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Recently announced phase 1/2 safety
and immunogenicity data for MR-MAP
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Micron Biomedical Announces Positive Measles and
Rubella Vaccination Results from First Clinical Trial of
Microarray Injection-Free Vaccine Delivery in Children

d for a pain-free, logistically simplified

“This trial may help shape future approaches to reaching children and families with
vaccines,” said James Goodson, CDC.
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Vaxxas Awarded US$5 million [AU$7.5 million] Grant for Clinical Study of Measles and
Rubella Vaccination using Vaxxas’ High Density Micro-Array Patch

Funding Accelerates Vaxxas® Clinical Pipeline of Innovative Vaccines
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Accelerating the Development of
Measles and Rubella Microarray
Patches to Eliminate Measles and
Rubella: Recent Progress, Remaining
Challenges

Mateusz Hasso-Agopsowicz ™, Natasha Crowcroft ', Robin Biellik?,

Christopher J. Gregory?, Marion Menozzi-Amaud”, Jean-Pierre Amorij*,
OPEN ACCESS  Philippe-Alexandre Gilbert®, Kristen Earle®, Collrane Frivold’, Courtney Jarrahian®,
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Hypothetical timelines for Micron MR-MAP development

please note: funding is currently not confirmed for manufacturing
facility or phase lli
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The actual timelines may vary. * MR-MAP is ready to be used in LMICs.

Micron Phase 2 will be repeated in infants with greater number of participants and Vaxxas phase 1/2 will be
conducted while the Micron pilot facility is being stood up — opportunity to refine critical product attributes

Related to this, we need to understand how these vaccines will be prioritized for use in early introduction
because initial supply will likely be limited.
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Objectives of this PDVAC meeting

briefly review the status of the clinical and
human factor studies for MR-MAPs and the
phase 1/2 data from Micron Biomedical;

consider the timeline and regulatory/WHO
prequalification (PQ) implications for a MR-MAP
with an additional MR antigen;

review the anticipated priority use cases for
introduction of MR-MAP, including findings from
the WHO CAPACITI Innovation Framework, and
discuss the implications on and remaining
questions related to the critical product
attributes;

discuss the priority clinical and pre-
implementation research questions that need to
be conducted for MR-MAP in the next 2 years.

Please note: there are many moving
parts that cannot be discussed today
in an open forum so we will not be
discussing funding, the
manufacturing scale up strategy or
the phase 3 clinical trial designs.

Also not in scope of discussion today:
Vaxxas manufacturing scale up
strategy.

We are focusing on the certainties
(commitment to two phase 2 studies
with each of Micron and Vaxxas) and
seeking advice on critical questions
and immediate next steps.



Overview of the agenda

Welcome and opening remarks,

Context for and objectives of the meeting

Presentation of MR-MAP Phase 1/2 clinical study dataq,
including acceptability findings of Micron MR-MAP

Overview of MR-MAP candidates in product development
o Plan for additional phase 2s and PATH human factors
studies

1.50 — 2.05 Potential timeline and regulatory implications for
5+10 development with a different MR antigen

. . MR-MAP priority use case analysis and critical product
attributes

o Consideration of VVM30 and controlled temperature
chain (CTC)

Discussion on critical attributes and key clinical/product
development research questions for MR-MAP

2.30 -3.00
(2’ framing)

3.00-4.00 PDVAC closed session

Proposed speaker

1.00 - 1.10pm

Ruth Karron & Raman Rao

Birgitte Giersing
Ed Clarke (LSHTM) and Michael
Royals (independent)

Courtney Jarrahian (PATH) (pre-
recorded)

Birgitte Giersing (WHO)

Mateusz Hasso-Agopsowicz (WHO)
Anna-Lea Kahn (WHO) (pre-
recorded)

Ruth Karron & Raman Rao to chair
Birgitte Giersing (framing)
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Isabelle Bekeredjian-Ding

Head of the Microbiology Division and
acting director of the Center for Pandemic

4 Vaccines and Therapeutics (ZEPAI) at Paul-
Ehrlich-Institute, Germany

Hannah Clapham

Assistant Professor, Saw Swee Hock
School of Public Health, National
University of Singapore »
hannah.clapham@nus.edu.sg
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Willem Hanekom
Director, Africa Health Research
Institute (AHRI) in KwaZulu-Natal,

South Africa
willem.hanekom@ahri.org

Mark Jit
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head of the Department of Infectious Disease
Epidemiology, LSHTM, United Kingdom
mark.jit@lshtm.ac.uk

Shaowei Li
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Vaccinology, Xiamen University, China
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