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Pursuant to 35 U.S.G 31119and 37 C.F.R. & 424t seq.Smith &
Nephew, Inc( “ S & &hd ArthraCare Corp( “ P e t 1 trequesingerpartes
review of claims 17 of U.S. Patent N&5,875,214 “ t2i6Gpat ent ” )

l. * %'+-&1%*+,
The ' 2ri(&x. 10@)ts directed to a bioabsorbalitgerference screw

for use in anteriocruciateligament (ACL) reconstruatn. ACL reconstruction

i nvol ves drilling bone tunnel s I n the

joint where the AClwasformerly attachegand then securing a graft inside those

bone tunnels to replace the ACRAn interference screvs insertednto each bone

tunnelandsecursthe graftinthetunnev i a an “i nterference f|
The ' 216 p a tpmonartnoatapsredrintederench sctews were

deficientin thedegreeof fixation provided. They were said to achieve dhlg n

interferencdit of about 1 mm i.e., about 1 mm. of bone is dilated as the screw i

inserted into the bone tunrielEx. 1002 at 1:3810. The’'216 patenstateshat

larger diameter screviiscreasd fixation butwere®* mor e di ffi cult to

insert correctly treatingpan need for a screw that “pr o

and interference fit withuouwtl3646.cr eased

The’216patent allegedigatisfied thisneed by p r atapereji n g

elongatedioabsorbable interfereacscrew, the taper of the screw extending along



substantially the entire | Hrg#¥3'of the

The’216patent asertshatthes c r dva'per “ prtafdntmes abou

interference fitj.e. the diameter of thproximalend... of t h.e issonie v

| arger than the di ddne#33437. of the bone tu
Despitethée2 16 pat ent’ s c aperédbieabsprbable ggest i o

interference screwsonfigured tgprovidesuch arfinterference fit wereknown

A subsidiary ofPetitionerS&N soldsuch screwsmarketedinder the name Endo

Fix, yearsbefore thé2 1 6 p alleged gridrity dateEx. 1011at 3. Grounds 1

and2 are based omé1995EndoFixBr oc hur € i X EXgiDHlat 2:

Grounds 34 are based od.S. Patent 5,891,146 (EX012 “ S, whicin 7 )

also disclosgataperedioabsorbablenterferencescrew Ex.1012at Fig. 22

]._rasr—_ MS,,-—’{-—Fﬁ
TO0 BIPDE

4 —

R —

Th e ' 2 1 6lainsalrequirdascrewbody” a b 85umt” long—even

though the specification only disclos&s mm as the length of the entserew

! Unless otherwise noted, all emphasis is added.

_2-



including both body and tip.€., na just the body) The specificatioralsofails to
describe any benefiiet aloneanunexpected resudir difference in kingdof this
particular lengtlasthere vasnone. Ex. 10@ at 2:62;Beynnon; 148. Although
EndoFixand Simon | i ke t he doat@isclpse & mbody, t sel f |,
interference screwis a range of body lengths, includiB§ mm, were known
Beynnon }138-147. It would have been obvious to provide the Efk@oscrew,
the Simon screw, or any other interference scrath a 35 mm body

The’ 216 gaansad requireadrive sockehaving® r a d-exindingy
slots for receiving @river having three raally-extending protrusions
corr espondi nligcopendinglittyaionsHatert Gwnéassertghat the
claims cover sockets with three moreslots. If Patent Owner is held to that
position as théroadest reasonable interpretation (BiRI)his proceedinghen
EndoFix and Simorbothsatisfythe requirement. If the claims are interpreted to
requiredrive socketiavingonly three slots, such sockets were known to be

effective for use in interference screwdeiler (Ex. 1015 studieddrive sockets

for bioabsorbablénterferencescrews and concludedata“ t r i | obe” socke
withstood moretorquethanthe socket€EndoFix and Simordisclosed Weil er’ s
tri-l obe socket is nearly i deecarpt) cal t o Fi ¢




As described in Grounds 2 and feson obrdinaryskill in the art
( “ P O SvAdldhavebeen motivated bWeiler to modifythe drive socket of
EndoFix and Simortousea “t r i | obe” de s iinmpertioritooquewi t h st
Il I",-"%+'0.,+%*1$#

A. '123.425689896151:6

Smith & Nephew, Incand ArthraCareCorp. arethereal partiesn-interest.

B. '13261,;./26615:.

A decision in this proceeding could affect or be affectethbyfollowing:

(1) Petitioners are simultaneously filing petitions ifaier partesreview
of U.S. PatersN o s . 7,322,986 (a continuation of
(t he ' 2 laiegeadta lieadivisionald the’' 977 patenj. Petitioners request
that the Board@ssign a single panel to address the thmee partesreview
petitionsbecause there are commeasues and prior art acroggem

(2) Patent Owner is currently assertin
against Petitionerns federal district courtE.D. Tex., Case No. 2:1&v-01047).

C. 1<=9:13.29;.#15>?@1.*9A<5B267<9

Lead Counsel Richard F. Giunta (Registration No. 36,149)

Backup Counsel | Michael N. Rader (Registration N62,146
Randy J. Pritzker (Registration No. 35,986)

Service Informatior] E-mail: RGiuntaPTAB@wolfgreenfield.com
MRaderPTAB@wolfgreenfield.com
RPritzkerPTAB@wolfgreenfield.com




Post and hand delivery Wolf, Greenfield & Sacks, P.C.
600 Atlantic Avenue
Boston, MA 02212206

Telephone617-646-8000 Facsimile 617-646-8646

Powers of attorneare submitted with thiBetition. Counsel for Petitioner
consents to service of all documents via electronic mail.
. ,+%*1$.+C.C$$#.4"*-

Fees are submitted herewitli.morefees are due durintis proceeding,
the undersigned authads theOffice to charge Deposit Account No. 23/2825.
V. 1$'%*C*1"%*+,.+C.('+&,-#.C+ .#%",-*,(

Petitiones certify, pursuant to 37 C.F.R. ©42.104(a) t h @li6patertie '
available forinter partesreview and thaPetitiones arenot barred or estopped
from requestingnter partesr e v i e w 2l6patend claimbAethrex
previ ous | y2l@apateneagdinset detitiomers, but that action was
dismissed without prejudicnd doesot give rise tastatutory bar under 35
U.S.C. @ 315 Macauto USA v. BOS GmbHPR201200004,Paper 1&t 1516
(PTAB Jan. 24, 2013Atlanta Gas Light v. Bennett Regulator GuariidR2015
00826,Paper 1t 1214 (PTAB Sept. 1, 2015)

V.  *$,%*C*"%*+,.+C.ID")$,($.",-.'$)*$C. SE&$#%$-

Petitiones requestancellation of claim4-7 of the’ 216 patent



Ground Number and Reference(s) Claims | Basis

1 | EndoFix 1-7 a 103(a)
2 | EndoFix in view of Weiler 1-7 a 103(a)
3| Simon 1-7 o 103(a)
4 | Simon in view of Weiler 1-7 a 103(a)
5/EP 1, 101, 4 BmlicatiSm"E)P ' 459 |17 0 103(a)

VI. +F$F*$G. 2) 7+( 1 3$7(17

The 216 patent concerns “fixation

[ACLflusi ng a tapered bi oabBxolo02alblBls. i nt er f

A, %1@H9<3«$15>71J

The ACL connecsthe tibia (.e., shinbone) and femur.€., thighbone) and
stabilizzstheknee. Ex. 1017 Beynnon; 21. Rupturesor teas of the ACLare
common. Ex. 1017 Beynnon, 23. By the late1990s beforethealleged
invention,ruptured ACLs were ofterreconstructed using a replacement tissue
graft Ex.1018at 1561; Ex1019at 259 Beynnon; 31

ACL reconstruction typicallynvolveddrilling bonetunnels in the femur and
tibia with openings at the knee joint and then secuaiggaft insidebothtunnels.
Ex.1020at 21921; Beynnon} 30. Surgeond$iad several choices for the gratft.
Beynnon |31 “ Bone bl ock f uskxgasectomoftheipatellas| v e d
tendon {.e., the tendorconnectinghe patell&neecap to the tibia), which inclusle

sections of bone on either end to aid in fixation infdmdonetunnek. Ex. 1018

o



at 156162;Beynnon} 31 “Sof t t i s s u esedtionx & hamgsiring us ed
tendonswithout bone blocks Ex. 1018at 156162; Beynnon; 31. Fixation of a
graft using an interference screwasachieved bynserting thegraftand screw ito
the bone tunnel so that teerew pressdthe graft against the tunnel walhd
securedhe graftin thetunnel i a “ i nt & EX 1®21at B7cBeynrfom; 82

Early interference screws were metalt bioabsorbable plastioterference
screws were introduced in the eatl§90s. Ex. 1020at208;Beynnon; 38-40.
Plastic was weaker than metalhich drovedesignchangesincluding $otted drive
socketghatincreased the torque thatuld be applieavithout breakingthe plastic,
andtapered bodies that decreased the torque needed to insert thentzeetone
tunnel Ex.1015at 120121;Ex.1011at 2 Beynnon, 42-46.

B. #=BB257.<A.6H1.1327B:

The ' 216 patent includes indé&pendent
Claim 1 is reprodusd belowwith letters in brackets preceding the claim elements
(e.g, “[al]’) thatare usedhereinas shorthand references for those elements.

“Protusions (sic) in claim element |[c2

[pr.] A bioabsorbable interfence screw for ACL reconstruction,
comprising:

[al] an elongated threaded bodhaving a proximal end, a distal
end, a length of about 35 mm. and a tafa] the threads and

the taper of the elongated threaded body extending along



substantially the entire length of the elongated threaded body,
[a3] the proximal end of the screw being configured to provide
an interference fit of up to 1.5 mm in a bone tunnel;

[b1l] atipdisposed of the distal end of the elongated bfia#}, the
tip being threaded and having a taper which is greater than the
taper of the elongated threaded body so as to be easily
insertable in a bone tunnel; and

[cl] a drive socketlisposed within the screw and extending from
the proximal end of the elongated threaded bfaB},wherein
the drive socket has radialgxtending slots for receiving a
driver having three radiallgxtending protusions [sic]

corresponding to the slots.

Claim 1thusrecites a bioabsorbable interference socemprising a body,
a tip, and a drive socket. Beynnpb2. Elementgal], [aZ, and[aJ recite
features of the body; elementsl] and[b2] recite features of the tip; and elements
[c1] and[c2)] recite features of the drive socket. Beynhds®.

