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(FDA2] ANDA &QIAIZH & HEFT| (20193))
Cycles to Number of Percent Average Approval Minimum Approval Maximum Approval
Approval* | Applications Time (Months) Time (Months) Time (Months)
1 152 19.7% 10.6 7.7 19.6
2 260 33.7% 21.9 10.0 73.8
3 235 30.4% 35.3 15.8 80.8
4 100 13.0% 48.8 20.6 80.7
5 18 2.3% 57.2 30.7 83.6
6 5 0.6% 56.9 46.7 67.6
7 1 0.1% 77.2 77.2 77.2
8 1 0.1% 67.5 67.5 67.5
Total 772 100.0% 28.4 13.5 66.3
* FDA &018 27| flo dsk= 7HE/70d, Y, 24, 2R, 2L 1Ky
- HIHI%‘ QIotE 2lAk= FDA S7IE ®IEH & 72 HIE= WOF 2 &, ANDA 41780 mE 7
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AUZ) AAH|(ANDA) $196,868 $225,712 $28,844

YR OIGESZH|(DMF) $69,921 $74,952 $5,031

Rz ojop= AMEEH| = $41,671 $42,557 $886
(GDUFA) (=) ol $56,671 $57,557 $886
AlHE =y LY $184,022 $195,012 $10,990

(A 312 $199,022 $210,012 $10,990

X0l oh=29| HUE7|YH0| FROAEAIM X, AXQHEAIM YOA HIZSICHT tH 20229 7|20 2 $643,185 A2
ANDA AI"H|($225,712) + DMFSEH|($74,952X2) + AEEEH|(57,557 for X + 210,012 for Y) = $643,185
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Thepharmaletter, Teva debuts first generic Revlimid in USA, 2022.3.8

Endpointsnews, After 16 years, BMS' megablockbuster cancer drug finally runs into its first
generic competition, 2022.3.7

www.fda.gov

S&P Global market intelligence, Celgene to allow another generic of Revlimid in 2022, settling
patent dispute, 2019.3.29

Fierce Pharma, The top 10 drugs losing US exclusivity in 2022, 2022.3.8

www.roche.com

ERG, COST OF GENERIC DRUG DEVELOPMENT AND APPROVAL, 2021.12.31

www.drugwatch.com
www.fda.gov/industry/fda-user-fee-programs/generic-drug-user-fee-amendments





