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More Tools in the Toolbox

Manufacturing partners leverage a creative network of product
development to stay ahead of increasing OEM demands
in the surgical instrumentation market.

Mark Crawford = Conithising Yentar

tation and delivery sveterns: Orthopedic device manutacturers

want” more taols incthe tool kit™that can outperform the come
putitors’ tools in a vay that pustifies a premium orice.

OThis particudarly are inberested in instooments that ame
Lirhber woright, battery powered. amd Gurable enough toowith-
stanud high pll dishwashers and handreds of antoclave cvcles,
Others are intent en fnding new nishing and coatings that will
irmpronve Ehe Zomgovity of the ahumincom meays that are subjected to
thie strimgrent cleaningg systems developed Bor the European mar
ket Ancther prosving arca of inkerest is incorporating clectrorios
into instromentation,

Accelembing pricing pressures, slong with g toaggch repnalatory
climie, continue b challenge contract manufacharers and sup-
plicrs, Azpressnre design-to-price targets are being roquested by
OEMs more requentdy and participation in the risk asscssment
and validaton plans now are cxpected fa be pact of the inikial
p'rnp-n::.;l_l process

A a pesult ol these Fril'i'lﬂ PressuTes, Wi Aand aurseves e
t&ﬂninﬁ i .'Ir*r-:'lnrliﬂ?__ drvires with materials and or processes
rict o mnnh'l.m-._'d in it "rr\g:ﬁ[. irsnmentation fits! a fow =shiort
VTRrs nﬁ:-_." said Yan Flaminn, director of }hr.;l?,rn Sledical's i

]:t'a & famitiar story this vear for arthopedic surgical instrumen

Ihnpﬁ.‘l'in: Instrumenit C3lnbal Illn'-:ig.n Conter and Biaskills Lab,

i T o0

Faragon Medieal is a ter- L tambey supplicr of solutony for cus-
tomm and stamdand cases and travs, sungical mstrementation. and
implantable componcnts basod in Merceton, Ind, *Tor cxample.
v s the continued expansion of polverer stlicone, and metal
injection medding (WM to satisfy the promg demands, especially
in disposabio applications.”

Cf couzee, the ulfimate chalenge tor medical device firms s
producins these added features at g cost that is acocptablo fo
CHEME. Comtract manufacurers and seppliors constanitly anc Jook-
ingr Eor mesws winys B0 reduce costs and maintzin margins. Somircing
offuhwre s one appronch to reduee the coest of the instrament segs:
anotheris rechaang, the number of insmuments within s set, Soock
ing programs and consgroent inventory one other mekhods that
C¥EM:= arc using fo reduce the tokal coet of providing instrumenk
stz inko the market,

Supply Chain Management

Mearhy evenr CEM 15 sorutindzing the contract manufachurer's sup

rlh,'rh.ﬁr..ﬁl'r.'u'm-.'.'inﬁ the chain and -:pn;'an;lfr.f, thie r_nl'n'r.h.i.'ujn:rj::k

deverstream is p'rnh':i:\-l‘_l,r the minst dinect vy b ereahe oost redu

Hrris Ihrn|:||=_.h i.'n|1n'|1."r~ci -\.T.\,;,.-T."I'_I.'. walicdatinn ardd :rn:ni ter miaTket,
“Mlajor device Hrmes ane I||.'II:_.-' i'.1'||1ir'r1r'rrin|_=: their *=|.|p|'.|"r'r dr

1.":.'hlnrlrn-:'nr imitialmves," said foe Balinn, vice president ot quni'il:.'
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Segroar of &0 Srthnoecois shavar Syslenl PR coopasy of Pro-Oex

reamagernant and regulacory alfairs for Proe-Thes, Tnes, an Tidlne,
Calif.-basced Hirm that spoclalizes in the ceaign, devclopiment, and
rranufacturing of powercd surgica) deviies. They are Imgosing
mch tghter supplicr econtrols, resuling n seguined couipment
and process velidatiors, measorement system quatifications and
dedailed Inspection control plans, Far mobey cortdract manufaciur-
s thils now requilves [nfrastruciure ane system changes Lodmgple-
irenl (ese poccssary oondnoda”

