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Meeting on the EU-Chinese Taipei Exchange of Letters Implementation Review

F’*{%E I#9/Date :  Monday, 12th March 2012
?{%Eﬁéﬂ/ﬂme : 14:00 ~ 16:00

F’*{?‘ﬁfﬁ%ﬁ/wnue : Rue De Mot 24, 1040 Brussels (DM24, 2/67), Belgium

EL“’F‘? * 4 [Participants:
E{EH 2 1/European Commission:
Laurent SELLES, DG SANCO

Manfred KOHLER, DG SANCO

Miranda, DG SANCO

e YV ReeREr 1 7 /EU Notified Bodies:
Gert BOS, BSI,
Guido LIGHART, DEKRA
Corinne DELORME, LNE

Georg BAUER, TUV SUD



Wilma HARTUNG, TUV Rheinland

Steve McRoberts, UL(UK)

'F' 1/ Taiwan:
%‘JET’“T,{” ':/"—"LFtI!,%fPJ #RR Li-Ling LIU, Taiwan Food and Drug Administration

[oe 9} F) A2 = /R B AT EE PR A AL @S §2 Chuan-Chuan YUAN, Taipei

Representative Office in EU and Belgium
IE',EFHEFQE&I—/;QFEFIQ&%W%J Li-Fu LU, Taiwan Food and Drug Administration

(RN ST s ;@Fﬁglﬁﬁ?’l*ﬁ?ﬁ'%} Jih-Horn CHEN (Stanley), Taiwan Food and Drug

Administration

IIH[

b P (SR PR (R R B U PR O A AE P Chin-Ming HSU, Taipei

Representative Office in EU and Belgium

T EZ /2 RENEFI-~ Albert T.W. Li (Albert), ITRI

P PH Y% Z AT/ e ENRF 1= Christopher Chan, ITRI

ﬁf%{iﬁﬁ/Attachment:
(B 21/ DG SANCO
Meeting on the exchange of letters between EC and ROC Taiwan, 12 March 2012

Table ZB.1 — Relationship between Annex Il of Directive 93/42/EEC and the clauses of
EN ISO 13485 & ZB.3 Relationship with Annex V of Directive 93/42/EEC

'F’ LTI/ TEDA, Taiwan

Briefing Notes on EU-Chinese Taipei Exchange of Letters Implementation Review

EEI%FEF%/Summary :



It is agreed that the EOL has benefited many European manufacturers in reduction of
preparation to access the Chinese Taipei market, but not the other way round. Upon
agreeing this unbalance of the EOL, we should still move forward and with future

improvement on that aspect.

® ETLREI i SRRV R R S VR E
F 5 CASTEORH - JUT Y T ORI IET‘JFJ’E?‘}J e *“"T? "8
17 R

Although it may not be the best of time to update the EOL, the possibility of proposed
revision to the EOL by TFDA should still be investigated.

° giﬁfgﬂﬁfﬂﬁ\ﬂjfjﬁ:i]zﬁlié?}z‘w El@ﬁi&ﬁﬁﬂ}([] » tFDA FrfpIR A’ ﬁ bt AR S ’ﬁésﬁpl FIZI"

In the mean time and to move forward, it is agreed that the exchange of auditing
information is always beneficial. Taiwanese manufacturers are encouraged to provide
TFDA GMP audit reports to TCP EU Notified Bodies for review. EU Notified Bodies

should perform conformity assessment in accordance to Europe Directives.

® EIRIFEERIRFIR - BRI CHAEAGE P RIS STURLE A - SR R
’ﬁiﬁﬁﬁﬁﬂ@ﬁ?ﬁ?ﬁfj’ﬂﬁ” tFDA % Ti* g B 1 (B ﬂlf;l[ BT GMP/1SO13485 fﬁﬁ%
F1 » HHECY TP R BReH o (Notified Bodies) » (=X HSE FHRRH )
Hi7 [ EE AR R -

It is encouraged better collaboration and partnership among EU Notified Bodies and

TFDA Authorized Auditing Organizations under the TCP partnership.

® % TCPA(EhE™ ,g@gﬂﬁ'ﬂﬁﬁ%ﬁﬁf@% tFDA F“%ﬁi?‘[ﬁ" 1= Sl I“L%EH‘

As moving forward DG SANCO suggested Taiwan’s Authorized Auditing Organization

should look into register in Europe as Notified Body.

L *FF'} DG SANCO # ffz‘/rp tE4 % tFDAF J&"E’f%rlg‘pﬁ?, (e g sp ™ & lﬁ?"”:tP =5
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6.

