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and four copies of a Reply to Smith & Nephew’s Response to Wright Medical
Technology, Inc.’s Citizen’s Petition to deny PMA P040033 (Docket No. 2005P-
0440/CP1). This Reply demonstrates that Smith & Nephew’s PMA does not meet the
applicable requirements and therefore should not be approved.
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March 10, 2006

Division of Dockets Management
Food and Drug Administration
5600 Fishers Lane, Room 1061 (HFA~305)

- Rockville, MD 20852

DocketNe. 2005:P-O2440/C"P;1} E

anht Medlcal Technology, Inc 'S Reply to Srmth & N 'pkew’s Response to Wright
Medical Technology, Inc.’s Cltlzen Petition to Deny PMA P040033 Based on the ~
Data Currently Subm;ltted in Suppsrt of the PMA S

Wright Medical Technalagy (‘. V t’ﬁ’) is replylng to Smlth & Nephew S
February 8, 2006 : response (“the Respor ”)! to the citizen petition filed by Wright =~
(“Wright’s Petltlon”) requesting that e F ood and lmg Administration (“FDA”) deny
approval of the Birmingham Hip Resurfacing (“BHR”) System (PMA P040033). Smith
- & Nephew’s Response fails to demonstrate why FDA shoul t deny approval of the

PMA. Moreover, Smith & Nephew failed to respond to man f the ﬂaws inthe PMA
identified in Wright’s Petltxen, as we sh()w below.

' zcd FDA has e

As the U.S. Senate Commlt‘ee onszance recen*t v :
“important mission’ > of protecting pul :'eaith.a’ The Co s February 2006 report
underscored that “FDA is respon51ble protecting | the ubhc Ith by assuring the
safety, efficacy, and security of . . al devices . d that the “approval process -
requires a comprehenswe sc1ent1ﬁc evaluation of the pmduct S beneﬁts and risks,
~ including scientifically soundd ata suj ‘mg an apphcatwn for approval. 7t As anht ,
showed in its citizen petition, the PMA for the BHR lacks the “sclentsﬁsally sound data”
- needed to meet the apphcable legal standards Sk

ug. Admlmstratlon
remafter Response].

| }RGSPOIISG filed by Smlth & Nephew with the Food nd
‘ (“FDA”) (Docket No. 2005?—0440/ Cl) (Feb 8 2006

- Citizen Petmon ﬁled by anht Medlcal Technele ' “erght”) with FDA :
(Oct. 29, 2005) (Docket No. ZOOSP 0440/CP1) {heremaﬁer erght s Petition].

> S.REP.NO.109-45, at2(2006)
R 1 R



Smith & Nephew s Response asserts that Wrxght s Pemleni Ls “a:n lmproper
mvoca‘uon of the cmzen petxtxon procedure "

petitions.® Neither argument precl 1des member of the
petition prior to the approval of a PMA ’anht’s submi
request that FDA deny Smith & Nephew’s PMA for ‘th =B
invocation of the cxtlzen petltlon procedure S

om ﬁhng a citizen
a cmzen petxtlon to
s, m fact a proper

Smlth & Nephew asserts that because a PMA app' ¢ 1on ltself IS not pubhc,
party cannot file a citizen petmo \r,equestmg that a PM ‘pphcatxon be denied. This
argument ignores that during its review ith & Nephew s PMA for the BHR, FDA
convened a p_ubh ¢ advisory pane eting ¢ which interested members of the public f
could comment.” While EDA cou ] sclose the submissxon ef a PMA Smith & -
Nephew was free to do so. And, in fact, Smith & Nephew did j at — it actively
declared to the med1cal and ﬁnanmal o i i ed a_PMA Itis

- Smi petition could

and pubhcly muted that 1t had ﬁled a P VIA.

In preparatron for the pubhc advxsary panel meetl
FDA compiled briefing mformatlon (the * ative Sun
Rehabilitation Devices Panel (the “Pan
member of the mterested pubhc Thek

1¢ Pa embers representatlves from
phew%openly referred to and dlscussed

RE’SPOIISG, ‘Sup‘ra_notjel,f at11 S

6 *See 1d

| ! See 21 C. F R.§ 814 44(a) (allowmg FDA to referi PMA 'izﬂgg;é,ﬁax;el_on, its own.

initiative).