Chig Hasw 1] wios pecsident of masketing for Cadenae, a providen
af surglcal cutting, phercing, and delbvery syslem applications In
Staunton, Va., Irdlcated more customers are ceiending their re-
quiests for gecdation (RPN to Include as mamar downsoream oper-
atlons as supplicrs capabiv can manage—Including Aral esszmibiy
labeling, peckaging, stevlizalion and firlshed goods management

“In @ddidon 1o the dowmstream aperations,” e noted, “cws-
torters are ak=c extanding thelt requests Lo melode the upstream
activites a= well, such as product design and performancs esl-
ing. These changes are pulling conbraet mancfaetunars 0 new di-
reviions and stralching thelr core processes and technologies.”

blestical desdce manufaciuress alao are placing miore soreling
o the Fuman factorz and usability alerments in the design and
decurmenlation process, including all wzer interastiong such as
seraans, butbons, input deaees, alarms, auditerg, visual and phys-

[T B T TR o ]

I |- AT IR E" E:jrgi:.ﬂl In=tnementation

] it e s, aid n}:t-.mrin;.: P fioos, ”!I:'_!.' wark o i.'l1|'lr!1l.'t'
clevice ;'Inrllr'|:-1|:||:-:|1|'-tI Al sarsty, and recduce e errors* sand kasc
Dubreal, director of ew busginess development at Farm Design
Ine., & full-service, it dewelnprment company based 1 Hol-
g, BUH* Mew mridelines such as [EC p2346:2007, Medscal De-
wices—Apodivabon of Usability Enginesring to bMedical Devices
[Ercazn the Internstional Crppndzakion B Standandiaabon, oe 180,
g duvelapegs asd it hiners g0 isaabve o e all slages
of desselapurant—Irom sl b Brish—to debemmdine csabilibe o
uizerenks acnd vedly arnd valsdabe inputsimecds, Medical device
coacafacturces e plaving sk ug o bo deevoamsteste thad ol
probealaal use colabid haeands o tbweir devices have boea sdenti
Bed, Lesbed, i |.'|uLi.;.;.'|l|.'|J."

Anelbes sovend Leead s e bvesease in validabions Boa special
povcvsdes sich as cleaning, beab- treating, pasavalion, welding
aid cokugd,

"Wz are Dully validated with all wdesnal spocial procasdes.” in
dieated Shasat Schabior, wice FII:L'HI.I\J.L'I'IL of saleg o] enacket devel
openeal feg Oborg Rlodical, o full-seevice conteoct marwdselurer
based wn Treepoet, Peoos, Dot speciobives w nplanks, islbweensls
and assernblics. “We also cosure Bl fer oy special process el
wrsubeorbrael, al Qe supplier sl also be ol valbdatoed aod
priass o supplice audils. O sepplien audils have ieeeascd bodh
LT .I’.I"L'L|IJL'.'I|.'|' L '|'\I-"'|.':| HE RIS ['ZJI\."JH LA I.I.'IL' AUra U.[\'ill_il.lﬂl.l.l\.l.'lb.ﬂ

Frooy o metal Oueshing standpoind, lage octhopedic device
fnulaciiees ae asking manufeciusees o cmploy vadidated
poocesses for all imetal fnishing and coating cperaions,

O cornpeny ag Dwvested dhee boee and elion 1o valkdate 21
o frdshiog peocesses, staiod Jell Bochuoner, divectos of markeibng
and salcs for Eleorolizbng, Corpesatbon ol Oihdo b Cleveland, wihilch
pordtdes motal fiedshing for meedice] elrwmens, oplants and
rrredical devices A iy arca of conoern = the stringent dearing sys
Lo dovcioped for Burepe, Comendhy the Unitod Sates marked
seciE Lo be utbzing handooal ancdizing e thedr ravs and delle
CTy SyebeiTes Wi are continuoisly rescarching and dovelaping aow
prodircts and ooatings e dmpoee Uhe e ol aluminuam irass, from
alamadand aubodaves e the harshest Eumpean cleaning procedones.”