R -

It is agreed that the UDI is a global direction, and with Mr. Selles’s invitation, Taiwan

would look into the participation and supporting IMDRF in the work of UDI Workgroup.
® i = IR B ES AP = WX UDI, Unique device identifier 8§54 - ’F,ﬁ}lﬁ‘j

EEE TS"J Mr. Selles 3 [F[J“r‘i @'Fﬁ%@%ﬁﬁ?ﬁkﬁlﬁﬁﬂ(lMDRF, The International
Medical Device Regulators’ Forum)$] 4 Ffg UDI fop 4 B 5. -

2HEQ - R ﬁi fﬁiﬁf I SANCO fjij (i
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Implementation of Medical
Devices GMP In Taiwan

C ‘Fgﬁ

B o IR N
N ——

Tatwan Food and Drug Admisisbration
Director

wizion of Medical evices and Cosmetics
Li-Ling Lim M5, EFh

Food and Drug Administration, Taiwan
ITFDA)

0O TFDA was inaugurated omn
Jan. 1, 2010

O TFDA supersades the
following 4 bureaus of

Department of Health
- Buraau of Focd Safety

Buiraau of Fhamscsdical
Allairs

- Buraau al Facd amnd Dnag
Analysis

= Bureau of Conbmlled Drugs
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TFDA Organization Chart

Organization Diagram of Division of
Medical Devices and Cosmetics
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Management Goal and Framework for Medical
Device and Cosmetics

M gawka ol
l H.-'I.ml-l'ﬂl'ﬂ:__u

'1.To assure safety for

SenEUrar

2, To facilitate the
innowvation of medical
davice industry

1 To consolidate the |aw
and regulatian

4, To strengthen
internatianal caop2ration

e

Medical Devices Life Cycle
and Clinical in mﬁﬂgatinn_nnliny_

"- lf.‘-:ll.'l:pl.__.-' .___F'n:.lu.-.-ma-___.——ﬂ.f__ﬁ'm:llnl-:'ul

Copspdtarain Gl ™ 1 —_—
Henquest far Designation .
-.__..-—1—- -
-~ —= i Chrigal P
{Dbsclescerce) SEanicygy 1
—— -|
1 — ]
o H.a.a‘a:mg ‘b-—l:_F.-:-;Irra:In'u p 4 -.,I-l_arul'-s-:luru_l.j
Fod-markrizy ApprovalListine GAF |
A cllanoe . . .
-'|.|:||.|:||:.r_| | crmmmiiirr i

L:DOF

13



Risk Based Regulation

| Low risk _
ﬂﬂl"ﬁﬂﬂﬂﬂﬂmll] GMPOSD GMPIOSD GMPS0

=1 @]

irHiI’h TI]I.'.I'II'JI;.]I
e i el
Tr-siha
Docismeni
fag bt Preclinical esing Technical
are T e oo D CumiEnLs
:ﬁ:ﬂ.l.‘l'rﬂl'-::m & —= Apguined for
=3 H -
ath ELl and UE Clinical _—
g Fezpinr
appeval

| @SD: Quality system document |

The Inspection Process of
Medical D_eviu:e GMP in Taiwan

ASLR rACy repar and recommendalion

| GHAP Cow p i nesMHen Comp hanoe Lol
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Inspection Mode

Domestic manufacturers: site inspection

Imported manufacturers: QSD review
- Full quality system document

- Simplified mode of European Union
technical cooperation program

Implementation of Medical Device GMP

« Program initiated in 1987
« Effective on February 10, 1958

« Third parties (LDOH designated GMP auditing organizations, DALY }
inspection
— Meial Industries Pesearch & Devaloameant Caner (MIRDE
— Induslrial Technelogy Fesearch Institute (ITRI)
~ Elgciranics Testing Canter (ETC)
- Plastics Industy Developmunt Center {PICC)

» Monitoring by TFDA
- Third party complies with ISOJEC GGulde 62 — 1S90 17021
- Cansensus meetings wilth the third party { £ tmes! year)

- Site inspection with the third party { irregularly)
10
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Statistics of GMP/QSD by Domestic
and Imported Manufacturers

Lol (il ewibe )
T2 {1 2%

Q&I finsported)
A, I (RRYE)

Upadeaed 30DLODT, 13

il

Medical Devices Manufactured from EU

« Manufacturers numbers : 675
! Upndate 1o 201 203G

+ Medical Devices license numbers : 8,720
i Update 10 201 104401 )
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The Status of Implementation
of the EU-Taiwan Exchange of
Letters

Governing Laws and standards of

GMP Regulations _

« Governing Laws

—TW based on Pharmaceutical Affairs Act
« Article 57 {GMP Standards / certificate)

- When manufacturing of medicaments mesds the
regulations of the cenlral competent heallh aulhorily, tha
pharmacestical dealers may say application fees to apply
for certificats issued by 1ha cantral competent Realth
authority

» Article 71 (Meathod of Inspection)
» Article 92 (Penalty Provisions)

17



Governing Laws and Standards of GMP
Regulations among TW/EU /UK

« Complying Standards
-TW
« ISO13485: 2002
—EU
« ISD13485; 2003
= UK
+ ISO13485: 2003

EU NB — Taiwan DOH
DAO Cooperation

+ Technical Cooperation Program between EU NBE and DOH
designated GMFP auditing organications (CMS/TRI, MIRDC,
ETC) since 2002,

«  Acceptance of ISO 13485 audit report to climinate duplicate
ingpection

2004-TUVPS, NSAL G-MED; MDC, BS] PS5, TLY
Rheinland.

HG-KEMA. SG5 UK, AMTAC, MEDCERT, IM:M, UL
UK.

Audit report can be uwsed as purt of the QSIY requirement.