C. )1>13.<A.+5;?9257.#K?3FHH1."56

The ' 216 ppaoritethroughaheé@riv patento a provisionafiled
November 15, 1999The provisionahnd’ 977 patent eactliscloses only a 35 mm
long screwnota 35 mmlong” b o @syclained in the 216 patent. As a result,
the’'216 claims are not entitled to an earlier priority date and are limited to the
actual fling date(August 6, 200Bof the’216 patent Neverthelesghis Petition

evaluates theakntability of the claims based on the level of skill a PO&4in
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the November 199%imeframe becausehie claims are unpatentable even if the
Board determines that tH216 patent is entitled toahearlierpriority date A
POSAIn the interference sew field, to whichthe’ 2 paientis directedwould
havehad(a) an advanced degreenrechanicakngineeringr the equivalent(b) a
bachel orinsschafieddglong @ithtwo or moreyears of experience
designing interference screws (c) a medical degree amdio or moreyears of
experience péorming surgeries that involve interference screwd/or advising
engineers ointerference screwesign. Beynnon; 17.

VIL.  D)™/.* %$'4'$%"%*+,

Each claim term should be given its broadest reasematerpretation
consistent with the specificatio®7 C.F.R. @ 42.100(b)This constructiomay be
different from the properonstruction in district courbut except where otherwise
note d , al | of Petitioner sdistrictcourst ructi ons
constructios.

A. SSUR[LPDO HQG  DQ®@3WBBMNWDO HQG®

Claim 1requiresthat thescrewbody have proximal and distal endlhese
terms haveustomarymeaningswith the proximalendbeingthe endhearest the
practitionerand the distal end being the end furthest ftbenpractitioner while the
screw is being insertedeynnon; 53; Ex.1022at 658, 1828Ex.1023at 571,

1557 Those meanings amdnsistent with the usage in tgecification of the



'216 patent Ex. 1002at 2:6066; Beynnon} 53.

B. SWLBQG 3ER@32?B.MN

Claim lseparatelyecitesthe screwascomprisng a“body’ and a‘tip
disposed d¢f tddeandhaving® a t aper which is greater
body. Theclaim structurethusrequires dip distinct from the bodyecausehe
body and tip are recited separately, ardausehe tipcannot have a different
taper from thdodyif it is part of the body Becton, Dickinson v. Tyco Healthcare
616 F.3d 129, 1254 (Fed. Cir. 2010)“ Wher e a cl aim | ists el
“the clear i mplication of the claim | an
comporent [ s]’ of t he Bpyaror 6458 dhelipi e spiocred” )
o ftlie bodyconfirms that they are separate portions of the sdrevguse
“di spos edrangeiia ads ““askedtoindgate..s epar &k.i on. ”
1022at 654; Ex1023at 568 1343;Beynnon; 54.

Construingthetip as separate from the body is consistent vidit2 1 6
patentspecification whichteaches thahe screw has a complex tapeishown in
Figs. 1 and JFig. 3reproduced below) wh er e rhanboayly éig.4)d
has a more gradual ¢t apwhere‘trhealnat“iivneltyi apo

distal portior4d5forms a nose that providés easy insertiorof the screwlOinto

a bone tunnel "Ex. 1002at 3:11-18; Beynnon 56.

-10-
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55 45

A POSA would have understood ther el at i vel y padb ntodd di
thescrewtdet he 8t s pi nct fr om” Bdyrmonf'S&a7i n body
Accordingly, h e B R  dhe poftibniofptiie screw that startsah e s cr ew’ s
distal endjncreases in diameter proximally, and terminates where the taper of the
screw changes to a lessaper Beynnon; 58. The BRI of péortmody ” i ¢
of the screw extending from tlsec r enmuxXingl endandterminating before the
tip. Beynnon 58.

Claim 1 requiresthahte “ body” (exclusive of *“ti
long. In litigation, Patent Owner hasccusd of infringement screws thatre about
35mmin total length—inclusive of tip and bodyEx. 1024at 3. Although
Petitiones believesuch annterpretation ismproperfor the reasons discussed
above(even under district courtclaim construction)this Petition demonstrates
thatall claims are unpatentabéwen if the tip ionsideregart of the body for
purposes of meeting tlblaimed35 mm lengthrequirement

C. SWKH WLS EHLQ@3Z2?BEMRDGHG®

UndertheBRI,“ t he t i p b requireghattd leaseagpartomf a

thread extends over at least a portion of the Bpynnon 60.

-11-



D. %BH512;1;,0<;7.H2>?9l« D W D.IS®BR7B.MN

Threaded arews have anajordiameterfrom crestto crestof the threadand
a minor diametefrom trough to trough of the threads theroot of the screw)
Beynnon |61. A screw can taper iis major diameter, minor diameter both.
Ex.1022at233( def i ni ng@g “gapewalasi minution of
or width I n a)pExel028ahP43tEeld45(0Mg celcitier v’ s
Handbook) at 16338eynnon; 61. The claims do ndimit the type of taperand
tapering either the majar minor diameter would achieve the bendtigtthe
'216 specification states are achieved by tapering the s&@eynnon; 61-62.
Thus,underthe BRIt h #reddedody having... a t ragpirees tliathe major
and/or minor diameter of th@dydecreasealongt he | engt h of t he
Beynnon} 61

E. SSUR[LPDO HQG RI WKH VFUHZ EHLQJ FRQILJX
LOQWHUIHUHQFH | LW.@32?283/NV R PP’

The specificatiomdescribes the screw as dilating bone outwardly around the
bone tunnel to creat interference fit andxplicitly defineswhat 1 . 5 mm
i nt er f emeans<ie. the diameter of the proximal end 20 of the screw 15
I's 1.5 mm | arger than tEx.d008aBads6t er of t
Beynnon} 64. Claim 1 recites interfeence fito fup to 1.5 mm.” During
prosecution, Patent Owner broadened the clarhgh previouslyrecited an

“interference fit of more than 1 mmand up to 1.5;immt o r elmoniower t h e

-12-



limit. Ex. 1006 at 17.Thus, claiml limitsthemaximum* i nt er f er ence f i
(defined as the amount by which the diameter oftleer gnexingal endexceeds
thetunneldiameter)the proximal end of the screw must be configured to have
imposeso lower limit. Beynnon; 64. Therefore, #OSA wouldhave
undestood“ pr oxi mal end of the scr atefferbneel ng c
fit of u pobéenwetbya ssrewnwitli a proximal ehdvinga diameter
thatexceeds the diameter of the tunnel by no more than 1.5Beynnon; 64.

F. SWKH G UL HR.52RIBIABA9;?9I.:3<6A<5.51@17>791.2.

;5?7>15.H2>791.6H511.52; 7AFH19;?91.Q5<65=:7<9:. @<551:Q<9;?9l.
6<.6H1.:3<@.@32?B.MN

Althoughclaims in litigation are interpreted accordinghie Federal
Ci r c Rhillipsframework the Federal Circuitecently confirmed that claisare
interpretedmore broadly in IPR proceedings usthgBRI. In re Cuozzo Speed
Techs, 793 F.3d 1268, 15779 (Fed. Cir 2015)pet. cert. granted136 S. Ct. 890
(Jan. 15, 2016)seealso Cheetdn Omni v. Samsung ElecAm, 2009 WL 5196721,
at*3 (E.D. Tex. Dec. 21, 2009ndopting claim construction narrower thaatth
applied by the Patent Offige

The BRI ofclaim 1is that it covers drive socketwith threeor more
grooves extenthg outwardly from a center axis of the soct@teceive three or

more radially extending protrusiongx. 1022at1871,2146( def i ni n g sl o

long and narrow opening or grodveEx. 1023at1591-:92,1800Ex. 1025at

-13-



2009;Beynnon; 65. Claim 1l usestheopemsnded transiti om *“con
its face, contains napperlimit on the number of groovesolong asthe screw ha
three “for receivingeatdndveg bawvingsthb
Owner has accused of infriegnent devices with more than three grooveatent
Owner s houl d be held to t halecapsetwoudbeon as *
unfair for Patent Owndp accuse such devices of infringing without facinghis
proceedingprior art containing idental disclosureslIf Patent Ownewishesa
narrower constructignt can seek leave to ametie claims In re Cuozzoy793
F3datl27¢ not i ng that BRI “serves the publi
thatclans, finally all owed, wil/ b éntegpal ven b
guotation omitted) Thus,althougha narrower constructioshould applyn district
courtfor reasons briefly explained below, tBRI of claim 1coversscrews with
threeor moreslots(grooves).

Under the claim construction standsatfiat applyn district court the claims
should be interpreted to excludeve sockets for receiving drivehaving more
than three radialhextending protrusionsT he ' 216 pat distlosesspeci f
only socketswith three grooves, ardlatent Owner disclaimed socketgh more
thanthreegroovesur i ng prosecution of the ' 216
Thosefacts are weightier in district couttan in this proceedingjven the

absencen district courto f a bias toward t he broades

-14-



G. BHL5?7>1. <@KH2:.2.62Q15.@<551:Q<9;?91.6<.6H1.62Q1%<A.6H1
E R GL@327B.RN

The BRI ofthis limitation requireshatthe drive socketaper at the same
angle ashe bodytapesin the area of the drive sockédeynnon; 67.

H. SGLDPKVWHW WKH GU.L@2?BENF NHW’

The BRI of.. 4tdi amet dnadameterofdhe kceeww ds | s
measurectanypoint alongthe drive socket Beynnon 70.

l. $GLDPHWH UW LDFH32RBLBHI

The BRI of “ di 4chiens 4)is.a diantetertofthe sctew as”
measurd atanypointalongthe“ t i Beynhon; 71.

J. .KUHDGV" FODLP

Claim 1 introduces a threaded body a
Thete m “t hread” has two meanings in the
projecting helical rib of a screw” so t

it extends along the length of the screidx. 1022at 2381, 2041Ex. 1023at 1723
Beynnon; 63. While some screws have multigielical ribs it is most common
for a screw to havenly one Beynnon; 63.
“Thread” may also refer to iepeach comp
turn of a single helicaib is sometimes referred to as aghd so that a screw with
a single helicatib may be considered to have multiple threals. 1022at 2381,

2041, Beynnon; 63. An example of this usage of

-15-



characterized by 1026ohrsa)das3:282 356-57,;n¢c h . ” E
Beynnon} 63. The reference in claim 1 to mu
complete turns of a projecting helical rib extending in the lemgsle direction

along the screw. Beynngr63. This is consistent with the specification of the

'216 patent, which does not show or describe multi@kcal ribsand refers to
“threads 16 extending substantially fro
1001 at 2:6467, Fig. 1; Beynnoth 63.

