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Aiiurnegf Buckat Ne}. NEi3N-€}€}1f€}I£°£JS 3}36€S?e—2€}'§3 PA"§‘§C3°*€'§‘

§N Tirfifj ”§_..?N§’i‘§¥Z‘§} STATES ”P,z5§.'.E"'EE‘%Z"."§" ANB '.E”'RA§3EM_.ARE{ G19?EQEEL

In [Re Apyiiz:-a.;tio;: of: SAMPALIS._ f~‘-mini ijsanfirnnatimz ‘:\2k;3.: "E "}’ii’,«’

S:31'iai No.2 13f189,7E4 Gmma Afi Unit: 1629

Fiicai: Euiy 25, ESE] Exa1ni11€1‘: POLA'NSK‘1’, Gregg

FOR: ?€A'§’E.3iRAL MARENE 39$?RCE1 §’:E§{}S§:’§E§ €"}E,.-E §’:§'§3S CG M §’i'v?;1S§NG

?0LY§3N-.‘§ATURA'E‘EB FATE‘? ACIDS ANB THEIR AEPLECATEGNS

Niiséi SE13}: Ifieetziaarafims
Clommissiomzr for §?a'i.::z1t$

P.O.B0x1450

Aiexandria, ‘VA 22313-145$

fiE{ILAFiA"FEON GP §?A.UST§}‘*§{JS YEB{f§AH.. F‘E-LB. UNBEER 3"? C.F.R. " 1.132

1, Faustimus Ye'b<:3a'h, deciare as ffiilowsz

E. 1 am Canad.i::m ciéizen.

2‘ E .5111 the Direc,Lm' cf KABS Labasatorias, Inca, company ihat Gffms a E¥1‘L‘>{i{i range of

prmiuc: iiexrelepanerxt sftzvices to the bi(:»ph?:m121ce‘utiua1 *;m:111.<;t:y wmidwialsa. "Hm aewiczas

Offfi,-'.‘§.°d :énc;:}.1:.d:: siratcgic ;3iam*...é:a.g, ;§3i::—c}ini=;:aE :’:s.2vcEop1ns':1aE, azaalyfiaiai tcsthlg, fc+1*r-.1uiatie~1:

de\rs:i0p1‘:1em, manu{’ac‘mri:‘ag o'fp:'0tm,_\,'pes and ciinéssai supplies, dis;t1‘i‘m:tim1 of ciiraicai suppiies

ta ciinmai sites? and chemistry, inamxfacmxfislg am} coxzirols ECFVECE) aspects of 're:gu°i:;~:mry affzairs.

I an}. aim {he Fm1x‘;.<'l€:x‘ and Primtipa.E Cfi£‘:S113f;8.§J.E 0'f.PD1‘v’_EC ?Immr;-ca C0?:1,'~3.‘i}.}?ii§g.

3. I <fm.ai:1:ed my Ph.D., cmucerxtrating 0:-'1 pmteir: and izarbehydratéz (:1”£t)I}‘:‘§S‘[¥.‘§rZ, and my

§\/,i.S<:.., cancentratiiig on feed <:h«3mist:‘y, from Mcfiili L‘=011iV6rsity in M0n_*;1’éa§, Qmébac. 3. was a

p0s'f.~d(>s:%.oraI 1‘"::'i1<_sw at the Biutc-:cE1110‘zogy R.es,earch imtifllte of €16: Natiomtl R¢:3s=:.z:r<:§1 ifctizaaééi in

Canada.

4. TE haw: au{‘.r:<)‘re{§ iw£:m_y five payers, In-any :3? which csncem spect:'<*m‘:e:<i‘;'y and

e:«;tra<:t1§0n of bi011m1¢.:e:u1&s, and E an‘; 311 imvezatoz‘ afmuz paiszznt am‘; six appEic.atim1s. I
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Atmrswy Eiamkei N0. ;‘~1}E3'E’E‘~E-(}{Z=?J{}' US 315f263—2{3E3

Serial Na. ' 3/'1$9;?1=f£

am }“3;-zcuity Lecturer Mcflili 1'}n:iv»:°.;a*sit§,r in the 1T)<:1:aa3*tment ofFc>C>d Sci<~:13.c«'.:, 6.1‘.-d I serve as a

.¥0uma1 Revitzwer for ‘$35 .fir2u:‘;2.c:zf q,F2‘7'<::a.o,‘ C0nz;:>0sz'r.=.'on amt! xiizaiysis, iths Jaaamctzf cg"/4g;-'ic’a»af!u;'e

mm’ F0052’ {I’;’52e2"s2isI‘r 3 and the JOz.:.s-zmi afE'z2vz‘;‘<:rzm2:2:'ami }‘“(m;icr).50gy. 3 $1130 serve as a Grant

Revievwaz‘ E91’ {E16 Naiimaai Science and E.11gine:31'i11g R§.‘.Sf3€:'-fi.‘(.“.h Ctivuxlafsfi c~fCa11&(Ea {NSERE7} My

{:1l1‘?‘;C1.‘:1'L1§.‘31 ‘xii-.'.at.=. fig em:£os<->61 21$ Agrgmndix AT.