18



The Application Process of Medical
Device QSD between EU/Taiwan

EU marufacturars sxport to Talwan Talwan manufaciurers export e EU

. "
| Abbreviated Q5D application [ ICE mark applicatian ]

)

[ 180 13485 centifiestion - |
| Free sale cortificate & auwdlt repart [ On shte Inspectlon J |

1 ’ |

e —_— =

|
[ Q50 approval ledter I50 13485 cerificate ] |

= L

Benefits

* More than 1,600 appllcai.lcnn cases from Eur:}pe:an

manufa::turera ly abbr 3
suhmlsslnn thrnugh thlﬁ
F’r::n ramme w.n.rlth EI-LJ'Ith information provided by EU
ed Body Partners since the implementation of

lhe Frogramme.

« However, the manufacturers in BOTH Euwrope and
Taiwan have nol been able to benefit further from
the initiative in reduction of duplicale audits, as the

current implementation has a leaning and that IS0 |

13485 audil reﬁr_m:. issued by TFDA is not
accepted by E

19



EU-Taiwan Exchange of Letters in 2001

Para. 6, pagez :

#Manufacturers established in the
European Community exporting to the
Chinese Taipei can um:ler th|5 co-
'DIJErEltIDFI allow

In 2012...
Proposalto Amend EOL

# LUnder this co-operation, manufacturers
established in the European Community
exporting to Chinese Taipei can allow

20



(B DG SANCO

EN I1SO 13485 Table ZB.1 Relationship between Annex Il (full quality assurance system)
of Directive 93/42/EEC (2007/47) and the clauses of EN 1SO 13485

4th indent

the quality system,

Paragraph of Text of 93/42//[EEC Clause(s) of EN | Comments/Qualifying
Directive 93/42/EEC, 1SO 13485 remarks
Annex |1
3.1 first sentence 3.1. The manufacturer Not covered

must lodge an application

for assessment of his

quality system with a

notified body.
3.1 second paragraph - the name and address of Not covered
1% indent the manufacturer and any

additional manufacturing

site covered by the

quality system,
3.1 second paragraph - all the relevant 4.1,4.2 Not covered
2" indent information on the

product or product

category covered by the

procedure,
3.1 second paragraph - a written declaration Not Covered
3rd indent that no application has

been lodged with any

other notified body for

the same product-related

quality system,
3.1 second paragraph - the documentation on 4.1,4.2 Partial coverage: The

documentation required in
4.2 of the standard does not
cover entirely the quality
system documentation
detailed in 3.2 of Annex Il
unless the explicit legal

requirements are

21



incorporated into the quality
system documentation. See

also coverage of 3.2 below.

3.1 second paragraph - an undertaking by the 4.1,5.1,5.4,55, | Covered
5" indent manufacturer to fulfill the | 5.6

obligations imposed by

the quality system

approved,
3.1 second paragraph - an undertaking by the 4.1,5.1,5.4,55, | Covered
6" indent manufacturer to keep the | 5.6

approved quality system

adequate and efficacious,

3.1 second sentence 7"

indent

an undertaking by the
manufacturer to institute
and keep up to date a
systematic procedure to
review

experience gained from
devices in the
post-production phase,
including the provisions
referred to in

Annex X, and to
implement appropriate
means to apply any
necessary corrective
action. This undertaking
must include an
obligation for the
manufacturer to notify
the competent authorities
of the following
incidents immediately on
learning of them:

(i) any malfunction or
deterioration in the
characteristics and/or
performance of a device,

as well as any

Not covered

22



inadequacy in the
instructions for use which
might lead to or might
have led to the death of a
patient or user or to a
serious deterioration in

his state of health;

(ii) any technical or
medical reason connected
with the characteristics
or performance of a
device leading for the
reasons referred to in
subparagraph (i) to
systematic recall of
devices of the same type

by the manufacturer.

3.2 first paragraph

first sentence

3.2. Application of the
quality system must
ensure that the products
conform to the provisions
of this Directive which
apply to them at every
stage, from design to

final inspection.

Not covered. The application
of EN 1SO 13485 does not by
itself assure the fulfilment of
all regulatory requirements of
Directive 93/42/EEC. The
legal requirements must be
examined, applied and
verified one by one and the
solutions  adopted  must
become part of the quality
system in the meaning of the

Directive.

3.2 first paragraph

second sentence

All the elements,
requirements and
provisions adopted by the
manufacturer for his
quality system must be
documented in a
systematic and orderly
manner in the form of
written policies and

procedures such as

41,4.2

Covered

23



quality programmes,
quality plans, quality
manuals and quality

records.

3.2 second paragraph

It shall include in
particular the
corresponding
documentation, data and
records arising from the
procedures referred to in

point (c).

Not covered

3.2 third paragraph (a)

It shall include in
particular an adequate
description of:

(a) the manufacturer's

quality objectives;

4.21,51,53,
54.1

Covered

3.2 third paragraph (b)

(b) the organization of
the business and in

particular:

422,511

Covered

3.2 third paragraph (b)

1% indent

- the organizational
structures, the
responsibilities of the
managerial staff and
their organizational
authority where quality of
design and manufacture
of the products is

concerned,

422,51,551,
55.2

Covered

3.2 third paragraph (b)

2" indent

- the methods of
monitoring the efficient
operation of the quality
system and in particular
its ability to achieve the
desired quality of design
and of product, including
control of products which

fail to conform;

41,56,7.1,
8.2.2,
8.3,84,85.2,
8.5.3

Covered provided that the

methods and criteria chosen
by the manufacturer ensure
that the requirements of the

Directive are fulfilled

3.2 third paragraph
(b) 3" indent

where the design,
manufacture and/or final

inspection and testing of

41,42,7.4,85.1

Covered provided that
control processes are

documented in accordance

24



the products, or elements
thereof, is carried out by
a third party, the methods
of monitoring the efficient
operation of the

quality system and in
particular the type and
extent of control applied

to the third party;’

with 4.2.1.

