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Pediatric requlation (No.1901/2006)

PIP (Paediatric Waiver: % &
Investigation Plan) Deferr a-l' PrE

y, N5 FDA (PeRC) PSP (Pediatric Study
Plan) /Written Request

FDASIA ( FDA Safety & Innovation Act 2012)
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The RACE for Children Act

On August 18, 2017, The RACE for Children Act was signed into law as Title V of the FDA
Reauthorization Act (FDARA) to amend the Pediatric Research Equity Act (PREA) (21 U.S. Code 355¢c)

On August 17, 2021 the RACE for Children Act came into full effect.

The RACE for Children Act requires companies developing targeted cancer drugs for adults to develop
sediatric study plans for those drugs in children with cancer when the molecular targets of the cancer
drugs are substantially relevant to children’s cancers. In addition, the RACE for Children Act ends an

exemption from PREA requirements for cancer drugs that have orphan status.

https://www.kidsvcancer.org/race-for-children-act/

e Kids v cancer (&, REBOZERK) OBEMNFICEID., HA5
S AXHWRITEINI,

o FRANERIRDEIGIAE CER—DDFENTHDI/NENAICDVLWTERE
IRFEOWRE U TIURA MEESN., BEPENSHEOIGES DT,

*FDARA Implementation Guidance for Pediatric Studies of Molecularly Targeted Oncology Drugs
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Haline T. etal., PLoS One 2018; 13(9): e0204427. Published online

Critical Path Institute (CPI)
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International Neonatal Consortium (INC)
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International Neonatal Consortium

L aunched on May 19, 2015, INC js C-Path’s ninth consortitm — @ global collaboration formed to forge a
predictable regulatory path for evaluatng the safety and effectiveness of therapies for neonates.

National Association of Neonatal Nurses (NANN)
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