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Regulations on QSD in Taiwan

Pharmaceutical Affairs Act

(http://law.moj.gov.tw/Eng/LawClass/LawSearchNo.aspx?PC=L0030001&DF=&SNo0=14,18,57,57.1,58,71,92)

Standards for Medicament Factory Establishments

(http://law.moj.gov.tw/Eng/LawClass/LawAll.aspx?PCode=L0030008)

Pharmaceutical Good Manufacturing Practice

Regu atlonS (http://law.moj.gov.tw/Eng/LawClass/LawParaDeatil.aspx?Pcode=L0030073&LCNOS= 60 &LCC=1)

Regulations of Medicament Manufacturer Inspection

(http://law.moj.gov.tw/Eng/LawClass/LawAll.aspx?PCode=L0030009)

Regulations for the Issuance of Medicinal Products &
Medical Devices Manufacturing Licenses & Evidentiary
Documents for Good Manufacturing Practices

(http://law.moj.gov.tw/Eng/LawClass/LawAll.aspx?PCode=L0030076)



http://law.moj.gov.tw/Eng/LawClass/LawSearchNo.aspx?PC=L0030001&DF=&SNo=14,18,57,57.1,58,71,92
http://law.moj.gov.tw/Eng/LawClass/LawAll.aspx?PCode=L0030008
http://law.moj.gov.tw/Eng/LawClass/LawParaDeatil.aspx?Pcode=L0030073&LCNOS=%20%2060%20%20%20&LCC=1
http://law.moj.gov.tw/Eng/LawClass/LawAll.aspx?PCode=L0030009
http://law.moj.gov.tw/Eng/LawClass/LawAll.aspx?PCode=L0030076

Regulations on QSD in Taiwan (2)

Manufacturers of medical devices
submit application and fee

v

CMS/ITRI \ MIRDC \ ‘ PIDC \

€ CMS/ITRI: Center for Measurement Standards I
of Industrial Technology Research Institute
€ MIRDC: Metal Industries Research &
Development Centre
€ ETC: Electronics Testing Center, Taiwan

€ PIDC: Plastics Industry Development Center
#
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Regulations on QMS in Japan (1)

Pharmaceutical Affairs Law
QMS Ordinance

( MHLW Miinisterial Ordinance No.169)

Q & A Regarding the relation between QMS
Ordinance and 1SO13485:2003

( Administrative Notice dated May 30, 2011)

Mutual acceptance of audit results regarding
QMS inspection and surveillance inspection

(PFSB/CND Notification No. 0401-7, PFSB/ELD/OMDE Notification No. 0401-2 dated April 1, 2011 )




Regulations on QMS in Japan (2)

Authority of QMS inspection

New medical devices

*New d
S rues PMDA PMDA
*Radioactive drugs
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*Cell / Tissue-based

Products without CS* Prefectures PMDA
Medical medical devices
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Regulations on QMS in Japan (3)

Authority of QMS inspection (from 25 Nov. 2014)

New medical devices
PMDA PMDA

*New d
S rues PMDA PMDA
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*Cell / Tissue-based

Products without CS* PMDA PMDA
Medical medical devices

. Registered Registered
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(with CS*) certification body | certification body
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Comparison of regulations between Taiwan and Japan (1)

Taiwan

Japan

QMS Requirements

QMS inspection
Organization

On-site/ Off-site
Documentation Inspection
decision

Accreditation of Foreign
manufacturer

Required documentation
for documentation
inspection

ISO 13485:2003
4 DAOs

By request, however main
practice is “on-site
inspection for domestic
manufacturers and
documentation inspection
for overseas manufactures”.

Included in QMS inspection
(currently , most parts
belong to QSD review) .

All of tier2 documentation
should be in Chinese or
English.

ISO 13485:2003+a
PMDA and RCBs

Based on the complexity,
risks etc. (page 16)

Current “Accreditation” will
be changed into just
“Registration” Nov. 2014.

Not all of them should be
in Japanese or English.
The country’s name does
not affect the volume of
the countries.




Comparison of regulations between Taiwan and Japan (2)

Taiwan

Japan

Necessity of ISO or CFG
certificate

Required product data for
the Inspection

Mandatory for QSD.

*|SO 13485 certificate is
required for all QSD
submissions.

eUnder agreement with
bilateral cooperation, such
as simplified QSD
submission, Certificate for
Foreign Government
(CFG) is required.

Device Master File(s) is
required for QMS
inspection.

Just used for the decision
for on-site/documentation
and/or abbreviation for the
on-site period

As product data, the
information from
submission or Instruction
for Usage (IFU) are almost
enough. The detailed data
such as the test results are
not necessary.




