Novartis: Safety summary Children and Adults

Post text table 5.1-9a (Page 1 of 8)
Incidence density rate per 1000 month of monitoring for skin infection and non skin infections
(AD: Children population)

ASM 1% DB Vehicle DB Total ASM 1%
(N=1135) (N=707) (N=2825)
Infection type (month follow- (month follow- Relative (month follow-
Preferred term up=7114) up=3674) risk 95% CI p-value up=18809)
-Occurrences of skin infection
-Total 375 52.7 168 45.7 1.153 (0.96,1.39) 0.126 870 46.3
Bacterial
-Total 181 25.4 86 23.4 1.087 (0.84,1.41) 0.524 417 22.2
ABSCESS 8 1.1 3 0.8 1.377 (0.40,6.29) 0.636 9 0.5
BACTERIAL INFECTION 21 3.0 11 3.0 0.986 (0.48,2.12) 0.970 29 1.5
BLEPHARITIS 0 1 0.3 0
BULLOUS IMPETIGO 0 0 2 0.1
CARBUNCLE (EXC GENITAL) NOS 0 0 1 0.1
CELLULITIS 4 0.6 0 6 0.3
DERMATITIS INFECTED 8 1.1 5 1.4 0.826 (0.28,2.73) 0.738 26 1.4
ECTHYMA 0 0 1 0.1
ECZEMA IMPETIGINOUS 0 0 7 0.4
ERYSIPELAS 0 0 2 0.1
EYELID FOLLICULITIS 0 0 1 0.1
FOLLICULITIS 27 3.8 11 3.0 1.268 (0.65,2.67) 0.507 62 3.3
FURUNCLE 1 0.1 2 0.5 0.258 (0.01,2.69) 0.269 6 0.3
IMPETIGO 75 10.5 38 10.3 1.019 (0.69,1.52) 0.924 180 9.6
PARONYCHIA 3 0.4 2 0.5 0.775 (0.13,5.88) 0.780 6 0.3
ROSEOLA 0 0 1 0.1
SECONDARY INFECTION 0 0 1 0.1
SKIN & SUBCUTANEOUS TISSUE ABSCESS 0 0 1 0.1
SKIN BACTERIAL INFECTION 3 0.4 4 1.1 0.387 (0.08,1.76) 0.214 21 1.1
STAPHYLOCOCCAL INFECTION 8 1.1 8 2.2 0.516 (0.19,1.40) 0.186 19 1.0
STREPTOCOCCAL IMPETIGO 0 0 2 0.1
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Novartis: Safety summary Children and Adults

Post text table 5.1-9a (Page 2 of 8)
Incidence density rate per 1000 month of monitoring for skin infection and non skin infections
(AD: Children population)

ASM 1% DB Vehicle DB Total ASM 1%
(N=1135) (N=707) (N=2825)
Infection type (month follow- (month follow- Relative (month follow-
Preferred term up=7114) up=3674) risk 95% CI p-value up=18809)
STREPTOCOCCAL INFECTION 1 0.1 1 0.3 0.516 (0.02,13.1) 0.640 2 0.1
STYE 4 0.6 0 4 0.2
SUPERINFECTION 17 2.4 0 24 1.3
TINEA VERSICOLOUR 0 0 2 0.1
WOUND INFECTION 1 0.1 0 2 0.1
Fungal

-Total 12 1.7 10 2.7 0.620 (0.27,1.47) 0.264 35 1.9
BODY TINEA 1 0.1 4 1.1 0.129 (0.01,0.87) 0.067 6 0.3
DERMATOPHYTOSIS 0 1 0.3 0
NAIL INFECTION 0 0 2 0.1
ONYCHOMYCOSIS 1 0.1 0 2 0.1
ORAL CANDIDIASIS 1 0.1 1 0.3 0.516 (0.02,13.1) 0.640 1 0.1
SKIN FUNGAL INFECTION 4 0.6 2 0.5 1.033 (0.20,7.45) 0.970 11 0.6
TINEA CAPITIS 3 0.4 1 0.3 1.549 (0.20,31.3) 0.705 3 0.2
TINEA CRURIS 0 0 1 0.1
TINEA INFECTION 0 0 1 0.1
TINEA PEDIS 2 0.3 1 0.3 1.033 (0.10,22.2) 0.979 8 0.4
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Novartis: Safety summary Children and Adults

Post text table 5.1-9a (Page 3 of 8)
Incidence density rate per 1000 month of monitoring for skin infection and non skin infections
(AD: Children population)

