AL LN A E T

AEERFRZERE EOER BRIRES (ERFERT)
fEmag=  Hl

[EH]
Characteristics of Clinical Data Packages of Pediatric Medical Products Approved in
the US and Comparison of the Approved Dosages between Pediatric and Adult
Populations
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Table 1. Correlation of patient age and study design by clinical trial unit

Agcm/lndlc.at!on No. (%) [95% CI]
Characteristic
(Clinical Trials) . ) Comparator
Randomized Blind Placebo Active Different dose None
(728) (65.4) 49.8) (13.9) 20.7) (15.7)
Al (n=21 1 142 1 4
(@=217) 38 [66.4-78.6] [58.7-71.7] 8 142.9-56.6) [9.5-19.1] [15.526.7] L1212
B (59.7) (48.6) (222) (25.0) (319) (20.8)
< =72 4 1 1 2 1
vears (n=72) 3 475711 35 136.7-60.7] 6 133-33.] 8 115.5-36.6] 3 21.4-44.0] 5 [12.2-320]
(76.7) (69.8) (59.5) (8.6) (18.1) (13.8)
>=2 s (=116
vears (n=116) 8 168.0-84.1] 81 160.6-78.0] 9 150.0-68.5] 10 42:15.3) [11.6-26.3] 16 18.121.4)
>=Tyears (n=11) 10 (90.9) 10 (90.9) 2.7 (18.2) 0 ©.1)
[58.7-99.8] [58.7-99.8] [39.0-94.0] [2.3-51.8] [0.2-41.3]
ayears (n-18) 16 (589 16 589 15833 0 (5.6) (11.1)
[65.3-98.6] [65.3-98.6] [58.6-96.4] [0.1-27.3] [1.4-34.7]
P value 0.013 <0.001 <0.001

Table 2. Association of number of patients, number of clinical trials, RCT and extrapolation for therapeutic area, administration

routes and approval age.

No.

No. (%) [95%CI]

Number of

Number of

Trial Design

Agent/Indication Characteristic pa“e_ms trials Extrapolation
Median )
Median RCT
dQR)
Al 21 205 <7 719 (36.4)
indications (101-471) [63.0-79.7] [27.8-45.6]
Therapeutic Area
90 (58.8) (35.3)
A 7 (49-249) 2 19 3208161 6 [14.2-61.7]
B 5 131 . (100) L G33)
(66-143) [29.2-100] [0.8-90.6]
160.5 (87.5)
< 8 (111.0-297.0) ! 7 [473-99.7) 0
60 (100)
H 3 (29-149) ! 3 129.2-100] 0
2785 (65.0) (45.0)
! 40 (108.5-655.5) ! 26 148.3-79.4] 18 120.3-61.5]
475 (25.0) (12.5)
L 8 (20.0-103.5) ! 2 [3.2-65.1] ! [0.3-52.7]
6205 (50.0) (50.0)
M 2 (401.0-840.0) s ! [1.3-98.7] ! [1.3-987]
392 (88.2) (23.5)
N 7 (164-682) 2 15 [63.6-98.5) 4 [6.8-49.9]
316 (95.2) (57.1)
R 2 (211-1722) 2 20 176.2-99.9] 12/ 134.0-78.21
705 (50.0)
v 2 (11.0-130.0) ! 0 ! [1.3-987]
P value <0.001 <0.001 <0.001 0.052
Administration Route
236 (71.8) (34.6)
Oral 78 (105-499) ! 56 160.5-81.4] 7 [24.2-46.2]
. 1135 (60.0) (43.3)
Injection 30 (50.0-326.0) ! 18 140.6-773] 13 25.5-62.6]
) 316 (100) (36.4)
Inhalation u (187-630) ! 171 5-100] 4 109-69.2]
2008 (100)
Nasal spray 2 (1874-2142) 4 2 [15.8-100] 0
P value 0.004 0.138 0.048 0.681
Approved age
222 (66.7) (44.4)
E
2months 54 (85-499) 2 36 [52.5.78.9] 24 30.9-58.6]
199 (74.6) (30.2)
-
2years 03 (107-448) ! 47 62.1-84.7] % [19.2-43.0]
2385 (100) (25.0)
-
Tyears 4 (108.5-627.5) ! [39.8-100] ! 10.6-80.6]
P value 0.998 0.611 0.340 0.225
IQR: interquartile range



10

= v = 0.6071x + 0.6428
8 i = R2= 0.8679
2 : <8
Z 6 i 2
= : €6 )
st ; = —
Z 4 i = _—
é ; I I g1 — @
1 | | . I .l g ‘/
- I n .L: & ) P L
1 = I ' t i @
I ES T LI I I LTS T 1 £ et
&t F F it @t ot Pt o0
§F BRSNS P BIOISY Gl 0 2 1 6 8 10
AGE BW BSA 6 months: Dosage Ratio to Adults

Figure 1. Ratio of pediatric to adult dosage by age
AGE = dosage per body, BW = dosage per body weight; BSA

x S Figure 2. Relationship of dosage based on BW between 6
dosage per body surface area; 6mo = 6 months of age, 2yr = 2 years = P &

months of age and 2 years of age.

of age; 6yr = 6 vears of age; 11ys = 11 years of age; 16yr = 16 years
of age
10 .10

M y = 0.3958x + 0.9808 = y =0.2736x +0.9718

i 8 R*=0.6211 z 38 R*=0.3182
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Figure 3. Relationship of dosage based on BW between 6 Figure 4. Relationship of dosage based on BW between 6
months of age and 6 years of age. months of age and 11 years of age.
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