5, 1 am. c0;’1si4§.:::'ed an expari in {he area of S}3f3Ci‘.i'031";€i}“}’ and €;X’§,}.‘3C§'iGI1 of

Esiomoiecuies.

6. E‘ was en.gag:":d by cnurasséi Fm‘ N<:p'-‘game Tac1:1m10gies and E3i.0re3sm.=rs:::3s, inc. {“Ns:pEune”)

' Q£1€%bQC: Caaaada ta .:ma13-'26 the {L‘.m‘z':3cte's§i Re-quest fin’ R€t3X81}1§§’i8iiC?31 {'U.S. 95x’(}G1,?7-4} filed

Ery Aker Eisiomamr-.6 ASA (“A§~:er°’}. I am} being C£')E"(1}‘}€3l’iS£ii6E1 at my C1.1S§fl1“£1EiE"y houriy rate far my

time span‘: an deveiopillg, fcsmaizag, and exp:‘essi11g; the facts and s3pi11ie11s in this dz‘:-.cIa:‘ati011. E

Nave no gsersmzai i:‘1tere;~:'i'. in the ui=;irna?ue ouicgyrte of the F€6X311‘1iE1E£f.§fl1] pm<:ced.ings izwauévéng

LES. Patten‘: 8,.{)3(.‘:,34-8 {“tE1c “B48 patczf’) or any continuatiml app1icatia11 from the “"348 patmé.

",7. Specifiataiiyg E was asicefi to rm/iew lfieciaration «sf Tllamlas Gundcrscn, whicia was

flied in support 0‘? the Request far Eieexaminatiim fileé by Aker anti ths Deciaratima cf Ear} L,

‘Whit:-:?, E’h[if§., ‘\7~»-’E3i=I.?§1 was S‘-.2.b.mit‘-rsxgi by 1\l::ptu:1:: in fhc ;3mse:;:ui3'0::= 0f the patent, and to

aivpine on the valizfiity 0? the r£—:.<;u’Et:'~; prcavifaed therein. f~‘ur2:}’:£:r, ‘ was a.<;ked to e:«;pres;s en’; 09*;;1é011

on c:;u2:r:§iEz1ti’x-‘:3 asgjects 0fth»:.‘; data discus5ee‘: i1em§11.

Gumierseiz Presents Enmmgiete ané Um*eii;si3ie Hats:

8. E have read zmci :"e\riew'e(‘1 fhe Ifieciarégtiawxgz of Thomas Gundersen suixmiiieci by Akesr, and

it my Opinion that it suffers fmm mnside1'a‘=J'ie technical deficiexlcies and <~3rm1‘s which ;'e11éc:‘.1‘

its c:0r1<;I’e.:as%0r:3 cmnzpiciteiy Lm1'eiia’:>Ie. I su1:mnariz:: jihess (’:s:'fic:Ee.1';:c:i:3.s and t3§T0,TS bssiow.

{§?::2de.:"se:: Pi"{:‘S£'ii’.'.€S CE;*r"(;~m:‘m.:5 Bella

9. Niy reviazvv {he Gunéeram Iifixaciaratiogx Eesads mt: is atoncimie. finat it contains i.1'ac:01‘11p§s3£e

amcé um'e‘1ia‘5i*:‘te dam. (}umi.erae:1 emmecxusiy praserxis data as Ciistirlci wisen it is Inereiy an axaci.

0.0 W of anothexi s:}1a'01.a1a€0<z:‘am. in my o;3ini::>11, there: is clear error in me Gui1d:21*s::n ilktciaraiiozl

ooor§b2
f 
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::md, whether refieciive of 3. sioppy study marred by m3g1iger1c{: 01‘ 3. fimuitgizani study submitiimi

with d::::<-:i:*f1.a1 iimziat, one :::;:1110::e1ys:;:1 this data at Edi.

