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Disclaimer



• Describe global challenges in industry, government, and 
academia task in cancer drug development in 2023.

• Understand the expertise and skills required for contemporary 
and future eras of cancer drug development.

Learning Objectives



A Global Perspective
Development and Access



A Recent US FDA Perspective



• Day 1- Primer for new learners

• Day 2- AAADV-ASCO-CDDF Global Drug Development Workshop
• Multi-Regional Clinical Cancer Trials

• Challenges and Opportunities for Dose Optimization in Oncology

• Day 3- Satellite Sessions
• ctDNA for Cancer Detection, Prognostication and Monitoring Efficacy

• Innovative Diagnostics Use of Computational Pathology and Proteomics for Target Quantification: Potential to Inform 
Decision Making in Precision Oncology

• Therapeutic Drug Monitoring and Dose Optimization

• Adapting to the New Normal: Clinical Trial Diversity and Challenges in Global Cancer Drug Development

• Digital Patient Solutions: A Strategy for Decentralized Care

• Improving Global Capacity to Develop Medicines and Improve Care: Targeting Pediatric Brain Tumors

2022 AAADV-ASCO-CDDF Global 
Drug Development Workshop



Start Title Who
8:45 Welcome and Introduction H. Kim Lyerly, Professor, Duke University
9:00 Keynote Address: The Cancer 

Medicines Forum
Denis Lacombe, Chief Executive Officer, European Organization for 
Research and Treatment of Cancer (EORTC)

10:00 Global Clinical Research Methods: 
Scientific Issues

Martin Stockler, Professor of Oncology and Clinical Epidemiology, 
University of Sydney, Oncology Director at the NHMRC Clinical Trials 
Centre

10:20 Global Clinical Research Methods: 
Regulatory Issues

Chitkala Kalidas, Vice President and Head of Global Regulatory Affairs for 
Oncology and In Vitro Diagnostics, Bayer

10:40 Global Clinical Research Methods: 
Translational Research Issues

Jian Wang, Head of Translational, Oncology Regulatory Science, Strategy 
& Excellence, AstraZeneca

11:00 Global Clinical Research Methods: 
Statistical Considerations

Mahesh Parmar, Professor of Medical Statistics and Epidemiology and 
Director of MRC Clinical Trials Unit at University College London and the 
Institute of Clinical Trials and Methodology at University College London

11:20 Global Clinical Research Methods: 
Trial Group Capability

Lesley Seymour, Professor and Medical Oncologist Queens University, 
Canadian Cancer Trials Group Deputy Director, and IND Program Director

Day 1- Primer for new learners (1)



Start Title Who
13:00 Data Supporting Regulatory Action from 

Academic Trials
Chitkala Kalidas, Vice President and Head of Global Regulatory Affairs for 
Oncology and In Vitro Diagnostics, Bayer

13:05 Academic Perspective Vassilis Golfinopoulos, European Organization for Research and Treatment 
of Cancer (EORTC) Headquarters Director

13:25 Academic Perspective Mahesh Parmar, Professor of Medical Statistics and Epidemiology and 
Director of MRC Clinical Trials Unit at University College London and the 
Institute of Clinical Trials and Methodology at University College London

13:45 Pharma Perspective Serban Ghiorghiu, Vice President, Late Oncology, AstraZeneca
14:05 Academic Perspective Lesley Seymour, Professor and Medical Oncologist Queens University, 

Canadian Cancer Trials Group Deputy Director, and IND Program Director
15:00 Supporting the Future of Global Cancer 

Drug Development
H. Kim Lyerly, Professor, Duke University

15:05 NCI’s NExT Program: Supporting the next 
generation of global cancer therapeutics

James Doroshow, Deputy Director, US National Cancer Institute, National 
Institutes of Health

15:45 St. Jude Global: To improve survival rates of 
children with cancer and other life-
threatening diseases around the world

Carlos Rodriguez-Galindo, Executive Vice President, Chair, Department of 
Global Pediatric Medicine, Director, St. Jude Global

