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CHANGING PARADIGM IN DRUG 
DEVELOPMENT
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FUTURE R&D PROCESS
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FUTURE R&D PROCESS
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LONG PATH TO SUCCESSFUL DRUG DEVELOPMENT
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HOW SUCCESSFUL IS CLINICAL DEVELOPMENT?
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Probability of technical success from 
entry into clinical development



QUICK WIN, FAST FAIL
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Length of trial delay due to 
patient recruitment

Rising cost of a patient in clinical 
trials

Source: Trends in clinical trial site selection and patient recruitment by CLINIPACE, 2014

Hurdles to Overcome
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WHAT TO EXPECT FROM 
INVESTIGATIVE SITES
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ADAPTIVE

• Changing needs and demands
– Pharma’s fail fast strategies to save resources: 

• early critical go/no-go studies; 

• increasing demands and larger phase 1 studies; 

• more complex, labor- & technology-intensive

• Changing roles
– Changes in structure, composition, and functions

– Full-services capabilities

• ARO

• Strategic alliances or partnerships with CRO’s
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RESEARCH GOVERNANCE

• GCP Compliance and 
Ethical Conduct

– Oversight measures

– Education

– Outreach

• Efficiency and 
Promotion

– Operational systems
• IT-integrated convergence 

technologies

– Services

– Marketing

– Awareness
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INTEGRATIVE

• Hub for clinical trials
– Connect with experts

• Experts in discovery, nonclinical/preclinical 
and clinical development, regulatory sciences, 
and utilization

• Specialists in various therapeutic areas

• Database for translational and clinical research

• Interactions and cross-talks

• Intermural connections

– Connect with resources

• Secure resources necessary for special 
functions studies

• Collective utilization of scattered resources

– Connect with funding

• Especially for venture companies and individual investigators
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STREAMLINING

• Critical path initiatives emphasize the importance of 
streamlining in drug development processes
– Finding the gaps in all stages and filling in

– Critical and fast decision-making

– Involvement from very early stages of 
development, even into discovery and 
preclinical stages

– Operational aspects: cross-talks among 
relevant members 
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SPECIALIZED

• Select and focus
– In areas of excellence and expertise

– In niche areas

– In therapeutic areas with difficulty
recruiting patients

– Upcoming and evolving technologies

• Biomarker development

• Metabolomics

• In-silico trials
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CHANGING PARADIGMS, UNCHANGING VALUES

• No one-size-fits-all model for CTC’s.
– Tailored for purpose based on institutional policy

– For science, IP generation, commercialization, academic achievements, 
etc…

• To uphold unchanging values associated with clinical research
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Clinical Trials Center As Infrastructure
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Infrastructure: The basic physical and organizational structures and facilities 
needed for the operation of a society or enterprise.
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Clinical Research Coordinating Unit

Phase 1 Unit

Investigative Site (= Hospital/Clinic)

Gateway To Hospital

Gateway To Medical College

Gateway To University

Roles Clinical Trials Center Plays
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Clinical Research Support Unit

Human Research 
Protection Unit

Gateway To Translational 
Research Institutes



LAUNCH OF KCGI
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Where to Go?

• DIRECTIONS
 Innovate clinical trials centers to attain global competitiveness in 

clinical trial industry
 Develop new trial technologies to lower cost and shorten duration 

of clinical trials
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• VISION
 To become one of the global leaders in clinical trials and to 

contribute to global new drug development

• GOALS
 Attract highly value-added early phases clinical trials from global 

pharmaceutical companies
 Help domestic pharma’s develop new drugs and go global
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KEY SUCCESS FACTORS
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• Specialization and differentiation of Global Centers of 
Excellence; Global business development

• Foster convergence technologies

• Mutual collaboration with KoNECT2.0 for infrastructure 
building, external affairs, and global marketing

• Activation of clinical trials policy-making and planning for open 
innovative R&D

• Sharing of information and experience as well as connecting 
the dots between academia and industry
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• Budget: 42 billion KRW

• Duration: 2014. 9. 1 ~ 2019. 3. 31 (4 yr 5 mo)

 Phase 1: 2014. 9. 1 ~ 2017. 3. 31 (2 yr 5 mo)
 Phase 2: 2017. 4. 1 ~ 2019. 3. 31 (2 yr)

 Phase 1: 33 billion KRW
 Phase 2:  9 billion KRW

OVERVIEW OF KCGI PROGRAM

• Projects

 Infrastructure & Systems Support Project: Global Centers of 

Excellence for Clinical Trials

 New Technologies Development Project: Development of 

Convergence Technologies for Clinical Trials

 Clinical Trials R&D Policy-making & Planning
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ROLES & RESPONSIBILITIES SHARED
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Projects and Plans

1. Global Centers of Excellence for Clinical Trials

• While each GCE having uniqueness of its own through specialization and 
differentiation, together GCE’s will cooperate and act in unity for joint global 
marketing and strategic collaboration to attain global competitiveness

2. Convergence Technologies for Clinical Trials

• Newly selected projects will have to combine cutting-edge technologies of multiple 
disciplines that are clinically valid and can be applied in clinical trials for more 
efficient and relevant development

3. Clinical Trials R&D Policy-making & Planning

• Projects will be utilized to gather and process information regarding open and 
innovative models of new drug development and come up with strategic plans 
supporting policy-making and project planning
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• Budget: 45 billion KRW