3.2 third paragraph (c)

the procedures for
monitoring and verifying
the design of the
products, including the
corresponding
documentation, and in

particular

71,72,7.3

Covered

3.2 third paragraph (c)

1% indent

— ageneral description
of the product, including
any variants planned,

and its intended use(s),

Not covered

3.2 third paragraph (c)

2" indent

the design specifications,
including the standards
which will be applied and
the results of the

risk analysis, and also a
description of the
solutions adopted to fulfil
the essential

requirements which apply
to the products if the
standards referred to in
Article 5 are not

applied in full,

7.1,7.2,7.3.2,
7.3.3,7.3.6

Covered provided that there

is a description of the

standard that will be applied.

3.2 third paragraph (c)

3" indent

the techniques used to
control and verify the
design and the processes
and systematic
measures which will be
used when the products

are being designed,

7.3.1,7.3.5,7.3.6,
7.3.7

25



3.2 third paragraph (c)

4™ indent

if the device is to be
connected to other
device(s) in order to
operate as intended,
proof must

be provided that it
conforms to the essential
requirements when
connected to any such
device

(s) having the
characteristics specified

by the manufacturer,

7.3.2,7.3.3,7.35,
7.3.6

3.2 third paragraph (c)

5™ indent

a statement indicating
whether or not the device
incorporates, as an
integral part, a substance
or a human blood
derivative referred to in
section 7.4 of Annex | and
the data on the tests
conducted in this
connection required to
assess the safety, quality
and usefulness of that
substance or human
blood derivative, taking
account of the intended

purpose of the device,

Not covered

3.2 third paragraph (c)

6" indent

a statement indicating
whether or not the device
is manufactured utilising
tissues of animal

origin as referred to in
Commission Directive

2003/32/EC (%),

Not covered

3.2 third paragraph (c)

7" indent

the solutions adopted as
referred to in Annex I,

Chapter I, Section 2,

Not covered

3.2 third paragraph (c)

the pre-clinical

Not covered
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8" indent

evaluation,

3.2 third paragraph (c)

9" indent

the clinical evaluation

referred to in Annex X,

Not covered

3.2 third paragraph (c)
10" indent

the draft label and, where
appropriate, instructions

for use.

Not covered

3.2 third paragraph (d)

1% indent, sterilization

- the processes and
procedures which will be
used, particularly as
regards sterilization,
purchasing and the

relevant documents,

64,751,752

Covered

3.2 third paragraph (d)

1% indent, purchasing

- the processes and
procedures which will be
used, particularly as
regards sterilization,
purchasing and the

relevant documents,

7.4

Covered

3.2 third paragraph (d)
1% indent, relevant

documents

- the processes and
procedures which will be
used, particularly as
regards sterilization,
purchasing and the

relevant documents,

42,71

Covered

3.2 third paragraph (d)

2" indent

- the product
identification procedures
drawn up and kept up to
date from drawings,
specifications or other
relevant documents at
every stage of

manufacture;

42,753

Covered

3.2 third paragraph (e)

(e) the appropriate tests
and trials which will be
carried out before, during
and after manufacture,
the frequency with which
they will take place, and

the test equipment used;

42,71,753.21,
76,824

Covered provided that the
frequency at which tests are
carried out is documented
and that test results can be
traced to the test equipment

used.
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it must be possible to
trace back the calibration
of the test equipment

adequately.
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EN I1SO 13485 Table ZB.3 Relationship between Annex V (production quality assurance)

of Directive 93/42/EEC and the clauses of EN ISO 13485

Paragraph of Directive Clause(s) of EN Comments/Qualifying
93/42/EEC, Annex V I1SO 13485 remarks
3.1 3. Quality system Not covered

3.1. The manufacturer

must lodge an

application for

assessment of his

quality system with a

notified body.
3.1 second paragraph Not covered
1% indent The application must

include:

- the name and

address of the

manufacturer,
3.1 second paragraph Not covered
2" indent - all the relevant

information on the

product or product

category covered by

the procedure,
3.1 second paragraph Not Covered
3 indent - a written declaration

that no application has

been lodged with any

other notified body for

the same products,
3.1 second paragraph 41,42 Partial coverage: The

4" indent

- the documentation on

the quality system,

documentation required in

4.2 of the standard does not
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cover entirely the quality
system documentation meant
in 3.2 of Annex V unless the
explicit legal requirements
are incorporated into the
quality system
documentation. See also

coverage of 3.2 below.