FDA, Brleﬁng Informatlon Exe' utlve Summary for the Orthopedxc and
Rehabilitation Devices Panel: PMA P040033 — — Birmingham Hip Resurfacing
(BHR) System, Gmthersburf , MD (Sept. 8, 2005) [hereinafter Executive
Summary]. , i e e ' D
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The arguments, presented "
& Nephew s PMA are based on

-ﬁhng of a PMA, but her ,
adv1sory panel requested and convened by FDA Th W’ ’s ,argument t,hat'
Wright’s Petition attacks a conﬁ,, lential process : f '
pub11c1zed —is baseless Gehoahigy

* of e approvalf“"
for any mterested persons to reqx st re: W” of the ; pproval.. ;e exxstence of
thls separate post-approval pro : review of PMA appr Isdo snot prevent any_ \

Wright filed its cmz'en pe

of the interested pubhc broad lat
“applies to any petition submitte
request that the Comm1ssmnero : ; .
~action.”” FDA’s decision to approve or eny a PMA App ;ded in the broad X
category of “___X” admlmstratwe action. o =

is regulation
jn petltlons can

Even when read W1th sectlcm 8'" '"44(d)(1) the

[heremaﬁer Panel Transcnpt]; ‘ ’;‘ y5ie
e Respense, ;p emteel ,at 11
P ‘21 C. F R. § 814. 44(d)(1)

12 Id. § 10.30(a) (empha51s added) “Person” is deﬁned as meludmg “an md1v1dual k

- partnershlp, corporatlon, asseela n, er}other legal entity.” Id § 10. 3(a)

B Seeid. § 10. 30(b)(A) (emph ; sex Iso id. § 10.3(a) :@mphasisl aede.d).. :




court inter alia to enjoin | FDA from | pm /
drugs for use in animals. In its 1
definition of “new animal drug
. [that is] not generally recognized ,v
under the conditions prescribed.’ uih The govemment ass
modifier ‘any’ eliminates the exceptl' :
into the statutory deﬁnmon o Cons1s t With the gov 1

United States, 520 U.S. 65"
“‘[o]rdma.rlly, where a speci
governs.

mcorrect Such
and May 2005 2

tmg the use of bulk mgredwnts to compound
ss the case, the govemment cxted the o

g experts '

r compounded d ﬁtiffs;éeékvto read

ke A

on ,’f} the spec1ﬁc
tei(lo USC.§

’99

The petltmne

, 17f;zciﬁc one — aliowed the Secretary of

n@ precedent for .

A applications. ' Thisis

oth November 2()()319 -
: equestmg that

0ps::‘u‘uons have 1 sen
for example, inter

14

15

16

17

18

19

20

Response, su supra note 1, at 11‘(cxtm ,Edm@ndﬁv

cv-130 (W D. Tex 2004) .2 32 .f(v)"(l)) \(emphams added)

Id. at 18-19 (mtatlon omltt@d)

| ited States, 520 U.S. 651, 657
(1997) (cﬂ;atxons omltted)) e Y |

‘520 U.S. at 658

i Respﬂnse, upr notel at 11 12

szen Peutlon ﬁled by the Naﬂenal Orgam tion for om 5’Pubhc szen s
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| ,erght s Petmon should not be sum aril f ed. i

k categorles of cups standard dyspla

individuals, including Pubh,o Clt "Natlonal Women s Heatth Network, and The

ing ¢ arFDA' den.y
ng regulations.
in Smith &
ng.” Accordingly,

B. I/)_ev;celterafmns; . .

produced from h1gh carbon as-cast coBal "hrome alloy  that “c i
stel n acetubular cup. 22 This desorxpnon ovorlooks the
,_ballable The Response docs not justlfy the

did not look for differences in perform
effect on patient outcomes. The resulting
makes it 1mpoSS1ble to dlscover an d1 (f
As Wright stated in its citizen 1
poolablhty of data resultmg from;zdlff

2L FDA regularly reviews: and 'on' i
applications not be app [
- e.g, there is not even a pu ;_m a‘
2 Response, § p_ note 1 at2. , g
2 ’}See Wright’s Pot:tlon-f' ‘upr f»note‘z at 2}1-223"' s o ,
4 Id. at 21 (c citin g Pa,ne} Transcrlpt‘ ugra note 9 ‘a of Dér.ek JW.
Mcan, FRCS Orthopecho Su " eon, Birmin ospital)).
25 The failure to evaluate this vanab%e may be ;expl Iaok of 2 proioCOI
: Given that all data were gath ed on a post-| o opportunity to
_prospectively devise a protocol o§§detect the impact of design ehfference or the
“impact of des1gn dlfferenQeS'1 on;;patlent subpopulatlons ;
26 ‘

Wright’s Petluon, !