• Staged evaluation as well as yearly evaluation

• 5 projects ongoing (2 in 4th year, 2 in 3rd year, 1 in 2nd year)

Budget & Evaluation

• Efficient management of R&D resources within consortia and improvement 
of infrastructure and systems

• Increase in contracts of studies from global pharma’s (esp, sophisticated 
early phases trials)

• Focus on high-tech trials, unmet needs, and international networks

Growth Phase (2014.09  ~ 2017.03)

• Global competitiveness through specialization and differentiation

• Joint cooperation among consortia

• Provide open platforms for late comers

Fruition Phase (2017.04 ~ 2019.03)

Global Centers of Excellence for Clinical Trials
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Global Centers of Excellence for Clinical Trials
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•Multicenter trials 
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•Feasibility DB
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international HRPP 
accreditation
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Specialization and Collaboration
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Strategy 1: Operational Management

• Quality Management: QC/QA, HRPP 
structures and functions 

• Safety Management: safety reporting  
and monitoring

• Performance Management: IRB 
approval process and PM function

Operational 
Excellence 

• Integrated Resource: investigators, 
patients, experts, knowledge and 
experiences

• Standardization & Harmonization:  SOP,  
procedure, Data and statistical 
management (CDISC)

Efficiency

Global Centers of Excellence for Clinical Trials
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Open-
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Operational 
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Efficiency

New 
Technology

Center 
B

Strategy 2: Open-Platform for Sharing Best Practices

Global Centers of Excellence for Clinical Trials
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GLOBAL CENTERS OF EXCELLENCE
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PARTNERS
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SCI CONSORTIUM
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GREATS
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ASAN - Ajou
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KoNSERT
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Virtually Integrated National CTC-Consortium
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• High priority technology areas chosen based on strategic planning reports

• 2 projects will be selected (3.5 billion KRW per project (‘14))

Stage 1 Projects Selection and Evaluation (2014.10 ~ 2017.03)

• High priority technology areas chosen based on ensuing strategic planning reports

• 2 projects will be selected (budgets TBD)

Stage 2 Projects Selection and Evaluation (2016.10 ~ 2019.03)

• Annual evaluation focused on feasibility of clinical application

• Primary objective is IND approval of clinical trial protocol for clinical validation of new technology; 
additionally publication

Application and Expansion of Utilization

Convergence Technologies for Clinical Trials
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Examples of Innovative Multidisciplinary Fusion Technologies

• OMICS (Genomics-Proteomics-
Metabolomics) technologies

• Diagnostic methods for responses 
to personalized therapies and/or 
rare diseases

• New therapeutic response 
monitoring approaches such as 
biomarkers or surrogate endpoints

New Diagnostic 
Methods or 
Biomarker 

Development

• Streamlining and facilitation of 
data collection, management, 
patient allocation, drug 
accountability, etc (EDC, IWRS, PRO)

• Clinical trials management system
(CTMS) and solutions for functional 
integration

• EMR-based big data application 
technologies

Improved Trial 
Efficiency through IT 

and Mobile 
Technologies

Convergence Technologies for Clinical Trials
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Strategy 1: Choose and Focus, then Apply

• Priority setting

• Choose and focus on select few projects

Operational 
Excellence 

• Aim for clinical application of newly 
developed technologies

• IND approval of trial protocols and 
eventually clinical validation in ensuing 
years

• Minimum duration of 3 years up to IND 
approval

Efficiency

Convergence Technologies for Clinical Trials
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Strategy 2: Interact and Exchange of Tech

• Opportunity for interaction and exchange of

information and expertise among experts with

different specialties for fusion and integration

• Synergy across multidisciplinary areas

Convergence Technologies for Clinical Trials
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• Develop new clinical trial R&D ecosystem model and plan support for global leadership

• Devise strategies to contribute to improved productivity in global drug development

Clinical Trials R&D Advancement & Support Models

• Refer to strategic planning reports and opinions from experts for listing up of focus areas

• Use variety of methods to gather info and opinions (e.g., focusing interview or survey or 

workshop)

• Prioritize areas of focus for final selection

Selection of RFP

• Secure data and evidence needed for policymaking and strategic planning through reports 

of these projects

• Follow-up projects based on newly developed policies and strategies

Support for policymaking and strategic planning

Clinical Trials R&D Strategic Planning
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Strategy: Integrated Management

• Interactions of experts with different 
specialties in specific therapeutic areas
(non-clinical, translational, clinical 
development specialists)

• Predict and prepare for new R&D 
ecosystem

• New business model development

Operational 
Excellence 

• Exchange and interaction with leading 
instutitions abroad

• International clinical trials R&D 
collaboration

• Share new visions for stakeholders of 
clinical trials ecosystem

Efficiency

Clinical Trials R&D Strategic Planning
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ANTICIPATED OUTCOMES

• Improved global competitiveness of GCE’s will provide 
opportunities for Korea to become a hub for clinical trials in AP 
region

• Convergence technologies for clinical trials will be used to bring 
down the cost and shorten the time for clinical development, 
and eventually contribute to improvement of productivity in 
drug development

• Well-developed infrastructure, shared resources and efficient 
operating systems for clinical trials as well as new technologies 
will be advantageous for 
– Global pharmas to conduct early phases global studies, and in turn late 

phases multinational studies

– Domestic pharmas to grow drug development capabilities and contribute 
to Korea’s becoming new drug development leader
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THANK YOU FOR LISTENING.
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