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DECLARATTGN BF FAUSTTNUS YEBQAH PHD. UNDER 37 C.F.R.  

L Faustirrus Yclacah, declare as follows:

l. l am a Canadian citizen.

2. l arn the Director of KABS l_aboratories, lne., a company that offers a broad range of

pretluct tleveloprnent services to the lbio—pl1arrnace‘utical industry worlclwide. The services

offered include strategic planning, pre—clir1ical clevelopinent, analytical testing, ferrnulation

(leveloprnent, nranirfacturirig ef mototypes and clinical supplies, (listribution. of clinical supplies

to clinical sites, and chernistry, rnarlufacturing and controls (TCMC) aspects of regulatory affaii‘s.

I am also the Founcler and Principal Consulmnt ofPDlVlC Plranna Consulting.

"W

3. l ol)i:ainerl my Plr.D., concen‘trating on proteirl and carl)ol1yil.rate cliernistry, and my

M_E§c., concentrating on food chemistry, froni lVlcCsill University in Montreal, Quebec. l was a

post-electoral fellow at the Biotechnology Research lr1stitnte oftl:1c National Rescarcli Council in

Canacla.
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/l. l have authored twenty five papers. inany of which concern rnass spectrornetry and

extraction of biomolecules, and  l arn an inventor of one US. patent and six patent applications. i

am a. Faculty Lecturer at McGill University in the Departrnent of Food Science, and I as a

Jounial l{eviewer' for the Jazmizal r;:fF00z.z’ Conzp0sz'ti(m and Anz.zi_;v.g*is, the Jozzrrzal (.5f.4grz'i;:'z1Itui‘e

and Fem?! fihenzisnjjir, and the .Jtiw'm:z:’ of Efl‘l«’l'i"()i”tfi'l€i'£Z‘<ZZ 2"oxz‘c0i0g_,ii>. l also serve as a Grant

Reviewer for the National Science and l?.ngineering Research Council of Canada (NSERC). My

Curriculum Vitae is enclosed as Appendix A.

l ain consideretl an expert in the area. of inass spectrornetry and extraction of

bioniolecules.

6. l was engageil. by counsel l’or Neptune Technologies and Bioressources, lnc. (“Neptune”)

of Quebec, Canada to analyze the Corrected Request for Reexarnination {US 95,/ll(ll,,774} filed

by Alger Biornarine ASA (“Ake ”}. 1 am being Ltoniperlsated at my customary hourly rate for my

time spent on developiiig, forming, and eXpi‘essing the facts and opinions in this declaration. l

have no personal interest in the ultirnate outcome. of the reexa.niination proceedings involving

Patent 8,{33(l,348 (“the ‘348 patent”).

7. Specifically, l was asked to review the lfieclaration of Thornas Guhdersen, which was

tiled in support of the Request for Reemniiiiation filed by and the eclaration of Earl L

White, Ph.l).., which was submitted by Neptune in the prosecution of the ‘.348 patent, and to

opine on the Validity of the results provided therein. Further, l was aslted to express an opinion

on quantitati.ve aspects of the data discussed herein.

Guntlersen Presents Eneoni late and Unreliable Bate  

8. l have read and reviewed the Declaration of Thomas Gundersen suhrnitted by Alzer. and

it is my opinion that it suffers from considerable technical deficiencies and errors which render

its conclusions completely unreliable. l surnrnarize these deficiencies and errors below.

Gafmicrserz Preserzis Cieariy Errorzeous [Edict

9. My review of the Gundersen Declaration leads rne to conclude that it contains incomplete

and unreliable tlata. Gundersen erroneously presents data as distinct when it is merely an exact
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cogjg of another eli1"er1iategi*arri. in my epihieii, there is clear error in tlie Guiiderseri Deelaratieh

and, whether reflective ef a sloppy study marred by negligence er a fraudulent study submitted

with deceitful iiite.rrt, one eaimet rely on this data at all.

ll). Spe.eiiieally, referring to Appendix B {if the Guhderseii Declaration, the ehremamgrahis

lalieied “Sample P308-8”’ and “Sample i’3i)8~9” are identical Gundersen Deelaratien,