M). Speciiicaiiy, rs3*ferri::g in Appendix B of ‘-fhfi Gumirsrsan }f3es.:}a1*até<3n, 111:: ch:-m1'1atog1*s.111s

iabciad “Sample P398--8”“ and “Szmipie F‘3{}8—9"’ ares ideméca} (see (3~um*iers-311 E}e<:la1'2:.€im1,

Appssndéx pp. §8~T§9). Shniiarly, the cl“-a:e;)1nat0g1'a:ns labeled “Samp1§3 E3388--10,” “‘E%amp}r3

P338--1 1,” and “Sf-.‘;11;3-is P?a{}%~3«12” are §¢'§s31':€iCE;E (see {fEuf:;d€:rst:t1 D£3£:1am‘-iion, Ap;>end.ix B5 pp. 19-

29}.

11. Gundersezx pmvi_ded ’?{‘ab1:3 I, which states thai “E§a1n§3}e I’3G8~8," “Sample ?P3€}8~9,”

“Sampie ’E’3C38~i{},’” “Sampiss E-"3U3~E1,,“’ and “Sa111p1e P3‘{}8~\i2°" distinctly diff<—:m1*: sam;aE»::s

(see page 3 of the 1‘6pi"§Y'E appendecfi to $3.12 C}1mci5e.rsm'1 [)€:oia1‘:>u;‘ic3:‘1}. .§3€:10w, I n:pm:'Euct':._ in pan,

"1"a?r3§.£: E {‘e=:1‘np1‘:asis aT<ified., non: Eihér “Marking uf S.a1np1e"' Calumn):

 

 
 
 

 

"""" """""""raga;““““““““““““ {{{{{{{{{{{{{{{{{{{{{{{{{2;4;;i§;;;gj”a%::g;'TWT“_*

i mzmber U‘€?£‘f-.".m.3I1‘{ {n':*;3'1‘,- H
PC) ' _

Wi"5§!¥§"§"-"é""""""""""""""""iféi"""""""""""""""""'55""""""""" """"""""""" """"""""""""E":13§’§§‘§é'§'5§"§‘E§E£i§§ 

min
mi';§’s"{}8~E 0 ~ ~ T§§;.s:§;3erha Fmstiqm Kb am: heaigsi
““““1(11(((((mmmmmm§m5mmmmmmM_ h21 F‘2'.:1a°.Ei0s1 Eiia 7%} éegr :3

i min
""""""""""""""""""""""""""""""""""""" """"""" """""""""""Tf§""""""""""""EZé§g§é}"{{§E§.7éé%sea:1 Hi? ":25 ciegr 15

i min 

‘£2. 3 haw: aiso a?..t.'a1:hc-sd. the i}‘i£‘.03313*Ef.’.€’,€ and mrelfiabie c13r<3111at0g1'ams as en‘-u:ne:'ated abeve

as a series crf figu~;'s:<: to xnaksz this poéni cEe;r" {see Figures {-5}. By :'evéewés‘1g Figtxres 1 and. 2,

side by side {on pages 14~1:"; cf this Dmtlamtion), it is apparent that the retemcfion times, areas

under the curve, and sampie idle ‘fi;‘i.fis;:;>fiL‘i€3n ir1i.’m’;1r1atim.1 are exaattfiv the sayggg. Fm c<}11v:~:nir.2;'1:.%«;=., I
wwwwwwww«_.......t.........»...»..

11;:2,w.=. gaaaggnified ihe bottom $63}: :3? each 0f the ch1°o1naEc-grains labeiecfi “§Samp3£: i~‘3€}é§«‘§"‘ and

“Samph': P3€)8~9"’ amli c1is;;:3}a;¢eé2 fhsssn in Figur5:s and 2, The bmtfem €.‘.31TO11E{-itOgi‘§-};i1}S both have

fir
OOOGDS
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A§',$‘0:'ney E}m.:k.e§ Na. NEE.FN~E){%}.«-‘$21.13 3E3€:{33—2{}13

Seriai N0. i3.:"E E:?‘§?,'.?‘34

a.re2:-as unéx-:37 ’£}.3.r;—: CLI}.“\a’€ of 1343 84 and I‘(”)‘{~§.’.E]‘t§011 tintws of 3.’? 51¢ 1nim1tes. 1?. is 1 1}; opinion Ehat it

‘vxw}u1£E "b<_3 imgessible 3%}: we -Iiiséimii saxrufies to ;3:fm'ieie me t°:.>;:B.¥.‘.7[ dam. Even if ‘°lSz-3.1'np].6

E’30£<i~8" and ‘fiampie ’f’3{‘3E<i~9“’ ‘WERE merdy a‘epea?3~. of each. ::~t1';a~::g w‘h,%cTE"; th.&y axe gag; accomliizg