ASM 1% DB Vehicle DB Total ASM 1%
(N=1135) (N=707) (N=2825)
Infection type (month follow- (month follow- Relative (month follow-
Preferred term up=7114) up=3674) risk 95% CI p-value up=18809)
Parasitic
-Total 6 0.8 2 0.5 1.549 (0.36,10.6) 0.592 10 0.5
SCABIES INFESTATION 6 0.8 2 0.5 1.549 (0.36,10.6) 0.592 10 0.5

Skin infection non specified

-Total 55 7.7 31 8.4 0.916 (0.59,1.44) 0.697 139 7.4
APPLICATION SITE INFECTION 0 0 44 2.3
EYELID INFECTION 1 0.1 0 1 0.1
GENITAL INFECTION 1 0.1 0 1 0.1
LOCALISED INFECTION 5 0.7 1 0.3 2.582 (0.42,49.5) 0.386 8 0.4
RASH PUSTULAR 1 0.1 1 0.3 0.516 (0.02,13.1) 0.640 6 0.3
SKIN INFECTION 47 6.6 29 7.9 0.837 (0.53,1.34) 0.451 79 4.2
Viral
-Total 121 17.0 39 10.6 1.602 (1.13,2.33) 0.010 269 14.3
CHICKENPOX 30 4.2 15 4.1 1.033 (0.56,1.97) 0.918 69 3.7
ERYTHEMA INFECTIOSUM 0 0 2 0.1
FLAT WARTS 1 0.1 0 1 0.1
HERPES SIMPLEX 39 5.5 8 2.2 2.518 (1.24,5.81) 0.017 85 4.5
HERPES SIMPLEX DERMATITIS 8 1.1 1 0.3 4.132 (0.76,76.6) 0.181 12 0.6
HERPES ZOSTER 4 0.6 1 0.3 2.066 (0.31,40.4) 0.516 4 0.2
MOLLUSCUM CONTAGIOSUM 20 2.8 11 3.0 0.939 (0.46,2.03) 0.867 58 3.1
PITYRIASIS ROSEA 3 0.4 0 3 0.2
SKIN PAPILLOMA 14 2.0 2 0.5 3.615 (1.01,23.0) 0.089 30 1.6
VIRAL RASH 2 0.3 1 0.3 1.033 (0.10,22.2) 0.979 5 0.3
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Novartis: Safety summary Children and Adults

Post text table 5.1-9a (Page 4 of 8)
Incidence density rate per 1000 month of monitoring for skin infection and non skin infections
(AD: Children population)

ASM 1% DB Vehicle DB Total ASM 1%
(N=1135) (N=707) (N=2825)
Infection type (month follow- (month follow- Relative (month follow-
Preferred term up=7114) up=3674) risk 95% CI p-value up=18809)
Non skin infection
-Total 1342 189 654 178 1.060 (0.97,1.16) 0.224 3077 l64
ACUTE EXACERBATION OF CHRONIC 4 0.6 0 4 0.2
BRONCHITIS NOS
ADENOIDITIS 0 0 1 0.1
AMOEBIC DYSENTERY 0 0 1 0.1
ANAL CANDIDIASIS 1 0.1 0 1 0.1
APPENDICITIS 0 0 2 0.1
BLADDER INFECTION NOS 1 0.1 0 2 0.1
BORRELIA INFECTION 0 0 2 0.1
BREAST INFECTION NOS 1 0.1 0 1 0.1
BRONCHIOLITIS 4 0.6 0 7 0.4
BRONCHITIS 113 15.9 63 17.1 0.926 (0.68,1.27) 0.626 212 11.3
BRONCHITIS VIRAL 0 1 0.3 1 0.1
BRONCHOPNEUMONIA 0 0 2 0.1
CANDIDIASIS 0 0 1 0.1
CHRONIC SINUSITIS 0 1 0.3 0
CONJUNCTIVITIS 8 1.1 3 0.8 1.377 (0.40,6.29) 0.636 8 0.4
CONJUNCTIVITIS BACTERIAL 1 0.1 2 0.5 0.258 (0.01,2.69) 0.269 2 0.1
CROUP INFECTIOUS 1 0.1 2 0.5 0.258 (0.01,2.69) 0.269 11 0.6
CYSTITIS 2 0.3 0 4 0.2
CYSTITIS NOS 3 0.4 0 3 0.2
DENGUE FEVER 0 0 1 0.1
EAR INFECTION 46 6.5 17 4.6 1.397 (0.82,2.51) 0.238 123 6.5
ENTEROBIASIS 11 1.5 2 0.5 2.840 (0.76,18.4) 0.174 12 0.6
EYE INFECTION BACTERIAL 0 3 0.8 0
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Novartis: Safety summary Children and Adults