Appendix 8, pp. ll8—l9’). Similarly, the ehremategrams laltreled “Sample l)3()8—l0,”" “Sample

P3i)8—l if’ and “Sarnpie P‘308—i2” are identtieai (see Gunderseii i}eeiaratien, Appendix B, pipe 19-

2e).

ll. Guiiderseii provided Table l, which states that “Sample P30S~8,” “Sample P3OS~9,”

“Sample i’3(i8—l(i,” “Sample P3(38~ll,” and “Sample P‘308—i2” are distirietly tiii'i’ererrt samples

{see page 3 of the repert appended te the Gundersen Deeiaratieti}. Belew, i i'epi'0duee, in part,

Table l {eiiipliasis added, iiete the “i‘viarl<;irrg of Sample” Column):

Fractieii Temperature Marle:iiig of sample
)“,iE.li’)'ilJf31' trea.tr1'ier1t :

PC)

P308—8 ., E.superha Fraetitm Ba 7% degr 5 min

P3083 . Eauperba Fraetiei: Elia i'25 degr i5
min

l’3i)8-ll) E.saperha Fraetieh lib net heated

Ehsuperha Fraetien {Eh 76} degr 5

I min

P3i)8~l2 * Esuperha Fraetieh HE) 125 degr i5

min

 
l2. i have alae attached the incomplete and urireliabie ($h,‘(OiIia1'0gT(aD'iS as eriumerated aheve

as a series ef figui'es to make this point clear {see Figures l-5). By reviewing Figures 1 and 2

side by side (eh pages it-i~l5 ef this i:3CCiEl1'a‘{ZiO1‘l),, it is apparent tliat the reteiitioii times, areas

under the curve, and sample idehtiiieatien infermatien are exactly the same. Fer eetiveriieiiee,  i

have magnified the hottehi peak of each ef the elimiiiatograms labeled “Saihple l’3i)8w8” aiitl
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“Sample l’308—9” and displayed them in Figures l and 2. The bettem eliremategrams hath have

areas under the eurve ef l24384 and retention times Qf 3.758 miiiates. lt is my epihieh that it

would he impossible for two distinct samples te pmvide the exact same data. Even if “Sample

l’3l)8~8” and “Sample P2308-9”’ were merely repeats of eaeh other, which they are pug; according

to Gtinderseifs Table 1 (above), the data would have at least some deesiiatizyn. The unreliability

of this data is l’urthei' miclerseered. by the facet that the same sample l:L‘l,€Illl’l3,{$19tl.i,()l1 number appears

en the ehremategrams laheled “Sample l’3(lS—8"’ and “Sample l’3(lS—9"’ and displayed in Figures

l ahd. 2 (mi pages l5—l6 of this Deelaraltitm). Beth el'n'emategrarns have the fellewing sample

identifier: “MSl)l 826. lil(?====825.'7.826_7 (C:\l.)1»‘~il3~‘\Al§lZl‘{ Blt:ll\/lARll\li\l’308\AE3 l l(l929‘\AB

lltl929\AB ll092I9 2{}ll-09-29 ll)-35—22\(l{}r-lmlltl-()lD) ES.” By providing the exa.et same data

twiee yet i'eferring to the data as erigihatiiig from two different experimental samples, Guiiclerseh

himself firmly demonstrates that his data is net ereclihle. "l‘his is summarizecl belew:

Masking at sample Retentien Area Under
Time the Curve

P308~8 “llsuperlaa, Fraction Ila '70 degr 5 " .'.' .".L 124384
: min”

l’3()8—'9 “E.superha Fraction lla deg)‘ l5
l min”

l3. The ehrematograms labeled “Sample l’3G8—l(l,” “Sample l’3Q8—ll.,”’ and “Sample l’3{}8~

 
l2” alse present ideiitieal data fer allegedly distinct samples and tlierefkne provide fiirthei'

iiieemplete and um‘elia'hle data. By eviewing Figui‘es 3, 4, and 5 (en pages l 6-l8 ef this

