
 
 

 

 Washington Marriott Metro Center • Washington, DC 

November 27, 2018 

 

9:00 am  Welcome and Overview  

• Mark McClellan, Duke-Margolis Center for Health Policy 

 

9:05 am  Commissioner’s Keynote  

• Scott Gottlieb, U.S. Food & Drug Administration 

 

9:15 am Session 1: Federal Efforts to Prevent Drug Shortages  

Moderator: Mark McClellan 

 

Objectives:  

• Highlight ongoing efforts by FDA’s Drug Shortages Task Force and other Federal 

agencies to tackle the root causes and downstream effects of drug shortages. 

 

Panel Discussion: 

• Keagan Lenihan, U.S. Food & Drug Administration 

• Doug Throckmorton, U.S. Food & Drug Administration  

• Adam Kroetsch, U.S. Food & Drug Administration  

• Matthew Rosenberg, U.S. Food & Drug Administration  

 

9:45 am Session 2: The Economics of Drug Shortages 

 Moderator: Mark McClellan 

 

Objectives:  

• Discuss drug shortage historical trends (number, drug type, duration, severity). 

• Highlight the types of drug shortages and the contributing factors, both root and 

proximate, that contribute to each. 

• Highlight gaps in our understanding of root economic causes of persistent 

shortages. 

 

Presentations: 

• Rena Conti, Boston University  

• Erin Fox, University of Utah  

 

Reactant and Panel Discussion:  

• Ernest Berndt, Massachusetts Institute of Technology 

 

  



 
 

 

10:20 am Session 3: The Health Impacts and Economic Consequences of Drug Shortages  

 Moderator: Mark McClellan 

 

Objectives: 

• Highlight the health impacts on patients from multiple stakeholder perspectives. 

• Discuss the economic consequences of drug shortages on health care delivery 

systems. 

 

Panelists: 

• Yoram Unguru, Children’s Oncology Group 

• Beverly Holcombe, American Society for Parenteral and Enteral Nutrition  

• Michael Ganio, American Society of Health-System Pharmacists  

 

Discussion Questions: 

• What are the clinical impacts of drug shortages from the perspective of 

patients? From the perspective of providers? From the perspective of 

pharmacists?  

• What are the economic consequences that drug shortages impose on hospitals 

and their pharmacies? On outpatient centers and retail pharmacies? On 

patients?  

• What data is being collected to track the severity and duration of adverse 

clinical or economic consequences? 

 

Audience Q&A  

 

11:00 am Break  

 

11:15 am Session 4: Manufacturing & Supply Challenges 

Moderator: Gregory Daniel, Duke-Margolis Center for Health Policy 

 

Objectives:  

• Suppliers, manufacturers, and compounders will discuss the factors that affect 

drug shortages, including challenges related to economic drivers and market 

competition, sourcing and the supply side market, manufacturing technology, 

quality control, and catastrophic events. 

• Discuss changes in the above factors over the previous 15+ years. 

• Discuss how drug shortages arising from specific causes (e.g., API shortage or 

catastrophic event) relate to the factors above.  

• Panelists have the opportunity to discuss barriers to investment in 

manufacturing redundancy, capability, and capacity. 

 

Presentations: 

• Harsher Singh, American Regent, Inc. 

• Martin VanTrieste, Civica  



 
 

 

Reactants and Panel Discussion: 

• Erez Israeli, Dr. Reddy’s Laboratories Ltd.  

• Daniel Motto, Hikma Pharmaceuticals PLC 

• Jessica Settimi, Patheon N.V., Thermo Fisher Scientific Inc. 

• John DiLoreto, Bulk Pharmaceuticals Task Force  

• Lee Rosebush, Outsourcing Facilities Association  

 

Discussion Questions: 

• When are manufacturers able to anticipate circumstances likely to precipitate 

drug shortages? When are manufacturers not able to do so?  

• What systemic economic conditions and environmental factors affect the supply 

of APIs and raw ingredients? When manufacturers face challenges acquiring 

APIs and raw ingredients, what actions do they take?  

• Are there barriers that keep manufacturers from resolving drug shortages in the 

most efficient manner?  

• What factors influence manufacturers actions to invest in production capacity, 

reliability, or redundancy? What factors influence decisions to withdraw from a 

market?  

• How does government policy or regulation impact manufacturing and supply 

chain decisions on the part of stakeholders? 

