaceutical companies announced
today that they have formed a non-profit organization to facilitate pre-competitive collaboration that
accelerates development of new medicines. Abbott, Astra-Zeneca, Boehringer-Ingelheim, Bristol-
Myers Squibb, Eli Lilly, GlaxoSmithKline, Johnson & Johnson, Pfizer, Roche and Sanofi launched
TransCelerate BioPharma, the largest ever initiative of its kind…
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Prioritized Near Term Opportunities
After an extensive evaluation process, investment has been made to advance five collaboration projects.

Objective: Develop a standard framework for targeted, risk based clinical trial monitoring
Benefits: Improvement in data quality and patient safety for clinical trials; reduction in effort expended on low-value activities

1

Objective: Mutual recognition of GCP training and site qualification between pharmaceutical companies
Benefits: Improved quality of clinical sites and accelerated study start-up times

2

Objective: Establish a single, intuitive interface for investigators used across the industry
Benefits: Ease of use and harmonized delivery of content and services for investigators

3

in partnership with CDISC)
Objective: Accelerate current efforts underway through CDISC to establish efficacy data standards
Benefits: Increased quality of clinical data and enablement of industry end-to-end data flow

4

marketed drugs only

Objective: Establish a supply model to source comparator drugs between companies for use in trials
Benefits: Enhanced patient safety due to known product source and acceleration of study timelines

5



Jul-Aug Sep-Oct Nov-Dec Jan-Feb Mar-Apr May-Jun Jul-Aug

2012Activity 2013

Pilots
Initiated

Approach
Published

Selection of
Portal Technology

Implementation
Plan Finalized

Mutual Recognition
Agreements Signed

Pilot for First
TA Initiated

Data Standards
Complete for First TA

Finalize
Distribution Model

Agreements Signed
and Pilot Initiated

1

2

3

4

5

Project-Level Milestone
8
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TransCelerate
BioPharma Inc.

Health Advocacy

Research and CRO
Community

Regulatory Bodies

Industry Initiatives

Engagement with the Larger Ecosystem
Outside organizations, including regulatory, public, government and industry-based entities, are being engaged.
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Value to
R&D

TimingLater (2013+)Now (2012)

Highest

Lowest

3

2

1
4 5

Initiate
Immediately

Deferred Start

Standard Approach for
High Quality, Risk-
Based Monitoring

Investigator / Site Portal

Centralize / Share Site
Qualification and

Training

Clinical Data Standards

11

10

9

6

7

8

Provide comparator drug
(marketed products used

in clinical trials)

End-to-End Data Flow

Placebo/Standard of Care
Data Sharing

Deliver Label / Drug
Information via Mobile

Device

Metrics and Performance
Data Sharing

Develop Investigator
Networks & Minority

Population Site
Recruitment
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Target Outcomes

 A standard framework and approach for risk
based monitoring, including:

 Common tools & triggers to identify risk

 Categorization criteria for low, medium
and high risk trials

 A validated approach tested through pilot trials
and vetted by Regulators

 Raised awareness through publications and
conference presentations

Progress-to-Date

 Shared individual company approaches to
monitoring

 Formed working teams and set milestones
for developing risk based monitoring

standards

 Agreed upon assumptions and guiding
principles

Description

Develop an industry-wide standard and approach for risk-based monitoring of clinical trials in order to enhance
patient safety and ensure the quality of clinical trial data.

Project Milestones

Jul

2012

Jan

2013

Jan

2014

Jul

2013

Nov 30:

Initial Approach &
Templates Developed

Jan 30:
Pilots

Initiated

Project Start

Jul 30:

Finalize & Publish
Approach

Apr 30:

Results
Measured
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 Implementation plan for a Gateway Portal with
single sign on for investigators and site staff

 Harmonized security policy

 Design of Phase 2 shared portal solution,
including

 Harmonized taxonomy

 Technology selection

 Roadmap for capability deployment



 Implementation plan (cost & timing)

 Shared existing portal technologies of
member companies

 Determined must-have capabilities for the
portal’s first release

 Identified and assembled security, technology
and functional experts.

 Initiated evaluation of existing technologies

A shared, cross-industry site investigator portal designed to streamline investigator and site access through
harmonized delivery of content and services. The Portal will offer a central point of access and single sign on
for investigators and site staff.

Jul
2012

Oct
2012

April
2013

Dec 15:
Selection of
Security Technology

Jan 15:
Selection of Portal
Technology

Jan
2013

Feb 28:
Implementation Plan
Finalized

Project Start



 Develop criteria for mutual recognition of GCP
training and site qualification

 Standard process for information requests
related to site qualification, including:

 Investigator CVs and profiles

 Site-specific profile information

 Consider various approaches to site
qualification & training

 Established standards for mutual recognition
of GCP training

 In process of defining a common GCP
training curriculum

Agreements established for mutual recognition of GCP training and site qualification credentials in order to
realize efficiencies and accelerate study start-up timelines.

Jul
2012

Project Start
Oct 30:
Requirements
Finalized for GCP
Training

Dec 31:
Mutual Recognition
Agreements

Nov 30:
Finalized Site
Qualification Process

Sept
2012

Nov
2012

Jan
2013
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 Present prioritized list of Therapeutic Areas
(TAs) to CDISC

 Contribute harmonized, existing TA standards
and industry expertise to CDISC efforts

 Accelerate the pace of TA standards
development through resource contributions

 Complete pilot TA by July 2013

 Agreed upon and presented priority
Therapeutic Areas to CDISC

 Selected TAs for pilot

 Established working teams to define
supporting business processes

Partnership with CDISC to develop industry-wide Data Standards in priority Therapeutic Areas to support the
exchange and submission of clinical research and meta-data, improving patient safety and outcomes.

Jul
2012

Jan
2013

Jul
2013

Nov 30th: Initiate
Pilot for 1st TA

Jul 30th: Data Standards
Complete for 1st TA

Jan
2014

Project Start
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 New model for comparator drug distribution
enabling direct shipment between participating
companies

 Develop distribution model, including prices at
which members may purchase

 Master Service Agreements (MSAs) with
participating companies

 Selection of vendor and completion of pilot

 Determined in-scope products and required
documentation for distribution model

 Developed commercial communication plan

 Defined principles and process for drug
distribution model

Establish reliable, rapid sourcing of quality products for use in clinical trials through a comparator supply
model enabling accelerated trial timelines and enhanced patient safety.

Nov 15th: Finalize
distribution model

Jan 30th:
Select vendor

Jan
2013

Jul
2013

Jan
2014

Apr 30th: MSAs
Signed & Pilot
Initiated

Project Start

Jul
2012