Deelaratieh) side by sidet it is apparent that the retehtien times, areas under the curve, and

sample identification ihfermatien are exactly the Fer cenvenienee, l have magnified the

hettem peak of each til’ the el.n'ep'iategrams labeled “Sample l)3llS~lt},” “Samiple P398-l l ,” and

“Sample l33{l8~l2” and displayed them in Figtires 3, 4,, and 5. The hettem ehremategrams of all

three have areas und.er the curve of 5l%82l.8 and retention times {if 3.770 minutes. lt is my

epihieh that it would he impossible lei‘ three distinct samples to pmvide the exact same data.

Even if “Sample P3(l8~l0,” “Sample P3ll8—ll," and “Sample P3tl8—l2"’ were merely repeats et‘

eaeh ether, which they are _ng_3_t according to Guhderseifs Table l (al;ieve), the data would have at

least‘ some deviazioiz. The ameliahility of this data is further underscored by the appearance Of

the same sample i.dentilieatieh huml;ier en the Clll‘0Tl’l3;t()_g*,1'£il'TlS labeled “Sample P308—ll},”

“Sample l’308—ll,” and “Sample l’308-l2” and displayed in Figures 3-5. All three

ehromategrams carry the follewing sample identifier: “l‘vlSDl 826. ElC=825.7.82I6.7
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(C:\PAD‘\Al{ER Bl0MARlN\l’308\AB ll09Z9‘\AB lll)92I9‘\AB lll)92I9 Ztll 1-09-29 ltl—3§~

220G€3—lf‘>6Gl D) ES.” As with the samples discussed in Paragraph l2 ahove, hy providing the

exact same data three times yet i”eferring to it as three different experiinental samples, Guridersen

estahlishes that his data is not credible, This is s1irnrnai‘i:aed below:

 Vitas ll} Marlelng of sample Retention Area tinder the
Time {Siam/‘e

F308-10 “E.superba Fraction llh .779 58821.8
5 not lieated"

l “E.stiperi3a Fraction lib 70 3."/'.7'(l 58821.8 
 

P308-1 1

....................................shstégntfssssssssssssssss.ssssssssssssss
P3G8—l2 “E.superha Fraction llh 3.770 58821.8

125 degr l5 min"

l4. l note that l lirnited my review in this section to data. presented in Apperidix A ef the

Giindei'sen Declaration, as the data presented in Appendix B of the Cluridersen Deelaratien is so

poorly eproduced that l cannot discern most of the alleged peaks that are presented. For

example, i earmnt see any data on the chrornatograms labeled “p308~4” to “p3(38~7” and can only

make out faint images on the remainder of the figures presented in Appendix B ef the Gundersen

Declaration.

Ga‘mierserz Results are Highly Variable cznd Rafleczive of(1 Rusheci EXp8rifi’l€i2f.

15. Besides the incomplete and iinreliahle data pt“6Sf31’llTt)c‘.l., there is a pu:a:.2:liiig complete

ahsenee of data in the Gnnderseri Declaration for‘ the ethyl acetate extract ME. .wper/Ba l<i'ill lipid

samples ( Gnndersen Deelaratinn ‘E 5). The fact that no data was generated for these

experimental sainples suggests that the experiment was not conducted carefully (see (Iluridersen

Declaration, Appeiidix B, pp. ll§—l7 for ehrornatograms labeled “Sainple P3084-‘lv,” “Sainple

P3l}8~5,” and “Sample P3(38~6”). in fact, Gundersen himself states that the experiment “_s_ii§g_it_lgl_;

have been 1‘t."£')Calt3Cl but there was not enonvh time for this” {see Gundersen Declaration fit 5; 

emphasis added). Fiirtiiei', on page 2 of llxhihit 2 of the Gundersen Declaration, Gundersen

states that “the analysis of the samples took place between September and 4 October Ztlll.”

Therefore, all within the span of just five business days, the data was acquired, the data was

analyzed, a report was generated, and a declaration regarding analysis of the data was written. A

oodhosf 
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