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Development and Safety Management of Cancer Drugs 

2014 HSPH-Takeda Workshop 
            

 

Approaches to improve the development and safety evaluation of 
cancer drugs by making the process both efficient and reliable 
 
Regulatory agencies usually require the sponsor to conduct large pre-approval clinical trials to 
assess the toxicity and safety of a pharmaceutical product. In the post-marketing setting, large 
epidemiological studies can add information on the effectiveness and safety of the product in real 
clinical practice. The process of discovery, development, approval and surveillance takes many 
years.  
 
While this process works reasonably well for most pharmaceuticals, cancer drugs may be an 
exception. The increasing prevalence of cancer patients worldwide and the apparent need for 
targeted therapies for specific cancer subtypes makes these drugs both critical and orphan (i.e., 
some drugs may be indicated for a handful of patients). Not surprisingly, oncologic products 
represent a large proportion of the current drug development pipeline. The rapid incorporation of 
new agents, new combinations and new indications makes the target population volatile, and too 
small even for the size required in a traditional clinical trial. These challenges, together with the 
importance of finding successful cancer therapies, calls for trans-disciplinary coordination. It is 
in the interest of all stakeholders, from patients to sponsors, to accelerate the process from 
discovery to individualized treatment management. 
 
In this workshop, we will review both current and alternative approaches to deal with the 
distinctive issues pertaining to cancer drug development and evaluation. Topics such as trends in 
drug development, acceptable evidence for approval, expected risk/benefit balance, active 
clinical trials, and post-approval surveillance will be discussed from the patient, clinician, 
researcher, pharmaceutical company, and regulatory agency perspectives. The goal of the 
workshop is to discuss approaches to make the drug effectiveness and safety evaluation process 
more efficient and reliable. In addition to the discussion of these issues, case studies describing 
recent examples will be presented. 
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Agenda 
 
Friday, May 9th 2014  
 

Time Topic Presenter 
8:30 – 9:00  Refreshments & Registration 
9:00 – 9:10  Introduction Sonia Hernandez-Diaz 
9:10- 9:40 The Case of Provenge (Sipuleucel-T) Phil Kantoff 
9:40-10:10 Regulatory considerations in approval process Grant Williams 
10:10-10:40 Panel discussion Grant Williams, Veronique 

Kugener, Phil Kantoff 
10:40 – 11:00  Break 
11:00 – 11:30  Improvements in the design of pre-approval 

clinical trials: Adaptive Clinical Trials  
Lorenzo Trippa 

11:30-12:00 Moving beyond conventional, inefficient 
procedures for designing, monitoring and 
analyzing cancer clinical trials 

LJ Wei 

12:00 – 12:30  Lunch 
12:30 – 1:00 Methodological challenges for risk management 

and safety surveillance – Registries & databases 
Xabier Garcia-De-Albeniz 

1:00-1:30 Surveillance Networks for Comparative Safety 
and Effectiveness of Cancer Therapies 

Darren Toh 

1:30 – 2:00 Case study: Evaluation of secondary 
malignancies with exposure to an anticancer 
therapy (VELCADE)  

Veronique Kugener 

2:00 - 2:30 Panel Discussion 
Closing Remarks 

Lorelei Mucci – Lesley Wise –
Miguel Hernan – Alec Walker  

 


