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MEDICAL PRODUCTOUTSOURCING

A Strategic Charge

Device firms continue to screen EMS pariners for additional
caopabilities and services, but at lower costs.

Research & Development
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QOUTSOURCING EFFICIENCIES

Beyond Inventory Adequacy

Accurate counts and proper parts
handling are key elements of an

effective inventory conkral program.

Cosar Morales ond Rick Bayd

28

ffective ranagemenl of Imventoy 15

an integral elernant of efclent man-

vlacturing Accurale counts, real-thne
ransaction racking, and proger parts han-
dling are arccng the ke imventonr pracices
miedical device manuiaciurers ol ban-
ilacturers poriorming aocurabs oyele counts
oo repgular basis can eompress e spenl
on phvsical audhs, Many medical desdes
manufacturers oonslder this practies a oor-
rersbone by cffeciave imvenbony managereni,
uldmatcty pladng a roke I the manulfedun
of azfe ard nellable producis.

Irreniony managerrent can alfec matmu -
facturing ciiclensy in several ways, bath
oo and Bad, Foow irveniory contned quickhy
caum shul dowm an assombly e and imgea
prodltabllive Therefore, (L s mperative that
parts are handled, sored and  racked
throwgh the production proccss inorder o
malnialn consiEiency improve ciiide sy and
keep the line mowing at all drees.

Adcuracy |5 one of the mast imporant 26
pocis ol clfccive invenlory managemoni.
Lrownos mnanuiaciuncrs musl mainiain e
rabe covnls ak all toes Thorough and offoe
i sv=tems for acking and counting paris
rasl ety sove time and morey; theyr ensune
lficiend production., YWithaul ocoumie counis,
sorngnie: spend moe money than roces-
ary fon Imveadory, wldimalbehy feading e oo
irizrcesen and lorwar prodita, Implementing o
prcrciss hat Inecrporabes daily ovele counis
aveids surpriscd, koo ps irveniony low, and 2=
aures a rrreod - runnling asserndy line.

L zddiion, the mishandlng of parls,
pawtbendachy clecizdeal compoaents, quickly
can alfect an assembly line and ullinaledy
Lo safery amd peliahility of @ poodect., bs-
Larndlad s |.lL1.q.l.1J. 0 koY ard then
teagd fn sty Lrdroase Lailuee cales o the
Teedad. To elisvdriake Enis pooblert, devioe man-
ifacligers i:LIJ.I'I.L'\i.u:Ll.d:l-' should i.\iL'.‘"'.'_r:t-' diz-
Tovtz b eoaipononts and oo solae b
lnaseparan arca or Maoterials Boview Baoard
soon 0 that all peals in e slockpooe aie
100 pregceny deboct-drec In additlon, sooper
slogaps -'.*l';.m'u}'r:.u*s.'|1l.~| wrd (el ik A e,
-..EJ.':-'.I\_'IL'LUL?bl.:ILA. |.1i=q'.|:'.;u:.;,L ol A0 CLISLETS

that they stay darmage-free belore macking
the assembly Hre.

Hevause of repulalory  requiremments,
reedical devics mansfacturers need Lo en-
sure that tracezbdlity extends o inventony
combrod Traccability s one of six rnportanl
practices oe cifective rvenbmy manage-
rrenl A5 a medkeal devios manulfaciurer of
supg e s ertleal b

= Iaplemen) quality sesicirs thal allo
for traccabl iy that s spec e wthe medical
techreaksy industny,

= htpedbor werdors actvels o make sure
thot Lhelr polices and proceduses supporl
the manutaciuring proecss. This (s part of a
gond Intemal gualily svstom,

= Dedicale man-hours 1 conslsten
cvele counbs;

= Lk dopla o facililate frveniony man-
agrmenl. &8s on caarmpke, consider using
special acales toowaciph veny small paris, This
practice impsoves everall sccuracy  and
speads the prooess;

= Malntain @l inventony in-a dean, wicl-
HE berperatune-condrolled condronmenl; and

= Sbore saper-proedElon pars ina dimale-
cordrodled ervircnment. This holps laomain-
Lain the inlerances required in the assambly
of metal-rachined paris.,

