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Petitioners hereby submit observations on the deposestimony of
Novartis's declarant Dr. Fred Lublin given on A;l2018 (EX1062).

1. In EX1062 at 31:12-33:12, 35:12-36:8, Dr. Lublistifed that
Novartis paid him to make presentations at the @mmas far back as 2010 or
2011, that they paid him to make presentation®atecences sponsored by
Novartis, and that he has "a long history" of cdtagion and presentations related
to Novartis. This is relevant to establishing that Lublin's testimony is
influenced by his long-term association with NoisarEX2097 (4 Lublin Decl),
1111, 20; Paper 63 (PO Sur-Reply), 9-$4e also, e.g., EX2003 (£' Lublin Decl),
1917-18; EX2025 (2 Lublin Decl), 112, 10; Paper 27 (POR), 6-7.

2. In EX1062 at 106:24-107:15, 108:20-109:3, Dr. Lakéstified that
the percentage of his income coming from consuliimgpharmaceutical
companies has increased over time and that hevescailarger proportion of his
income from consulting for pharmaceutical compathas the time he spends
working for them. This is relevant to establishthgt Dr. Lublin's testimony is
influenced by his financial ties to Novartis and fgharmaceutical industry.
EX2097,911, 20; Paper 63, 9-1%ce also, e.g., EX2003,1117-18; EX2025{12,
10; Paper 27 (POR), 6-7.

3. In EX1062 at 44:22-46:5, Dr. Lublin testified thddvartis agreed to

include the 0.5 mg dose of fingolimod in its PhHk#&ials because there was
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some chance of efficacy based on studies showagdke could suppress
lymphocyte levels in circulating blood to some aegyrThis is relevant to Dr.
Lublin's assertion that a person of ordinary skillhe art would have ignored the
0.5 mg dose of fingolimod unless it had been shtmnachieve at least 70%
lymphopenia. EX2097A12, 6, 12-17; Paper 63, 5-7, 9-kbe also, e.g., Paper 27,
1-3, 11-12; EX2025162; EX2003 1133, 39; EX1042 (12/15/2017 Lublin Depo),
171:21-175:6, 209:2-215:25; EX2024'{dusko Decl)§170-75; EX2096926;
Paper 56 (Pet. Reply), 11-12; EX1047 (Benet D&@I38-48.

4.  In EX1062 at 46:6-16, 49:10-55:19, Dr. Lublin téet that he was
unaware of any other hospital other than Mt. Sihai declined to participate in
any of the Phase Il clinical trials of fingolimdxtcause of the 0.5 mg dose, that
138 centers in 22 countries cooperated in enrolli2g 2 patients in the
FREEDOMS | trial that included 0.5 mg fingolimofiat 172 centers in 18
countries agreed to enroll 1,292 patients in th NIRFORMS trial in which 0.5
mg fingolimod was administered, and that 117 cesnégreed to enroll 1,083
patients in the FREEDOMS II trial in which 0.5 mggdolimod was administered.
This is relevant to Dr. Lublin's testimony thatrénevas industry skepticism of the
0.5 mg dose of fingolimod. EX209Y13, 14-16; Paper 63, 9-1&e also, e.g.,
Paper 27, 2-3, 25-27, 40-41; EX20%§50-57; Paper 56, 20-23; EX104184.

5. In EX1062 at 58:8-61:13, 63:19-65:11, Dr. Lublistiéed that, in the
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second-to-last sentence of paragraph 8 of his @ida (EX2097), he was
providing his opinion of what he believed the expé&on of a person of skill in the
art would have been for the results of the Phddeadls of fingolimod before the
results came out, that he was not suggesting thed the trial repeated today the
drug would fail, that the trials provided evideribat established that the dose was
efficacious, that it would be his expectation ttesting the same dose in an
equivalent group of patients today would still fiadesult of efficacy, that
fingolimod's mechanism of action did not changeanse of the publication of the
Phase Il results, and that fingolimod's mecharo$iaction is just the way the
drug works and is just something intrinsic in tlmagifor the people that you're
giving it to. This is relevant to Novartis's argumhé its sur-reply that efficacy in
treating RRMS is not inherent to the 0.5 mg doskngjolimod. EX2097 112, 8;
Paper 63, 4-5, 9-1kpe also, e.g., EX1042,43:21-46:5, 94.9-15; EX2024§46-

47, EX2003436; Paper 56, 17-20; EX104128-29.

6. In EX1062 at 65:12-67:20, Dr. Lublin testified thmior art
publications, including Budde (EX1008), Kahan 2Q0BX1031) and Park
(EX1019) showed that 0.5 mg daily of fingolimod Masuppress lymphocytes to
some extent and that this was enough to justifyngshe dose. This is relevant to
Dr. Lublin's assertion that a person of ordinaml gkthe art would ignore the 0.5

mg dose of fingolimod unless it had been showrctoeae at least 70%
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lymphopenia. EX2097A12, 6, 12-17; Paper 63, 5-7, 9-kbe also, e.g., Paper 27,
1-3, 11-12; EX2025162; EX2003 133, 39; EX1042, 171:21-175:6, 209:2-
215:25; EX20241170-75; EX2096126; Paper 56, 11-12; EX1047, 1138-48.

7. In EX1062 at 67:21-73:3, Dr. Lublin testified tHatidde (EX1008)
provides baseline lymphocyte counts for the placeimeach of the six
fingolimod doses ranging from 2,284 to 3,002 cpés microliter, that Budde
teaches that 2,590 cells per microliter was theagesbaseline count for all
treatment groups and was "very near" the normakaeelymphocyte count of
2,500 cells per microliter, that the normal averbgephocyte count "depends on
the laboratory" because "different laboratoriesendiferent normal values"
because of the way they do the assessments, arffiutide (EX1008) excluded
patients from the study if they had lymphocyte delelow 1,500, and that Budde
(EX1008) reports nadir average lymphocyte countsHe placebo and each of the
fingolimod treatment groups. This is relevant to Dublin's assertion that a person
of ordinary skill in the art would ignore the 0.gmose of fingolimod unless it had
been shown to achieve at least 70% lymphopenisirélevant because Budde
reported that 0.5 mg suppressed lymphocyte lematgculating blood to some
degree and below normal levels. EX209%2, 6, 12-17; Paper 63, 5-7, 9-kbe

also, e.g., Paper 27, 1-3, 11-12; EX202%2; EX2003 1133, 39; EX20241170-
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