G:.mdZ:s1's(:n°’s "fable 1 {aE30ve}§ the data wauifi ham: '3 32:25:‘ same devz1:2'r;'0:'z. T316 il11I‘E1§§ibi§i{fy’

of this data furtTne:7 undcarscscumai by {E10 fizw‘; that the same sa.:n1p§€ idf.?31T§fiL§§i?.i03'} ‘sillmbfiif app::ars

011 ‘tiizé Ch1‘0mat0g1‘amS Eabeieii “Sampie ¥’308~8’° and ‘Tfiarnpie ‘§’3()8»9” am} ciispiaysd in Figureés

E and 2 {(311 pages 153-163 sf this; fleclaratioié). Beth szhmnlaéegrains have the fafigwiilg Sample

i€EE3‘:'1‘{ifif.?§.”i “;’\x€E§D£ 82.5. {C:\FAE>\A}{.E.R. B;‘CPf\»iAR.EN\.P3{)8‘\_AB 1 i.{}§‘.7.’.9‘\AB

11{}92E}\AB 110929 203 E439-29 1{}~35—2ZX{}€}ii—{)4{}}_D) ES." By pr0vi(§i:1g the axes: same data

‘iwic:-3 gist. :‘e;{e.1“:‘is1g to the data as :3-rigiis12:%t.éng; fmm two diffesrent sxperiialmtal samples, G1111d::1*sc:1

§'1i:'31se%f;'”mr:§y d:m'10nstrates that his data is 30*; s‘I5l'E€.‘1ib1S. This is smmnarize<,€ Emiow:

 

  

Vitas ii) F Marking sf sampfie ] Retszntimz Area Under
...........................................................w._’_Iji_§3*§,,___Lm,§§2§_§E:*:'_*:__,j

P3U5s2—§< mzperba Fraction Ha 70 deg? 5 3.758 E24384

min"

P3083? “E.s1:gpt:r?::2s Fraction Ha E25 deg‘ '15 }24i3E€-’£
.............

E3. The c111'0111at0g;1'a111s iabezied “S3.111p1e P3{}é‘3wi£')," “Sa11'1§3E£: }’3UL‘€«1 1," ‘fiainple E’3{}8--

E2." 2:550 p£‘E35SE5i'§f identical data for aliegedéy aiistincf; sampies and‘ €§‘ieref£31"e pmvide fitariixea“

ixlcompleie and uamzliabie data. By 1"CK«’§CW’i11g.§ Figureg 3, 4, and 5 {cm gages 16-48 of t'hi:~:

Dec1ar;»:~a:i<3n) side by side, is apgsarent ‘that. this retentim; times, areas under tiass <:ru1‘v:~:, am?

sawiplté id{t3'1E.ifis'.::;1ii0r: in‘fUm'3a’[icm e..xac:*C:V {E10 S§:111‘}f.’.. Fm‘ CC.-11Vr311i(:3I1GB, I have zziagiiifiefi file.

bottom peak of «each of the c§1r0mat0grams iabeied “‘Sa:n;3£e P3{38—1{},” “Samgake E’3(3{<I-1 1," and

"’S3.m;:>le: P3G8~’i2"“’ and dispiayfid than in F1’ gums 3, 4, 5. Tim but-‘mm c11.rc>1nat:3gm:11s 0f 3?:

ih1‘ee have areas tmde:-.r flat’: C'u1"V(") Of 5882i}? and 1‘:-atemiori tiimesz. of 3§77() minutes. It 13$ my

opiraien {hat wmsld be impossible for three disééaaci sampieas to prm=id:3 flan: cxacé same data“

Eiwsal if "‘Sm3:.:pEe E"3E}8~}.{},” “Sa3.:':q3}.e ?3(}8~1 1," and “Sa.m;;3~.Ee P3{)8»12” ‘w:.=:r;»‘: m<%1.'e§.y repsssais of

633.011 gfher, whiczh ihey are 1103 accmfiixag is Gu11§:e1"sen’3 T3015: 1 (ab0ve:}, The data w0u‘::;i have at

iaecm samaa ck-3‘u‘z'.:zI’ir):'z. "E7h:’: u1':r§3§ia'I:3;"ii£y €31" Ehie; dam: is f'urL11::1* u31de3‘St;:0red the app:3a1‘a.m‘:e 9%’

the same Sample ideniificatéon zmmbm on the ch:'0a1é.at(sgra111s labeiad “E<ampl»~3 P3{?=8—1{},”

“Sample F3G8~_i1,’” 311:1 “Sampie P3{3S~'£2’“' aaad démglayeci in Figures 3-6. A1‘: tilrec

chrcvllzatsgrams army the fifilowizlg sainpis i{i€*1‘{Eifii3i‘I “§\’1SI}I 826. Ei§C==*E§25.7.§s.3{§.7

