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The "“P-D-C-A" cycle?

Anything

Check

.

PDCA (Plan-Do-Check-Act)
PDCA J5% i iE fE R AT B 7 R

« &) Activities

- %4 Controls m - REIBAET

* X441t Documentation Deploy and conform
+ &R Resources PLAN with plan

- H1Z Objective

» 4T Analyze/review CHECK ‘EE#E] _
« JA%K Decide/change Measure and monitor

ACT
« = Improve effectiveness M for conformity
. and effectiven%s
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Mutually Customer _
Beneficial Supplier Focus L(Aaé{déers,hlp
Relationship = Sk FREm
BB B HIRE A

Factual
Approach to Decision
Making
ERBENRK

Involvement of

People
TEZH
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Continual Process

Improvement System Approach to Approach

=Y B Management FiREm
B ONER

Process Approach i 12E (g

PROCEDURE 2%
(Specified way to carry out an activity or process — must be documented)
RAREENARNTER—EEBRE - WAERNXHENAZ

|

B A -Input PROCESS i1z B - Output
||~ (set of interrelated or interacting ]
PN activities — #H1H BA B SY - o
& R-Resources AR 1E FIHSE B Emm- Product
N— —
—_—

MONITORING & MEASUREMENT OPPORTUNITIES

efore, during, and after the process
(Before, during, and after th )
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Structure of Quality Standards
mERENGEE

8 Quality-Management Principles

e

Process Model i 1218

; 5. Management
Strategic responsibility
0 Plan &t SEAE

(TENEACNE=

Customer
Customer 6. Resource 8. Measurement, Feedback
analysis and

Requirements : improvement <> e
BEEE 5K ] ‘ S« D ATEE

Output

7. Product #H

Detailed o _u
realization

k0] EmEIR

Detailed

Fiik:0]
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4. Quality Management System
mEEEARHR

General Requirement
— iz 225K

4.2 Document Requirement & {EEK

4.2.1 General t8fut

4.2.2 Quality manual mE Fff

4.2.3 Control of documents X &l
4.2.4 Control of records #C %=l
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5. Management Responsibility

EHEEESE

5.1 Management Commitment = IEPE &5 E

5.2 Customer Focus BEE B E

5.3 Quality Policy mrEEBIZK

5.4 Planning &

5.5 Responsibility, Authority and Communication E1{T - B§# K838
5.6 Management Review EIEfEEBES

Top management Ex = & 1 ba /E

.

Quality Policy mEER

mHRE  HER - BRAR
mRE - Bl BSEEE

Quality Policy

“Ltd is an Australian company developing technologies for wound healing.

ioss Ltd strives to be at the forefront of our industry, delivering cutting edge biomedical
s to the healthcare profession. Our directors are committed to consistently achieving the highest
quality products and services, through innovation and technical excellence, in a cost-effective and profitable
manner, for both our company and our clients.

':lLtd has implemented a Quality Management System, tailored to its operations, to ensure
accomplishment of our quality objectives, recognition and compliance with relevant statutory and regulatory
requirements, and a continual desire for self-improvement, review and development.
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Quality Policy mEEZR

Company A: Company B:
® HY'T%M\‘ﬁE% o YTD +10%
o BISEA| ® QTD +2.5%

:I:f-'.? e
o HEER ® MTD +1%

.
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Responsibility and Authori

B (EAER

*5.5.1All personnel who manage, perform and verify work affecting quality
FIBEANE
*5.5.2Management representative
EEAR
* Reporting the performance of QMS
ERVETE
* Promotion of awareness of regulatory and customer requirements throughout
the organization
HANBREZIER - EFEK
*5.5.3Internal communication

NEREE
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EEEE

Top management shall review QMS, at planned intervals, including
opportunities for improvement, need for change to QMS, quality policy
and objectives.
B B S g BRSNS B 8 EE A4 SNSRI - &
&~ BUR A HEEEE R RYRROK -
» 8 inputs
eGSR ~ P EEE - BREN ELatE - MIETEVTE - SoRiEE
Ht > FIRERC B AR ~ s TR -
» 3 outputs
FIR ARG ~ FEmAYEOE - BERFRK

