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Table. Characteristics of Orphan Drug Designations and Approvals by the US Food and Drug Administration/ Country of Incorporation, 1983-2021
	 
	Designation
No. (%)
	Approval
No. (%)

	Country of Incorporation

	Argentina
	01 (0.0%)
	00 (0.0%)

	Australia
	50 (0.8%)
	01 (2.0%)

	Austria
	14 (0.2%)
	01 (7.1%)

	Belgium
	34 (0.6%)
	03 (8.8%)

	Brazil
	03 (0.0%)
	00 (0.0%)

	Canada
	117 (1.9%)
	09 (7.7%)

	Cayman Islands
	01 (0.0%)
	00 (0.0%)

	China
	94 (1.5%)
	05 (5.3%)

	CzechRepublic
	01 (0.0%)
	00 (0.0%)

	Denmark
	41 (0.7%)
	13 (31.7%)

	Finland
	08 (0.1%)
	01 (12.5%)

	France
	157 (2.6%)
	32 (20.4%)

	‎Germany
	162 (2.6%)
	41 (25.3%)

	Greece
	02 (0.0%)
	00 (0.0%)

	Hungary
	01 (0.0%)
	00 (0.0%)

	India
	26 (0.4%)
	02 (7.7%)

	Ireland
	50 (0.8%)
	14 (28.0%)

	Israel
	124 (2.0%)
	07 (5.6%)

	Italy
	85 (1.4%)
	13 (15.3%)

	Japan
	135 (2.2%)
	36 (26.7%)

	Liechtenstein
	01 (0.0%)
	00 (0.0%)

	Lithuania
	01 (0.0%)
	00 (0.0%)

	Luxembourg
	05 (0.1%)
	00 (0.0%)

	Malaysia
	01 (0.0%)
	00 (0.0%)

	Mexico
	03 (0.0%)
	00 (0.0%)

	Monaco
	01 (0.0%)
	00 (0.0%)

	Netherlands
	47 (0.8%)
	04 (8.5%)

	New Zealand
	02 (0.0%)
	00 (0.0%)

	Norway
	10 (0.2%)
	00 (0.0%)

	Poland
	04 (0.1%)
	00 (0.0%)

	Portugal
	03 (0.0%)
	00 (0.0%)

	Puerto Rico
	02 (0.0%)
	00 (0.0%)

	Russian Federation
	01 (0.0%)
	00 (0.0%)
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	Designation
No. (%)
	Approval
No. (%)

	Country of Incorporation

	Serbia
	02 (0.0%)
	00 (0.0%)

	Singapore
	10 (0.2%)
	00 (0.0%)

	South Korea
	60 (1.0%)
	00 (0.0%)

	South Pacific Islands
	01 (0.0%)
	00 (0.0%)

	Spain
	44 (0.7%)
	03 (6.8%)

	Sweden
	77 (1.3%)
	08 (10.4%)

	Switzerland
	375 (6.1%)
	136 (36.3%)

	Taiwan
	35 (0.6%)
	01 (2.9%)

	UK
	377 (6.1%)
	92 (24.4%)

	US
	3,966 (64.6%)
	624 (15.7%)

	US/Switzerland
	03 (0.0%)
	00 (0.0%)

	 Total
	6,137 (100%)
	1,046 (17.0%)