For cxarnple, regarding oycle counts and
rran-howes, woe wene able o reduce cur
company’s annual irsecsdorny schedule from
o wieek o one-and -a-hall davs by having,
a dedicabes cmplinvee conducting daiby opcle
counts. [his process jnvodves 2 five-wiock
cyele duing whick the comployoe counis a
it of e entdee Iepenteey cach doy. Al the
cind of fve weeks, the peocess beging apain
Cuigrently, this tecdudgue csunes a viclans:
of Jesed than 0] percent. P fnoee ngoctant
than the M pescet peduetber 4y Uine Laken
Lo complebe annval plesical  Lesacodon
conels & the aperating -\.'.I]'.i.llil.'t'll."g.' et culuans
all year Jong (o having 995 percent b
Vool sy

Elaborating further on the soiege ooy
Eoneiedinl, AL 18 UALOELAE O o that ous
stk oo wis bl with lonwcred l.ui]i_u.;.;,s in
cugder Lo ki dust pasticles; The adifow
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in thoe Buidding alsa cuks dosvn oo dust and
ik Thee buildbng's deslen ensures that the
area permaine clean and fnes af clutber &1 all
limies, Bins ave used Lo sdor pads, 2nd very
armall parks are packaeed (nounis, walghed
and counbed.

Ty healp fusiezbe (b arocess, bere = the
path o lwpica] gt may ke a2 (b makes s
wiw' thiogh the manufactunng process—
froen Enitlal  oeder  through  assembh
and shippong:

1. Oircler receivad

2 Uhder Inaded into the entaiprise ve-
sniices plasining system,

1. Matenals  reguifeiment
avalem Erlgeened.

k. Purchasing!plannlng epnplosrees oodes
irnd Pl pants from insenbogy.

2. Scheduling ooruss b softamie piogsam

A, Frochuct s manufachunad.

1. Product is shigped.

[t ocher b b effeveine, all lesels of the
arganization shauikd be alsaned oo peopes
Imeenbory management [ e execidive keam

plasing,

Product Feasibility
Proof of Concept
Detailed Design

Validation & Verification Testing
13485 Manufacturing
Post-Market Surveillance

ISO 13485:2003-Certified Facility

shiondd exnibaace ool wnderstand the Integral
rale hat imventony plavs in rmanufacluging
allzble and safe medical devices, T s rec-
arnmenied that ssociales collaborate in a
digciplined approecn that s 1ad bo Lhe -
depstanding of the Imporance of contiedlng
and mhanaging the carmpars parls supphy
Ao svsbem of neneased Hime sganl on
cycle cownls wtll pesuli n ireniory oounts
thatt fakoe divys versas wesks ooreeoncibe, Al
Pro-Diex, for exarmgle. the reauliing degree
of avcusacy in the cvele count process has
made phvsical irventory audits aptional. A
miade-ta-oidar paccess 18 cifered incider 1o
ensure Dexdbiliiy and i0 meet cusborners! fim-
mediabe needs. This prefered method al-
o Alve comiparny b keep lrmited iraenloey
ot hand dn order to retaln che Mexdbility
sepdod 1o mieet Cestomes fAULfeIenks.

O comirae, @ goacd drventony managsn @
an equally essental corpanent tnoam: -
fevtive imventary combiol peogram. The re-
spongibilites of the emploges n this
powition Include: Proper parts handling;
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Pro-Dex, Inc., 2361 McGaw Avenue, Irvine, CA 92614 USA

OUTSOURCING EFFICIENCIES

cornglating woek caders o e iraceabil
s folloming all guidelines and processas in
ihe rrarnefactures’s quality svaten; iollowing
fizat-any, Crst-owl procedares; placing trans
agnions dnls the system |0 real-ilme as pans
ane pulled; and cross-Lraining all tean men
berg 1o follonw ] poccedures and Gamilardze
themzabyes with all neesndory o anagemean|
foles, Ay engineering change arders need
0 be processed nenediately Inoonder b
keeps the sssembly process mewing,
Filicient manufachuning relies on a seefl-
muanages slockroon, Taklng cave of the nu=
and bolls® af rranufaciuing theough acee-
fate counts, proper pars handbeg, real-1me
iracking, and simnilar essential practices will
ulidmabely e that the devioes eaving
the shipping dock are sale and reliz bl €

Rick Sood b2 ek -'r'1!|.‘.'.'lll.:|'.' @ Lear
Nl o5 Sioekaonnd Lead an Pa-d v e, Pro-
Dek, Dl div frvsae, U, o8 a8 Hoedial deploe
st of pomensd sleding] Bedrginen
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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

/II.Pra-Dex

- Accelerating Possibilities

(800) 562-6204 « www.Pro-Dex.com

L-PSD-007