~information about each 1terat10n of the B ~'IH ‘éwere mlssmg frm the data dxscussed by the
Panel.”” Accordingly, thereisa’
- multiple versions of the BHR.

fa _equate data to support the approval Qf the

, Smlth & Nephew s Respcns 2 dlS 'sses at some le
is a red herring. Wright’s Petition ac
Preclinical data is necessary ‘but not suf ppr 2
matter how good Smith & Nephew’s preehmcal data, 1t cann ot com
sc1ent1ﬁcally valid clinical data ‘ e

a .Ad@#wml; Data L

Smith & Nephew s Respof‘f: er "f!
to or rehed upon by the Panel, and misr

safety and effectlveness for th_ B]
consecutive series of 2,385 BHR §
Response references 3,374 ths mpl
“addltlonal ev1dence of safety and ef

Smlth & Nephew s data apparen j:«_f prov: ide n f
_ effectlveness of the bndgmg verswn ‘

28

: Response ugra note 1 at 2 (e %;‘,;‘asm added)

2 1d.at3 (empham added)

30 Panel Transcrlpt g ra note 9, at :67 (testlmony of Marcos Valez-Duran Vlce




Smlth & Nephew present 1 the data;from ] /
~ of safety and effectiveness.. Ra her, a
rehance on this 1nformat10n : sa 'ng at = compa

reprodumbxht%z of Mr. Mcan s ca.seﬁserzes‘, not as evuie
effectiveness. o

at the Panel meetmg, the Actmg Panel Chalrperson staated

ddmonal 140 surgeons as add&tmnal evxdence :
: .eetmg, Smith & Nephew msclaxmed 8
: Oukg not venfy the data from other«

) i"of the,data provzded‘

ablhty to mdepende f y
sites other than the ter and Dr. McMinn has no
ability to request addi follow-up or. clanﬁcatxons of any

- kind from non-McMmIi pa‘g‘,’, ts or physmlans =

Smith & Nephew tries to create the 1rnpressmn that ' ultx-ccnter tnal Yet,
L was “an unusual '

d on a British data
at Smith &
ca ;ﬂ,ite,in andther o

32

33

34

‘Although, as wxll be seen below, the attempt to1 use itas:

Id. at 182 (statement by Actmg; Panel Chalr San
' Pennsylvama State College of Me

Egode) It goes w1thaut 'saymg
rev1ew1ng a PMA

for Mr Mcan s serles 1s also mvahd

: Panel T-ranscnpt, p_ra note 9, 'at 130~(test1monyff Geode) s

that Mr. McMinn’s data “has beerx deécrlbed asf‘a trospecti ,,smgle-center
uncontrolled clinical study o Response, supra note 1, at 5. Adding uncontrolled

_reports from other physxclans dees not mcrease ‘the number of centers or 1ncrease \

the level of control.



country and a single surgeon .. mea
across surgeons or sites.’ 35 Dr. Bl

controlled study’ doesn’t apply
agreed with Dr Blumenstem o

th t you cannet assess the homogenelty of results' S

Based on FDA’s Exeeutlve Summ "
Panel meeting, and Smith & Nephew s stimony at
- from the other physxcmns de not constly ¢ data on whic

Smlth & Nephew s rehance on p as a prima
surv1vorsh1p is an inappro jfrlate pnm ry measure of ¢

35

36

37

38 Response p_ ra note. l at 2

¥ :"anht’s Petltlon p nete 2 at 16

40 measured

y cohorts. Executive
two cohorts, 601 were
five-year
ion, supra note 2, at
rar FD/ ’s Executive ‘
“ N' phew had snet prcmd accountability for
ee id. Smith & Nephew’s Response fails to
veal why the company has ﬁvewyear follow-
: }oes Srmth & Nephew ¢ lam how it

»SurVIvorshlp m the 1 62
~ Summary, supra anote 8, a
- ehglble for ﬁv,e“y%r fol o

