FOOD AND DRUG ADMINISTRATION (FDA)
Office of the Commissioner (OC)

Pediatric Advisory Committee (PAC)
September 15, 2020

AGENDA

The committee will discuss the pediatric-focused safety reviews for Vyvanse (lisdexamfetamine),; Adzenys
ER (amphetamine) extended-release oral suspension, Mydayis (mixed salts of a single-entity amphetamine
product) extended-release capsule, for oral use; Orencia (abatacept); FLOURISH Pediatric Esophageal
Atresia Device (humanitarian device exemption); GAMUNEX®-C (immune globulin intravenous [human]),
10% Caprylate/Chromatography Purified as mandated by the Best Pharmaceuticals for Children Act (Pub.
L. 107-109) and the Pediatric Research Equity Act of 2003 (Pub. L. 108-155).

10:30 a.m.

Call to Order and Introduction of Committee

Conflict of Interest Statement
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Center for Drug Evaluation and Research (CDER):
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3:30 p.m.

e Orencia (abatacept)
o Committee Discussion and Vote

Center for Biologics Evaluation and Research
(CBER)
Standard Review of Adverse Event Presentation
e Gamunex-C (immune globulin intravenous
[human]), 10%, Caprylate/Chromatography
Purified
o Committee Discussion and Vote

BREAK

FDA Presentation

Center for Devices and Radiological Health (CDRH)

Annual Update of Post-Market Humanitarian Device

Exemption (HDE) Review

e FLOURISH Pediatric Esophageal Atresia Device
(HDE)

Sponsor Presentation
Flourish™ Pediatric Esophageal Atresia Device
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