¥ehen applics earmect i coatings can be an incupensiae way 1
Fmpome e durability of & med eal product. Bocause a denscran
odlze coaiing offers benchils such s Incrcased hardness, micala
abrastbom ressianoe, and cnhanced hubricity, hardesal anodizing &=
applied o coseaand travs to increase ilcspar and orcrall appear
ance of the peeducs, insbead of Lhe standard sulfurc anndlzng,.

Color ancdizing also can provddie an acstheticalby appealing
lock b a prosduct, Mot onby b= it used 1o moorporale 3 eompany's
colar 1o Lthe product, 1 ds aka v=ed in color-ooding applications,”
adidad Boebmer, “Colar-cading, instruments andior implants o
speciiic sizesis 3 cormmnn praciice that simplifies the use of med-
ical devoes. Deliversy rays o cases can af=o be color-coded 1o eas-
iy ddan i fy (he products inside”

Pro- e has madifies its currant equipment qualifics tiondsal-
Idation processas Loy malek The maoquirements of Ha cualomens,

“We hawa condocted standard gapgs repeatabilite and reproe-
ducibili e studies under their acceptance oviteria,” 2aid Boting”
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Im additiczm, we craeld nn::r L 5|1I'|'i'i|.'!i|||‘| suppiices thal we val
idated according Eo the cuskomier™s i.'||_|.'||i":|" sl In samie canes
this required in howse technical -:':-.'|1r'|'i'=r~ an .-=|1n"|l"|n.' svErms b
implemicntl and documient those spocial condrals s not 5o misch
that = reiuests chanze ower Bime, its thar magr device coumi
manios ame not all on the samre Emetable and =come ane iTI'lFI'rFiHﬁ
thoss r-:_'qlzin‘rr.r'nlr. aller others hevr al ::nu'i:.rimplommlc'd |hom.™

|__I'Irirn..'|!|:~l'_lr'. b k-:"!.r I sucer=s hor oach Fln:_l:'-:!n_'l 5 petling ail.
erpie clan v om Tha cislonmars r{'ql:lir-?mpnlr.:'nr eeery shep nl the
RFCk E'.Ipmnding o the ;'-rnjf-.'r. thi situation could requine in.
;trl]li:g ke kst w,|||i|'lrrr-:'nl and .1d-.:|inﬁ the labor thats meedied
i apcomplish the process,

“SleriliFation remains a part ol the respuiremien s =0l thal we
will comtinue boautscsinee becavse the offort needed b siocess-
i h- install, r.unll'l:,'. and validate that prreees is hi;::h.“sﬂ id Harsill,

Communlcate, Communicate, Communlcate

It rrny soumed clichs, but acconding 10 industry experts, cxcclionl
ceinmunization skills ame impariant in doecloping surgical instra-
mients, Desianing and producing instruments i= extromchy de-
manding—u=age 5 very specific and cach surgeon responds
differzntly bz characteristics sich as shape [ooe, Balance, weight,
mateTials, oic, Geting all the design detads dight the Brst time is
cesentinl for maintaining or giining om market shere {F doesn't
ek long for umhappy surgeons mospread the word). Therefore, 1t
i irmperativie fe skay in plmest constant touch with end asees amd
salict teedback becausy, I von dom't, vour copnpetifor may kearm
that omwe piece of information that makes the difference in sur-
oo satisfction and win the nest conmTact,

"W are seving our OEM cistomers reguire suppliers take on
more of the design ownership on instrumentation, or'desigm -
theority” e muore commonly termsed within the industry, relating
o co-developrments,” said Tlamion, " Having supplicrs that have
the krowlede ard] infrastouckure to support devclopment activa-
s at this lewvel prowdies a remendons vade tothe CEM:, which
s why Taragon hes nvestod healy in being capable of providing
ll design and development services, incheding our recenitly
opmred Bioskyls Lotk

Lsing a fully implementad, concument engineering approach
Zeeps the device customer mvodved Inall phieses of product de-
seloprient, o nitial concepts ared product feesibility to the final
diesipgn Eansber ite production. This keeps the design, validation,
and produchon activibes fully m line with ciestolreer pequiriments
and prevents wnticrsely productidesim changes inthe fina stages
of proaduct pelease,