{C:‘\PA[}"~A§§ER BEQMAREN\P3O8‘0AB 1E(}‘§.?29‘xAB 11‘{)§.329‘\A‘S KIWEPE9 2011‘-9%‘-«E9 13

000604
f 
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Atz:m"13s33-* Bracket N0. NEPN--{I={}Ix’{}’ US ?="13(:«€33~2(3§3

Seriai Na. 13x‘1E§9,7}.4

22{}£35~DéO1 D} ES.” As with fix: san1;3}.£3s disCuSSe(i¥ in P3E‘&§.§T£ip]": E2 abavéz, iwy p;"<wiéi11g ihe

exact. same {Ema three 1"i}‘i1-fit‘: yet re'fe;i1"i.1t=.gg to it as three -ciifferent ex;ae;'i’:ne:1ta¥ S£i.P"::'33€3S, (3L:m'§erse1'1

::stabE§s}1es that his data not csrascfiblcz. This is summa1'i:«:ed heiowz

 
 

  
 

  

“E.su}3e1'b-a F:'aa:$::'0n H13 70 ;

6'29 ’ ~?i,£1%%,%1" ‘
‘E_s;u§:-erbza Freatzticjn HE)

deg? 15 min‘'’

 
c

14. I net: that 1 ’£imi*;ed my }‘{3Vi€W' in this s::c.ii011 is data p1‘:3,<3e11t&:*.{f in ;’-‘x}?epv.311di>~: A of {he

Gundersen ‘E3r3c:Iarati(3n, as the data }3Y€S€11Es‘3(§ in Appauriix 78 of tha *C§11r:(ls:rseu Dec§arai;3'm':: :90

pearly repmduzzed that E c.a1*;:r1m d:isa:em mesa {sf 3.11:3 aiieged peaks that am p1‘ese11ted, .390;

exaznpie, E ssanncst my data on the silmmatograms §a'!:3a:1:2d “p3 (,‘:8~4’” {"0 “1:.=3Gis‘~7”’ and cam only

make out fa“-.:Ent images on tha m111a%nde:r oftiac figurzss presented in Appendix B effhe GLLr;€:s31‘sr:~:1a

E}:=.<:E:-m«;ti01}..

{}z»:zm’e;'.§eI<s is f€a;vz.;iat;v are gfsiy Variczisfa max’ }€cjfls'2cfa“vc~3 ufa Rus.«’-zsrd E.rp:am‘n-ze;2£'.

15. Besidss the izzcomplcte and Lznrciiabis daia presezated, there is a pu:=:,.z1ing ssompfiete

absrsmscz :3? data in She (3-Lmdersen 3)ec3a:'aEi{:.r1 for the e=;hyE 6.i.‘.-f.’.‘T.ai". axizmst GEE. szgperbzz krili lipid

sa;rI1;*3}s3::. {see G'L311(‘§f3I’S6E} Dec.1a::3.:L§01: 5}. The fact that no data was generateci far éhese

expe1‘i131entai sampies siaggests tixai the experimezzxt was not comiua’:u:(i caramiiy {see Gundcrsran

Declaration, Appmiiix pp. ’i{§~«1’e’ for <:§1r0111at0g1':-Jmis Eaba-1334:‘: P3€}8~4,°’ “S2m'spEe

P3G8—5,’“ and “S-ampica P3{3S—f3”}. in fact, {:‘:und&:rs5:r: E1:ims€:Efstais°.2s £113.? the cxpcwiazzenzt “shouid

jr_:_§;3;§__b_§§g1”;}g§m_e§_:;3oussh time for ‘-this” Gundersen 33:::cE:a;'atim': *1] 5;

empiaasis misled‘). Ftlrthfitx‘, on page 2 01" Eiixhifii 2 01° Gu1':<5ie1'sen Deciaratioia, G1mde1‘st3:1

that “$5.2 anal}.-'sis cf the Samples 1:00}; piacszs ‘be’-:wt:s~:-.21 28 Septamber aaad 4 Céctoher‘ 231 L1."

'E‘hemf<31'e, ail witixin the: spam oE'j1::at five b=.13in.t:s.s dz;-.ysn_ the flair.-1 was acqL1ia'£:d, the ciaéa was

a.n3.,‘ayzed, 2; raporf was gem31‘ated, and 2. :i£:c:‘.iaraii0n rega1'£}*;ng anaiysis osfthe data was wrifissng A

oooé/:05
f 
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