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Welcome and Opening Remarks

Marianne Hamilton Lopez, Duke-Margolis Institute for Health Policy
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Statement of Independence

The Robert J. Margolis, MD, Institute for Health Policy is part of Duke University, and as such it
honors the tradition of academic independence on the part of its faculty and scholars. Neither
Duke nor the Margolis Institute take partisan positions, but the individual members are free to
speak their minds and express their opinions regarding important issues.

For more details on relevant institutional policies, please refer to the Duke Faculty Handbook,
including the Code of Conduct and other policies and procedures. In addition, regarding
positions on legislation and advocacy, Duke University policies are available

at http://publicaffairs.duke.edu/government.
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Remote Participation Instructions

Zoom Issues?

* Please type your issue into the Q&A or email margolisevents@duke.edu.

Questions

* Please feel free to type your question into the Q&A box and we will use your questions to
inform the open discussion portions of the event.

Meeting Materials

* All meeting materials will be available on the Duke-Margolis website.
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Event Agenda

1:00 pm Welcome and Opening Remarks

1:05 pm Key Priorities for Policy Reform to Modernize Influenza Vaccine Development
1:15 pm Engaging Influenza Vaccine Development Stakeholders in Policy Dialogue
1:55 pm Concluding Remarks

2:00 pm Adjournment
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Key Priorities for Policy Reform to
Modernize Influenza Vaccine Development

Brian Canter, Duke-Margolis Institute for Health Policy
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The Annual Influenza Cycle

Post-market evaluation of vaccine uptake,
: effectiveness, and safety
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Global surveillance and expert antigen recommendation

The current annual process involves coordinated global
action across 4 stage:

1. Global surveillance & antigen recommendation — Year-
round tracking of circulating strains worldwide, then
expert recommendations to WHO and VRBPAC

2. Vaccine production & regulatory review — Scaled
vaccine production

3. Coordinated manufacturing & delivery — Vaccination
season begins

4. Post-market evaluation — Vaccine effectiveness and
surveillance data generation

Scientific and technical advancements across surveillance, manufacturing, and regulation create opportunities to
modernize the process and improve vaccine match each season. Duke-Margolis convened diverse stakeholders across
this lifecycle to identify short- and long-term policy priorities to modernize at each stage
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Short-Term Priorities: Surveillance & Data
Infrastructure

Focus: Leveraging existing infrastructure and technical advancements

Surveillance Capacity Unified Data Infrastructure

Minimum Dataset
Standards

Invest in sample Build a unified data Develop shared definitions
collection, genomic infrastructure linking for the minimum dataset
sequencing, data sharing immunization data to needed for surveillance
incentives, and Al-enabled clinical outcomes and vaccine effectiveness
predictive modeling to analysis

improve strain tracking — Federal agencies (CDC, CMS,

and early identification of FDA, ONC), state health — Federal agencies (CDC, FDA,
emerging variants departments, health systems ONC), State health

departments, vaccine

— Federal agencies (CDC, CMS, developers, health systems

ONC), state & commercial
public health labs, and
academic, foundations, and
NGO networks
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Long-Term Priorities: Innovation, Regulation, &
Communication

Focus: Aligning research, manufacturing, and regulatory frameworks

Align manufacturers, regulators, and stakeholders around shared pathways for developing and reviewing innovative vaccine products
— Federal agencies (FDA, CDC, HHS), vaccine developers, contract manufacturing organizations, payers

Create pathways for platform innovation (e.g., mRNA, recombinant) by establishing valid comparators and clear evidentiary standards for new
platform submissions
— Federal agencies (FDA, CDC, HHS), vaccine developers, contract manufacturing organizations, payers

Shorten the time from antigen selection to vaccine administration by integrating surveillance data into clinical care and exploring additional
discrete, checkpoints for vaccine platforms
— Federal agencies (FDA, CDC), state health departments, health systems

Invest in public and provider communication strategies grounded in evidence

— Federal agencies (CDC), state health departments, professional societies, trade associations, patient organizations, private-sector health technology groups, academic
networks

Explore private-sector health technology partnerships to accelerate data infrastructure and communication strategies

— Federal agencies (CDC), state health departments, professional societies, trade associations, patient organizations, private-sector health technology groups, academic
networks
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Long-Term Priorities: Starting Points

Shorten the time from antigen selection to vaccine administration
by integrating surveillance data into clinical care and exploring
additional discrete, checkpoints for vaccine platforms

Align manufacturers, regulators, and stakeholders around shared

pathways for developing and reviewing innovative vaccine products

Define what a structured dialogue process looks like Incentivize data sharing through public-private partnerships to
collect data on influenza specimens that flow through commercial

settings

Invest in public and provider communication strategies grounded in Explore private-sector health technology partnerships to

evidence accelerate data infrastructure and communication strategies

Understand drivers behind medical practices trending away from Provide clinicians with clear, actionable communication tools
stocking influenza vaccines
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Engaging Influenza Vaccine Development
Stakeholders in Policy Dialogue

Panel Discussion

1:15pm =155 pm ET
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Session 1: Engaging Influenza Vaccine
Development Stakeholders in Policy Dialogue

Moderator: Brian Canter, Duke-Margolis Institute for Health Policy

Panelists:
John Huddleston, Fred Hutchinson Cancer Center
Emily Martin, University of Michigan
Tony Moody, Duke Human Vaccine Institute
L.J. Tan, Immunize.org

Verna Welch, Pfizer
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Concluding Remarks

Marianne Hamilton Lopez, Duke-Margolis Institute for Health Policy
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Adjournment

Policy Priorities to Modernize Seasonal
Intluenza Vaccine Development
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Thank You!

Contact Us Follow Us

healthpolicy.duke.edu o DukeMargolis

Subscribe to our monthly newsletter @ @dukemargolis

at dukemargolis@duke.edu
@ @DukeMargolis

1201 Pennsylvania Avenue, NW,
Suite 500 « Washington, DC 20004
You Duke Margolis

DC office: 202-621-2800 Duke-Margolis Institute
Durham office: 919-419- For Health Policy

2504
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