“Tha ey s toreally wrederstaasd the cusboomer requitetnents, con-
vl fhial into s technical d-g'_-.:_!;n i:1-_14|r rq-.'_l.lln-':ﬁml:_,.:n::ha-.-.:.luaru the
:ﬁhihilir_\-.- |'HI1|_:-|19r.=|g|1."'m,l-.-i-.|e.5'F.‘rﬂi|1n:"'l."'.'i-:-|I|_'|1I'|i||: wrder brs oor-
cuirrenik methods to ersine i|1i1| it= Froum all RincHoral vantapge _|'-|1-Er'I:-|
[n_-r'-l.;inen:'-rine; ;|_|.|.1'..1:|- and wg-u'._ah'n':.-.. apers taws, amid 1materiala man-
.1_p,|;~n'u-'rnt:| are aaddressed and om Fhe Lable s =00m as |'|'.-a,-.|He e
all these fackors are evaluated, we Enoee we can be sucessalu! i de-
'..l-l_l||'||'|il'||_l|.-'| .1._;_:,._!:.-. that is reliabbe ard |_-'.i'\_-\.i|:,' miamnufacturad ™

Redinn cited an exa r|'||,'|||;- where Pro-Thes was -:_In,-'-.eequ'.-il'u;_:; a

LTiiegd . £x)

pinwvered handpicce using a Ethium Son battery lor high poaver ro

quirements. Once the |'.~\.1H;_'r_g.' wis ;_iFII_'T:I:‘: nut frorm a bechnical
*-.I.'.l'u'lrlninl. thi dc'aiﬁn tonm malimed the h:!n:linp; and Irans

portation of such a hnrt{r:r' werinld lmee boon hiﬁhl'__.' prahisilnd ard
inlerferod st distriba tresn s rd RiEne | e N o irk h." ayitehod
tey an alkalire solution and eontineed the i.'ic".ign pmrc:t.,"nrli-ri
Rotinn, "The orizis was zverbod bedfore it ha FRenesd Lhis i= the
kind ol autcoms that resulls when all unctiors are imeeheed al
fmr parliost ':Ingm”

Ii%s El'n:r.n'rl;.nl, tn haee the i.'.-:'-r.t:-rluni:;:; I |'lrn'l.-'|-.'_[v.'_' frcdback 1o
cEomers in 1he I'|I:‘-Ei.ﬂ.‘l stner, pqw;i.'lll}' when companios find
ways N i|11,pr.-rl."|1 nr the mart -.{-:":iﬁn and determine thicdr im pact
onomia I'|IJI.'I|.'|‘IITiI1?,_ caid Feter Browene, sales onﬁi:nror for FRIL
Mrdical Instnomenits, a Madisor, Ala.-based conlract mannkac-
fuerer Ehat manutactores medics] devices and i'.1'||'|Z.'.r|I1'- fowr The -
Irpp-:'fli_i.' in|'||.|*-'.r|_'_'|-'.

“This 1s e of the hest wiys boocub cost ol of manudacher-
ing priar to the part being finalized and submitted for FRA (L5,
Faad and Drug Asdministration] appraval,”he said, "1t is alwas

ol for us o understand the pact we are working with as well
as any ather devices o implanks it will come incontacl with,
Thiz helps us fecus an helpil suppestions withaot altering the
benclits of a new design.™

Farrn siminchy strives fo be on extension of s clionts” weams
and serve a5 a pesource by sharing soncepns and idvas, fom
shoetches to proot-of-coneept poototypes that are then assesscd
and sekected by the collaborating teams,

“Char process is bescd on usor incemetion,"said Debeeal, " Faom
does st depend solely on marketing information or crgmnect-
ing's view of what wsers noed, 18 is our belicf that veers can ard
=hould be the prioany foces in establishing new product reguine-
ments, We can further develop these ideas and concepts Into
veorsings fully funchonal protobypes that can be veed for bench
testmig and/or preclinical animalk sfudses.”

