02

%% 11 - 1. Proportion of total safety information to all information on the label classified according to ATC code

ATC A B C D G H J L M N P R S % All
Code (n=20) @=10) (n=10) (=3) (n=10) (@=5) (@=30) @=40) @=5) (n=32) (@=1) (@=10) (=7) (n=6) (n=189)

US  41[7] 47[8] 52[5] S6[11] 45[7]1 36[11] 42[12] 52[7] 47[10] 58[111% 63  44[7] 51[13] 49[l1] 48[10]
UK 41[9] 43[12] 51[6] S54[8] 50[8] 42[5] 47[12] 47[9] 43[8] 50[11] 60  39[8] 48[10] 51[13] 47[10]
Japan 44 [11] 46[7] 40[7]" 41[9] 47[13] 42[71 42[11] 56[9]% 47[12] 45[8] 46  36[8] 41[8] 50[8]  46[l1]

Vajljue 0.52 0.66 <.001 0.18 0.58 0.34 0.04" <.001 0.74 <.001 0.05 0.26 0.97 0.09

Abbreviations: ATC, Anatomical Therapeutic Chemical; A, Alimentary tract and metabolism; B, Blood and blood forming organs; C, Cardiovascular system; D,
Dermatologicals; G, Genitourinary system and sex hormones; H, Systemic hormonal preparations, excluding sex hormones; J, General anti-infectives for systemic use;
L, Antineoplastic and immunomodulating agents; M, Musculo-skeletal system; N, Nervous system; P, Antiparasitic products; R, Respiratory system; S, Sensory organs;

V, Various.
Values are means (%) [SD].

" Smaller than the US and the UK.

" ANOVA indicates P value= .04, but a Scheffe’s post-hoc test does not show significant differences between the means.
1 Larger than the UK.

§ Larger than the UK and Japan.
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% I1 -2. Proportion of contraindications to all information on the label classified according to ATC code

ATC A - B C D G H J L M N P R S v All
Code (n=20) @=10) (n=10) @@=3) @=10) (n=5) @[@=30) (@=40) (n=5) @=32) (m=1) (n=10) @(=7) (@=6) (n=189)
Us 03 0.6 1.8 13 13 0.7 08 0.5 04 0.8 4 0.5 10 06 0.7°
[02]  [0.6] [L5] [12] [08]  [05] [09] [05] [02]  [0.9] ' [04] [04] [0.7]  [0.9]
UK 04 0.8 1.5 1.1 2.8 1.4 1.0 0.6 0.9 1.7 30 0.8 08 12 1.1
[03]  [08]  [09] [14] [13]  [L0] [09] [05]  [L1]  [L7] : [0.77  [04] [1.0]  [L1]
jpan 08 1.4 1.9 09 39 1.6 12 09 1.8 1.6 30 0.7 10 1.0 1.3
[05] [1.2] [11] [04] [22]  [1.6] [L2] [0.6]  [14]  [L.8] : [0.6] [0.6] [0.5]  [1.4]
Pvalue <001  0.104 0713 0.870 0.004 0450 0211 0014 0.146  0.038" 0461 0774 046  <.001

Abbreviation: ATC, Anatomical Therapeutic Chemical; A, Alimentary tract and metabolism; B, Blood and blood forming organs; C, Cardiovascular system; D,
Dermatologicals; G, Genitourinary system and sex hormones; H, Systemic hormonal preparations, excluding sex hormones; J, General anti-infectives for
systemic use; L, Antineoplastic and immunomodulating agents; M, Musculo-skeletal system; N, Nervous system; P, Antiparasitic products; R, Respiratory
system; S, Sensory organs; V, Various. Values are Mean (%) [SD].

" Larger than the US and the UK.
T ANOVA indicates P value=0.04, but a Scheffe’s post hoc test does not show significant differences between the means.
* Smaller than the UK and J apan
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% I -3. Proportion of the number of labels with a boxed warning to that of all labels classified according to ATC code

ATC Code A B C D G H J L M N P R S v All
M=20) @@=10) (@=10) @=3) (@=10) @=5) (@=30) (@=40) (=5) (@=32) (=1) (n=10) (M=7) (n=6) (n=189)

US 204)  70(7) 50(5) 0 20(2) 20(1) 33(10) 58(23) 20(1) 41(13) 0 303) 0  50(3) 38(72)
Japan 25(5)  40(4) 20(2) 0 40(4) 0 33(10) 95(38) 60(3) 25(8) 100(1) 0 4) 503) 42(79)
US+Japant  15(33) 30(3) 20(2) 0 0 0  27(8) 58(23) 20(1) 16(5) 0 0 0 50(3) 25(48)
US+/Japan-  5(1)  40(4) 30(3) 0 202) 20(1) 72 0 0 25(8) 0 303 0 0 13 (24)
US-fJapan+  10(2)  10(1) 0 0 404 0 7(2)  38(15) 402 9(3)  100(1) 0 14() 0 16 31)
US-/Japan-  70(14) 20(2) 50(5) 100(3) 40(4) 80(4) 60(18) 5(2) 40(2) 50(16) 0 70(7) 86(6) 50(3)  46(36)
Concordance© 85(17) 50(5) 70(7) 100(3) 40(4) 80(4) 87(26) 63(25) 60(3) 66(21) 0 70(7)  86(6) 100(6) 71(134)

Abbreviation: ATC, Anatomical Therapeutic Chemical; A, Alimentary tract and metabolism; B, Blood and blood forming organs; C, Cardiovascular system; D,

Dermatologicals; G, Genitourinary system and sex hormones; H, Systemic hormonal preparations, excluding sex hormones; J, General anti-infectives for systemic use; L,
Antineoplastic and immunomodulating agents; M, Musculo-skeletal system; N, Nervous system; P, Antiparasitic products; R, Respiratory system; S, Sensory organs; V,

Various. Values are % (No.).

+ represents labels with a boxed warning. - represents labels without a boxed warning.
"Concordance represents the sum of labels with a boxed warning both in the US and in Japan and those without a boxed warning either in the US or in Japan.
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