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ATC Classification 

Postmarketing update to 
Boxed Warning section of the 

label 

Postmarketing update to 
Warnings and Precautions

section of the label

Postmarketing update to 
Contraindications section of 

the label

Postmarketing update to 
Adverse Reactions section of 

the label

Postmarketing update to Drug
Interactions section of the 

label
NTBs

(n/N, %) 
NMEs

(n/N, %) 
NTBs

(n/N, %)
NMEs

(n/N, %)
NTBs

(n/N, %)
NMEs

(n/N, %) 
NTBs

(n/N, %)
NMEs

(n/N, %)
NTBs

(n/N, %)
NMEs

(n/N, %)
Alimentary tract and 
metabolism 4/10 (40.0%) 2/35 (5.7%) 9/10 (90.0%) 23/35 (65.7%) 3/10 (6.7%) 7/35 (20.0%) 8/10 (80.0%) 25/35 (71.4%) 0/10 (0%) 5/35 (14.3%) 

Blood and blood 
forming organs 1/3 (33.3%) 4/15 (26.7%) 2/3 (66.7%) 8/15 (53.3%) 1/3 (33.3%) 5/15 (33.3%) 2/3 (66.7%) 7/15 (46.7%) 0/3 (0%) 3/15 (20.0%) 

Cardiovascular 
system 0/0 1/20 (5.0%) 0/0 15/20 (75.0%) 0/0 8/20 (40.0%) 0/0 17/20 (85.0%) 0/0 8/20 (40.0%) 

Dermatological 0/0 0/8 (0%) 0/0 2/8 (25.0%) 0/0 1/8 (12.5%) 0/0 2/8 (25.0%) 0/0 1/8 (12.5%)
Genitourinary 
system and sex 
hormones 

0/0 0/14 (0%) 0/0 10/14 (71.4%) 0/0 6/14 (42.9%) 0/0 10/14 (71.4%) 0/0 3/14 (21.4%) 

Systemic hormonal 
preparations,  
excluding sex 
hormones and      
insulins 

0/0 0/7 (0%) 0/0 3/7 (42.9%) 0/0 2/7(28.6%) 0/0 4/7 (57.1%) 0/0 0/7 (0%) 

Antiinfective agents 
for systemic use 0/1 (0%) 12/36 (33.3%) 0/1 (0%) 29/36 (80.6%) 0/1 (0%) 14/36 (38.9%) 0/1 (0%) 30/36 (83.3%) 0/1 (0%) 19/36 (52.8%) 

Antineoplastic and  
immunomodulation 
agents 

13/34 (38.2%) 7/57 (12.3%) 28/34 (82.4%) 44/57 (77.2%) 13/34 (38.2%) 8/57 (14.0%) 27/34 (79.4%) 46/57 (80.7%) 7/34 (20.6%) 14/57 (24.6%) 

Musculoskeletal 
system 1/5 (20.0%) 0/2 (0%) 4/5 (80.0%) 2/2 (100%) 3/5 (60.0%) 1/2 (50.0%) 3/5 (60.0%) 2/2 (100%) 0/5 (0%) 1/2 (50.0%) 

Nervous system 0/0 7/39 (18.0%) 0/0 28/39 (71.8%) 0/0 13/39 (33.3%) 0/0 29/39 (74.4%) 0/0 14/39 (35.9%)
Antiparasitic 
products, 
insecticides and 
repellents 

0/0 0/4 (0%) 0/0 0/4 (0%) 0/0 1/4 (25.0%) 0/0 2/4 (50.0%) 0/0 2/4 (50.0%) 

Respiratory system 1/1 (100%) 0/10 (0%) 1/1 (100%) 4/10 (40.0%) 0/1 (0%) 2/10 (20.0%) 1/1 (100%) 6/10 (60.0%) 0/1 (0%) 0/10 (0%)
Sensory organs 0/3 (0%) 0/9 (0%) 0/3 (0%) 1/9 (11.1%) 1/3 (33.3%) 3/9 (33.3%) 3/3 (100%) 6/9 (66.7%) 0/3 (0%) 0/9 (0%)
Various systems 0/4 (0%) 2/22 (9.1%) 1/4 (25.0%) 7/22 (31.8%) 0/4 (0%) 4/22 (18.2%) 3/4 (75.0%) 8/22 (36.4%) 0/4 (0%) 3/22 (13.6%)
Total 20/61 (32.8%) 35/278 (12.6%) 45/61 (73.8%) 176/278 (63.1%) 21/61 (34.4%) 75/278 (27.0%) 47/61 (77.1%) 194/278 (69.8%) 7/61 (11.5%) 73/278 (26.3%)
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Prescription Drug User Fee Amendment

Guidance for Industry Expedited Programs for Serious Conditions — Drugs and 
Biologics

Drugs Intended to Treat Life threatening and Severely debilitating Illnesses. Code of 
Federal Regulations Title 21, 312.81

ATC/DDD Index 2019

Orphan Drug Designations and Approvals,

et al
Health Aff. (Millwood)