16:25 Training/Education in Global Drug 
Development

Wendy Clemens, Vice President, Research and Early Development, Sr. Early 
Development Program Lead, Oncology, Bristol Myers Squibb

Day 1- Primer for new learners (2)



• Keynote Address: Global Cancer Drug Development: Opportunities and Value 
to Society

• Plenary Sessions:
• Learnings from Infectious Disease in Global Drug Development: COVID, HIV, Vaccines

• Global Access to Cancer Therapies Post-Approval

• Assessing Africa’s Readiness to Participate in Global Cancer Drug Development

• Assessing Latin America’s Readiness to Participate in Global Cancer Drug Development

• Panel Discussion: Regulatory and Health System Perspectives of Global Drug 
Development

• Parallel Sessions:
• Multi-Regional Clinical Cancer Trials

• Challenges and Opportunities for Dose Optimization in Oncology

AAADV-ASCO-CDDF Workshop Agenda















Key Barriers Details
Lack of diagnostic services and 

human resources

• Limited pathology and radiology services

• Lack of trained personal (physicians, nursing, surgeons and supportive staff)

• Weak health systems infrastructure

• Centralized services creating geospatial barriers to access for patients

Drug accessibility and affordability • Unstable drug supply chains

• Unaffordable drug pricing for LMICs

• Lack of public funding for cancer drugs (not included in national health coverage 

plans)
• Failure to prioritize cancer drugs on national drug lists

• Lack of value-based pricing

Research infrastructure, 

Regulatory and authorization 

challenges

• Insufficient research infrastructure to support trial development

• Clinical trials asking questions that are not relevant to clinicians in LMICs

• Competing time requirements for patient care driven by inadequate staffing and 

resources. 
• Un-necessarily complex regulatory process for drug development and policy

Session Summary: Key Barriers to Global Cancer Drug 
Development



In Preparation: Global Cancer Drug Development – A Report the 2022 Accelerating Anti-

Cancer Agent Development and Validation Meeting

Brooke E Wilson1,2, Richard Sullivan3,4, Richard Peto5, Bello Abubakar6, Christopher Booth1,2, Gustavo Werutsky7, 

Cary Adams8, Agnes Saint-Raymond9, Tom Fleming10, Kim Lyerly11, Julie R Gralow12

1. Division of Cancer Care and Epidemiology, Queen’s Cancer Research Institute, Kingston, Canada

2. Department of Oncology, Queens University, Kingston, Ontario, Canada

3. Institute of Cancer Policy, King's College London, London, United Kingdom

4. Department of Oncology, Guy's & St Thomas' NHS Trust, London, United Kingdom

5. Department of Medical Statistics and Epidemiology, University of Oxford, England

6. Department of Radiotherapy and Oncology, National Hospital Abuja, Nigeria

7. Department of Medical Oncology, Hospital São Lucas, Porto Alegre, Brazil

8. Union for International Cancer Control, Geneva, Switzerland

9. Former Head of International Affairs Division European Medicines Agency

10. University of Washington

11. Departments of Surgery, Pathology, and Immunology, Duke University School of Medicine, Durham, North Carolina

12. American Society of Clinical Oncology, Alexandria, Virginia, USA
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Regulatory perspectives of MRCT 

(Fergus Sweeney, former Head, Clinical Studies and Manufacturing Taskforce, EMA)

• MRCT can address shortcomings of many trials that are small, underpowered and poorly 

designed. Well-designed, large RCT, run multi-nationally, deliver better information for 

regulatory ad healthcare decision making. 

