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DECLARATION OF FEREIDOON SHAHIDL PH.D. UNDER 37C.F.R. § 1132

[, Feretdoon Shahidi, declare as follows:

b Pam atepured University Rescarch Frofessor af Memorial University of Mewfoundiand in 8t
Fobn's, Canada. My appointment is in the Department of Blochemistry, with a cross-
appointment with the Aquaculture Program, Biclogy Department and Qcean Sciences Centre
i bave been a professor at Memonal University since 1987, 1 am also an Honorary Professor
at Chung Shan Medical University o Taichung, Taiwan; a Chair Professor in the Department
of Food Science at National Chung Hsing University in Tajchung, Tatwan; and an Adjunct
Professor at Dalthousie University in Halifax, Nova Scotia, Canada and the Nova Scotia
Apricultural College in Truro, Mova Scotia, Canada. Prior to being at Memorial, { was in the
Departorent of Chemustry and the Department of Chemical Engineering at the University of

Toronto,

2.0 Pearned a Pholoin 1977 in Physical Crganic Chemistry from the Diepartment of Chemistry at

MoGiHlE University in Montréal, Canada. Priov {o that, T carned a Bachelors of Science, with
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Hongours, from the Depariment of Chemistry at Shiraz {Pahlavy) University in Shiraz, lran.
After my doctoral work, T was a Postdoctoral Fellow in the Department of Chemistry at

oGl University.

! have been a scientist for almost 40 s, as outhined in my Cumriculum Vitac (Appendix

A,

{ have been recognized with & variety of awards, inclhuding, for example: European Lipid
Technology Award, Furofed Lipid {2010y Fellow, American Chemical Soclety (2010}
Distinguished  Service Award, Agricultural and Food Chemistry Division, American
Chemical Soclety (2008 Feliow, Amaerican Oif Chemisis’ Society (2008); Outstanding
THvision Member, Muiracentical and Functional Food Division, instiinte of Food
Technologists (2008), Advancement of Appheation of Agricuitural and Food Chemistry

American Chemical Society (2007, Fellow, Internabonel Academy of Food Science and

Technology (2006); Stephen S, Chang Award, Institute of Food Technologisis (2005);

By

£y

Feliogw, Institute of Food Technologists (2003); Fellow, Roval Bociety of Chemistry (UK)
{(1908), Earl P McFee Award, Atlantic Fishevies "E‘admologicai Society {(1998); Fellow,
Chemical Institute of Canada (1996, Willlam J. Eva Award, adian Institute of Food
Science and Technology (1996Y Fellow, Agricultural and Food Chemistry Division,
American Chernical Seciety (1994); Platinum Award, American Chemical Society {1994}

eifow, Canadian {nstitute of Food Sciznce and Technology (1993}

[ have published about 450 peer reviewed articles, about 260 book chapters and conference
proceedings, and about 60 books. | have been vecognized as the 18T most published author
(1%} in the area of Food, Nutrition and Agricultural Science for the peried of 1996-2008; the
IS1most chied (4™ author in Tom, Mutrition and Agricuitural Science for the period of 1997-
2007; the ISE most cited ( Y author in the area of Food, Nutrition and Agricultural Seience

i ; S o . ~
Yauthor in the arga of Agriculiural Scisnce

far the period of 1996-2006; the 18T most eited (3
{or the period of 2001-2011,; and author of the American Ol Chemists Socicty, Best Paper

Award for 1995, 1997, 1998, 1999 3002, and 2003

Tam the Bditor-in-Chief of the Jowrnad of Funciional Foeds 1 am also an Ediior of Food

Chemisivy, and | am or have been on the Dduorial Beard oft Jowmnal of Food Science,
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internaiional Journal of Food Propertivs, Nutvaceiticals and Food, Current Nuirition and

o v

Food Science, Inform, and the Jowrnsdd of Aquaiic Food Product Technology, and on the

Editorial Advisory Board of the Jownal of Agricultural and Food Chemustry, 1 was the

Editor-in-Chiel of the Jowrna! of Food Lipids from 19973 10 2009,

7.1 am or have been a member of the following exemplary professional grganizations
International Society for Nutraceuticals and Functional Feods, International Union of Food
Science and Technology, International Comrmission on Natural Health Products, American
(b Chemists’ Seaety, Amenean Meat Science Association, Chemical Institute of Canada,
Groupe Polypheno! Internationaf, Canadian Meat Science Association, Instiiute of Food
Technologists, Canadian Institute of Food Science and Technology, American Chemical

Society, and the Royal Chemucal Socisty,

(9]
)

8. I have been a preceptor for 25 post-doctorsl fellows/research assisianisfassociates and

graduate-level thesis students.

§. 1 have been a member of various food standards committees, including being an Expert

Advisory Committes member for the US. Pharmacopeta (ISP, Food Ingredients (2010-
present); Member, Expert Advisory Panel, Health Canada, Standards of Evidence for Health

Clairos for Foods (1999-2010), and Member, Standards Counctl of Canada (2000-2010)

¢

10 1 was & technical export witness jn a patent infringement lawsuit concerning the
pharmaceutical Lovaza, a drug that contains ethyl esters of omepa 3 fatty acids, namely DHA

and BEPA (Pronova BioPharma Novge AS v dpotex Corp, 80%-0v-00304-SLR -MPT).

