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A Journey Or A
Destination?




Agenda

- ISO
- 13485 development & objectives

- Implementation Overview

- Implementation; - Plan’ &t Do
- Process efifectiveness - Check & Act

SAJoUrEREy not ar Destination
- SUMmImary.
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ISO

Why implement an ISO 13485 QMS?

- contract tendering qualification

- Redlce) operating overheads
- PrOLECE CUSLOMIENRS
- Protect romllegal action
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ISO

¢ A Independent “not for profit™
organisation

¢ ISO standards are recognized in 146
countries

¢ Standardst are designed asf a
PUSINESS el - teradal Value

v BUllt aneagreedt sy technical
committees! firom ISO coUntrIES

¥ REGUIEIF FEVIEW
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ISO 13485 development and
objectives
Imperatives; ISO 13485 /s

- A development off the world most

suceessiul guality: management
standard

SASpPEcIiication ior a @IS, SpECIfic
(O Organizations providing
medicalidevices
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ISO 13485 Development and
Objectives

Imperatives; ISO 13485 /s not

- Conformance does not
automatically: constitute

conformity: withr natienal o
Internationaliregulations 1.e.
GV

= ActiVerunderstanaingrand compliancerwithimedical d eVice
related regulationsiis reduiied by ISOr 115485
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ISO 13485 development and
objectives

Overview

-Generally, ISO 153485! Includes
peth ISO 9001 requirements! and
neEW medical devices and related
SERVICES rEUIREMERTS.
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ISO 13485 development and
objectives

Overview
9001 Exclusions

-continual improvement and
CUStOMESr satistaction!

Why2 - Most medical device: regulations: reguiré Process
ditalment ana maltenance rather thal ProCESS
Improyvement: CUStOmIEr SatisicCtion Was CoSIdEred
Py CommIttEE IMEMPELRS o) BE SUbjective Wileré &
regulauery enviroRmencsyargely quantitatives
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ISO 13485 development and
objectives

Overview
13485 Inclusions
More prescriptive

stipulates the use off more, formal procedures to

regulate andl control

Allows less allowance for
MaRademeRt diScretion:

£2G5 IR deciding how Werks shouldser contrellied.

InternationalfManagement
Systemst Marketing) Ltd




ISO 13485 development and

objectives
Management

- A tool for top management;

executive directors and senior
mManagers invelvingl leadership)
IAVolvement and commitment.
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ISO 13485 development and
objectives
Internal Control

- ISO 13485 is a specification for

puildingl and eperating: ar medical
device related, guallity,
Managdement system), Including
mEeasuRnerand malntaining the
systems effectiveness.
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ISO 13485 development and
objectives
Internal Control

- A quality: management system, is

just part of off an organizations
Internall control system.
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Implementation Overview

Policy document A 4

Define

Quality Policy Select procedures, Controls
records, objectives
and controls
to be
implemented

v

Define
Scope

. . Regulation register Documentary Proof
dentify regulations and Train. imol t
requirements rain, implement,
measure & sustain

A 4

Areas for attention
Carry out gap analysis .
Complete )

Phase 1
Pre-certification
v audit

. . Relevance & effectiveness

Review polices and N

procedures in place “1
v 1ISO 13485

Phase 2 Certification

Pre-certification
audit

QQ




Plan , Do

Business Risk

- A quality: management system Is
designed to mitigate business
risk

tiarougir el Sy/Stermauic, statistical: and iaecttal based

apPPIroOgCH o) Creating! and malntalaing: the Process
WG dellVers the CUStomEr FeqUiréd Proauct or:
SEIVICE)/ BUSIHESS: OPJECHVES
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Plan, Do

Business Risk

- A high percentage of business system
Implementations; fiaill

51%) - Roppins-Giola Survey: 2001

67/%) - KPMG Canadar survey: 1997

70%) - OASIG Study 1995
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Plan, Do

Engaging the Board

Clear direction from the top
SHONSOI:

System ewner andl driver

quality miainagenent representatiVer appolated.
PYAUIIErSP OISO
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Plan, Do

Communicate and spread awareness

Map: or Mirrer the current process
WIERI process area OWners,
discover the gaps together.

AlloW: the. ProCess OWIHeEr to) dEevelop: ana. tHErEorer oW
dl DUSIINESS, ElfectiVe SoIUtIoRIte  the gap.

InternationalfManagement
Systemst Marketing) Ltd




Plan, Do

Communicate and spread awareness

Challenge; every: alll new: process
activity suggested.