3.1 second paragraph 4.1,5.1,5.4,55, | Covered
5" indent - an undertaking to 5.6

fulfil the obligations

imposed by the quality

system is approved,
3.1 second paragraph 4.1,5.1,54,55, | Covered
6" indent - an undertaking to 5.6

maintain the
practicability and
effectiveness of the
approved quality

system,

3.1 second sentence 7"

indent

- where appropriate,
the technical
documentation on the
types approved and a
copy of the EC
type-examination
certificates,

an undertaking by the
manufacturer to
institute and keep up
to date a systematic
procedure to review
experience gained
from devices in the
post-production phase,
including the

provisions referred to

Not covered
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in

Annex X, and to
implement appropriate
means to apply any
necessary corrective
action. This
undertaking

must include an
obligation for the
manufacturer to notify
the competent
authorities of the
following

incidents immediately

on learning of them;

3.1 second paragraph
8" indent

3.1 second paragraph
8" indent (i)

3.1 second paragraph
8" indent (ii)

- an undertaking by
the manufacturer to
institute and keep up
to date a systematic
procedure to review
experience gained
from devices in the
post-production phase
and to implement
appropriate means to
apply any necessary
corrective action. This
undertaking must
include an obligation
for the manufacturer
to notify the competent
authorities of the
following incidents
immediately on

learning of them:

(i) any malfunction or
deterioration in the
characteristics and/or

performance of a

Not covered
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device, as well as any
inadequacy in the
labelling or the
instructions for use
which might lead to or
might have led to the
death of a patient or
user or to a serious
deterioration in his

state of health;

(ii) any technical or
medical reason
connected with the
characteristics or
performance of a
device for the reasons
referred to in
subparagraph (i)
above leading to a
systematic recall of
devices of the same
type by the

manufacturer

3.2 first paragraph

3.2. Application of the
quality system must
ensure that the
products conform to
the type described in
the EC
type-examination

certificate.

All the elements,
requirements and
provisions adopted by
the manufacturer for
his quality system must
be documented in a

systematic and orderly

Not covered. The application
of EN 1SO 13485 does not by
itself assure the fulfilment of
all regulatory requirements of
Directive 93/42/EEC. The
legal requirements must be
examined, applied and
verified one by one and the
solutions adopted must
become part of the quality
system in the meaning of the

Directive.
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manner in the form of
written policy
statements and
procedures. This
quality system
documentation must
permit uniform
interpretation of the
quality policy and
procedures such as
quality programmes,
plans, manuals and

records.

3.2 second paragraph It must include in 41,42 covered
particular an adequate
description of:
3.2 third paragraph () (a) the manufacturer's | 4.2.1,5.1, 5.3, Covered
quality objectives; 54.1
3.2 third paragraph (b) | (b) the organization of | 4.2.2 Covered
the business and in
particular:
3.2 third paragraph (b) | - the organizational 5.1,55.1, Covered
1* indent structures, the 5.5.2
responsibilities of the
managerial staff and
their organizational
authority where
manufacture of the
products is concerned,
3.2 third paragraph (b) | - the methods of 41,56,7.1, Covered provided that the
2" indent monitoring the 8.2.2, methods and criteria chosen
efficient operation of 8.3,85.2 by the manufacturer ensure

the quality system and
in particular its ability
to achieve the desired
quality of product,
including control of
products which fail to

conform;

that the requirements of the

directive are fulfilled.
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3.2 third paragraph
(b) 3" indent

where the manufacture
and/or final inspection
and testing of the
products, or elements
thereof, are carried
out by a third party,
the methods of
monitoring the
efficient operation of
the quality system and
in

particular the type and
extent of control
applied to the third
party;

41,421,774,
8.5.1

Covered provided that
control processes are
documented in accordance
with 4.2.1..

3.2 third paragraph (c)

1% indent, sterilization

(c) the inspection and
quality assurance
techniques at the
manufacturing stage

and in particular:

- the processes and
procedures which will
be used, particularly
as regards
sterilization,
purchasing and the

relevant documents,

64,751,752

Covered provided that the
explicit requirements of the
Directive are incorporated
into the quality system

documentation

3.2 third paragraph (c)

1% indent, purchasing

(c) the inspection and
quality assurance
techniques at the
manufacturing stage

and in particular:

- the processes and
procedures which will
be used, particularly
as regards
sterilization,

purchasing and the

7.4

Covered
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relevant documents,

3.2 third paragraph (c)
1% indent, relevant

documents

(c) the inspection and
quality assurance
techniques at the
manufacturing stage

and in particular:

- the processes and
procedures which will
be used, particularly
as regards
sterilization,
purchasing and the

relevant documents,

42,71

Covered

3.2 third paragraph (c)

2" indent

- the product
identification
procedures drawn up
and kept up to date
from drawings,
specifications or other
relevant documents at
every stage of

manufacture;

42,753

Covered

3.2 third paragraph (d)

(d) the appropriate
tests and trials to be
carried out before,
during and after
manufacture, the
frequency with which
they will take place,
and the test equipment
used; it must be
possible adequately to
trace back the
calibration of the test

equipment.

42,71,753.21,
76,824

Covered provided that the
frequency at which tests are
carried out is documented
and that test results can be
traced to the test equipment

used.
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'F' L EI/TEDA, Taiwan

Briefing Notes on EU-Taiwan Technical Cooperation Programme

Implementation Review

Aim:

The purpose of the present document is to provide the background and supporting information to
facilitate the current discussion and reviewing the status of implementation of the EU-Taiwan
Exchange of Letters Regarding the Mutual Exchange on Medical Device. And to move forward and
build on the past success, thereby reaching a common ground for mutual acceptance of 1ISO 13485
Audit reports issued by TFDA (Designated Auditing Organizations) and EU Notified Bodies as part

of (quality system) requirements of conformity assessment procedure for medical devices.