 

Audience Q&A 

 

12:30 pm Lunch 

 

1:30 pm Session 5: Drug Purchasing & Demand Challenges 

Moderator: Gregory Daniel 

 

Objectives:  

• Wholesalers, PBMs, pharmacists, providers, and government agencies will 

discuss drug purchasing and how contracts affect the drug supply chain. 

• Discuss specifically: 

o Frequently encountered purchasing contracts (duration, scope, 

products covered) 

o Contract incentives, requirements, and restrictions and these 

contractual components’ effects on prices 

o How have purchasing contracts changed over the past 15 years? 

• Discuss the relationship between contracting features and the probability, 

severity, and duration of drug shortages? 

• Highlight the impact of the gray market on drug distribution. 

  



 
 

 

Panel Discussion: 

• Blair Childs, Premier Inc. 

• Heather Zenk, AmerisourceBergen Corp. 

• Marcie McClintic Coates, Mylan N.V. 

• Navin Katyal, Pfizer Inc. 

• Estay Greene, Blue Cross and Blue Shield of North Carolina 

• James Marttila, Mayo Clinic  

 

Discussion Questions: 

• When drug shortages occur, where do hospitals or GPOs acquire products and 

what challenges result?  

• Has concentration among purchasers created new opportunities to address 

drug shortages?  

• Have relationships or contracts between purchasers and suppliers changed over 

time to address persistent drug shortages? Conversely, are there ways in which 

some contracts may affect or lead to acute shortages themselves?  

• Can or do purchasers preference relationships with suppliers on the basis of 

reliability and quality? What role do purchasing costs play? 

 

Audience Q&A  

 

2:45 pm Break  

 

3:00 pm Session 6: Strategies & Next Steps to Reduce Adverse Clinical and Economic 

Consequences and Safeguard Public Health  

Moderator: Mark McClellan  

 

Objectives:  

• Discuss potential incentives to promote high-quality manufacturing, increased 

capacity and capability, and robust supply chains that safeguard against 

shortages of priority medicines. 

• Discuss what other countries have done to address drug shortages. 

• Discuss the quality of metrics used to collect systematic evidence regarding drug 

shortages. 

• Solicit potential government actions (e.g., establishing a list of priority 

medicines for which financial support will buoy manufacturing) that could be 

pursued.  

 

Lead Reactants: 

• Rena Conti, Boston University  

• Erin Fox, University of Utah 

  



 
 

 

Panel Discussion: 

• Todd Ebert, Healthcare Supply Chain Association 

• David Gaugh, Association for Accessible Medicines 

• Craig Frost, Catholic Health Initiatives 

• Robyn Ewing, Health Canada  

• Ashley Boam, Drug Shortages Task Force 

 

Discussion Questions: 

• Could increased transparency regarding the source of APIs and raw materials, 

FDA inspection reports, or the immediate cause for shortages reported to FDA, 

alter systemic conditions that affect drug shortages?  

• Which of the following potential FDA policy changes might be most effective to 

prevent or mitigate drug shortages:  

o Faster FDA approval of ANDAs.  

o FDA prequalification of manufacturers able to rapidly begin production 

of products in shortage.  

o FDA effort to disseminate best practices regarding manufacturing risk 

mitigation and quality maintenance.  

o Others?  

• Which other potential policy changes might be most effective to prevent or 

mitigate drug shortages:  

o Increased reimbursement or payment for products in shortage.  

o Expanded temporary importation during acute shortages.  

o Harmonization of regulatory requirements among government 

agencies.  

o Increased FTC scrutiny of proposed M&A activity within the 

pharmaceutical supply chain.  

o Direct government investment in manufacturing capacity for products 

essential to national security.  

o Others?  

• What private sector actions could be taken to prevent or mitigate drug 

shortages? 

 

Audience Q&A  

 

4:15 pm Session 7: Public Comment Period  

 

4:45 pm  Closing Remarks and Adjournment 

 

Funding for this workshop was made possible in part by a cooperative agreement from the U.S. Food and Drug Administration 

Center for Drug Evaluation and Research. The views expressed in written workshop materials or publications and by speakers 

and moderators do not necessarily reflect the official policies of the Department of Health and Human Services nor does 

mention of trade names, commercial practices, or organizations imply endorsements by the U.S. Government. 


