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1201 Pennsylvania Ave NW, Suite 500 • Washington, DC 

November 6, 2019 • 11:30 am – 5:00 pm 

Agenda 

Meeting objective:  Access to new antibiotics is important to maintain public health, particularly as 

antimicrobial resistance (AMR) increases across the globe. However, companies face a variety of barriers 

in the commercialization of new antibiotics, which may influence what countries gain access to these 

drugs. Many countries, including the US, UK, and Sweden, are modifying or exploring approaches to 

modify the way that antibiotics are reimbursed. These changes will have broad implications for payment 

and access across healthcare systems, and may benefit from better alignment of payment approaches. 

This workshop is convened to consider circumstances impacting the commercialization of novel antibiotics 

among different nations and opportunities to align policy approaches for antibiotic reimbursement reform 

and development incentives. 

11:30 – 11:45 am Welcome and Introductions 

   Mark McClellan, Duke-Margolis Center for Health Policy 

11:45 – 12:00 pm Overview of Issues 

   Mark McClellan 

12:00 – 1:00 pm Session 1: Exploring pre-market considerations for antibiotic development 

Before bringing a drug to market, manufacturers must consider factors unique 

to the country of interest, including epidemiology and resistance trends, as well 

as regulatory decision-making and expected available evidence.  

Opening remarks: Sumathi Nambiar, U.S. Food and Drug Administration 

Moderator: Mark McClellan 

Session objectives: 

• Explore how pre-market evidence requirements vary among countries. 

• Discuss the impact of infection prevalence on clinical trial design and 

evidence generation. 

• Identify opportunities to advance regulatory harmonization between 

different nations. 

1:00 – 2:00 pm Session 2: Understanding the factors that impact commercialization success 

Following regulatory approval, country-specific pricing, coverage, and 

reimbursement systems can impact expected return on investment, which may 

in turn affect patient access.  
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Opening remarks: 

 Eric Kimble, Entasis 

 Gareth Morgan, Shionogi  

Moderator: Mark McClellan 

Session objectives: 

• Identify the barriers to registering products beyond the most ‘core’ 

markets. 

• Consider the impact of current pricing and reimbursement policies on 

patient access. 

• Discuss opportunities for improvement to antibiotic reimbursement. 

2:00 – 2:15 pm Break 

 

2:15 – 3:30 pm  Session 3: Examining potential policy and payment reforms  

To capture the full value of antibiotics in reimbursement, new approaches to 

payment may be needed, including revised health technology assessments, 

alternative payment models, and incorporation of post-market evidence.  

Opening remarks: 

 Jenny Hellman, Public Health Agency of Sweden 

Chris Henshall, Office of Health Economics 

Moderator: Mark McClellan 

Session objectives: 

• Discuss opportunities to improve antibiotic reimbursement by 

streamlining country-specific negotiations. 

• Consider how post-market evidence generation should contribute to 

reimbursement reforms. 

• Identify evaluation criteria that could be used to measure the success of 

a new payment model. 

3:30 – 4:30 pm  Session 4: Identifying areas for alignment 

Better alignment and coordination may benefit implementation of 

reimbursement and access approaches, and this session will focus on identifying 

broadly applicable consensus principles to support innovation and equitable 

access. 

Opening remarks: 

 Jayasree Iyer, Access to Medicines Foundation 

Jean-Pierre Paccaud, GARDP 

Moderator: Mark McClellan 
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Session objectives: 

• Identify areas where there is an opportunity for greater collaboration on 

valuation or reimbursement between nations. 

• Consider how multiple nations might contribute to an internationally 

coordinated pull incentive.  

• Discuss expectations regarding access and stewardship that could apply 

toward eligibility for new payment models or a substantial pull 

incentive. 

4:30 – 5:00 pm   Next steps and closing remarks  

   Mark McClellan 