Talking with Sufgeons

The most sophisticated OERS hove thedr own surgical fraining
and developonent centers where new products are desimed arad
tested, witl a dovect e of communication betwesn product de
velopament beamns and surgeons,

“As a key partrsir to OEMs, they prefer that we Teave the direct
mberaction with the surgeons to them, ™ said Haevill, “They have
already mvested in the people and ity infrastoacture B enable
that inberackion to T very efficient and productive, The OEM: end
up with ownershiz of the desgm of the product and the related in-
tellectual propetty. They interact with the surmecns o define the
functicnal |'g'1_'|'|irg'-n1|-_1nt~g. mateidied -’nl'rhwg_1r'|'u'|l_||;r.'|-‘|.'|-'- themn -::I-e-.-n:-lnrl
p;-rf::rl':*s nice I:n_u.ring risthioets 1o assure funchonal conformance ™

{'|'||'|-.||I1’||'|!:| firms &lso can b hired Boosobicit FLITEET Fewid-
back—nod {'-nl:, o rhej- R hiromder inadi sy pn_-'-n_-{:n:'-n.:-'.in.'n_a, CTHTI-
|'-q|'|i|-:h:-.lil.-.e- Faron comdiie research di:'n,-:_;-’!.- n-irhqh'p;1n|g1.u_|r'!;e1,m-..
rurses, patients avud administrators, Theae sessinns allen irnviolys
live ﬂ:mgi cal nbservations, ome-ni-ore irlerviews, amd u:_'.mjheri-
Fwe .1-'.._al}-u'r_= e conduct -.In.e-:-p-di-..-.:- resEanch b0 Urseser uinime|
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From Concept Through Production
& Every Step
In Between

Whether you’re starting with a napkin
concept or a fully-designed product that you'd
like to outsource, Pro-Dex delivers reliable
electromechanical solutions for your
medical/surgical products. Offering turn-key
design, regulatory, and manufacturing
expertise means no more dropped balls,
restarts or finger-pointing - just peace of mind

and pure execution.

IENPro-lex

I ’ . - Accelerating Possibilities

800.562.6204 » www.pro-dex.com ISO 13485:2003-Certified Facility

Pro-Dex, Inc., 2361 McGaw Avenue, Irvine, CA 92614 USA



ard wunartlouloted needs” sald Dubreutl,
“These noeds drive product stradceies,
prosdec] fealuncs, product Innowations, and
intcllectiual propers.”

Farm's process bogins with user ne-
szpreh: identidng whal wacrs reallv want,
need, wse and will bay. User preference
iesting end usability testing i= Incorpo-
rated throvghout the desssloprment proocss
i vl that wser nocds have becn met,
Thi= |5 an eifectoe way 1o idenbi v new
product ideas and features that hawve ne-
sulted in Inercased user adopiion and
marketplace success.

Thewe are three siops Inthe process:

1. The wser rescarch 15 desigrod (o bar-
ol the mast appraprlate pariclpants,

2 The research 15 condwclod with dhe
apprapriate number and diversification of
participanis—incioding thoughi leaders,
acodemlba, and less-cuperenced uscrs—in
achiewe the range and significance of re-
sulis. The number of parliclpanis {5 pro-
portlenal o the homogenciiy! diversity of
the vacrs and enwlranmenis, and the e
of rescarch. Generalbye vescarch requirncs
mere data polnls, oreforenee lesting can
relw on (oo data poinds, and vsabdlity val-
idation wmay roquine 25 more o less o
achieve the statlstical validity.

“The research speclalists detenmine ihe
approprlate numbers egadnat the delieer
ables,” said rabeouil “The key 18 not so
much the numibers as knowlng hoaw Lo de-
algn, condect and analyee the dala. 5o
e Henes companies use & questonnalng
bolng delvered by markeling or englneser-
Ing types who don't have the trainlng of

conductbrg decp rescorch Lo uncover
unmet noeds, The diversliy of rescarch re-
crulis s wsually mose important than fhe
numoer”

Bescarch Includes segrnentaton af par-
Heipan s by suech Fackors as demosarapbies,
oonara iy, spodallzation, malming. coper-
cnce, and skl kaveds The proocss also wscs
premen techilgues i cthinogra phec rescarch
b understand the covirommcnl and ooakest
of Uhe dewesause. “This means belng In the
apcrating voarm, the catheter labs, the in-
Perib care Wit ar e 8 patentl’s ko in
arder tnenrpleteh understand all of the el-
arments that cantribwile o the device's us-
abiliy and safete ™ said Dubeoudl,

A Lasthy, the process trvalves carciul
ond therough analysis of vidoo, photos,
ang interdew data io uncover those cle-
rmenls that are ol readily apparent mor
articulated by wscrs, bub valuable for un-
covrcring trends, understanding the rela-
tiwe Importohoe of product features, and
detcrmindng how best to mglement those
featurcs, “ [t 1= cotremely Impertant that
the anahesis culminades in design inpuis,
reconmended produel sirabegics, product
featurcs, and overall product vecormmen-
dations (o drive (nnovalion and new
product  groveth,” concluded  Duobreotl,
“The rescarch rmust pncower actlonable
resufls for the devclopraeni and marked-
ing leams.”