Background:
The current version, as it is non-expiratory, of the EU-Taiwan Exchange of Letters (EOL) on
Medical Devices, was signed by Mr. Mogens Peter Carl, Director General, DG Trade European

Commission and Mr. Steve R.L. Chen, Vice Minister, MOEA, ROC, on the 21% of October, 2001.

With effect from the EOL, *“The co-operation between the Chinese Taipei and European

Community will include in particular the following activities and areas” (Paragraph 6, page 2):

EU-Taiwan Exchange of Letter

TCP between EU NBs
and TFDA DAOs

1. Manufacturers established in the
European Community exporting to the
Chinese  Taipei can under this
co-operation allow Notified Bodies to
present the appropriate audit reports to
the competent authorities in Chinese
Taipei as part of the documentation

regarding access to the Chinese Taipei

3. Prorgamme Summaries:
Each party shall provide through the

manufacturer the information

regarding the audit report, and
conclusion of the audit to the other
party for determining the compliance
to ISO  13485/GMP of the

manufacturers utilizing this
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market. Programme (page 7)

2. Notified Bodies can, in conformity | 3. Prorgamme Summaries

with the MEDDEV 2.10.2 rev. 1 - The technical cooperation specified in
relating to subcontracting of quality this programme is based upon
systems  for regulatory  purposes, delegation. DOH Designated Auditing
subcontract specific tasks to third parties Organizations may delegate their
established in Chinese Taipei. foreign audits to particular EU
Notified Body Partners. Participative
EU Notified Body Partners may
delegate their audits to auditors of
DOH Designated Auditing
Organizations. Each party reserves the
right to join the delegated audit (joint
audit).

Implementation of the EU-Taiwan Exchange of Letters on Medical Devices:

Between 2002~2005, the Technical Cooperation Programme (TCP) on the Exchange of Medical
Device GMP and ISO 13485 Audit Reports between Designated Medical Device GMP Auditing
Organizations of DOH, ROC and EU AIMD/MDD/IVDD Notified Body Partners (TCP) was
established. Audits performed shall be in line with GHTF SG4 Guidance documents.

In 2004 and 2006, a total of 12 EU Notified Bodies were accepted by DOH as TCP prgoramme
partners, which are: NSAI, mdc, TUV Rheinland PS, G-MED, TUV PS, BSI PS, KEMA, AMTAC,
SGS, MEDCERT, DGM, and UL (UK).

In Taiwan, the three TCP participating DAO are, CMS/ITRI, MIRDC and ETC, with PIDC joining
the programme at TCP Il. To assure the standard of the audit, review meeting by TFDA and the
four DAOs are held quarterly each year, and TFDA officers will join the audit from time to time as

audit observer.

Number of Quality System Number of Number of EU Notified Body
Documentation application GMP Auditors Recognized Auditors
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handled in the past 10 years
CMS/ITRI 564 9 3 (MDC+BSI)(2*(SGS+BSI))
MIRDC 528 7 2 (SGS+BSI)(SGS+TUV SUD)
ETC 571 4 1 (SGS)
Total 1663 20 6

The current capacity for implementation of TCP programme in Taiwan

More than 1,600 European manufacturers apply abbreviated Quality System Documentation (QSD)
submission through this Programme with audit information provided by EU Notified Body Partners

since the implementation of the Programme.

However, the manufacturers in BOTH Europe and Taiwan have not been able to benefit further
from the initiative in reduction of duplicate audits, as the current implementation has a leaning and

that 1SO 13485 audit reports issued by TFDA is not accepted by EU.

Issues:

The EOL and TCP programme have been very successful and benefit a lot of establishment and the
General Public in reduction of regulatory administration cost without sacrificing the safety as well
as accessibility of medical device. Ten years on, especially in view of recent medical device
incident, it may be time, not only to review the implementation of the EOL and TCP program, but
also to update and upgrade the EOL and TCP program, so as to inline with the International Medical
Device Regulatory Harmonization direction, and reaching a common ground to mutual acceptance
of ISO 13485 Audit reports issued by Taiwan TFDA and EU Notified Bodies as part of
requirements of conformity assessment procedure for medical devices through Empower

EU-Taiwan TCP Notified Bodies to accept TFDA DAOs 1S013485 audit reports.