Post text table 5.1-9a (Page 5 of 8)
Incidence density rate per 1000 month of monitoring for skin infection and non skin infections
(AD: Children population)

ASM 1% DB Vehicle DB Total ASM 1%
(N=1135) (N=707) (N=2825)
Infection type (month follow- (month follow- Relative (month follow-
Preferred term up=7114) up=3674) risk 95% CI p-value up=18809)
FUNGAL INFECTION 1 0.1 0 1 0.1
GASTRIC INFECTION 0 0 1 0.1
GASTRITIS VIRAL NOS 0 0 1 0.1
GASTROENTERITIS 55 7.7 19 5.2 1.495 (0.90,2.58) 0.131 98 5.2
GASTROENTERITIS ROTAVIRUS 0 1 0.3 1 0.1
GASTROENTERITIS VIRAL 18 2.5 13 3.5 0.715 (0.35,1.49) 0.357 35 1.9
GASTROINTESTINAL INFECTION 1 0.1 3 0.8 0.172 (0.01,1.34) 0.128 10 0.5
GENITAL INFECTION FUNGAL NOS 0 1 0.3 0
GIARDIASIS 0 0 3 0.2
GINGIVAL INFECTION 0 0 1 0.1
HAND FOOT & MOUTH DISEASE 0 0 1 0.1
HELMINTHIC INFECTION 0 0 1 0.1
HELMINTHIC INFECTION NOS 1 0.1 0 1 0.1
HERPES VIRUS INFECTION 2 0.3 0 8 0.4
HERPETIC GINGIVOSTOMATITIS 0 0 1 0.1
HORDEOLUM 1 0.1 0 4 0.2
INFECTION 3 0.4 2 0.5 0.775 (0.13,5.88) 0.780 8 0.4
INFECTIOUS MONONUCLEOSIS 0 1 0.3 1 0.1
INFLUENZA 110 15.5 39 10.6 1.457 (1.02,2.12) 0.044 246 13.1
LABYRINTHITIS 0 0 2 0.1
LARYNGITIS 5 0.7 3 0.8 0.861 (0.21,4.20) 0.837 24 1.3
LARYNGITIS ACUTE NOS 2 0.3 0 2 0.1
LARYNGOPHARYNGITIS NOS 1 0.1 0 1 0.1
LARYNGOTRACHEITIS NOS 1 0.1 0 1 0.1
LICE INFESTATION 2 0.3 2 0.5 0.516 (0.06,4.30) 0.509 11 0.6
LOWER RESPIRATORY TRACT INFECTION 5 0.7 1 0.3 2.582 (0.42,49.5) 0.386 6 0.3
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Novartis: Safety summary Children and Adults

Post text table 5.1-9a (Page 6 of 8)
Incidence density rate per 1000 month of monitoring for skin infection and non skin infections
(AD: Children population)

ASM 1% DB Vehicle DB Total ASM 1%
(N=1135) (N=707) (N=2825)
Infection type (month follow- (month follow- Relative (month follow-
Preferred term up=7114) up=3674) risk 95% CI p-value up=18809)
MEASLES 1 0.1 0 1 0.1
MENINGITIS VIRAL 0 0 1 0.1
MUMPS 1 0.1 0 1 0.1
MYCOPLASMA INFECTION 1 0.1 0 1 0.1
NASOPHARYNGITIS 406 57.1 206 56.1 1.018 (0.86,1.21) 0.836 901 47.9
NOSE INFECTION NOS 1 0.1 0 1 0.1
OBSTRUCTIVE CHRONIC BRONCHITIS WITH 1 0.1 0 1 0.1
ACUTE EXACERBATION
ORAL INFECTION NEC 1 0.1 0 1 0.1
OSTEOMYELITIS NOS 1 0.1 0 1 0.1
OTITIS EXTERNA 7 1.0 8 2.2 0.452 (0.16,1.26) 0.125 13 0.7
OTITIS EXTERNA (EXC BOIL OF MEATUS) 2 0.3 1 0.3 1.033 (0.10,22.2) 0.979 3 0.2
NOS
OTITIS MEDIA 64 9.0 42 11.4 0.787 (0.54,1.17) 0.228 118 6.3
PARASITIC INFECTION INTESTINAL 0 0 5 0.3
PAROTITIS 0 1 0.3 0
PENILE INFECTION 2 0.3 0 2 0.1
PERITONSILLAR ABSCESS 0 0 1 0.1
PERITONSILLAR ABSCESS NOS 4 0.6 0 4 0.2
PHARYNGITIS 70 9.8 21 5.7 1.721 (1.08,2.87) 0.029 129 6.9
PHARYNGITIS STREPTOCOCCAL 17 2.4 6 1.6 1.463 (0.61,4.06) 0.423 44 2.3
PHARYNGITIS VIRAL NOS 0 0 3 0.2
PHARYNGOTONSILLITIS 1 0.1 0 7 0.4
PNEUMONIA 11 1.5 7 1.9 0.812 (0.32,2.21) 0.666 31 1.6
POSTOPERATIVE INFECTION 0 0 1 0.1
PYELONEPHRITIS 0 0 1 0.1
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Novartis: Safety summary Children and Adults

