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FEBRUARY 28-29, 2024 The objeF:tlve of this workshop is to bring together industry, regulators, opd
academia to develop strategies to overcome current challenges with
pediatric formulation development.

WED. -THURS. WORKSHOP OBJECTIVES

e Day 1 will focus on in vitro and in silico approaches in support of efficient
novel pediatric oral formulation development. Specifically, there will be
discussion of the role of biorelevant dissolution and PBBM in pediatric

VIRTUAL WORKSHOP formulation development such that reliable predictions of formulation

performance across different age groups as well as absorption

mediated drug-drug interactions can be made.

e Day 2 will highlight current gaps in the understanding of the unique
. . aspects of dosing solid oral formulations to pediatric patients. As such,
8:30 AM - 2:30 PM there will be an emphasis on the need to understand the potential
each dqy negative impact of dosing pediatric drugs mixed with various soft foods
on product quality. Furthermore, potential application of PBBM to assess
changes in product quality throughout the lifecycle of the product will be
explored.

e Each day will conclude with small group discussions (‘breakout

= B (202) 230-5607 sess!ons') 'thqt are moderotgd by SMEs. The topics of these breakout
sessions will be announced prior to the event.

PQRISecretariat@pgri.org The workshop will address the following key areas: pediatric biorelevant

o dissolution, formulation optimization, drug absorption in pediatric patients,

Stay up to date by visiting the food effect, and drug product quality with an emphasis on co-

Workshop Website at: administration with foods as well as lifecycle management/SUPAC changes.
https://pgri.org/pgri-pediatric-workshop-2024/

Www.pgri.org
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