Appendix: The Inspection Process of Medical Device GMP in Taiwan
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Local Manufacturer/Importer
application and fee

Audit/Review report and recommendation

GMP Compliance/Non-Compliance Letter

The four Designated Auditing Organization of TFDA:
CMS/ITRI - Center of Measurement Standard, Industrial Technology Research Institute

MIRDC: Metal Industries Research & Development Centre
ETC: Electronics Testing Center, Taiwan

PIDC: Plastics Industry Development Center
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Meeting on UK Notified Body to Accept ISO 13485 Audit Reports issued by tFDA Authorized

Auditing Organizations between MHRA and TFDA

Q%E #4/Date :  Thursday, 15th March 2012
ﬁ%ﬁﬁﬁﬂ/ﬂme : 14:30 ~16:00
ﬁ%ﬂ'ﬁ%{f/wnue : R-Y 514, MHRA, Victoria, London
?rﬁ 4 /Participants:
FBIIUK:
Sandor Beukers, MHRA

Sarah Speedie, MHRA

Tore Johnson, MHRA

B R HT & f43/UK Notified Bodies:
Gert BOS, BSI
John Hewlett, BSI
Bryan Johnson, SGS
Chris Jepson, SGS

Steve McRoberts, UL(UK)
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gﬂ@iﬁj'” EIQFF[[I%#’/J* r=El5b Li-Ling LIU, Taiwan Food and Drug Administration

oo 3] F) A = TR B B AR B AR A 8 E A2 Chuan-Chuan YUAN, Taipei

Representative Office in EU and Belgium
IE',%?EFE]‘E#}/;QFEIE,%?’J* vEIEE Li-Fu LU, Taiwan Food and Drug Administration

PR A = e T/ ,—QFEIEI%#”JFI,; &4 Jih-Horn CHEN (Stanley), Taiwan Food and

Drug Administration

B ED EDE[H1-= Albert T. W. Li (Albert), ITRI

PRER PE 5 Y95 AR ENFJF 1> Christopher Chan, ITRI

Q%Bfﬁi/Attachment:

'F' 1 FI/tFDA, Taiwan
- Background Notes for Meeting between MHRA, UK and TFDA, Chinese Taipei

?El%ﬁ%/Summary :

1.

Under the current status, the sharing of information regarding individual qualify assessors

among UK Notified Bodies are acceptable, while UK Notified Body subcontracting quality

system auditing to another auditing organization would not be acceptable by MHRA.

o I’Z"*E'ﬁ']%ﬁd’ﬁ"BEI*BE'l}%%&"%PEM’FHU@WF E"TTEA’ﬁEW*ﬁW%f {E e R T
TR L PR Efr*ﬁw%ﬁﬁl"‘:‘-ﬁ

As part of confidence building exercise, TFDA invites delegates of UK Notified Bodies to

observe GMP auditing conducted by TFDA Authorized Auditing Organization, whom are not

yet qualified by UK Notified Bodies.

® st A Iguj{_ﬁ@ ; "}iﬁ“‘f‘li‘?ﬂ%ﬁi[ﬁ?'ﬁkﬁ i (5> @15 tFDA i) 4 JV I
s e {1 fi%ﬁ%"u@@%ﬁ GMP%?FZ[%E SERE TN

Taiwanese manufacturers are encouraged to provide TFDA GMP audit reports to TCP Notified
Bodies for review. TCP Notified Bodies should perform conformity assessment in accordance
to Europe Directives. TCP Notified Bodies may reduce the scope and frequency of inspection
for the Taiwan manufacturers.

o ﬁJEﬁHJp@ﬂ?’fﬁF (I A A R Rl i PR mﬂHtFDA TR J;‘@ﬁ, []‘DE » TCP £
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. On assessing the amount of reduction of audit manday and/or audit duration, and thereby
reduction in auditing cost, the following factors may be taken into account, e.g.:
A. risk of device
B. length of time since the last audit
C. size of company
© Ui VERHIEIELY SRR 1 R I DA S 4 - d
AN e e 1!11— ﬁ*ﬁﬁﬁﬂ*ﬁéﬂﬂﬂﬂﬁ ~ IRy A

. TFDA may consider adjusting GMP audit frequency to be comparable with EU” MDD/IVDD.
® ’F"Iiﬁ“bfu[ﬁ‘ ) ﬂﬁ;ﬁ%ﬁ@@%’é’ﬁ?@ GMP */W*Eﬁ* RS | F‘”ﬁ*%ﬁ'ﬁ?ﬁ a
(MDD, Medical Device Dlrectlve)/j?ﬂ NZ's WJT (IVDD In-vitro Device D|rect|ve)&

mlﬁ

. Regarding the Exchange of Letter on information exchange related to medicine, MHRA agreed

to prepare a confidential agreement for review by TFDA. The contact persons for MHRA and

TFDA are Mr. Sandor Beukers and Ms. Li-Ling Liu respectively.

© AT i R EL S B RO GRS I FDA
4 [ MHRA E’F'ﬁﬁ, lﬂ! %”JE*% A J‘*?[ﬁq’é? ~ ST H[IE% Mr. Sandor BeukersE’ﬂ%’JEiﬂﬁ“”io
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ﬁ%]ﬁﬁ#/Attachment:

Background Notes for Meeting between MHRA, UK and TFDA, Chinese Taipei
Aim:

The purpose of the present document is to provide background and supporting information
to facilitate the current discussion for reaching a common ground for UK Notified Body to accept
ISO 13485 audit reports issued by Taiwan Food and Drug Administration of the Department of
Health (FDA/DOH or TFDA) Authorized Auditing Organization as part of the quality system
requirements of conformity assessment procedure under MDD/IVDD.