• ICH E17 provides guidance on general principles for planning and design of MRCTs

• MRCT provide advantages for oncology trials

o Enable recruitment of sufficient number of trial participants in reasonable timeframe

o Evaluating consistency of treatment effects across regions; understanding of how 

treatment effects can vary between populations; may explain reasons for differences

o Simultaneous availability to patients by addressing requirements of different HAs 

o Engagement with regulators is important to facilitate launch, maintain feasibility and 

scientific integrity

o More efficient development of drugs, facilitates concurrent approval across regions  



Multiregional Cancer Clinical Trials (MRCT) 

(Patricia Keegan, former FDA, CMO, TopAlliance)
• FDA OCE position on MRCT appears to be

o MRCT generally required except in exceptional circumstances

o Extrapolation to US population by other means (bridging, popPK modeling) will not overcome lack of direct 

assessment in “diverse” US population

o New “requirement” for comparative efficacy against US-approved drug products to demonstrate applicability 

to US practice-limits all but first approval to a non-inferiority (NI) trial design

o Single region trials may be acceptable to support US approval if

▪ Diseases occurring predominantly in other regions for which US enrollment would be low

▪ Neglected drug development for that indication in the US

o Trials in US may be necessary to support US approval based on differences in international standards of care

▪ Recent change of SOC due to drug approval

▪ Differences in chemotherapeutic regimens of choice by region

▪ Differences in treatment approach, e.g., surgical approach/expertise, complementary therapy (TACE in 

HCC)

o Dr Keegan also discussed challenges in MRCTs

▪ Other than parallel scientific advice (FDA-EMA), there is no clear mechanism for achieving 

simultaneous advice across regional authorities on trial design issues; in order to work, this cannot be 

a sequential process





Challenges and Opportunities for Dose Optimization in Oncology 

(Mark Ratain, MD, University of Chicago)
• US senate recognized that dose optimization studies can and should be done. In context of the appropriations bill for the FDA, there is a 

whole paragraph on dose optimization studies, emphasizing that FDA is strongly encouraged to organize clinical trials, in col laboration 

with academic medical centers and other federal agencies, of marketed cancer drugs and biologics to assess whether dosing and

frequency adjustments may decrease the cost of care and/or toxicities of treatment without compromising efficacy.  

• More is not better: Potential Benefits of using an accurate lower dose

o Reduction in the frequency and/or severity of adverse events

o Improvement in efficacy

▪ Reduced treatment interruption for adverse events

▪ Better patient adherence

o Reduction in costs

▪ Indirect cost of adverse events

▪ Direct cost of drugs (in post market setting only)

• Phase 1-2 strategy

o Primary objective of “phase 1” is to determine a range of doses for a randomized dose-ranging “phase 2” study

o Upper bound constrained by toxicity

o Lower bound ideally identified based on tumor-related biomarkers (e.g., radiographic size, ctDNA, serum biomarkers)

o Optimal dose based on global assessment of dose/exposure-efficacy/toxicity relationship in randomized dose-ranging studies, with

a focus on accuracy rather than precision. 



• ctDNA for Cancer Detection, Prognostication and Monitoring Efficacy

• Innovative Diagnostics Use of Computational Pathology and Proteomics for 
Target Quantification: Potential to Inform Decision Making in Precision 
Oncology

• Therapeutic Drug Monitoring and Dose Optimization

• Adapting to the New Normal: Clinical Trial Diversity and Challenges in Global 
Cancer Drug Development

• Digital Patient Solutions: A Strategy for Decentralized Care

• Improving Global Capacity to Develop Medicines and Improve Care: Targeting 
Pediatric Brain Tumors

Day 3- Satellite Sessions

















• Modern cancer drug development involved basic science, clinical 
science, and an interplay between patient needs and regulatory 
trajectories in multiple agencies.

• From Dr Keegan also discussed challenges in MRCTs
▪ Other than parallel scientific advice (FDA-EMA), there is no clear 

mechanism for achieving simultaneous advice across regional 

authorities on trial design issues; in order to work, this cannot be a 

sequential process.

Take Home Message



Save the date: 2023 AAADV Workshop

September 13-15, 2023
Virtual (possible in person)

Focus on:

Global cancer drug development

Patient directed drug development

Cancer prevention

Contact: Kim.Lyerly@duke.edu or AAADV.org

mailto:Kim.Lyerly@duke.edu
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