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1, Fotnti Sarnpalist declare as fellows:

1. I am El Carisdiau citizen.

2. I studied for my Bachelmi’s degree in Physiology in l‘»'i<:Gili University in Montreal, Canada.

It have oltstairied a Doctor of t\/ledicine degree in iviay ef l988 from the University of Patras in

Greece. Following this degree, 1 uridierteok my residency in the Pediatric Sui*gei"y

Departrnent ef the Pediatr‘ic Surgery Clinic 17’. and Aglaia E§y'i'iai<:eu Athens Pediatric Eiospitetl

in Greece from Septenil:>er,, l992 to July; l99«-‘it. It else ceinpletetl a. seeonrl resideiicy from

July, 1994 to» Qluly, ii}??? in General Surgery at the University General Pediatric Hospital in

Greece. I subsequently obtained 8 Docterate in Surgery in Septe1iibei' of il9¥P7 from the

University sf Atlieits in Greece. Finally, I also oloteiued at Pil.l:l‘. in Experirrntentalr Surgery in

June of 2006 from l\/i”cGili University.

3. To date T have ebtaiiied nurnerous special homers, awards, and recegnitioli. I have also had

iiitniereus publications and p1”E.’.Sf3l1l§f.':(l many papers, all ef which are listed an my Currieulurri

Vitae, enclosed lierewith (Appersdix A).
Petition for Inter Partes Review

Of U.S. Patent 8,278,351
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l am the inventor ofnurnerous patents, iricluding a number in the area ofniarine extracts. l

am the sole inventor ol‘ the present patent (US. l§,l}30,348}.

1 am currently the Chief Scientific Officer of Neptune Technologies 84: Bioressources, Eric.

(“Neptune”). Neptune is the sole assignee of the present patent. Further, l am the President

of the iieptune subsidiary Acasti Pharrna inc.

l have been asked to discuss the experirnents that were reported in the ‘B48 rpatent,

Specifically, l have been asked to recount the extraction protocol used in the patent to ohtain

a krill oil extract.

To do so, I brietly recount rny initial involvernent in Neptune”s pursuit of a cornrnercial krill

oil. 1 joined Nepttrne in the late—l99l)s/early—2l)00s, when it was practically the only

cornpany with significant cornrnercial interest in krill oil. l tasked with establishing

whether krill oil had medical benefits and made the initial discoveries that it has l’}'l£il'l'3/,1 in

doing this, 1 improved the krill oil extraction process, and by deviating from prior processes

(including those of Beaudoin), l tliseovered a krill oil extract that uniquely contained

substantial amounts of phospholipids hearing ornega—3 fatty acids (such EPA and DlrlA)

and was suitable. tor human consumption,

l achieved this breakthrougli, in part, by avoiding the use of lieat during the extraction

process. l-leat was conventionally used in such processes to remove 6Xl‘I'aCtlOl'l solvents such

as ethanol and acetone, vvhieli are not suitable for hurnan consurnption in significant

arnounts 'l'ernperatures of at least 6l)“'C to 70“'C were considered necessary for removal of

these solvents, and temperatures of l()tl°C and above were often eniployecl for their removal,

as in Beaudoih (see WO 00/23456, pages 7 and l0), ,‘i*iowever, these same temperatures lead

to hytlrolysis of the key phospholipids. By avoiding substantial hydrolysis of pliospholipids,

: See, e. Sainpalis ea‘ 5.4., “Evaluation of the Effects of Neptune Krill Gill“ on the Management of Premenstrual
Syndronie and D}/sine11or1‘lieal” Alierzz Med Rev 8: 171-9 (2003) (Agigsendix B); Bunea ex aZ., “‘l;'valuati0n of the

Elleets of Neptune Oil on the Clinical Course of H}/pei‘lipiden1ia” Altern Med Rev 9(4): 420~28 (2004)

(Appendix C}.
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l tliscovere.rl the recited composition and the superior efficacy of extracts containing

significant levels ofthis phospliolipicl.

The experiments in the ‘348 patent were conducted under my direction. Our research rnarle

particularly cognizant of the need to remove solvent, to rnatlqe the extract suitable for

hurrlan corisurription, while avoiding heating, to prevent hydrolysis of the key phospholipirls,

Accordingly, l directed the extractions of the ‘348 patent to he conducted at temperatures no

higher than 5°C. See the ‘348 Patent, Column l8, Lines 23-67. Particular'ly, l avoided the

use of heat to renrove solvents, unlike what was done in Beancloin. See Beaucloin, W0

00.53.3546 at pages 7 and ill. Also? l ensured thfitfi despite not using heat, sufficient solvent,

was removed, unlilre what was taught by Beaudoih. See Beaudoin, ‘Wt? (ll)/'23546, Tahle l3

(disclosing “volatile. matter and rnoistnre levels” of l0% and 6.8% respectively for fractions l

and ll). To ensure that we overcarne these two lirnitations in the field, our solvent removal

ernployecl rnetliocls such as rotary evaporation and was concluctecl in the cold for extensi *e

periods of time,

Therefore, l instructed that the solvent evaporation experirnents for the ‘348 patent he

conclucted, using rotary evaporation at teniperatures under 5°C. These involved long pr31‘lOClS

of time to rernove S1ll"l,lC‘if3l'l'i solvent to render the extract suitable for hurnatn consumption.

l-lowever, as reported in the ‘348 patent, the resultant extracts contained only small amounts

of extraction solvent resirlue, below the lower tolera.te<l level for chronic consumption. See

‘348 Patent, Table 6 (reporting “Solvent residue[:} <25 pprn”).

Accordingly, among other major advances, the ‘348 patent encompasses the removal of

extraction solvent at low temperatures and thus, unlike prior teachings of others, retains the

str'nctur'alt integrity of the key components ofthe extract and allows the extract to be suitable

for human consumption.

[Remainder -1/wfthe page left intentionally blankj
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Deciaratian ef Fatizai Saznpahls, M.D°., Phi‘).
U.S.S.N. 95./001,774

12.. I fuamer dmsiatre that all steatemcms nude hczrein of my own knowiedge are: true, and that all

I statements made on infom1at.i0:nV angi beiief aye beiieved to be me, and flxrthsr, that. éhcsc

siatemems wera made: with the: knowledge that wiilfui false siatetnents arm the like so made

are punis§?1:ai3}.«:~: by fine or :?m.prés.c:zm1ent, or both; under Sectinn 100}. of Title 38 :5? the Uniisd

Stzmzs (ZTLu:E:.?,'an<i {hat such wiiiifui false stateinsamta 1"n.3,y jmpardéze the vaiidiiy of US. Patent

,c»3<>,34& ' 0 0GO

 
Egtziaz S2..mpaE1s, ?.\/.L‘D., $331.32}.

Dated: _,~\;’\_y_’§;g;._:1_r_¢_*§g___.‘g§, 203 2

000004

4/4

\V-\A‘\IA—'€>\\WA\~V\—»’.‘l- _».,,.,..,.‘ .., ..-. ..,_.,..M ... .V..\.,.,,_....\.,.,....,.,,.,~. >4!/~\r ..,....M. \Al¢A>—V

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


000005

U,S.S.N. 95./'00”? ,3774

Declaration of Dr. Fotini Sampaiis

A§§$EE§§X A

Cumsuium Vfiae M313 Eating? Sampaiis

000005
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