VIII. %D'$#D+)-."$E&*'$/$,%.C+". * %8 4"%s%  PFF$G

This Petition and the supporting eviderdee monstr at e a reas.
likelihood that petitioner would prevail with respect to at least one of the claims
chall enged i38U.3.0 e314(a@Alliofthe’o2r1l 68 gaans e nt

would have beenbvious over the prior art relied upon in this Petition, as

explained in detail by Dr. Beynnon, a Professor inDepartment of Orthopaedics

and Rehabilitation at the Uravsity of Vermon{ “ B e y, i’ n tB@8).

IX. O™ 8J0d)™.  $VA)'"%*+,  +C.(+&-#.C+.
&,4"%$,%"U*)*%0.+C.1)"*/ #.MGT.

A. (5<=9:.MW..$9;8C?P.'19;15:.1327B:.M8T.+O>?<=:

EndoFix is a salebrochurethatAcufex (@division of S&N) distributed
before 1998 Itisprior art under 35 U.S.C. & 102(bEx. 1010(0 " C o rDecb);r
Orion IP, LLC v. Hyundai Motor Am605 F.3d 967, 9745 (Fed. Cir. 2010)

(“promotional publ i cat iEndoPixdscdosesa pri nt e

-16-



tapered bioabsorbable interference screw for ACL reconstrutizmasa slotted

drive sockeand meetgvely limitation of claim 1 except theequirementhat the
“body” have a *“ |.eBegnhom 125f As exblained bel@% mm
claims 1-7 would have been obviousrerEndoFix regardless of whether the tip is
considered part obr separate frofthe body Beynnon, 12526.

1. Claim 1 IsUnpatentable If 3% RA4 6HSDUDWH IURP 37L:

a. 3> S U b@alfsorbableinterference screw for ACL
UHFRQVWUXFWLRQ FRPSULVLQJ -’

EndocFi x di scl oses an “lInterference Scr
mat er i a0dllatl2; B&nrnon 127 If“ f or eA@nsrt ructi on” i
consideredimiting rather thara statement of intended y$a POSA would have
understood Endé&ix to disclose a screw for ACL reconstruction based on Endo
Fi x ' s urdof #&xiod agysaft. Ex1011at 2; Beynnor 128-29.

b. 3>D @ldbdated threaded body havig a proximal
end, adistalend,« DQG D WDSHU °

EndcFix discloses an elongated threaded b(@ptgen dashebdox) having a
proximal end, a distal end, and a taptboth the majoand minor diameters
(magentaand bluedashedihes) shownbelow. Ex.1011at2; Beynnon 130-31,

133-35. The“body’ is theportion of the screw extending from the proximal end

2 patent Owner maintains that this language is not limiting.1824at 2.
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of the screwandterminating before th&ip. 'Beynnon |131; seesuprasca VILA

VII.B.

'LVWDO ¢R3

3UR

[LPDO (QC

ek

Taper

Angle

C. 3> Darglongated threaded body havingk D OHQJWK

RI DERXW

PP’

EndoFix describes screws with overall lengths of 20, 25 and 3(otm

does not disclose a 35 mm body leng#t least fourdistinctreasoms existwhy the

35 mm limitation adds nothing patentable to the claamsl why itwould have

been obvious to implement the ERBix screw with a 35 mm body length.

Size Not PatentabletCourtshave long recognized thaterelychangng the

size of adevice is not patentde. PowersKennedy Contracting v. Concrete

Mixing & Conveying282 U.S. 175, 185 (193(0) [ Agre change iproportion

would involve no more than mechanical skill and would not amount to

I n v e n;tEk Barte AsiaticoNo. 2012003942, 2015 WL 1522468} *2

(PTABMar. 31,2015 “[ I ]t i s

we l

establi shed

pat ent abl €histoenmarsemse rulé gpplies with particular force here

b e c au 2 pdtenteloes not describe any criticalityoexpectedesult

-18-
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associated with acrew bodyhaving any particular lengthklet alone 35 mm.
Beynnon; 148 Th e ' 2 1 @Goesmnatevemdiscloséady(exclusive of tip) of
35 mm. The ' 216 theentirescrew cantba35enmloogn!l v t ha
without describingany criticality or unexpected result that flows from that length.
Ex. 1002 aR:62 see alsdBeynnon; 148 Thus, the ' 216 patent
conclusion that 35 mm is patentably distinct from any other body length.
Numerical Value Subsume8y Prior Art —Whenthe prior ardisclosesa
range of values th@&ncompassesnumerical value recited iaclaim, aprima
faciecase of obviousness is established and the clanmeericalvalue can only
render the claim patentable if the inventor demonsttatdit provides unexpected
beneficial result®r a difference in kindIn re Peterson315 F.3d 1325, 1329
(Fed. Cir. 2003) “ pkima faciecase of obviousness typicalxists when the
ranges of a claimed composition overl ap
Ormco v. Align Tech463 F.3d 1299, 1311 (Fed. Cir. 2006y Wher e a <c | ai 1
range overlaps with a range disclosed in the prior art, there is a presumption of
o0 bvi ou simreApplied’Materials692 F.3d 1289, 1295 (Fed. Cir. 2012)
(citing Peterson (holdingwhen the prior art teaches a range of values that overlap
the claimed value, theoverlap itself provides sufficient rtigation to optimizé
thevariable to have a particulaalueinthepri or ar t 'raggdTlhiscl| os e d

principle appliesegardless of the nature of themerical value limitationE.g.,
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Ormcq 463 F.3d at 131(concerning a claimed time rangé);re Applied
Materials 692 F.3dat 1295concerning size dimensions @tlaimedvariablg.
Although EndeFix discloses screws that were 20 mm, 25mm and 30 mm
long (Ex.1011at 3), a POSA knew that interference screws were provided in a
range ofsizes that included screw and body lengths of 35 lBeynnon; 13847.
Johnson (published in 1996) discloses bioabsorbable interference screws ranging
from “25 to 40 mm | ong, 'ofalnbseexactlsg 35tmenr h av
Ex. 1026at 1:1428, 3:55-58 (40 mm screw with 4.7 mm tip; body length of 35.3
mm); Beynnon }140. By 1996, &leastfour companiesiadmade40 mm
interferencescrews. Ex. 1020at 21Q Ex. 1027at 778; Ex1028at 23; Ex.1029
at 23; Beynnon} 143 Other references disclose an even wider range, with body
lengths of 35 mm squarely in the middle. For example, Grooms discloses a range
of screws of 8 mm to 70 mm (preferably hdn to 40 mm) in lengthHX. 1030at
3:4854, 2:911); Thramann disclose$360 mm interference screwSX. 1031at
1:14-22, 8:5153); Sgaglionadiscloses 180 mm interference screwBX. 1020at
210 ; Petitioner’ s RCI -50DbA inkedeleme screwson di
(Ex. 1029at 3; andStadelmaiediscloses 40 mm interfence screws from
Petitioners Ex. 1027at 778. Beynnon; 143 While some of these references

disclose metal interference screws for ACL procedures, a POSA would have
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understood that desirable lengths were the same for bioabsorbable and metal
interferene screws. Ex1032at 241;Ex. 1033at 29; Beynnor 144.

The overlap between the range of body lengths in the prior art and the
claimed35 mmbody length renders 35 mm presumptively obvious, with nothing
(e.g, no alleged criticality or unexpected results) to rebut the presumptias.
Peterson315 F.3d at 13290rmcq 463 F.3d at 1311n re Applied Materials
692 F.3d at 1298Beynnon |148 Patent Owner magrguethat ascrew with &35
mmlengthbodywoul d el i mi nate the “need for mu
screws”’ it may fi IO “mam”| olfu tt htelpraviddba g 5 un
someother allegedenefits Ex. 1002 aB:41-51), but thisargumenis a straw
man As shown immediately above, screwsh 35 mm bodies-and longer
were known in the art and had these same benefits. Beyri®848. Further,
given the different anatomy different patients, Patent Owner has no evidence
thata screw with a 35 mm length body would actually achieve the sjatdaf
filling all but the top 510 mm of the tibial tunndbr all patients Beynnon ;148

Result EffectiveVariable ObvioustWhena claimedvalue relates to a
variable known to be restdiffective (.e., to impact how the claimed invention
perforns), it would have been obvious farPOSA to perform routinexperimensg
to determine whatalue(s)achieve effective resudlt In re Applied Materials 692

F.3dat 129596 (“‘[D]iscovery of an optimum valuef a result effective variable
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is ordinarily within the skill of the aft. (quotingln re Boesch617 F.2d 272, 276
(C.C.P.A.1980)id.at 1 A &dogn(tidn in the prior art that a property is
affected by the variable is sufficient to find the variable resffiétctive’ .)

A POSA knew that screw (and hence body) lengdh a resukeffective
variablebecausefa) longer screws providgronger fixatiorandfaster integration
of the graft in the tunneBEX. 1034 (Hulstyn) at 419; Ex1035(Gerich) at 86; EXx.
1027 (Stadelmaierat 779(noting” t h e-oupstrendth of the longer [40 mm]
screwwul d significantly exceed that of ¢t
Ex. 1036(Weiler AANA) at 54849; Ex.1037(Pinczewski ) at 6423), and p) a
screw that is too long risks protruding from the tibial tunnel, which could cause
pain and tissue dama(Ex. 1020(Sgaglione) at 21,FEx. 1038 (Mahowg) at 2:1%
18). Beynnon | 149. As Mahony (Ex. 1030) explainet{t]he screw which is used
to affix the bone graft in place must be long enough to have adequate purchase
against the bone graft but shertough so that any portion extending beyond the
surface of the tibia or femur when the screw is tightened is minimized and
preferably eliminated "Ex. 1038 (Mahow) at 2:1118; Beynnon; 150. Given
these known factors and the relatively narrow rangetdrgial lengths, it would
have been a matter of ordinary experimentation for a POSA to arrive at the claimed

length. Beynnot 150-52. In re Applied Materials692 F.3cat 129596.
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Specific Motivation— The teachng in the art thalonger interference screws
provided better fixationalonewould have rendered a 35 mm body length obvious
over EndeFix. APOS A’ s Kk n dongerantéréprence screw@ncluding
J o h n sl@mm isterference screw with the 35.3 mnaygaand the benefits they
providedwould have giverm POSA reason tengthernthe EndoFix screw to have
a longer {ncludinga 35 mn) body. Beynnon] 153 Where, as here, a POSA
would have had a reason to try “a finit
solutions,”™ and would have had a reason
respect to a body length of 35 mm) the clamuld have beenbvious. KSR InW
Co. v. Teleflex Ing550 U.S. 398, 421 (2007Beynnon; 153

d. 5 >D @ WKH WKUHDGY DQG WKH WDSHU

threaded body extending along substantially the
entLUH OHQJWK RI WKH HORQJDWHG WK