.
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6. Resource Management
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6. Resource Management
BREE

6.1 Provision of Resources &RizfH
Determine and provide resources needed to:
o Implement QMS and maintain effectiveness
EmEEEZ R AT 'S
o Meet regulatory and customer requirements
AE 5 R 5 2K

6.2 Human Resources A HER

6.3 Infrastructure EE:S 1
6.4 Work Environment T {EIRiE

L]

TEIRIR

* Health, cleanliness and clothing of personnel
ANERE - BR K&

* Work environment conditions
TEIRIBIRHY

* Temporary personnel under special environment conditions
RIRRIEIRG PR AR

* Control of contaminated or potentially contaminated product
THREBESREMNZEE

L
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7. Product realization

EmBEIR

7.1 Planning of product
realization

EmBIR 7 RE

.
bSI- “CopRt 1 90T2 SR RIS reserved.
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Reports that say that something hasn’t happened are
always interesting to me, because, as we know, there are
known knowns; there are things we know we know.

MARENSHRMAMS2ERARN  BARMEE '—7—
EAECMNEMEY - rwﬁﬁﬂaﬁwgﬁmﬁﬁﬂa.ayk-,

Y -

we know there are some things we do not know.

A AEE ERCHARSEY - MEIRMANERLES ;
BEERRMAER - -

We also know there are known unknowns; that is to say Pb' i

But there are also unknown unknowns —the ones we don’t
know we don’t know”

(B2 FHAFRAMFA - MERHMRAEE L EERR
AN -
bsi. e

Donald Rumsfeld

T ERERETREREE?

- ER ST AE
ERETRE - ABE - M”rfﬂr ~F3A.L B ERS
BN EIE/ERRE

1S014971:2007

EN ISO14971:2012

Medical devices - Application of risk management to medical
devices

BExMVEMRE]
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“Benefits > Risks”

b 65 | PR R ¥ hL A =
= 0JES?
IR X e iR !

A ol$% 5% ELbEAY R AR

« 2251 A before design $5,000
- E25T12 after design $50,000
- £ & after production $500,000
- RREHE after vigilance $3,000,000
«BFEA1E after litigation $20,000,000
- FEZHIERALIHA !
bsi. S
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7.2 Customer related processes
BAE A AR
7.2.1 Determination of requirements related to the

product ¥I%E Z m AR AYEK

7.2.2 Review of requirements related to the product
BFEEEMARNEX

7.2.3 Customer communication & 58 i#

.
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PMS— NBMed 2.12
LEHEEE

A
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g
Clinical Investigations
Medical literature reviews
Im{_)lant Registries .
Active/passive device tracking

R #5
Returns

Warranty Claims
Repairs
Field Service

Sz P
FER/TH -
Customer Surveys
Post-market Study
Sales Call Feedback
Rep/Distributor Feedback

IR
HEmaxA
B iR EE

O e

oneE
Testing .
Internal Product Audits

L
si. T
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7.3 Design and development

5% a1 EARH 52

A
A

aRaTE#IA

RaTiBE
(ve ri:‘?cs;étion) w8 |
% (validation) ‘et
bsi. °

7.4.1 Purchasing Process
IREBRAE

* Documented procedures with specified purchase requirements.
N EEFERREBEZK

« Evaluate and select suppliers based on their ability
AP W B R

- Criteria for selection, evaluation and re-evaluation shall be established.
#1E - A RBHERZER]

*Records

L]
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7.4.2 Purchasing Information

R ER

* Purchasing information shall describe the product to be purchased, including
where appropriate

REEMERIFTREZEm  BER - 8

a) Requirements for approval of product, procedure, processes and equipment,

Em BF  AEKREIZEZEX

a) Requirements for qualification of personnel, and
ANEBERZEXK ; &

b) Quality management system requirements.

MEEERFIZEK -

.
Sl. ——— ()

7.4.3 Verification of purchased product

PR B8 &= 2 Bnsa

* Inspection or other activities necessary
B ey E A RS ED
* Perform verification at the supplier’s premises, shall state the intended

verification arrangements and method of product release in the purchasing
information.