Coniirmr sy/Ssten or rFegulatory, MEEd DEIOre. any. Change.

REVIEew: possible solttions: and: EAsUrer tile oSt CoSt
elfective: ana ststaliablerselttion IS'SEIECtEd:
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Plan, Do

Communicate and spread awareness

Do the minimumn!

IS s &l starting point, a baseine oifessential
compliance. liyour bUSIHESS s SUCCESssItl and.
resource s already loaded delivering a regulatory:
compliant, ConsIStent, Product Or SErVice, any:
dbenpl tor e cCHVILYAWITICHNS oL PErCEIVET a5
essenitial Will'Gease: at: theNirst 10aad SpIke:
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Check, Act

Monitor, Coach, Reaffirm and Modify:

The Quality: Management System
should reflect the business !

[Having establiSHed: ar DaSEelie doCUMERL GEesSCribling,
managEement s Clear direction: Or the requireients
did. PrOCESSES WINICH, Produce el CoRSIStEnt arid.
compliant Produc O SerViceNTIeasUnG ald,
SUStalRG EfEctiVeness Wil aeliver buUsinesstValle
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Check, Act

Monitor, Coach, Reaffirm and Modify:

Expect the system to fail!

rain . ter allf persennel that the systemtis not optional,
make. sure dllt Canl dCCESS, the systen docUmentation
IR doubt of the. sy/stemn reguirenients,

releW: Up: aHd: CHECK KilowWIEeageNin: theN st W momtis
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Check, Act

Monitor, Coach, Reaffirm and Modify:

Expect the system to fail!

rainr eEVEryone that nomn conformity: reporting /s
EXPECLEd WHERE: ther Product Or ProCEeSs, s threatened.
Or Bs; Ialled, Processes Willsber audited ~ this s a
good thngy.
MaKkerthie reporting easy: and Rk Proportion: to
tIE PrOBI eI~ oIt aId diWay/SHIESPoRG.

BEWare Ol- ORE apProaCH), tia tiidl dieak

[O1OWA LD, G CIHECK KIIOWIEGGEN RN e TS e, months
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Check, Act

Monitor, Coach, Reaffirm and Modify:

Expect the system to fail!

BUId Process and. Service validation, Perormance
drd Coniormance measures, OVeEr: time, ber prepared.
LO) FEIBVE: OF dOWRr grade monItoring Wiherer there s
oL gl Feguiatory. requirerment, evidence builds: o
ConsIstent perormance and: a BUSIHess: COSt S
IRYVoeIvVed:

[OlOWAUIP: GINd, ClHECK KITOWIEGgEN PN e TSt EeWaITionRthS
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Check, Act

Monitor, Coach, Reaffirm and Modify:
Management Review

Management review: Ieetings provide: a rocal. point to
drive. system) performance. measurenment and: sustain
effectiveness.

Ensure agendar covers all lSO: reqguired required nputs and outputs

[FOCUS O ITEELIHG CUItUE)

QUality, Or IHioIat o SUDILLED

ERsuUre aetion goals are: -~ time bound/qguantiiable/responsibility/eSoUrced.

BENPreEPFred to aaid o e dgendar POt and  EVERNESCHEd UIENIECESSary A WHERE
IRIOrIE 0 RN SHICOIIPIELE Or ST qualitatiVe: and: colla e quantitatiVe:

=01IoW: Up) Gl GCtIOS GG HEET  ait: PrEVIOUS ITIEELIIGS
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A journey-not a destination

How much time and resource needed?

QMS representative
Management review: team
Auditors

Site personnel
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A journey-not a destination

Initial set up

Discover
Assess
DecUMERL
Communicate
traim

AUt

REVIiew.
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A journey-not a destination

¢ Maintenance, monitoring,
IMprovement

Management review! process

Sy stematic; approach| to the; business
[Fact/ datal analysisi based decisions
Adree policy, objectives

AUthority te allocate; Freseurce

REVIEW! Progrress! and reset objectives
OR-geing commitment
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A journey-not a destination

+» Management Tool

¢ Deming cycle- plan, do, check, act
o Policy

¢ Plan

o ImpleEmeEnt &t operate

¢ Checking! & corrective action

9 VahiagEmEnt REVIEW.
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Summary

¢ Use ISO 13485 as a framework
¢ A journey not a destination

¢ Plan the process

¢ Implement and operate

¢ Set goals

¢ Check and take action

s Menitor and stistaln thie' pProcess
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