_[16( 1t1 g Executlvc, Su
- Summary, it appeared
the remaining fifty-fi
address this point and al
~ up data for only 546 pat1ents.~




treatment outcome under a com :
1nclus1on/exclu81on crltena and (

comparlson of values from one 1
‘safety) to avaﬂable llterature iny

among pattents in whom the'
both the Panel meetmg and i

operatxve techmques, or postope’
assortment of literature references yie
Mr. Mcan s series falls far short;of :

reprodumbxhty -

- sa e as showmg that

‘Moreover, showmg that an imp ,
eness FDA cannot.

the dev1ce remains effective. Durz
conclude that a devxce is effectlve }uso :

» ~S$ lt remam. ;n sxtu

stanstlcaﬂy analyzes these mzss( g pat:ents

241 See Response p a note 1 a‘t 4

2 : FDA has stated in the past that to “demonstrate th

clinical investigations of a devic ‘should no
 investigator.” 51 Fed. Reg 26, 342,26
; vstated that “[a]ny sponsorﬁ at

ility of ‘reSults

1ght’s Petltlon ,
investigator must also
e tial bias.” Wright’s
‘ pons does not address the

“ Response, supra ,noto : 1:;,,@




Nephew has provided no Jus
comparators Smlth & Nephe:

‘how ¢ robust 7 post-approval surgeon trammg plans ari
conducted pre-market studles Eventher
not obviate the need for rcproduclb

‘an England asod Web31te the JBJ Si is pubhshed in the
Umted States and is w1dely read by U S. orthopedists. Smlth & Nephew s advertlsement
therefore, dlrected U.S. physxcians to thls webs1te S

Slgmf cantly, the web31te contams anecdotal “P

that the BHR is safe and effectlve Forﬁexample the stor
; i rfacing o d‘that “[1]n jU.St six
7 'Another story

44

45

46
d ;clfa}im““«con‘sistent ,
- perforrnance ” e

v Smith & Nephew Blrmmgham Hip,Resurfacmg, Patlent Ex ”jerlences ” Geor_ e

http: //www h1presur acing \\‘oom/content/content asp‘?armcle—265 (Attachrnent B)




- measure for effectlveness m the Mc,

T 1e veryf next day Twelve weeks later [he] was back:._" G
ar ,uat‘thrusts 4 e

operation and was up and wal
training and was able to do the :

These claxms of remarkable effecuveness are unsupported by ‘ ljlth & Nephew S
data. The efﬁeacy data presented by S' h & Nephew at the Panel mee '

Smith & Nephew S Responsey nenti

Score is “‘unclear and subject to potent_ ;
not be considered a valid measure of P ent functxoj I
fails to. explam why the OSHIP score is a vahd measure
novel measure :

nnot rely upon this

d. The Insufﬁclen s 1 Dmith
' Yearl)ata Ly

: Smith & Nephew s Response er hasmes that the data in suppert of the PMA for
the BHR “consists of extensive g Th;s robust data set is supported 5t
still further by an mdependent Yet thls da t ;set is anything but

* Smith & Nephew Ehrmmgham pr Resurfacmg, !
‘Walker Judo Champion, at '
http //Www hlpresurfacin”g.com/centent/content as
® See Response supra note 1 at 2-3 | ‘ .
%0 anht’s Petition, s ugr note 2 at 14 ;eitm“ Pan' A:‘a:ns ‘pt ugr nete 9 at 135
k(testlmony of John S Goode)) (emphasis adde S i ’ o
o Idoat14 (citing Panel Transcrlpt” a‘[yupra note 9 at 155 163 (testlmony of Chang S.
Lao, Ph.D., DlVlSlOﬂ of Bzos "Ofﬁce of Survelllance and Blometnes))
52 L

Response supra notel at 5

Lty




e-y ear radxographw study on the ﬁrst '

* 'Howevcr, Srmth & Ne w‘presented

yati i of the radiographic
d post-operative

y and unusable for
.D., Chairman of
je:Panel that

he 108 cases in the

‘108 procedures o

robust. FDA requested an ndepond' t,
consecutive 124 cases in the N
FDA with radiographic data from on
data for these 108 patients, only
films.>* Srmth & Nephew

postoperatxve ume pemod usually;, , three
had basehne evaluatlons performed a : i

o tve 1DE study, , '{;i'all be protocol
v1olat10ns and could be potentlal exe led. So you couls ~e~'d;{up Wlth a cohort: '

- Response Smith & Nephoz, fail hy t he s have pmwd d" _h- hmxted
radiographic data, or to address anht-o gpomts about the madequac of the radlographxc
data. - g e ot ,

vahd i Smxth & Ne phew argues that Mr.
scientific vahdlty %, ]hls is mcorrect

33 Id. at 3.

54 Wright’s Petxtlon supr note 2 at 17( m g Executwe Summary, ugra note 8 at

- 26).

