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= Overview of ANDA Filing

e - e - Chid Iyer
Pre-Litigation and Early Stage Litigation

Sughrue Mion

09:50~10:30 | 40

Considerations and Strategies

Legal/Business Strategy for Korean Generic
Company's Filing ANDA

Mark Boland

10:30~11:40 Considerati before fil ANDA with -y Sughrue Mion
(Break 70 On.SI. eré 1ons perore Tiling an WI paragrap
certification .
at 11:00) Mike Dzwonczyk

- Defense strategies )
Sughrue Mion

Settlement and licensing considerations

Sunhee Lee
» Hatch-Waxman Case Updates B S Al/tH 2| A}
- Teva v. Sandoz (claim construction) Sughrue Mion
11:40~12:20 | 40 - Nautilus v. Biosig (indefiniteness)
- Octane (attorney fees award) Azy Kokabi
- Gilead Sciences v. Natco Pharma (double-patenting) oAb
Sughrue Mion
12:20~13:30 | 70 Networking Lunch
13:30~14:00 | 30 m O|2E F7IESIHANE A7 MFDS

ojaidd HE|AL

14:00~14:30 | 30 | = I oIAF F7ISSHAH O HE S5 T eS| Eol

14:30~15:00 | 30 | = =L{f Hfo|29|%F FOf X[Z £F At U AAH ot

15:00~15:30 | 30 | = 2|%F s{e| ZTE U 5 At BH AHF HEH

ot

15:30~15:40 | 10 Coffee Break




= Parallel Litigation of Using IPR as Effective Defense Chid Iver
15:40~16:20 | 40 - IPR overview and statistics y .
. ) Sughrue Mion
- IPR cases in pharmaceutical cases
= The Next Big Thing: Biosimilar or Biobetter
- BPCIA Basics and Exclusivity Provisions
- Litigation procedure and strategies under the BPCIA Azy Kokabi
16:20~17:20 | 60 (including purple book) oAb
- Comparison of BPCIA and Hatch-Waxman Sughrue Mion
- Lessons from Sandoz' Neuopogen®,
Celltrion' Remicade®, Sandoz' Enbrel®
L. . Sunhee Lee
= New Examination Guidance of Nature-based .
17:20~17:50 | 30 S AL/HE AL
Product and Process('14. 12) _
Sughrue Mion
18:00 Q&A, Closing
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