As illustratedby the annotatefigure from EndoFix in @ IX.A.1.b above
both the threads and the tapéthe EndeFix screwextend along the entire length
of the elongated threaded body. ER11at 2-3; Beynnon; 155
e. 5 >D @ WKH SUR[LPDO HQG RI WKH VFULE
to provide an interference fit of up to 1.5 mmin a
ERQH WXQQHO -
As discusseth @ VII.E above this limitation ismet by a screw with a

proximal end having a diametérc o n f itgenceeethiebone tunnetliameter

by up to1.5 mm. EndoFix discloses screws with proximal ends having diameters
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of 7mm and 9mm. Ex.101lat 23; Beynnon 158 A 9 mm diameter at the
proximalend s one of the “pref Bibmpa&eaht,soBndz es d
Fix describes a screw having a proxi mal
the’ 216 specification describes as preferred. Ex2H2(B:1921; Beynnon} 158
A POSA would have understotide EndeFix proximal diametesto be
“ond 1 g u exeakdby 1.50mm or lesshediametes of bone tunnels of
numerous sizes. Beynnri58. Given that @im 1 is not a method claim
requiing use ofascrew having @roximal enddiametergreaterthan the diameter
of a tunnel in which the sew is insertedunder the BRI applicable in this
proceedingnothing further is required to meet this limitatioBeynnon} 158

A POSA would havé&nown thattaperingthe body of the Endé&ix screw
facilitatedinsering the screwnto spaces dbonetunnels having a diameter
smaller than the diameter at thec r gnuxingal end.Ex. 1011at 2;Beynnon
I 159 In addition,at he ' 216 p at edntitsitsvaskpowrcthat i cat i o
“I b]i oabsor babl areusuallysizefosthat thayaeeesligstlg r e ws
largerthén]t he di amet er Aad02at 182835 seaRivarwood Irif] Ex.
V. R.A. Jones & Cp324 F.3d 1346, 1354 (Fed. Cir. 20Q3Yy Val i d pri or a
created by t he adnmGElsecs. v. Cae Wirkless Licensimgar t i e
IPR201501983Paper 7 at 6 8.(PTAB Mar. 2, 2016)Beynnon} 159 Other

evidence confirmghatit wasknownto insert annterference screw inta smaller
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diameterbone tunnel Ex. 1026at 3:56-58, 4:1618, 6:6367 (using a bone tunnel

up to 11mmwide and an interference screw up toni® wide);, Ex. 1039(Patent

Ow n ewebsge in 1998ecommendethat a bioabs r babl e dnor ew be
| ar ger t hg;Beynnbnpl52 Thngwueder.the BRIthe EndeFix

screw’ s pwas“xanfrgardd todhave a diameter that exceghg 1.5

mm or lessthe diameter of Aone tunnel.Beynnon; 160.

f. S>E @ D WLS GLVSRVHG RI WKH GLVWD
ERG\ ~

EndoFix discloses a tip disposed the distal end of the elongated body. A
POSA would hge understoothatthe tip of the Endd-ix screw ishe portion of
the screw that startsath e s distaleend,, iilscreases in diameter proximally, and
terminates where the taper of the screw changetetssartaper Ex. 1011at 2

Beynnon} 161; seesupra= VII.B. Thetip is illustrated belown the blue box.

(7L 'LvwDo (oc [CRQUDWH

Taper
Angle

\

'-—————’.._-‘_____

g. 3> E th@ tip being threaded and having a taper whik
Is greater than the taper of the elongated threaded
body so as to be easily insertable in a bond XQQHO"

Thetip of the EndeFix screw ighreadedecauséhe thread exterstbnto

the tip. Ex.1011at 2; Beynnor} 167, seesuprac VII.C. As shown in the
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annotated figure belowhetip has agreater(i.e., steeper) tapehan the elongated
threaded body Beynnonl 164. A POSA would have wterstoodhe EndeFix
screw’'s “ c domake thé screvteasily mmsertable in the same way

the “relativel y p.piowdesdad easyiinsettianloftheor t i on
s cr e w” 21b patert. NE@002at 3:1618; Beynnorji 166. Thetapeerdtip
facilitatesguiding the screw ito thebone tunnelandalsobeneficiallyallows the

insertion torque to be relatively low initially and to increase gradu@ynnon

! 166. The features of elemeftt2] areshown on th@nnotatedigure below.

W7LE 'Lvwpo (Qc [(ORQIDWE

| ‘ -

h. 3>F @ D GULYH VRFNHW GLVSRVHG ZLW
extending from the proximal end of the elongated
WKUHDGHG ERG\ °

The EndeFix screw hag“ T o r x drive soakét disposed within the
screw and extendingjstally from the proximal end of the elongated threaded
body. Ex.1011at 2;Beynnon; 169. TheTorx headdrive sockeat the proximal

endis depicted in thennotatedEndoFix figure below. Beynnon 169, 171

Petitioners reserve the right to argue

-26-



BUR[LPDC
L

-—/ / 1.5mm
Cannulation

I S>F @ ZKHUHLQ WKH GUL¥tXendiRd-NHW KL
slots for receiving a driver having three radially
extending pror XVLRQV FRUUHVSRQGLQJ WR

EndoFix’ dri ver and drive s®ott&et Tawvexe mai
shapes. Exl0llat 2; Beynnony 171 The driver is showin the EndoFix figure
reproducedelow and annotated to shalreeof thesix radially-extending
protrusions.Ex. 1011at 3 The drive socket includes six slots that are shown as
darker gray grooves at the outer edges of the drive socket in the figure reproduced
above in connection with elemdrtl,and ar e configured to r
six protrusions. Beynnonl71 Under the BRI standard, any three of Es#lo X ' s
six slots €.g, slots S1S3 in the annotated drawing abomeconnection with
elemenfcl]) meet the slotequirementand any three of the driver protrusions
meet the radialhextendingprotrusiors requirement Beynnon | 171;see supras

VILF.
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J- Conclusion If BRGYSSHSDUDWHRLU®RP 3

For the foregoing reasondaim 1 would have been obvioaser EndoFix
if“ b o csynterpretedobes epar at e f FeemiraaVILB. “t i p. "~

2. Claim 1Is Unpatentablelf 3% RG\"~ , Q @ XTIV
Given that eementdpr], [a3, [c1], and[c2] are unaffected by the
i nt er pr et a those elementaredisblasedyy ErideFix for the reasons
discussedn @ IX.A.1 above Elementgal], [ad, [b1], and[b2], whichare
affected by the i nadédresgetbtetbotvat i on of “body
a. 3 >D @ DQ HORQJDWHG WKUHDGHG ERG

end, a distal end, aeéngth of about 35 mm. and a
WDSHU °

For the same reasons discussed |X.A.1 above EndoFix discloses
screw withan elongated threaded body having a proximal end, a distahemha
taper.Evenift he Board interprets “bodyid to in
of thescrewist h distaf end of thebodyandthe body length is the screw length

Beynnon} 132 seesupraz VII.A. The proxi mal nmong” i s
130 =a VIILA, VII.B. T h e(i.€’, drrewl) y&longatedthreadedand has a
taper(e.g, the body tapers at a first taper from the proximal end and changes to a
second taper before reaching the distal eBdynnon; 133-35; seealso supra

a VII.D. The features of elemefdl] are shown on the annotated figure from

EndoFix below. Beynnon] 132
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'LVWDO (QG 3UR[LPDO (QG

Taper
Angle

e e T Lo

EndoFixdi scl oses a screw (and hence a
which the body includes the tif)at is 20 mm, 25 mm &0 mm in length. For the
samereasonslready describeith @ IX.A.1.c above jt would have been obvious to
modify the EndeFix screw so that it had a lengthaiaut 35 mm instead.

First, mner ely modi fying a devowees’' s si ze I
Kennedy 282 U.S. at 185T h €16 patent does not describe any criticality or
unexpectedesultassociated witla screwhaving a particular length f “ 85b o u t
mm.” Beynnon, 47,148 Thus, the ' 216 patent fails
35 mm is patentably distinct from any other body length.

Seconda POSA knew that interference screws were provided in a range of
lengths, with 35 mmwithin the range.Beynnon} 13847. Johnson discloses
bi oabsorbabl e interference sEx10286a r angi
3:51-58); Grooms discloses-80 mm nterference screw&k. 1030at 3:4854,

2:9-11); Thramann discloses 48 mm interference screwSX. 1031at 1:1422,

8:51-53); Sgaglionediscloses 1510 mm interference screwgX. 1020at 210);
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and Petitioner’ s RCI -30D@AinfarénoeisgewviElo n di s
1029at 3. The overlap between the range of screw lengths in the prior art and the
claimed length of 35 mm renders 35 mm presumptively obvious, with nothing
(e.g, no alleged criticality or unexpected results) to rebut the presompii re
Peterson315 F.3d at 13290rmcq 463 F.3d at 1311n re Applied Materials
692 F.3d at 1298eynnon | 148

Third, as discussei @ IX.A.1.c above, a POSA knew that screw length
was a resukeffective variablewith longer screws being more effectiselong as
theywere not so long that thgyotrudel from the tunnel. Beynnon14950.
Given the known factor® consideiand the narrow range of potential lengths, it
would have been a matter of ordinary experimentation for a POSA to arrive at the
claimed length. Beynnon15052. In re Appled Materials 692 F.3cat 129596.

Fourth, thebelief in the art thabnger interference screws provitleetter
fixation and integration alon@ould have rendered a 35 mm length obvious over
EndoFixX s 30 mm SAcrPEOMA’ s knowl edge of | ong
(see supra IX.A.1.c) would have given a POSA reason to lengthen the Hindo
screw, including to 35 mm. Beynnéri53 Where, as here, a POSA would have
had a reason to try *ai dtiamdlte salmbteiro mnd
have had a reasonable expectation of success (here, with respsotawlangth

of 35 mm) the claim is obviouKSR 550 U.Sat421, Beynnon, 15354.
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b. 3 >D @ WKH WKUHDGYV DQGte KH WDSHU
threaded body extending along substantially the
HQWLUH OHQJWK RI WKH HORQJDWHG \

EndoFix discloseshread along substantiallp s ¢ endérevlengththe
thread extend from the proximal end onto the, #qmd the entire screw is tapére
Ex.1011at 2 Beynnon} 156. The threads and taper are shown in the annotated
figurein @ IX.A.1.c abovein connection with elemerja]].