See Panel Transcnpt ugra note 9 at 39 (testxm

> mJ Maloney,MD,T‘
: Chalrman of Orthopedlcs Stanford Umversxty, ch edicin :

T

*  Response, supra note 1,at9. ,: : |

12




‘ Nephew s data.

"Brltlsh data set. 6

Response Smlth & Nephew ci
excluswely on forelgn data to s

omed by chmcal ~
ores Wright’ spomt '
stigation

ies could be

1d- remain a study
rtually every

a single mvestlgator :
lators :

nel’s Deliberations

imended by a three-
 This emphasison
at all Panel i
' val,of the PMA
se notes that there was
en ered its vote. %2 The

Response faﬂs to state howeve, at much of this cai of Smith &

~ Asnoted above (and asianht tated in its ci
.Chalrperson Sanjlv H. Naidu, MD.,

approval of the PMA for
*“an unusual PMA based on
In concurre’

( ,ed in favor of

6 IcL mtm 21 CFR §814 15(d))
o v.v:Seeld at8 13

@ dat7.

63

Panel Trans_cri;pt; sug ra,noteg at ""82 {statement by Dr. Sanpv H. Naldu)

64

Id, at 267 (statement by Dr H. Naidu)




recommendmg approval w
impeccable.” Addltlona, a
(who also voted in favor) sald tha he
data “falls far short of what a study sh
presented [was] a testament to M
phys1c1ans Both Dr. Mayor and Dr
- that Smlth & Nephew’ s data was app

E ,A-vi‘roval‘of Smith

Smith & Nephew’s Respo
approval of the PMA for the B ]
“explains, B

new orthopedle me'
- conduct IDE studies.
prospective, controlle 1
: approval far more

65 ',Id at 247 (statement by Panel '

M D Dartmeuth Hltchceck Medical p
66 ,Id at 248 (statement by Dr. J ay D Mabrey) , , |
67 Seeid. at 263 (statements by Dr Mlchael B Mayer JayDMabrey) '
6? ‘Wright sPetmon _g_noteZ at31.‘: e S
69

Id. at 31 (citin gPanel Transenp

ora note 9, at 321-22 (statement by Dr.
: MlchaeIB Mayor)) o R e

14




irrent data, then ether sponsorsj are bound to
of PMAs will inevitably ecline,as o
1 repo of single, foreign

Smith & Nephew’s PMA bas,é:d

follow Smith & Nephew’s
companies replace well eon roll
surgeons.

‘ CPs provides further
of well-controlled -
tmg But 1f ;

Smlth & Nephew S cemplete 1aeki, fcomphane wi
mcentwe to sponsors to do “studies” o his type. A
~ clinical studies conducted pursuant to 1 S 'S

permitted by FDA here such aveldane Wlll also er )
Congress. | , o .

Furthermore as noted in Wright’s Petiti
FDA has, in fact, held other com
GCPs. FDA is not free to treat sim
different ways. Applying er
Administrative Procedure, Aet.u y

F. Concll;smn i

the PMA for the ~
he PMA for the
lained in Smith
; Federal Food
I 1s effecnve

implanted devxces earry kno
devxce, and i mjury to struc

. _the ‘peratlve sxte ;
ACy a7 T Y:Cemmm;ee“

-eapncwus in v1olat10n of the [Ad nistratwe Proce aur
| omxtted)) ' ‘ : S -

™ S.Rep.No. 109- 45, at 14\1_5 (eltatzons omm:ed)

7 Id. at 28.

: il




. The PMA for the BHR ~ whil
a smgle center by asing
— is not scientifically valid 1d
effectiveness. erght proper ok CER. §1
petition requesting that FDA deny approval of the F
should be granted T

tte;i acitizen
~ This request

16




