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Harry Shirkey, MD

y an odd and unfortunate twist of fate, infants
and children are becoming “therapeutic or

pharmaceutical orphans.”! Since 1962 they

may be associated with temporary and permanent
reactions unique to the newly born infant; even ox-
ygen falls into this category.

have been denied the use of many new drugs. The
Drug Laws of 1962 had their inception following a
pediatric tragedy—the thalidomide catastrophe. The
laws of 1938 followed another which resulted from
the use of a pediatric dosage form, “elixir” of sulfa-

It seems unfair that the use of some drugs will be
denied based on relatively infrequent use and small
sales potential. For example, should a child with
peptic ulcer be denied the advantages of a drug
which is proved to be of value to adults because that

(J Pediatr. 1968;72(1):119-20.)

PMDA R e S NN |

BOMCEEZHFE, EHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 2



SO TClE- -

Eo TRIR S

[RSwT ST | (FRES

/ﬂiF%T 7%573\
(FAFEICKES

Nz NEREZERD

F)ERE

EPNCEESIMRE, LHIC

*U_ IJ\JLu _ i%ﬂ%b\\

/k

BHADORFv—1ETHEINLZED,
=27 RSVINBRAEERZDLOL
MIZFRENNT LN EﬂZ'CfI:#L_%*:

RKTOEINKIEIENS

FDEN)TZIT TR

RICADTIRWRS YT

\

Al

/

Copyright © Pharmaceuticals and Medical

Devices Agency, All Rights Reserved.



K

RS5wo - OXDIK;

SvwY - SO/ RIvD - ORADERE

2023FE3AFRCHNT. BKTEERENTUVSHEARATEERZNTUVVRVESRER (FERE) 314388,

FEEE1VBRET. BNERKEFOERR(IBHE (60.1%) HD. TETEERIHEMPIBETNRW (=EENERLEWN)
EWDRIYIST - OADRELTVS LER=NTLS,

EAEFEN RN FEFORBICOVWTEBRESIFLIEE DS, AOFV—ROEERY. A—TJ7>. INROISHHEKE
wc Etagh oz,

HEARD RSYIS5D - OADRR BARNEXESFEORENR
FEGREOAE (REZ) -
= s . N . FVEFRBEESR -
BEER RIS o e RIOFv—s (4 55y, NEAERS
KE 136 7 3 4 aw
" 56 % 47/0 3Zﬁ
(48mH) (40m8) (32mHA)
PR 86 57 26 31
#0ABBEBEDDE, ~Fv—, A—TJ72. MEDLTH SEF14EE (16%)
A& o0 143 57 |86

(=HE)

%1
B2
B3
4
P

PMDA

% HEE : PMDA, FDA, EMA OENREBE. BEHOFE BRisitT 0/ v 0) 26 EICEREEIGRT

: 2016-2020F [CEHE TERSNENMEDS S, 20228FBSTHA THEREZ2ITTLRLRESE
: 20233 BB THRBEOLLWREFERNEROFREF S L TES
: R OERSESEN BTN SI0ELATEEERSIEDT FISER FILESOEREEEAF— A

e VA =1 A

ING - A —T 77 5RIED

BRICTA-— DT U Sy I BEREREEF CTICRITERBEA - T 7 > & LTES
D 20228 F B TEHAT/NERICER/ LIERER/NE S L THERSET

ok

EPNCEESIMRE, LHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights

https://www.mhlw.go.jp/stf/newpage 56135.html

4



EPNCEESIMRE, LHIC

AHDOAR

@ _13

S COERNDEHA

o HARICH T Smad DEXFHA
o O RICHIT S/ NERERmMDEFENA

o/\g

I EEBAD7PoTEAELEICEITFT

c

opyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.



AHDOAR

® _NFETCOEANDEGHEA

PMDA

BOMCEEZHFE, EHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.



BNICHTHNEAEREMmDFE

FEKTIINBRRAEZEMODAERENEFELINTEY B A DFEFEE
ECNERFENRETIND,

\I

EMA (PDCO) | PDCO: Paediatric Committee
Eﬂlj\l\l dlal .

PeRC: Pediatric Review Committee

Paediatric regulation (N0.1901/2006)

PIP fPa‘?diatric Waiver (%)
Investigation Plan) Deferral J55)

W[E PSP (Pediatric Study

uolssiwqgns yan

Written Request

Plan) /Written Request

FDA (PeRC) | FDASIA ( FDA Safety & Innovation Act 2012)

Best Pharmaceuticals for Children Act(BPCA)
Pediatric Research Equity Act(PREA)
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KEDZEH:BPCA Priority List

https://www.nichd.nih.gov/research/supported/bpca/recent-priority-lists
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Take Home Message
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PIP : Paediatric Investigation Plan (ExJ1)
PSP: Pediatric Study Plan CKE)
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