C. S>E @ D WLS GLVSRVHG RI WKH GLVWD
ERG\ °

As discussed ir VII.B above the tipshould be interpreted asstinct from
thebody. If theBoardinterpres the* b o doyntludet he “ t i prenfaing he “t
at thedistal end of thescrew and islisclosedby EndeFix. Beynnon} 162 The
tip is illustratedn the annotated figureelowin connection witrelemen{b?2].
d. 3> E th@ tip being threaded and having a taper which

IS greater than the taper of the elongated threaded
body so as to be easily insertable inabond/ XQQHO”

As discused in sectiorr VII.B above the requirement that the tipeaper be
greater than the taper of the elongated lmgyportsan interpretation thdhe tipis
distinct from the body.Eveni f t he Board interprets the
“ t ithe taper of th&ndoFix screw tipis greate(i.e., steeperjhan the tapeof
the more proximaportion of the bodyhat is not the tip Ex.1011at 2; Beynnon

! 165. The other limitations of elemeftiZ] are met in the same manner discussed
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in @ IX.A.1.g above and all of helimitationsof elemen{b2] aremet as shown on

theannotatedEndoFix figurebelow. Beynnon; 165

'LVWDO (QC
Y S

Taper
Angle

e. Conclusion If 3Body Includesthe3TLS"

For the foregoing reasons, claim 1 would hbgen obvious to a POSA over
EndoFix, evenift h e *“idbintedpyetedasincludingt he “t i p. ”
3. &ODLP 87KH ELRDEVRUEDEOH LQWHUIHL

wherein the drive socket has a taper corresponding to the
WDSHU RI WKH HORQJDWHG WKUHDGHG ER

Endo-Fix does not disclose itdrive socketstaperedbut it waswell known
to provideatapered screw with a driveackethavinga corresponhg taperto
maintain the thicknesand strengtlof the screw walin thedrive socketrea
Beynnon} 175 For exampleStellin (Ex. 1040 disclosesa tapered screwn
which® t he s oickettaper.edoi nwatdltynwe metal th
socket remains constant and the | iabil/|
Ex. 1040at1 (left col. atl5-27), Figs. 4, 22seealsoEx. 1016(Hannay)at 2:25
35(t he tapered socket “assur [hallssgctioasof ul |

t he r e c ¥41¢Rieyer) at BE:3ZB5,2:4855 (explainingthat wall thickness
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of abioabsorbable interferee screws maintained by tapering the drive socket
“19°n correspondenuwtee rwi grho ftihlee t afg ¢t6teed de v
80. Stellin and Hanay arex 102(b)prior art and Rieser i 102(e)prior art.
A POSAwould have been motivated by the wielown benefit ofa tapered
drive socket to modifghe EndeFix screwso that itdrive sockehas the same
taper as the bodyf the screwn thedrive socketareato maintain constarwall
thicknessandstrength of thescrew RandallMfg. v. Rea733 F.3dl355,1363
(Fed. Cir. 2013)“[l] t is hard to see why one of skill in tag would not have
thought to modify [prior art] to include thjgknown] feature—doing so would
allow the designer to achieve the other advantages of the [prior art] assembly while
using a [feature] that ;BeysnonfyE6382 f amil i a
Modifying EndoFix to usea tapered driveocketwould have been nothing
morethat si mpl e substitution of canbieingk nown e
previously known elementsand“the predictable use of prior art elements
according to theiestablished functions’KSR 550 U.S. at 41-18( If a person of
ordinary skill can implement a predictable variation, & K&y bars its
patentability” ;)Beynnon} 182 Accordingly, claim 2 would have been obvious
over EndeFix in light of the knowledge of a POS# the weltknown benefits of

a tapered drive sockeBeynnoni 183-84.
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4. &ODLP 37KH ELRDEVRUEDEOHR]WNFUHZ RI
the screw is fully cannulated forUHFHLYLQJ D JXLGH SL

The EndeFix screw isfully cannulated for receiving a guide pifEx.1011
at23 dle‘signed with a 1.5 mm (0.06"7) cannt
guide wiré ) ; B ¢ $8i88.0APOSA would have understood that Esldo x ' s
“rigid g uagulde piny Baymoth 186sseealsoEx. 1022at 1009
(defini ng “agioordeg formlignirig a @a or tie properly with the
work” .) Claim 3would have beenbvious over Bdo-Fix. Beynnon} 189
5. Claims4-7 37KH ELRDEVRUEDEOH LQWHUIHUH

1, wherein the screw tapers from a diameter dix] mm. at
the drive socket to a diameteof [lessthanx] DW WKH WLS °

Claims 47 dependrom claim 1 and add diametersrfthe screw ats
“drive socKlhet2l6patendt at ep. t hat the screw
provi ded i n disclosesthepecific@mbinatians dfip and socket
diametergecited in claims 4. Ex. 1002 at 3:1227. All are consistent with
tapered screws because the diameters at the tip atbdesisose at the drive
socket (by 1.5nmfor claims 46 and by 2.5nmforclaim 7). The ' 216 pater
does not describe any criticality mnexpectedesult ofany of these valupairs.

Beynnon} 192 Indeed, the216 paterit descrption offour different sizessall

being peinforicestinar neng providea critical benefit or unexpected
result. Beynnon; 192 Claims 47 are thus obvious over Endtax.

First, merelymodi f yi ng a danwi ae’esPowesne "i S no
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Kennedy 282 U.S. at 185T h €16 patent does not describe any criticality or
unexpectedesultassociated witlany particular socket and tip diametdos the
interference screw-let alone the particular diameters recited in clairTs 4
Beynnon} 192 The ' 216 patent fails to support
diameters are patentably distinct from any other diarset

Second a POSA knew that interference screws were provigdedange of
socket and tip diameters thaterlagpedand subsuntethe claimed diameters
E.g, Ex. 1026(Johnson) at3:56 8 ( “out er di ameter .. can
mm” Ex; 1030(Groams) at3:48%61( “t he bone screw may hayv
betweembout 4 mm and about 12)Beynhonf or ACL
193 Rego discloses an interference screw with a tapefl6fdegreeso ensure
t h ansertibnal torque commences gradually anldwest at the distal region”
Ex.1042at 3:2224;4:4047; Beynnon, 195 EndoeFix teaches a 9 mm screw,
which a POSA would have understood to bertfaximumdiameter of the screw at
the drive socket. ExXLO11at 2; Beynnon 195 EndcFix does not specify the
degree of taper, but &1 taperastaught by Regeavasusedwith an EndeFix
screw having a 9 mm outer diameter angbdy witha 35 mm length see
a|X.A.2.aabovet he t i p esdwquid baven dreankter of about 7rfHim—
asrecited in claim 4. Beynndnl195 This is but one example, as the prior art

discloses other diameters and resulting taperotreatap with and subsugrthe
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diametergecitedin all of claims 47, thusrenderingall the claimed diametepairs
presumptivelyobvious. Beynnoth 194200 In re Peterson315 F.3d at 1329
Ormcq 463 F.3d at 13%1n re Applied Materials692 F.3d at 1295There is no
criticality or unexpected results of any of the claimed diameter pairs to rebut the
presumpti on. ateWWHesdrikes a purgorted Behedit ofpa tapered
screwpromotingan “ i nt er f er e n c-40), hionetof thedidmeters 5 mm
pairsrecited in claims 4 guarantees such an interference fit; and, conversely,
such an interference fit can be achievedrany screw sizes not recited in claims
4-7. T h entefferencefit descri bed in the stheci ficat
patentability ofany ofthe diameter pairs recited in claim§& 4 Beynnon |192

Third, a POSAknewthatsocket and tip diameter, @aresultingtaper,
wereresulteffective variableshat impactdfixation strength and insertion torque,
the latter of which is important to limit for relatively weak bioabsorbable screws.
Ex.1034( Hul styn) at 419 (notithocrdadinggher i n
di amet el®15(WeilerEak123 (noting relationship between insertion torque
and pultout force for some screws), 126 (noting that scriawsat someamountof
insertion torqui Ex. 1035(Gerich) at 86 (finding grafts fixed with arBm
diameterscrewto besignificantly stronger than grafts fixed with anin diameter
screw; Ex.1011lat 2 (“conical design safeguards

because torque “ Beymmone28102 & P@SAlnewdhatl | y " ) .
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screw diametersould be varied to strike a desirédlancebetweennsertion

torque and puibut strength Beynnon} 203 Given the known factors to

consider, and the relatively narrow range of potential socket and tip diameters, it
would have been a matter of ordip&xperimentation for a POSA to arrive at the
claimed valuesBeynnon; 203 In re Applied Materials692 F.3dat 129596.

Fourth, where, as here,aPOS®oul d have had a reason
number of 1 dentified, predictable solut
expectation of success (here, with respesbttket and tip diameters of,
respectively: Immand 7.5 mm; 10 mm and 8.5 mm; 11 mm artdrBm; and 12
mm and 9.5 mmthe clains would have beenbvious. KSR 550 U.Sat421
Beynnon; 205 Therefore, each of claimsZwould have been obvioaser
EndoFix in view of the knowledge of a POSAeynnon 190-206.

B. (5<=9.RW..$9;8C?P9.F?1J.<A.G17315.'19;15:.1327B:.8T.
+0>7<=;

Weiler (Ex. 1015 waspublished in January 1998 (EM043, and is prior art
to the 216 pat en(b). Asdistussed iBrboreldeta8 befow, & 10
Weiler disclosesand describes advantages 6f & r i drivelsaeRethatincludes
only three slots for receivingnly threedriver protrusions and meetdemen{c2]
even if the Board construes claim 1 to be limited to a drogketwith only three
slots for receiving only three protrusianBeynnon; 207. Weiler would have

givena POSAreasorto modify theEndoFix drive socketith We i | “¢ritobe’s

-37-



configuration Beynnon ;208 Thus,claims 1-7 would have been obvious over
EndoFix in view of Weler. Beynnon; 207.
Weller describes a study of six different biodedfale interference screws
to compare performance in a number of categories, including insertion torque and
maximum torque at which variogpes ofdrive socketfailed Ex.1015at 119,
125, Figure 4; Beynnon209. Among the screws evaluategs aLinvatec screw
wi t h a “t rthatWeilbredéntifiesa s k at “ Garewulpa 3él1 ed *“ C”
Fig. 4). Beynnon; 210. As shown below, the trilobe socket has thgeeoves that
extend outwardly from the center axis of the drive socketamdearlyidentical
to the three slotg the onlydrive sockee mbodi ment | nBdyimen ' 216
1 210-11; Ex.1015Figure 4 at 125 (left); Ex. 1002 at Fig. 2 (right, wsttme

referene characterand annotations removed)

Weiler comparedheL i nvat ec “t r iscrewhoari“AcdfexXi ve s oc
screw(whichWeiler identifies ag Gfoup 8 s ¢thataWOSA would have
recognized as the scredescribed in End&ix. Ex.1015at 12122, 125; Beynnon
! 212 Weilerstates that the Acufex/Endd-ix screw(Group 6) faied at torques

that* may present a ri sk of drivedorgueai | ur e
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failure was “ hiadnve[gnd soeketlg e snii xeEL@l5ab 326; t h
Beynnon} 214. In contrastthe trilobe sockefGroup 3)withstood significarly

higher torque before failureEx. 1015at 126; Beynnoh 215 A POSA would

havebeen motivated by Weiler to modify the ERBixx screwto use thdrilobe

socketto increase the torque that could be appicethe screwduring insertiorand

address Weilers concer n-FixdeagnmayhesutiEddove failur
during screw inséri o n .1015at & Beynnon 215.