EHERBNSMEMRER - BERBEENTRERENZHEERN
TR A
*Records

L]
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7.5
Production
and service

provision
FE ARSI

bSI' “eopbR 98T HsE I reserved.

Process Approach i 12E (g
PROCEDURE 2/

(Specified way to carry out an activity or process — must be documented)
RAREENARNTER—EEBRE - WAERNXHENAZ

|

B A -Input PROCESS i1z B - Output
||~ (set of interrelated or interacting ]

s tivities —#818 B R =X o
=R-Resources ac %1'%?/5 mﬁgtﬁg%ﬁ) 2 7= on- Product

¥ J
. gl

MONITORING & MEASUREMENT OPPORTUNITIES
(Before, during, and after the process)
bsi EBEMSAKE (RER ~ B - #Bln)

Copyright © 2015 BSL Al rghts reserved.
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} Equipment 2
>

J

Material J&/4#}

:; L d Document XX 4
~ —
. ( .« «__ Monitoring BEE
Environment IR15 #< > ) R . TN g &
] / s
Labelling and packaging Q g— N
IR : w— d =
E AR — -9 Measurement =
\ = \\\\____
e —— '_'-"""_Q\"
bsi.

o _ °

- - Reference: ISO 12891-1:2011
bsi. -
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Does it “"Installation” ?
B 'HE, 152

MRI
put in location?

L]
Si. S

Dialysis machine
fit to patient ?

Dental implant
implant in patient ?

Servicing activities

AR 75 5 2l

- Repair ## &
- Maintenance R &
*Training FI4K.....

L
si. T
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Methods of sterilization

eS|

bsi.

Ethylene Oxide
Radiation
Moist Heat

Aseptic processing
Low temperature steam and formaldehyde

Others

Process Validation
TRz
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Process Validation
MR

* Qualifications
S— e

- Is the process parameters challenged ? & #&ERZSEIBIR? OQ

«Is it stalled correctly ? &

« Will the process consistently produce acceptable product under
normal operation conditions? LIEBIZEETE—ARAVIRIFIRGT NSEED

ol R EmMIE? PQ

.
Sl. ——— ()

Process Validation
MIAEER

7.5.2.1 ... Software #EE

The organization shall establish documented procedures for the
validation of the application of computer software for production and
service provision.

7.5.2.2 ... Sterilization B =

The organization shall establish documented procedures for the
validation sterilization processes.

L]
Sl. [ —— 0o
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> Identification & 5l

> Traceability &5

> Status identification
A RE 22 Al

What are customer property ?
MLEEEPME?

*Raw materials or components supplied for inclusion in product.
EE ma PR FARY R Bl 4R 14

*Product supplied for repair, maintenance or upgrading.
REETHE  REIFAANER

* Product supplied for further processing.
REETEENINE®

*Services provided on behalf of the customer.
PIEFAEETHRE

* Customer intellectual property
BEFREEME

L]
Sl. S — (-

25



Internal processing A2

® Identification #&5l
® Handling &2

® Packaging 815

® Storage 7

® Protection {Ri&

Delivery &%

bsi.

bR BT SR T reserved.

Control of monitoring
and measuring devices

SHIBAEE

R IBRVETE
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B 12552 (mg) 100 500 1000
- coo ooo i
R C) 33 | 888 | 888
o U1 O AN = O O 0

\ 0.101 0.501 1.004

R (@)

RANIE (mg) 101 501 1004
M EEREEER HIEE < 5% < 2% < 1%
(%) SHI1E 1% 0.2% 0.4%

8. Measurement, analysis and improvement

3, P ANL=
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8.1
General

1B 2t

.
bSI' oIk 15T BB AT reserved. e

8.1 General #}#it

* The organization shall plan and implement the monitoring, measurement, analysis and improvement
processes needed BRI EENFIF ZEE - 0 - 2 RESHE - D
a) To demonstrate conformity of the product

BrERZEEHY
b) To ensure conformity of the quality management system, and
ERREEERK 2 TEM

¢) To maintain the effectiveness of the quality management system

HERBEERRFZANMN
* This shall include determination of applicable methods, including statistical techniques, and the
extent of their use.
EREIEHAARIMNEANBERD ZRERBASEE ZRE -
* NOTE: National or regional regulations might require documented procedures for implementation
and control of the application of statistical techniques.