P am an inventor of 4 ULS. Patents {5,443 .852, 5425956, 5,238,915, and 4539234}, a

Eurepean Patent {0,554,283), as well as other patent applications,

12, In December of 2011, I was engaged by counsel for Nepnme Technologies and
Bioressources {“Neptune”™) to review LS. Patent 8,030,348 (“the “348 paient™) and
substantive prosecution history, including the Declaration of Dr. Earl L. White; the Corrected
Reguest for Reexamination filed by Aker Biomarine ("Ake™), Histed as LS8N, 85/001,714,
including the Declaration of My, Bjorn Ole Haugsgierd and the Declaration of Dr. Thomas

{undersen and WO 00/23544 ("Beaudoin 17); and supporting materials, and (o provide my
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expert scientific opinfon. | have had no prior direct involvement with either Nepiune or

Aker. 1 am being compensated at my customary hourly rate for my time spent on
developing, forming, and expressing the facts and opinions in this declaration. 1 have no
persoral interest in the ultimate outcome of the reexarnination proceedings nvolving the

348 patet or any continuation applications filed from this patent,

13,1 have carefuily read the information provided. Below [ provide my expen ntific opinion.

The ‘348 Patent Discloses and Claims a Biolorically Effective Amount of an Bxtract With a

Phospholinid Containinge Two of EPA and DHA,

4. ¥ have read the disclosure and claims of the 348 patent and understand them 0 be directed 1o
a biologically affective amount of an extract containing a phaspholipid composition bearing
twa of EPA and DHA. That is, amounts of phospholipid compositions containing two of
EPA and DHA that would allow these compositions to be active ingredierus. Therefore, it is

my undersianding that the “34% patent is not directed 10 nor encompasses de minpis AMMoOunis

of the phospholipid composition.

N

. Specifically, claim | includes the phrase “wherein the composition is suitable for human

,....
(W]

consumption.”  This strongly suggests that the claim is directed to a biologicaliy effective

amount of the composition. My reading of the *348 patent’s specification supports this point.

4

Uinder “Field of the Invention,” Patentee states that “[tlhe present invention is directed to

348 Patent, Column §, lines 22-

nutraceutical, pharmaceutical or cosmetic compositic
25, Chaim T would not cover “nutraceutical, pharmaceutical or cosmetic compasitions™ if i
encompassed preparabions containing de minimis amounta of the recited composition,

Further, Column 4, lines 3-8, states: “[tihe composition . . {is] useful in the prevention or

treatment of a varlety of disease states.”  Again, biologically effeciive amounts of the
composition, and not de minimis levels, would be needed 10 have a medical effect with the

clatmed phospholipids as the active ingredient. FPurther, Examples 2 and 3 show the medical
uses of this composition, underscoring the nead for biologically effective quantitics. This is

aiso seen in Column 19, Hine 63 to Column 21, Hine 31, which recites, among others, various
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pharmaceatical and medical uses of the composition, based on the assumption that the
composition is in biclogically active amounts. Therefore, i is my opinion that this patent is

directed 1o a binlogically effective amount of the composition.

The White Declarstion of May 31, 2011 Conchudses that Beaudoin | Does Not Contain a

Biclosically Effective Amount of a Phospholipid Centaining Two af EPA and DHA.

A 1 have read the Declaration of Earl L. White submitted on May 31, 2011 in support of the
£ Y
"348 patent. My scientific opinion of this declaration is that Dr. White properly concluded

o~

that Beaudoin I does not contain a biologically effective amount of a phospholipid containing

two of EPA and DHAL

7. This reading 15 necessiiated by not oply Dr White’s staiements but also a reasonable

interpretation by a scieniist in the field.

CAs 1o the latter, 1 do noi, nor woenld any other scientist, interpret Ur. White’s conclusion o

e

mean that frace amounts of the phospholipid containing two of EPA and DHA are not present
in Reaudoin oil. As a veteran scientist, Dr. White would noi make such a definitive
statement, nor would a tvpical sclentist draw such a conclusion. On the contrary, a scientist
would fock at the White data and understand that his conciusion was that, on the whole, and
lirmited by the mstrumental caveats that come with every experiment, biologically effective

amounts of the composition were not deected.

19, Dy, White explicitly states this as he reports hus “opinion that the Beaudoin Oil Fractions
recaived and tested by [y, White] do not contain PLs {phospholipids] which have attached

o thern OHA and DHA, EFA and EPA, DHA and EPA, or EPA and DHA, al the detection

7

Lmits described above in paragraph 7 {outlining LO/MS and MS/MS technigues]” White

Oeclaration of May 31, 2011, 9 13 (emphasis added).

P
[

. Theretore, the oniy reasenable reading of the Earl L. White Declaration of May 3, 2011 s

that Dr. White concluded that Beaudoin @ does pot contain a biologically effective amount of

a phospholipid containing two of EPA and DHAL
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