FurthermoreWeiler revealsthat numerous drive socket configurations were
known, includingathreeslot configuration.Beynnon; 217. A POSA would have
understood that any of these known drive sockets coulddereused for the
EndoFix screw and thasubstitutingthe knowntrilobe socketescribed inWeiler
for theTorx drive socket of Endé&ix would havebeena matter of design choice
that wouldhaveyielded predictable resultsAgrizap, Inc. v. Woodstrea@orp.,

520 F.3d 1337, 1344 (Fed. Cir. 200BSR 550 U.S. at 416° [ W&n a patent
claims a structure already known the prior art that is altered by the mere
substitution of one element for another known in the field, the combination must
do more than yield a predictable resyl{citation omitted. Beynnon; 217. This
provides an additionahdependenteasorto modify EndeFix based on Weiler.

Theinterference screw whicha POSA would have been led bgingthe

trilobe drive socket of Weilan EndaFix would have memostof the elements of
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claims 17 (.e. elementgpr], [al], [ad, [a], [b1], and[b2] of claim 1, and all the

elements of claims-Z) in precisely the same mannertasdoFix alonedoesas

discusse@bovein @ [X.A in connection with Ground 1Beynnon; 218 The

trilobe drive sockebf Weilerwould have meelemenfcl]b e c a u saedrivet i s

socket disposed within the screw and extending from the proximal end of the

elongated threaded badyBeynnon} 218 see also supra VII.F. Additionally,

thedrive sockebf Weilerwould alsohave metlemen{c?], even ifthe Board

construelaim 1to be limited toonly threeslots Beynnon; 218 With respect to

claim 2, which requires a tapered socket, it would have been obvious to taper the

socket in the End&ix/Weiler combination for the same reasons discussed in

o |X.A.3 above rgardingthe EndeFix socket.Beynnon; 218 Thus, claims 17

would have been obvious over Enéfix in view of Weiler even under a narr@x

I nt er pr et atexotne nodfi n‘gr asdl Baegtrebriy22D.n cl ai m 1

ar

t

C.

(5<=9; XWA?B<9.'19;15:.1327B:.M8T.+0O>7<=:

Simon(Ex. 1012 is a U.S. Pant that issued on April 6, 1998nd is prior

t

o

t

h e

216

p at ,ef thé Boardfimethat tl®2216 U. S. C.

patent is not entitled to thwiority date ofthe provisional(seesupra= VI.C), and

under & 102(aqnd (e)otherwise Simon discloses a tapered bioabsorbable

interference screw for ACteconstructiorand has slotted drive socketd. at

1.59, 1:3641,4:17-22. Simon disclosesveryl i mi t at i on of cl ai

-40-
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patent, except the |Iimitation that the
Beynnon} 221 Claim 1 would have beeobviousover otherembodiments

disclosed irSimon buthisPet i t i on f ocuses o’'whithise “ si X
depictedn Figs. 1922. As describedn & VII.B above Arthrex maydispute

whet her t h e orsdpargbe’fromi Ise palBaodyBdtitionesshow

thatclaims 127 would have beenbviousover Simonregardless

1. Claim lisUnpatentablelf 2% RAY46HSDUDWH IURP 37L¢

a. 3>SU @ $ ELR iheNeROCE EcEe® for ACL
UHFRQVWUXFWLRQ FRPSULVLQJ -

Simondiscloses an ort hopedic interference s
reconstruction t hat I s maldmeordbaom a MWHRatLL3IG al . ”

41, 2:2527, 4:1722; Beynnor| 224; see alsd&x. 1012at 6:4043, 7:1316.

b. 3*>D @ DQ H O RaQedl Datly-hGvig/apuobimal
HQG D GLVWRG BQGD&HU °

S i mohig: 22is annotatedelow to showheelongated body (boxed with
the green dashed line), the proximal efthe body the distal enadf the bodythe
thread,andthetaper (indicated witlmagentadashed lines) Beynnoni 226

3UR[LPDO (QG

N7

_______________________

'LVWDO (QG
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Th e “ b o dportion bfshe sciteve extending from theoximal end of
the screwandendingbefore the'tip. ” 10B2at Figs. 19, 22; Beynnon326,

seesupraca VII.A, VII.B. The body is elongated, taperedy, the minor or

root di ameter decreases gradually alo
magenta in the annotated drawing above), and threadedhe thread extends

along the body). EXL012at2:243 0 (t he “screw thread 1 s
substantially al57 o(fde[stchrei bsicnrge wa] "“)r,o0 o3t: 5
body),6:4043( descri bing the fifth embiodmment
7:1316( expl aining that the sixthh embodi mei
embodi ment "), Fi gs-30. 19, 22; Beynnon ¢ 2

C. 3 >D @ DbQ HORQJDWHG WKUHDGHG ERG
RI DERXW PP’

Simon does not disclose aggecificscrew or body length. é/nnon} 232
A POSA would have understood that this is because the Simon screw is not limited
to any particular size and can be provided in any suitable length, including any
known interference screvength Beynnonl 232 As with the EndeFix screw
discussedn @ 1X.A.1.c above it would have been obvious to a POSA to provide
the Simon screw with 35 mm body lengthfor numerous reasongeynnon] 232
First, identifying a particular size for the scréedyis not patentable
PowersKennedy282 U.S. at18% “ [ A] mere change in prop

nNo more than mechanical skil ExParted woul d
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Asiaticq 2015 WL 152246%t*2 ( “ [ I ]t 1 s wel |l establi she
ordinarily a patentable &t u r Beynhon | 47.

Secondthe length othescrewbodyis a resukleffective variableand it
would have been a matter of ordinary experimentation for a POSA to arrive at the
claimed body lengthSee supra& IX.A.1.c; In re Applied Materials692 F.3dat
129596 (“*[D]iscovery of an optimum valuef a result effective variahle is
ordinarily within the skill of theart.” (quotation omitte}); Beynnon; 233

Third, a POSA would have had reason to implement the Simon screw with a
35mmbody lengthbecause 35mwasone of a relatively narrow range of
appropriatdbody lengths.See supra IX.A.1.c; KSR 550 U.S. att21(trying“ a
finite number of | de withiafeasendble expecmtbnof t a b |
successs obvious), 417 (findingbvious the use of a known technique to improve
a similar device)Beynnon; 234.

Fourth, the prior art discloses a range of scltevdylengths that overlaps
with and subsumes the claimedi®@i body lengthrenderingthe claimed length
prima facieobvious, and the presumption of obviousness is not rebutted given that
the prior art did not teach away fromatbody, thi s | ength wa
anddidnot produce a new and unexpected resu
not merely in degree fronmte r esul t s tnfre Apphieel Materialsor ar t .

692 F.3d at 1297c{tationomitted) seesupraca IX.A.1.c; Beynnon ;235
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The 216 patent’'s specificatisomew i den
with a35mmbody. Beynnon; 148, 235 The beneficial results of a longer screw
securing a larg portion of the ligament were well known in the art, and filling all
but 510 mm of the tibial tunnel is not ensured by the claimedr8B bodylength
and requires matching the screw length to the size of the tuBaghnon | 148,
235;see supraa IX.A.1.c. The presumption of obviousness is not overcolte.

d. S >D @ WKH WKUHDGY DQG WKH WDSHU

threaded body extending along substantially the
entre OHQJWK Rl WKH HORQJDWHG WKUH

Simondiscloses€.g, Fig. 22 thatthe threads and the tagmothextend
alongsubstantiallythe entire length of the elongated threaded bdfk/.1012at
2273 0 ( * s c rsdonmed dver substhntla all of” thescrew),3:54-57
(descridti ntgamer rangl Eidgs. 18, R Beginoh28¢ body) ,
e. 3>D @ WKH SUR[LPDO HQG RI WKH VFUF}

to provide an interference fit of up to 1.5 mm in a
ERQH WXQQHO -

As discussed ir VII.E above thislimitation is met by a screw with a
proximal endhaving a diameter* configured to exceedhe diameter ohbone
tunnel by any amounipto 1.5 mm Simon does not disclosay specificscrew
diameters However,a POSA would havanderstood that regardless of what
diameter is chosen for the proximal endsahori screw the screwcould have

beenused in a bone tunnef adiametersmaller than the proximal end of the
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screw by 1.5nmor less.Beynnon} 239. Given that claim 1 isot a method
claim, nothing further is required to meet this limitationder the BRI Beynnon
239 seesuprara VII.LE. Thus,aPOSA would have understood thiae proximal

end of the Simon screw s c o n fekcgedhe éianfetertofobone tunnel by
1.5mmor less Beynnorn} 239,

Furthermoreas discssed i IX.A.1l.eabovet he ' 216 patent’ s
specificationand other evidence establishes that it lwreasvn that
“I b]J]i oabsorbable Iinterference screws ar
| arger tha[n] the di amet-3;Beyonorf 2404 t unne
POSA also would have understood ttaggeringSimon  screwsfacilitated
insertonintospacesorboteunnel s having a diameter s
proximal endand allovedfor* compr essi on anchoring a bo
formedin a bone mass 1812at AbstractBeynnon; 240 A POSAwould

haveunderstood theroximalendo f Si mo n’ s“cosfigured’wndeérthe b e
BRI, to have a diameter that exceeds the diameter of a bone fantiekse
additional reasan Beynnon 241

f. S>E @ D WLS GLVSRVHG RI WKH GLVWD
ERG\ ’

A POSA would have understo@mori s f r ontstobeatipt i on F S
disposed of the distal end of the elongated dmebausdt startsat he scr ew’ s

distal end, increases in diameter proximally, and terminates where the taper of the
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screw changefat the transitiono middle section M§ to a lessetaper Ex. 1012
at Fig. 22;Beynnon; 242, seesupraz VII.A.
g. 3> E th@ tip being threaded and having a taper which

Is greater than the taper of the elongated threaded
body so as to be easily insertable inabond/ XQQHO”

Simorn s tthrepded because the threateexs onto the tip. Ex1012at
6:51-53 (“ The s c.riretlve franthsectoa B3 )8,4-14, Figs319, 22;
Beynnon, 248, seesupraz VII.C. As shown in Fig. 22 reproduced below,

Simon 8p has a tapei(of both the root and the major thread diameteaj is

greater(i.e., steeperjhan the taper of the elongated threaded b&tky.1012at

6:4951* (describing thdifth e mb odi ment : “1 %} hes front s
uni formly tapered.. i)d424d(descriceng thecthird f 3 0 °
embodi mbatrobdbt ,is&ipk r-6 (BSigdame adthe back section

in the third embodiment):13-16 (explaining that the sixth embodiment is a

longer version of the fifth embodiment), Figs. 19; B2ynnon, 245 A POSA

would have understood that the tapered tip makes the screw easily insaréable

bone tunnebecause th8p guides the screw ia the tunnebnd requireless

torque to advancie screwnto the tunnel. Ex1012at 5:1922, 8:3134;

* Citations to front section E8f the ifth embodiment of Figs. 238 apply to the

very similar” si x®hEeltRatditdbent of Fi gs
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Beynnon; 247. Si mon’ s Fi g. 2 2toshosvthatipwithtzaott e d b el
taper (indicated with thgellow dashedines)and a crest taper (indicated with the
orange dashed linef)at is greater than thieottaper of the elongated body

(indicated with thenagentalashed lines)Beynnon; 245.