B - ERSE A O ATk A A T SR FE Pl B M S B ST LIRS -
bsi. R °
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8.2
Monitoring
and
measurement

EENEAR

bSI- “eopbR 98T HsE I reserved.

Feedback System[al&& % PMS

Risk H

« Customer surveys =&

« Customer complaints EF 158
« Customer requirements and warranty claims &/~ 25K F{RE R Level of PMS
+ Announce and communication of regulations JAR A SHERE

- Literature reviews X gt E

« Experience with similar devices [E48ZE mAIA& 5

« Post CE-market clinical trials =& K5

« Maintenance/service reports #4:E/R#E ;R 5

- User reactions during training programmes #4875 Z 1 9 B & [Cl8&

« User feed-back from sales force 75 1m Y& 088

iJM ust be pro-active RS EENRY
SI' Copyright © 2015 BSL. All rights reserved.
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Audit Types &% a5

% 1t Party - WE auditing our own system (Internal)
E—HEZ-HABE BN RRETEZ (RED)

% 27 Party - WE auditing our supplier (External)
F_Aez-AE s A EREZ(IMNT)

% 3 Party - WE being audited by a registration body (External)
FE=-HE-BEI BN BSI )EAHBEZ (M)

.

8.3
Control of nonconforming
product

.
bSI' eappibik 96T HSEITGATS reserved.
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8.3 Control of nonconforming product
AEEmINEH

* The organization shall deal with nonconforming product by one or more of the
following ways: R EFEH N 2 —I8s BRI - REASHEM
a) By taking action to eliminate the detected nonconformity
BREUEHOERRPIEIR 2 AT S
b) By authorizing its use, release or acceptance under concession
PURIRTTEUREE A - BTl
c) By taking action to preclude its original intended use or application

BREVENE LR LR RS ERE R E A

.

8.4
Analysis of data

IN[ZAN

.
bSI' eappibik 96T HSEITGATS reserved.
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8.5
Improvement

=

.
bSI- “CopRt 1 90T2 SR RIS reserved.
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LS

Reactive
FHEES

Proactive
FhEEE

KRB
bsi. R o

8.5.2 Corrective action

#a LE 15 I

* The organization shall take action to eliminate the cause of nonconformities in order to
prevent recurrence.

HBRRIVERAT aRENERLIEEBRE -

* Corrective actions shall be appropriate to the effects of the nonconformities encountered.

BIEEMEEATSSRNTEREEHEME -

8.5.3 Preventative action TAP5 5t

* The organization shall determine action to eliminate the causes of potential
nonconformities in order to prevent their occurrence.

AEnBERERBMLUERBEATSEIENERRE - DIFahE A -
* Preventative actions shall be appropriate to the effects of the potential problems.

FaRhfE b R IR BB R 2 L E AR -

L]
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Process Approach

iz m

Chain of Interrelated Processes itz f#:

PROCESS A

Outputs of Process B =
Inputs to Process C

PROCESS C

L]

Process Model i 1218

I 5. Management
responsibility
EEETE

Strategic
REE Plan 512

TENEACNE
8. Measurement,
analysis and

improvement
S8l - DTEGE

G
fen m—— . Output
At - roauc Product L]

Customer 6. Resource
management

BREE

—

Requirements 4
FAE EK

Input

Customer
Feedback

R

Detailed

Lzl WA realization
e | — ) e
1B Lo c ERER _— AB e
L
bS[, SR — 0o
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Questions [EEE?

® :3— o

® | T\
A )

L]

BSI BT 2 H S HFIRRE

thank you and have a safe journey home

For further information on any BSI Courses - please view
MAEHEBIRERE T OARENEMEBR - FHiSHAA
www.bsigroup.com.tw

Alternatively, contact our training team on
B TLUNERE - B MR0RIARER X :
bsi o (02) 2656-0333
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