UNITED STATESPATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

AMNEAL PHARMACEUTICALS, LLC and PAR
PHARMACEUTICAL, INC.
Petitioners

V.

JAZZ PHARMACEUTICALS, INC.
Patent Owner

CASE IPR: Unassigned
Patent 7,668,730

DECLARATION OF ROBERT J. VALUCK, Ph.D., R.Ph.

PAR1007

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

I nter Partes Review of USPN 7,668,730
Declaration of Robert J. Valuck, Ph.D., R.Ph. (Exhibit 1007)

TABLE OF CONTENTS
I OVEIVIBIV ...ttt ettt b e bt e e e e e e e b e b e b e eaeeneene s 1
1. My background and qUalifiCations............ccoveerireiiernieesie e 6
[11. Person of ordinary skill intheart ...........ccceveriiiiin e, 10
V.  Stateof theart..... oo s 11
V The ' 730 patent and itS ClaiMS.........cocveiieiir e 15
S - o o I SR 17
B, ClAMS 2= 6 .o 22
C. ClAIM 7 et 23
D.  ClAM 8 ..o 23
E.  ClaiM O e e 24
F.  ClAM L0 e s 24
G.  ClaM AL ..ot 24
H.  Orange Book listing of the’ 730 patent .........c.cccceveeeveeiieesee v 25
VI. A POSA exercising reasonable diligence would have located the
AAVISOrYy COMMITIEE AN, ..ot 25
VII. Basisof my analysis with respect to ObVIiOUSNESS.........cccccevveeieriieccieeiene 26
A.  TheAdvisory Committee Art discloses a method that would meet
al theelements of ClaiMS 1-11.........cooiiiiiieieee e 27
1 (@1 = 11 0 0 SRS 28
2 ClLalM 2. 63
3. ClAM 3 s 63
4 ClaimS 4 and 5.......oooveeiee e 65
i

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

I nter Partes Review of USPN 7,668,730
Declaration of Robert J. Valuck, Ph.D., R.Ph. (Exhibit 1007)

S. (@ = 0 L SR 66

6. ClaIM 7 e 67

1. ClaimM 8. s 68

8. ClaimM O s 69

9. (@1 = 1T 0 100 O SRS 69

0 TR O =11 o Tt S 70
B. A POSA reading Tak About Sleep, in view of Honigfeld and
Elsayed, and further in view of Lilly, would have had a reason

and the know-how to arrive at the methods of claims 1-11................. 70

1 ClaM L. e 71

2. Claim 1, StEP 1.8 ... 102

3. ClalM 2. 109

4. ClalM 3. e 109

5. ClaimS 4 and 5........oooiiiii e 114

6. ClalM B 115

7. ClalM 7 et 115

8. ClaimM ... 116

9. (@1 = 11 1 1K 117

10, ClaimM 10 ... 117

3 O ¢ = 11 o Tt SRS 118

VI1II. Secondary considerations of NON-0bVIOUSNESS.........cccevveeiieerieesieeseeseeeeens 118

A, NO COMMENCIAl SUCCESS.......cceirirririirieriiriieeeee e 119

B.  Nolong-felt but unmet need or failure of others...........cccoccvveveneee. 120

i

DOCKET

_ ARM

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

I nter Partes Review of USPN 7,668,730
Declaration of Robert J. Valuck, Ph.D., R.Ph. (Exhibit 1007)

C.  Nounexpected SUPEior reSUltS..........coeveeieeiie s 122

I . CONCIUSION ...ttt e e e e e e e e e e e e e e e e e e e e e eeee e e e e e eeaes 123

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

I nter Partes Review of USPN 7,668,730
Declaration of Robert J. Valuck, Ph.D., R.Ph. (Exhibit 1007)

I, Robert J. Valuck, do hereby declare as follows:

l. Overview

1. | am over the age of eighteen (18) and otherwise competent to make
this declaration. This declaration is based on my persona knowledge as an expert
in the fields of drug safety, drug abuse prevention, and prescription drug
distribution. | understand that this declaration is being submitted together with a
petition for a Inter Partes Review (“IPR”) of clams 1-11 of U.S. Patent No.
7,668,730 (“the’ 730 patent,” PAR1001.)

2. | have been retained as an expert witness on behalf of Par
Pharmaceutical, Inc. (“Par”) and Amneal Pharmaceuticals, LLC (“Amneal”) for
this IPR. | am being compensated for my time in connection with this declaration
at my standard consulting rate. | have no personal or financial interest in the
outcome of this proceeding.

3. | understand that the ' 730 patent issued on February 23, 2010, and
resulted from U.S. Ser. No. 10/322,348, filed on December 17, 2002. | also
understand that the U.S. Patent and Trademark Office (“USPTO") records state
that the’ 730 patent is currently assigned to Jazz Pharmaceuticals, Inc. (“Jazz”).

4, In preparing this declaration, | have reviewed the '730 patent

(PAR1001) and its file history (PAR1002). | have also considered each of the
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