ODMRU
‘'LDPHWHU

OLQRU
'LDPHWHU

h. S >F @ D GULYH VRFNHW GLVSRVHG ZLV
extending from the proximal end of the elongated
WKUHDGHG ERG\ °

Simori drive socke(shown in Figs. 20 and 22 and described in connection

wi th Simon’s second embodi ment” that e
sixth embodimentis disposed within the scremndextend from the proximal end
of the elongated bodyEx. 1012at 4:5758;, Beynnon; 250 Fig. 20is reproduced

below andannotated to shoslotshighlighted inpurple Beynnon; 250, 252

Wy
3UR[LPDC },
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I 3 > Fwherein the drive socket has radiallyextending
slots for receiving a driver having three radially
extending pror XVLRQV FRUUHVSRQGLQJ WR

The six corneref S i moheXdigve sockethighlighted inpurplein the
figure above in connection witlemen{cl]) areradially extendingslots asa
POSA would have understood them to be grooves in the drive socket that extend
outwardly from a center axis of the drive socket. Beyrnn®82 seesupras
VII.LF. The hex drive socketceivesa matching driver witlsix corresponding
protrusions. Ex1012at5:424 4 (di scl osi ng *“shapadoo!l 56 F
driving end thereon which is receivable into the respediexs haped ;socket’
Beynnon} 252

As discussed irm IX.A.1.i above if the Boardholds Patent Owner tesi
litigation position that the claims are broad enough to cover drive sockets with
more than three slots to receive more than three protrusioes tneBRI, then
Simon discloses elemejd?]. If claim1 is interpreteds excluding drive sockets
with more than three slots to receive more than three protrusions, the claims are
obvious over Simom view of Weiler for the reasons stated in Ground 4.

J. &RQFOXVLRQIS, 6 HHSRGDWH IURP 37LS”

For the foregoing reasons, claim 1 would have been obvious over Simon

when interpreting the “body” as separat

-48-



2. Claim 1lis Unpatentablelf 2% RG\" ,QFOXGHV WKH 37L:

Elementdpr], [a3, [c]], and[c2] are unaffected by the interpretation of
“ b o @ndret bySimon for the reasons discussed: itX.C.1 above Elements
[al], [ad], [bl],and[b2], ar e affected by t hmetasnterpr
shownbelow.
a. 3 >D @ DQ HORQJDWHG WKUHDGHG ERG

end, a distal end, a length of about 35 mm. and a
WDSHU °

For the same reasons discussed IK.C.1 above Simon disclosea screw
with an elongated threaded body having a proximal end, a distal end, and a taper.
If the Board interprets “body” ¢ttoiig’ncl uc

t h distaf end of thebodyandof the screwand the body length is the screw

length. Beynnon 227, seesupra= VII.A. The “proxi mal end”
the “body” is t he 225midesupraaVIsAc, #\dINB. The Bey nno
“body” i sthreadedi.a.,gheetds ektendlong the bodyand has a taper

(e.g, theminor diameter decreases graduallyngthescrew). Ex.1012at Figs.

19, 22(annotated belowBeynnon 228-30.

'LVWDO (QG

KiTh o
e
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Simon does not describe the body of the screw as being abouh8g.
For reasonsimilar to thosaliscussed im 1X.C.1.cabove it would have been
obvious to a POSA to provide the Simon screw in a leng8baim. A POSA
would have understood that the Simon screw is not limited to any particular size
and can be provided in any suitable length, including any known interference
screw length. Beynnan232 It would have been obvious to a POSA to provide
the Simon sewin a35mmIlength for numerous reasons. Beynhd82

First, reciting a particular size for the screw does not render the claims
patentable PowersKennedy282 U.S. at 185 “ [ A] me in @opartiora n g e
would involve no more than mechanical skill and would not amount to
I n v e n tEk Parte Asiaticp2015 WL 152246%t *2. Beynnon, 47.

Secondgiven that the prior art discloses a range of screw lengths that
overlaps with and subsumes the claimedr@®blength, the claimed length pgima
facieobvious, and the presumption of obviousness is not rebutted given that the
prior art did not teach away fromaftnscrew t hi s | ength was n
didn o trodticp a new and unexpected result which is different in kind and not
merely in degree fr onnreAppliedMaterials602s of t h
F.3d at 1297djtationomitted) seesupraa IX.A.1.c; Beynnon }235

The 216 patent’'s specification iden

with a 35mmlength Beynnon 148, 235 The beneficial results of a longer
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screw securing a larger portion of the ligament were well known in the art, and
filling all but 5-10 mm of the tibial tunnel is not ensured by the claimedr8b
screw lengtibut insteadequires matching the screw length to the size of the
tunnel. Seea IX.A.1.c suprg Beynnon} 148, 235 The presumption of
obviousness is not overconfeesupraz IX.A.1.cC.

Third, a POSA would have known that the length of the screw body is a
resulteffective variable and it would have been a matter of ordinary
experimentation for a POSA to arrive at the clairsei@wlength. Seesupra
g |X.A.l1.c; Inre Applied Materials692 F.3d at12996, Beynnon ;233

Fourth, a POSA would have had reason to implement the Simon screw with
a 35mmlengthas one of a relatively narrow range of appropriate body lengths.
See supra& IX.A.1l.c;KSR550U.S.at420L f i ndi ng obviieous tryi
number of identified, predictable sol ut
success); Beynngmi234.

b. 5 >D @ WKH WKUHDGY DQG WKH WDSHU

threaded body extending along substantially the
HOWLUH OHQJWK RI WKH HORQJDWHG \

Simori #ireads extendlong substantially the entire length of the badsy, (
of the screw).Ex. 1012at Figs. 19, 22; Beynngn238, seesupra= |X.C.1.d.
Simon' &per extends alorgubstantially the entire length of the bddeg., of the

screw) and is a complex taper like the embodiment of #1é patent (Ex. 1002 at
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3:11-18) in thatdifferenttaperanglesextend ovedifferent sections athe screw
Ex.1012at Figs. 19, 22; Beynndn238§, seesupra= IX.C.1.d

C. S>E @ D WLS GLVSRVHG RI WKH GLVWD
ERG\ ’

If “ bisidtgrgretedas including he “ti p,” the “tip” i
the body so this limitation is met I8imon Beynnon 243 The tip is illustrated
in & [X.C.2.dbelow,in connection wth element [b2].
d. 3> E th@ tip being threaded and having a taper which

Is greater than the taper of the elongated threaded
body so as to be easily insertable inabond/ XQQHO”

As discussed in sectionVIl.B above the requirement that the tip taper be
greater than the taper of the elongated b&gyportghe tip béng distinct from the
body. However, I f the Board ,i'nttehhrerted s
of Sitipne gréate(i.e, steeperjhan the taper of the othportionsof the
body. Ex.1012at Figs. 19, 22Beynnon} 246. The other limitations of element
[b2] are met in the same manner discussadiiA.1.gabove.Si mon’' s Fi g.
annotated belowo show the tip with aoottaper (indicated with thgellow dashed
lines)and a crest taper (indicated with the orange dashed thretsy greater than

theroottaper of the elongated body (indicated with negentadashed lines)
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'LVWDO (QG

| ODMRU
g ' “'LDPHWHL
‘ : 2z
I AAxdX i 0LQRU
I 0EY TR Ter 'LDPHWDHS
e. &RQFOXVLRQ ,1 3%RG\" ,QFOXGHV WKH

For the foregoing reasons, claim 1 would have been obvious to a POSA over
Simonif the” b o dsynterpreteca s i ncl uding the “tip."”
3. &ODLP 37KH ELRDEVRUEDEOH LQWHUIHL

wherein the drive socket has a taper corresponding to the
WDSHU RI WKH HORQJDWHG WKUHDGHG ER

Simon discloses a drive sockktt does not describe the drive socket as
tapering Beynnorn} 255 As discussed ir IX.A.3 aboveand demonstrated by
the evidence cited thereiih was well known to provide a tapered screw with a
drive socket that had a corresponding taper to maintain the thickness and strength
of the screw wall in the area of the drive socket. Beynnbrb-183, 255.A
POSA would have been motivated bistwell-knownteachingto modify the
Simonscrew to include a drive socket that tagedong with the body of the screw
to maintain constargcrew wallthicknessan the area of the drive sockddeynnon
| 181, 25%seesupraa IX.A.3 and the caselaw cited thereilm addition,
modifying Simonto usea tapered driveocketwould have been nothing more than

a simple substitution ofr enatokbmntyn®“el e
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previously known elementsand“the predictable use of prior art elements
according to their established function®SR 550 U.S. a#17-18; Randall Mfg,
733 F.3d at 136Beynnon; 256. For the foregoing reasondaim 2would have
beenobvious ovelSimonin light of the knowledge of a POSAeynnon; 257.