This approach can be exponsie—aur-
gonng and other healthcare practidoners
mual b sehoduled, obsoreed, and Inler-
wiewed, which semctimes invoives Inlor-
naiianal browcl. The data miwss ke anabymied.
Clsents can help redeoe theae oosts by peo-
viding more help in reoraiting and sched-
uling, using known and fmendly dactors
and wscrs. Becanse this vser rescarch s In-
viluable to idenlsfying thelr truc needs as
opposed 1o telving solely an personal
oplnlaas of modkcding and englnecring in-
diwiduals, the cost ol the studs f= recmecred
throwgzh the deslgn of betler-zclling and
higher-valee products.

Customized Instruments

Surgenn Inderactan alsa 15 odtleal In e
ragidhy developing feld of vastom nstma-
mentation—bulding arthopedic ‘nstna-
rents foe o partlcular surgeon o group of
surgenns whe want special featurea anoan
instrument for a parlbcular proccdure or
need. " Sometimes woare asked 1o acoom-
plish this i gs Ditle as three o e days,”
sald Behaler This is a fafrly unique service
becawse af the complexity of the nstm-
il and the shore fead Hrne. As OEMs
lonks 1 ciomsrert surgeaes oy e chedr plat-
farmis, ofben the abilioy af the CER 1o peo-
vide a modifization of their natrument set
could be the deciding facior. Wie have Been
asked 1o lengthen, shorten, and bend at
varng degrecs cverything fom o slagle
Instruinent boa family—just o sacshy the
surgron’s deslee and help the OEM com-
plecte the coerverslon o bs platlorm.”

Schafer also has ohserved an inercase
In demand lor pathent-specifie Instm-
rments @nd Implants aver the last few
voars, “While standard implants and in-
strumcnia will be used In the major oy of
surgerics and provide polionts the in-
icnded mesulls, there 15 a growing need
for patlent-spocide products for trauma,
cancer, el whene the patlend-=pecific
products are clearly a betier chotee for the
paticnt,"sald SchaferThis is a'so o great
opporiualty for our engineers o work
cleschy with the deslgr caglinears of aor
CHEM= In understanding the deslgn Intent
ol the patlent-spocifle iem, g5 well as en-
gaging our mandfacturing reonagers in
the destgn phase le ensure the paticnt-
spoclite itern can be made in the mast
coonomical mannet fram a rranulzeiue
Img sland poini.”

Farapon Medical's prodect enainoers ol
the fim's destan conber are fully engaged
upstrearmn n the development crele with
Ig custamicrs, Paragan Interacts with thelr
crosa-discipline prodfect teams, which al-
[wd Informebon pertalning to the averall
scope of the program, a8 well g2 the de-
slgn Inputs from thelr engineers andlor
ihedr desbgning surgenns, be be delaered
firsc-hand.

“Full prosthests system dovelopimenis
with our custorners can span vears and has
iakcn oor tearm throughout the L. and
Eurape o porform cadaverle stodics with
ithe dealzaning surgeons,” zald Hamdon.
“Mew dewelopraenl programs have also af-
fondod cur toam to participate in e sure
oy cvaluations secing frsi-hend the
challenges the surgeon may be faclog with
a particular surgical tochndgue, ellmving us
in offcr up new bnstrument deslgns and
iechimigues o osercome those challenges.
Hawlng the or-site: Bloekills Lal §s a con-
venicnt ond oost-effoetive tool 1o erhance
the specd o1 which dcas and Innowatliens
are teated.”