Post text table 5.1-9a (Page 7 of 8)
Incidence density rate per 1000 month of monitoring for skin infection and non skin infections
(AD: Children population)

ASM 1% DB Vehicle DB Total ASM 1%
(N=1135) (N=707) (N=2825)

Infection type (month follow- (month follow- Relative (month follow-
Preferred term up=7114) up=3674) risk 95% CI p-value up=18809)

PYELONEPHRITIS NOS 1 0.1 0 1 0.1
RESPIRATORY TRACT INFECTION 11 1.5 14 3.8 0.406 (0.18,0.89) 0.025 41 2.2
RESPIRATORY TRACT INFECTION VIRAL 0 0 7 0.4
RHINITIS 16 2.2 16 4.4 0.516 (0.26,1.04) 0.062 104 5.5
RHINITIS INFECTIVE 0 0 1 0.1
RUBELLA 1 0.1 0 1 0.1
SCARLET FEVER 4 0.6 1 0.3 2.066 (0.31,40.4) 0.516 11 0.6
SIALOADENITIS NOS 0 0 1 0.1
SINOBRONCHITIS 0 0 2 0.1
SINUSITIS 34 4.8 11 3.0 1.596 (0.84,3.30) 0.178 77 4.1
SINUSITIS ACUTE NOS 2 0.3 0 2 0.1
SINUSITIS CHRONIC NOS 0 1 0.3 0

TONSILLITIS 66 9.3 36 9.8 0.947 (0.64,1.43) 0.792 150 8.0
TOOTH ABSCESS 2 0.3 4 1.1 0.258 (0.04,1.32) 0.118 5 0.3
TOOTH CARIES NOS 4 0.6 0 4 0.2
TOOTH INFECTION 0 0 3 0.2
TOXOPLASMOSIS 0 0 1 0.1
TRACHEITIS 2 0.3 4 1.1 0.258 (0.04,1.32) 0.118 9 0.5
TRACHEOBRONCHITIS 0 1 0.3 0

UPPER RESPIRATORY TRACT INFECTION 143 20.1 65 17.7 1.136 (0.85,1.53) 0.393 402 21.4
URETHRITIS NON-SPECIFIC 0 1 0.3 0

URINARY TRACT INFECTION 6 0.8 9 2.4 0.344 (0.12,0.95) 0.043 22 1.2
VAGINAL CANDIDIASIS 2 0.3 1 0.3 1.033 (0.10,22.2) 0.979 3 0.2
VAGINAL MYCOSIS 0 0 1 0.1
VAGINITIS 0 0 1 0.1
VAGINOSIS FUNGAL NOS 0 0 2 0.1
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Novartis: Safety summary Children and Adults

Post text table 5.1-9a (Page 8 of 8)
Incidence density rate per 1000 month of monitoring for skin infection and non skin infections
(AD: Children population)

ASM 1% DB Vehicle DB Total ASM 1%
(N=1135) (N=707) (N=2825)

Infection type (month follow- (month follow- Relative (month follow-
Preferred term up=7114) up=3674) risk 95% CI p-value up=18809)
VIRAL INFECTION 53 7.5 17 4.6 1.610 (0.95,2.86) 0.087 77 4.1
VIRAL PHARYNGITIS 0 0 1 0.1
VIRAL UPPER RESPIRATORY TRACT 0 2 0.5 5 0.3

INFECTION

VULVITIS 0 0 2 0.1
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