4. &ODLP 37KH ELRDEVRUEDEOH VFUHZ R
>VLF@ WKH VFUHZ LV IXOO\ FDQQXODWHG

The Siman screw isfully cannulated for receiving a guide piex. 1012at

21622 (“[ T] he screws [are] cannul ated to

screws utilizing a gui 858 AWOSAavould'hgve Fi g.
understood that “gui sygonymousani handSFPF gponde
“guide wire” i s |4a86@bisedkx. 1g2Panl009(deireng n n 0 n

“gui de apinorpeg torsalighing a tool or die properly with the wopk
Claim 3 would have been obvious over Simon. Beyrn289.
5. Claims4-7 37KH ELRDEVRUEDEOH LQWHUIHUF
1, wherein the screw tapers from a diameter dix] mm. at

the drive socket to a diameter ofless than xJmm. at the
WLS ~

Claims 47 dependrom claim 1 and each adds specific diameter
measurements for the claimed screws at
As discussed irIX.A5abovethe ' 216 patent states thai
“preferably provided in four sizes” and

for the screw at the tip and sockietitdoes not describe any criticality or any
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unexpected result of havingthe tapesed r e w’ s di amet er s at th
socket take any of these particular values. Beynri®?, 260 Each of claims4

7 would have been obvious to a POSA in vievsmhonfor numerous reasons.

Beynnon} 265-66.

First, merely modi fyi nag“ ian enPowemrn .s” si z e
Kennedy 282 U.S. at 185T h €16 patent does not describe any criticality or
unexpectedesultassociated with any particular socket and tip diameters for the
interference screw-let alonethe particular diameters recited in claimg.4
Beynnon} 192 Thus, the ' 216 patent fails to s
claimed diameters are patentably distinct from any other diameters.

Second as discussed inlX.A.5 abovethe prior art discloses a range of
diameters and resulting tapers that overlap with and subsume the claimed
diameters, thereby rendering the claimed diameiensa facieobvious Inre
Peterson315 F.3d at 1329In re Applied Materials692 F.3d at 129%.g, Ex.
1026(Johnson) at 3:568; Ex. 1030(Grooms) at 3:4&%1; Ex. 1042at 3:2224;

4:40-47, Beynnon; 261 As further discussed inBX.A.5 above, that presumption
of obviousness is not overcome.

Third, as discussed mIX.A.5 above a POSA would have known that the
diameters, and the tagahey create, are restéffective variablesso that it would

have been nothing more than routine experimentation to find optimal values for
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themi n  Si mo n’ rew. In eef\eplied Matesgats692 F.3catl29596; In re
Boesch617 F.2dat 276, e.g, Ex. 1035(Gerich) at 86; Ex1034(Hulstyn) at 419;
Ex.1015(Weiler) at 123; Beynnoh 263

In view of the foregoingeach of claims 4 would have been obvious over
Simonas viewed with the general knowledge of a POSA. Beyhrk§6.

D. (5<=9.S W..#7B<9.79.F?1J.<A.G17315.'19;15:.13278&:.MD>7<=:

As discussed im IX.B above Weilerdescritesadvantages of tilobe drive
socketthatmeets elemerjt2] even if claim 1is construedo be limited to a drive
with only three slots for receiving only three protrusioi¢eiler compared the
“tril obe” witth aniAheex screvbaviegh“hexa g o n a |l soaketi v e ”
(Weiler identifies as Group Df the type disclosed by SimorkEx.1015 at 121
122; Figure 1B; Beynnop 268 Weiler concluded that the screw with hex drive
socket (Group) failed atthe driverscrew interface (see Figure 4 AJtatques
that “may present a risk of drive failuwu

falur e was hi ghly det er miObSatd25b2¢; t he dr i \
Beynnon} 269. The trilobe socket (Group 3) withstood significantly higher torque

before failure. Ex1015at 126; Beynnot 269. Because&simon uses a hex drive

socket like the Ahrex Group 1 screw (EX.012at 4:5758, Figs. 20, 22; EXL015

at 122), a POSA would haexpected thérilobe socketo improve Simoh bex

drive socketBeynnon; 269-70. ThereforeWeilerwould have motivated POSA
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to modify Simori  kex dive socket to use the trilobe socket to increase the
insertiontorque that could be applied to the screw and address Wailerc oncer ns
about “drive fail ur elOtiSatrl26nBgynrft 26@280. i ns er
In addition, Weilershowsthat numeous socket configurations were known,
including the threseslot configuration recited in claim Beynnon; 270. A POSA
would have understood that any of these known sockets could have been used
the Simonscrew, and that substituting the known trildoeket of Weiler for the
hexsocket ofSimonwould have been a matter of design choice that would yield
predictable resultsBeynnon; 217, 27Q seesuprac IX.B and the cases cited
therein This provides an additional reason for modifylighonbased on Weiler.
An interference screw that a POSA would have been led to by substituting
the trilobe drive socket of Weiler fo& i m ohexXdisve socket would have met
mostof the elements of claims (i.e., elementgpr], [a]], [ad, [a3, [b]], and
[b2] of claim 1, and all the elements@&aims 27) in precisely the same manner as
Simonalone meets them as discussed IX.A abovein connection with Ground
3. Beynnon 271 Elementdcl] and[c2] would havebeenmet by the trilobe
drive socketwhichwould have meelemenfcl]because it 1is
disposed within the screw and extending from the proximal end of the elongated
t hreaded b ojd2yl suprac\Bldy Tha tolobe drive socket also

would havemetelemen{c?], regardless of whether the Board constlasn 1 to

-57-



require slots to receivanly three radiallyextending protrusions or three or more
such protrusionsBeynnon} 271 With respect to claim 2, which requires a
tapered socket, it would have been obvious to taper the socket in the Simon/Weiler
combination for the same reasons discuss&dX1C.3 above re the Simon socket.
Beynnon} 271 For the foregoing reasons, clam7 would have been obvious
overSimonin view of Weiler.

E. (6<=9.Y (3 1 "QQ3?@26%315:.132?B:.M 8T.+0O>7<=:

None of the applications in tlkhaint o whi ch the ' 216 pat
disclose a 35 mh b o’ degchdisclose only a 35mm screw(including both the
body and the tip). Beynndn272 Ac c or d i n g bagent claimhsewhichzall 6
require a 35 mm body, are entitledlyto theactualf i | i ng date of t he
August6, 2003. SeelizardTech v. Earth Res. Mappint4 F.3d 1336, 1345
(Fed. Cir. 2005 t h e s p emnsustflasarilze the inventidn sufficiently to
convey to a person of skill in the art that the patentee had possession of the claimed
invention at the time of the applicatidre., that the patentee invented what is
claimed )SAPAm v.ArunachalamIPR201400414,Paper 11at 13(PTAB Aug.
17,2015 i nstituting over objection that as
authority);id., Paper24t 21 ( Aug. 17, 2015) (*“A rev
purposes of identifying the priority date for the claimed subject matter is

appropriate and within thecope ointer partesr e v i d&dEX v) IpVentures
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IPR201400833,Paperl4at 2622 (PTAB Dec. 3, 2014)Th e E P pplicato®
publishedon May 23, 200-ndis @ 102(b)prior artto the’216 patent Ex. 1014at
[43]. As shown in the claim chart belgtihat applicationwhich shares a
specification with thé216 patentexpressly disclosall elements of the claims of
t he ' 2 leBceptma t3eé5n tmm Béyinrwm| 273 'For the reasons stated
above in sectiohX.A.1.c, a 35 mm body wuld have beenbvious to a POSA.

Beynnon |273

U.S. Patent No. 6,875,216 (3 1 $SSOLH
[pr.] 1.A bioabsorbable interference screw for ACL E.g, Ex.1014at (57),
reconstruction, comprising: [0009-10], [0014], and
claim 1.

[al] an elongated threaded body having a proximal E.g, id. at Fig. 1, [0014],
end, a distal end, a length of about 35 mm. and a t{ [0016], and claim 1.

[a2] the threads and the taper of the elongated E.g, id. at Fig. 1, [0014],
threaded body extending along substantially theeen and claim 1.
length of the elongated threaded body,

[a3] the proximal end of the screw being configureq E.g, id. at [0018],
provide an interference fit of up to 1.5 mm. in a bon [0021], and claim 1.
tunnel;

[b1] a tip disposed of the distal end of the elongate E.g, id. at Figs. 1 and 3,
body, [0016], and claim 1.

[b2] the tip being threaded and having a taper whiq E.g, id. at Figs. 1 and 3,
greater than the taper of the elongated threaded bg [0016], and claim 1.
S0 as to be easily insertable in amédunnel; and

[c1] a drive socket disposed within the screw and | E.g, id. at Figs. 1 and 2,
extending from the proximal end of the elongated | [0015], and claim 1.
threaded body,
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U.S. Patent No. 6,875,216

(371 $SSOLF

[c2] wherein the drivesocket has radiallgxtending
slots for receiving a driver having three radially
extending prausionscorresponding to the slots.

E.g.id. at Figs. 1 and 2,
[0015], and claims 1 ant
2.

2. The bioabsorbable interference screw of claim 1
wherein the drive socket has a taper corresponding
the taper of the elongated threaded body.

E.g.id. at Figs. 1, 2, 5A
and 5B, [0015], [0020],
and claim 3.

3. The bioabsorbable screw of claim 1, wika [sic]
the screw is fully cannulated for receiving a guide g

E.g. id. at Fig. 1, [0008],
[0010], and claim 4.

4. The bioabsorbable interference screw of claim 1
wherein the screw tapers from a diameter of 9 mm.,
the drive socket to a diameter of 7.5 mm. at the tip.

E.g.id.at[0017] and
claim 5.

5. The bioabsorbable interference screw of claim 1
wherein thescrew tapers from a diameter of 10 mm
the drive socket to a diameter of 8.5 mm. at the tip.

E.g.id.at[0017] and
claim 6.

6. The bioabsorbable interference screw of claim 1
wherein the screw tapers from a diameter of 11 mn
the drive socketota diameter of 9.5 mm. at the tip.

E.g.id.at[0017] and
claim 7.

7. The bioabsorbable interference screw of claim 1
wherein the screw tapers from a diameter of 12 mn

the drive socket to a diameter of 9.5 mm. at the tip.

E.g,id. at [0017] and
claim 8.

X. I+ N&H#*+,.

Inter partesreview and cancellation of claims 1-7 of U.S. Patent No.

6,875,216 under 35 U.S.C. @ 311 and 37 C.F.R. © 42.101 is requested.

Datal: March 30, 2016

/Richard F. Giunta /

Richard F. Giunta, Reg. No. 36,149
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CERTIFICATE OF SERVICE UNDER 37 C.F.R. 8 42.6 (e)(4)

| certify that on March 30, 2016, | will cause a copy of the foregoing
document, including any exhibits or appendices referred to therein, to be served via
Priority Overnight FedEx upon the attorney of record for the patent at the
following address:
Blank Rome LLP

1825Eye StreeNW
Washington, DC 20006-5403

Datad: March 30, 2016 [Richard F. Giunta/
Richard F. Giunta, Reg. No. 36,149