Background:

The current version of the ‘EU-Chinese Taipei Exchanges of Letters regarding the mutual
exchange of information on medical devices” (EOL) was signed on 3 December 2001 by Mr.
Mogens Peter Carl, Director-General of DG Trade of the European Commission, and Mr. Steve R.L.
Chen, Vice Minister of the Ministry of Economic Affairs of Chinese Taipei.

With effect from the EOL.:

- Manufacturers established in the European Community exporting to the Chinese Taipei can
under this co-operation allow Notified Bodies to present the appropriate audit reports to the
competent authorities in Chinese Taipei as part of the documentation regarding access to the
Chinese Taipei market.

- Appropriate information concerning the designation and monitoring of Notified Bodies will be
made available for clarification to the Chinese Taipei authorities by the competent authorities of the
EC Member States, upon duly justified request.

Between 2002 and 2005, the “Technical Cooperation Programme on the Exchange of

Medical Device GMP and ISO 13485 Audit Reports between Designated Medical Device GMP
Auditing Organizations of DOH, ROC and EU AIMD/MDD/IVDD Notified Body Partners”

(known as the TCP) was established based on the EOL. Within TCP, audits performed shall be in
line with I1SO 13485 requirement and GHTF SG4 guidance documents.

In 2004 and 2006, a total of 12 EU Notified Bodies were accepted by DOH as TCP partners.
They are: NSAI, mdc, TV Rheinland PS, G-MED, T/V PS, BSI PS, KEMA, AMTAC, SGS,

MEDCERT, DGM, and UL(UK). In addition to being Notified Bodies for MDD, 1IVDD and AIMD,
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these 12 Notified Bodies were selected for their representativeness of EU members” state
composition and market impact, experience & recognition in global regulatory auditing, and
quality system & integrity.

In Taiwan, all regulatory audits (including unscheduled audits) for Class I (sterile), Il and
I11 medical devices manufactured for the Taiwan market are performed by DOH authorized auditing
organizations, which include CMS/ITRI, MIRDC, ETC and PIDC. Audits are performed in
accordance to international harmonized medical device quality system standard and guidelines.
These authorized auditing organizations are all statutory established not-for-profit organizations
and are regulated by government agency. Authorized auditing organizations need to have
established a quality system in accordance with GHTF SG4 guidance and ISO 17021. All GMP
auditors are trained with I1ISO 13485 auditing requirement and fulfill GHTF SG4 personnel
requirement. To ensure the standard of the audit, all audits are monitored and their results
reviewed by TFDA. Authorized auditing organizations are audited by TFDA in accordance with
Pharmaceuticals Affairs Act and I1ISO 17021 regularly. As experience shows, all GMP registered
manufacturers are shown to be able to ISO 13485 certified by either TCP or other Notified Bodies
successfully.

To further implement the activities described in the EOL, the Chinese Taipei government
allowed an abbreviated review mechanism for the EU manufacturers through TCP, with audit
information provided by EU Notified Body Partners to be reviewed by authorized auditing
organizations and final decision approved by TFDA. To date more than 1,600 application cases
from European manufacturers have benefited from this aspect of EOL initiative.

TCP has moved forward with a pilot programme between BSI, SGS and authorized auditing
organizations to establish confidence of the auditing reports sharing since 2011. This includes
auditor qualification, joint audit and observed audit, which demonstrates competence of authorized
auditing organizations, with positive indication that required further expansion.

However, manufacturers in both Europe and Taiwan could have been benefited further from
the EOL with reduction of duplicate audits, but the current operation of EOL has never been
reviewed since signing, and that 1SO 13485 audit reports issued by authorized auditing
organizations are not accepted in EU.

Discussion:

The initiatives in EOL has some success, and benefited many European establishments and
the general public by reducing regulatory administrative cost without sacrificing the safety and
accessibility of medical devices. The current meeting seeking for a common ground to mutual
acceptance of 1ISO 13485 audit reports issued by UK Notified Bodies and Chinese Taipei authorized
auditing organizations as part of the requirements of conformity assessment procedure for medical
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devices, will require the empowerment of UK TCP participating Notified Bodies to accept 1SO
13485 audit reports of authorized auditing organizations and thereby return the EU market with
better assured safe and regulated medical device.

Prepared by Industrial Technology Research Institute,
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Training Workshop on Technical Cooperation Programme between
EU AIMD/MDD/IVDD Notify Body Partners and R.O.C. DOH
Designated Auditing Organizations rev. 2.0 2012

March 16, 2012
BSI — Corporate Headquarters

Room G1, 389 Chiswick High Road, London, W4 4AL, United Kingdom

Time

Subjects

Morning
Session

8:30

Registration

8:45

Welcome & Roll Call

9:00

Opening Address

9:15

R.O.C. Medical Device Regulation and GMP Requirements

10:00

Progress of Technical Cooperation Programme between EU
AIMD/MDD/IVD Notified Body Partners and R.O.C. DOH
Designated Medical Device GMP Auditing Organizations

11:00

Break

11:20

Medical Device GMP Inspection: On-site Audit for Domestic and
Overseas Manufacturers

Lunch

12:00

Lunch

Afternoon
Section

13:00

Medical Device GMP Inspection: QSD Review for Overseas
Manufacturers

14:00

Break

14:20

Process for EU and Taiwan Manufacturers to Utilize TCP Il

15:00

Discussion on the continuous improvement of TCP |l

16.00

Close
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