ks ane gedting better at delindng thalr
patlenl-spesiiie plagiorms and apgeooch 1o
serdving the morkel. The challenge, of
conese, 1s making the proocss onst-elfoctive.
Hevause these prodscls ane o unigue, the
tradidenal menuftuning methods thak nee-
roalfy help mindmdze costs (uch 25 the
batching of parts, slandardization of deslgn,



Sujeon fesniack, nfanyeas and We surgizal chsenarons S among of the mosd Inoorand 1ok 0 A nsinmand aaeeicamant snd desn,

selup or fistuningl canmad be applied. “This the confract manulac-
wrar is e refant on saphisticatzd advancamants in rapic proto-
oapinig capabifilies (SLAMAIMG, and what we call MR o Salid Madel
o Machiming Cerder'in keep cnsts dimam and speed up praduct de-
Irmny b the sovseon " Sehaler indicalad,

“As5 dezigrers and manulacturers,” added Botino, “we con-
stanithy atrive to simulate product use in the feld durng our design
varification testing, The more information we recefve fom end
users (surganns), the better we can articipate feld-related
concerns, design for those leatures, ane develon imbarnal lesting

“Wameel quartery with local orthopsdic and spine surgaons
1o di=cnsz 3 varlety of relevant market toples such as new lealslz-
fian, patient wolures, rimburserment, and naw technologies and
procedures, “aaid Sekalfer,

“Careful, insightiul ressarch s the kew o desizning
irarumanls that surzeons realty want, " said Dubrew | *Compa-
miga such a= Apple and Ethicon have large bedpets and fares 1o
conduct user resaarch ko identify usar nesds and wants. Thew hinve
darraratrated suceeas in el and differentiated produect fines
Oithar medical corpandes are jusl starting o underatand the value

Using a fully implemented, concurrent engineering approach

keeps the device customer involved in all phases of product

development, from initial concepts and product feasibility to

the final design transfer into production.
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of these processes. [Hs nod gasy be gel healthcare workers to find
e tine and interest 1o participete in these activities, But the re-
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Custom Motors for Harsh Environments

Pro-Dex Carson City produces reliable, custom, fractional-horsepower motors
for customer’s products that operate in harsh or challenging environments in
medical and aerospace applications.

Our unsurpassed technical support and customer service assists each customer
with solutions for their unique requirements.

Pro-Dex Custom Motors
2950 Arrowhead Dr., Carson City, NV 89706-0488
(775) 883-9226 « (775) 883-9228 Fax « www.Astromec.com

Medical Device Manufacturing Services
Pro-Dex’s ISO 13485-certified facility gets electro-mechanical devices planned,
built and on the shelf quickly with outsourcing excellence.
Customers rely on our proven RA/QA expertise, streamlined documentation
and release processes, and lean manufacturing to get their products to market.
Our precision machining capability and high-mix manufacturing flexibility can
produce your components to full systems, and everything in between. Our trusted
team ensures high quality, reliable and regulatory compliant products delivered
on time.

Powered Surgical Devices

Pro-Dex’s unique and specialized experience in designing and delivering reliable,
powered surgical devices that withstand harsh environments, enables our customers
to provide complete medical device systems.

Pro-Dex is your resource for manufacturing capacity overloads, powered surgical
device expertise, and for compressing your time to market, enabling your focus
to remain on your core business.

Corporate Headquarters: Powered Surgical Devices and
Medical Device Manufacturing Services
2361 McGaw Avenue, Irvine, CA 92614 USA
(800) 562-6204 » (949) 769-3281 Fax » www.Pro-Dex.com

High Performance Multi-Axis Motion Control
Pro-Dex OMS provides rock-solid multi-axis motion control with the right com-
bination of standard and customer specified features for general motion appli-
cation as well as critical applications where failure is not an option. Our
customers’ count on us when their success depends upon consistent, reliable per-
formance in demanding applications such as Lab Automation, Medical Equip-
ment, Semiconductor Equipment and specialized needs in Research Facilities
around the world.
Pro-Dex OMS
15201 N.W. Greenbrier, B-1, Beaverton, OR 97006
(800) 707-8111 « (503) 629-0688 Fax « www.Pro-DexOMS.com

NINPro-Dex

I ’ . - Accelerating Possibilities
(800) 562-6204 « www.Pro-Dex.com
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