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Analysis of the Marketing Approval of Pediatric Drugs in the United States and Its Enlightenment to
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ABSTRACT OBJECTIVE: To provide suggestions for improving the variety of pediatric drugs and ensuring the safety of
pediatric drug use in China. METHODS: The historical evolution of laws and regulations on the marketing approval of pediatric
drugs in the United States and the implementation results of relevant policies were summarized. Combined with the current situation
of the development of pediatric drugs in China, some suggestions were put forward to ensure the accessibility and safety of
pediatric drug use in China. RESULTS & CONCLUSIONS: Since 1994, the United States had issued a series of laws and
regulations to encourage the development of pediatric drugs. At present, the marketing approval of pediatric drugs were mainly
based on the two laws of Best Pediatric Drug Act (BPCA) and Pediatric Research Equality Act (PREA). From 1998 to 2019, the
amount of supplements of pediatric drug information in drug instructions of the United States showed a fluctuating growth. As of
April 2020, 854 kinds of drugs had been modified in pediatric instructions, 792 of which had been carried out post marketing
pediatric clinical research, and the problem of incomplete pediatric instructions had also been greatly improved. At present, China’s
policies on pediatric drugs mainly included encouraging R&D innovation, giving priority to review and approval, and strengthening
R&D technical guidance. Although certain achievements had been made, there were still some problems, such as imperfect policies
and regulations, and great difficulties carrying out pediatric drug clinical trials. It is suggested that our country should draw lessons
from the American regulations on pediatric drugs, pediatric research and the catalogue of pediatric drugs, and establish a system

and catalogue of pediatric drug use suitable for China’ s national conditions, so as to improve the effectiveness, safety and
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tions on pediatric drugs in the United States
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Fig 1 Supplementary quantity statistics of pediatric
drug information in drug instructions of the
United States from 1998 to 2019
22 REFJLAARNFRE

5 26 5 FDA & AR W EUE 2R , 2007 — 2012 4%, 2 5k
A Aol #e B BPCA Y EER IT JR i JLRHIF 58 S5k 28
T, 4% B PREA SR IF e i ) LRHIF 98 S 80k 10530, S5 A
31 35 JLRHIF 5% [ it 42 B BPCA il PREA Fit R JT Je 1),
20124F2Z Ji5 , FHOCTIF ST Pk % Jié , 415 55 [&] FDA [ 4t i1 i
IN,2012451 H —2020 44 A, #% B BPCA 2R FF Y L
BHIFSE S ECH 55301, 4% I PREA R I (19 JLRBHIF 7
Bk 289 1, [ ihf iz B BPCA 11 PREA B3R I J2 1 )L
WS B 9, 199841 H —20204E4 A , B4 H
854 Fr 24 it bt B 5 v ¥ L 35 2453 4 e A i, Irp 258
79271 (92.7% ) 24 b AE A Wi PRI i 2 Al _E R R A T
TRRILRHISE . 7E 854 FME ML 1T UL B A 2 i, 45
A 199,475 Rl 24 & 43 31134 I8 BPCA Il PREA ) ZLR I i
TR S R BFSE L A 131 Fh 2y & [ B #2 B BPCA Al
PREA (WK IFJE T ILEMIFSY , 554 49 Fi 24 S it i B 5
Z 1998 4E B R CNLIE NN AT TB "™, E#H K
B, 36 AT LRHIE S A T U AN FE R i R AR 2 |
B AT AR TH AR TEER e R RG]
25 LA S A2 Wil R 45 Z R0 25 b, L rhHEZA T 3 A6 1 2 sk
Y2l PN e 2 RS R 2 AEUIR G 2
H X LABUR R 2 i 2 (fRik 105 F)

[ H 50— RG2S AL 8 24 i AR 7 Al FIAH 5C
BRI I i JL 2 I 25 B RIS, 4 T A R 6 24 it 150 P
B LE A 25 BAF RN A G E . XAUA T
ANTRAES )L R B ME T 24, T FLd A ) T SR L
YRENTTSE RBREN S TE IE A R T LE
FRZj 4 e KAk o B, 95 H GlaxoSmithKline
O VTR BT U TS R (R TR IR YT IR BRI 1Y
AR LR I RS o A B, IR0 o vl 8 /1N

China Pharmacy 2021 Vol. 32 No. 2 - 135 -



10 mg/kg” B8 Ry “ 15 8 /1N B 20 mg/kg” , HATHOR T =
WITEZETAR . I, 35 [E FDA T 20194F 1 F HitvfE T1%24
Ui B 45 1 5T s B - Roche 23 mIFE B R 2 R, Hodk =
9 TR 7 L I R b 22 20 i i 5R W2 R HH IR A 1
AL 4~6 % )L ER T I 2 D g U, IRy R IR
T A R, RIS /T 2019 4F 6 1 iR A
N UL,
2.3 Hfth

FE FDA B3R, 2 2B 7 Al I LRI PRI A
B A ) LEE 25 (AT U e s 8 W L
i PRI o 1 TR D, 15 TR Ao sl X R )L
P TCRGRYT 5 B, X B i e — e B F = TIL
BEEEAYE H Y, s 7 EDLEIRIKRR NS 5
R, AT F T 5 22 JLRHRK AT 5 5
3 KEIILERGREIENIRI

F ] L2 245 OR B T AR AH DG IBOR 19 H 5 S it A
X RCH | B IRAS T — 7 (4 R HL [ B A A — S iR o
fif D (]
3.1 REIERAAREIENEZRBTER

2003 4, 3% A 245 R0 T 45 ) 1
UK LN AN RIS X5, R ) URHA IS (i T35 T
JEfili. BEJEAE 2011 —2013 4%, FREARLk R 5 T 250055
L] SRR AR SCIBOR |, B AE PR EAT I AR50 454
SCRERLEEZG ST S S IE . 201448, FK TLAETT
AT NERZEILFEN A T OCT IR LE 2514 T &
ULY, A PREE LB A 2555 5K e ) L3 2 & a2
AR LR LI S R TG T 7. SR SLILAE,
FE AT B ZWBOR , Se)E or T LB R E R
2, LUFE S L3 20 i 4 o L R0 5 R BRI LA T 7%
JLEEZ &, 80 L3E FH 245 09 ] o 5 b JLEE 24 i St R
B PER LS R HE T 3B AT & B R L EE 2 b
L, DL i3k L 24 5 iR 5, 3R DL
B2 Pl PR A & . 2020 AF- BB MR K25 i
PRSI o 5 BRI ) rp SRR S 8 T % JLRHIG AR 56
HLEZIAE R . —RINBCEM G, A ER T
TR BRI TS & W AR L EE 245 e O R BE A
R L E 25 0 04Tk & e B AR BBk, Ak
TR L 2 5 PR T AR B SR 3,

H A, F 0 L2 2 i R BCR 32 25 St
RAH AR HPER L R EOR R BE R 2k
B MR [ 5 2 i B R R A R, 2016 —
2019 4Rk [E LA 106 24 b i AR SE di fib i, b Ay
21 Fp )L 2y il s e e A At Tt (AR et ik 4
Jin) X —E FEEE LR AR T FR G R L 24 A 2

- 136 - China Pharmacy 2021 Vol. 32 No. 2

O PR3

&3

REILEGRRETEHEXHERSEM

Tab 3 Policy and regulations about pediatric drug

guarantee in China
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Tab 4 Quantity statistics of pediatric drugs included
and approved with priority in China from
2016 to 2019
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