Agenda

1. Regulations on QSD in Taiwan
Regulations on QMS in Japan

Comparison of regulations between Taiwan and Japan

Experiences of QSD/QMS in each party

i & w N

Current measures to utilize outside resources or
materials in each party

o

Good measures taken outside both parties
7. Experiences of actual Inspection with the other party

8. Proposals for further activities

13




Development of QSD in Taiwan

e 1998/8/10: Good Manufacturing Practices (GMP) for
medical devices announced based on ISO 13485:1996

e 1999/2/10: GMP implementation started and required
new manufacturers to submit Quality System
Documentation (others had a 5-year transition period)

e 2007/5/30: QSD application form revised and I1SO
13485:2003 adopted

e 2013/3/11: GMP for medical devices revised into Part 3
of the Pharmaceutical Good Manufacturing Practice
Regulations




Japan- Contents of New QMS Ordinance

Chapter 1. General Provisions (Article 1~3)
Chapter 2. Medical Devices Manufacturing (Article 4~64)
|Harmonized 15013485:2003] |
Chapter 3. Additional Requirements (Article 65~72-3)
Chapter 4. Biological-origin Medical Device, etc. Manufacturers

(Domestic, Foreign) (Article 73~79)
Added Buildings and Facilities Regulation

Chapter 5. In-Vitro Diagnostic Radioactive Reagents Manufacturers
(Domestic, Foreign) (Article 80~81)

Added Buildings and Facilities Regulation

Chapter 6. Provisions Applied Mutatis Mutandis of Medical Device, etc.
Manufacturing Sites, etc.(Article 82~84)

15



Experiences of QMS in Japan (1)

Complexity of manufacturing process
Risk associated with the use of products

Previous nonconformity and recall

. - o Desktop
| O”'S'tt.en m (Off-Site)
PN Inspection

Certificate of 1IS013485

Results of the previous on-site inspections




Experiences of QMS in Japan (2)

Examples of mandatory on-site inspections

> New medical devices
> Cell tissue derived medical devices
> Class IV medical devices
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TFDA- Technical Cooperation Program with EU

e Designated Auditing Organizations (DAOs) of Taiwan
FDA have established a Technical Cooperation Program
(TCP) with EU Notified Bodies to facilitate the
harmonization of regulatory auditing and to reduce
duplicate audits.

e Taiwan FDA recognizes audit reports issued by 11 EU
Notified Bodies for use in the QSD submission (i.e.,
abbreviated QSD submission).

e Under the TCP, the audit report issued by EU-NB (SGS,
BSI, TUVPS) that inspected by the recognized auditor of
DAOs will be accepted and included as part of
documentation for production registration.




TFDA- Technical Cooperation Program with EU (2)

Eleven EU Notified Bodies participate in the TCP:

e TUV SUD Product Service e AMTAC Certification
GmbH (or TUVPSG, NB0123) Services Ltd (NB0473)

e TUV Rheinland LGA Products e UL International (UK) Ltd
GmbH (NB0197) (NB0843)

 mdc medical device e LNE/G-MED (NB0459)
certification GmbH (NB0483) e DGM Denmark A/S

e MEDCERT (NB0482) (NBO543)

e BSI(NB00S86)  DEKRA Certification B.V.

e SGS United Kingdom Ltd (NBO344)

(NB0120)




Utilization of audit results issued

by other audit bodies (1)
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PFSB/CND Notification No. 0401-7,
PFSB/ELD/OMDE Notification No. 0401-2
dated April 1, 2011

Mutual acceptance of audit
results regarding QMS inspection
and surveillance inspection




Utilization of audit results i1ssued
by other audit bodies (2)

PFSB/CND Notification No1024-10
dated October 24, 2014
(effective from November 25, 2014)

QMS Inspection Guidelines
Appendix 1

Decision Criteria for On-site
Inspection and Desktop Inspection

o Utilize the results regarding QMS
Inspection by other inspection
bodies for the decision of On-site
Inspection or Desktop Inspection
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International Arrangements of Taiwan

e Taiwan has established cooperative agreements for
exchanging medical device information with:

— United States (Exchange of Letters, 1998)

— European Union (EOL, 2001)

— Switzerland (EOL, 2007)

— Australia (Memorandum of Understanding, 2010)

— Liechtenstein (EOL, 2011)

— UK of Great Britain & Northern Ireland (MOU, 2012)

— Japan (MOU between B H AR fitii=and B & XM=, 2013)

e Mechanisms can be implemented through these
agreements for mutual exchange of medical device
vigilance reports and audit reports.




QMS Cooperation under EOL with Liechtenstein

e Manufacturers established in Taiwan exporting to
Liechtenstein can under this EOL allow the Designated
Auditing Organizations of TFDA to present appropriate
audit reports to the competent authority of
Liechtenstein as part of the documentation regarding
access to the market.

 The Liechtenstein Office of Public Health could invite

TFDA to observe the inspections of medical device
manufacturers in Liechtenstein.

 The Liechtenstein Office of Public Health will recognize
the accomplishment derived from TCP cooperation to
eliminate duplicate inspection.
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TFDA Experiences of Actual Inspection

 Taiwan FDA and its DAOs have observed
guality system inspection of medical device
manufacturer in Belgium.

e Under the TCP, Taiwan FDA’s DAOs have
conducted audits and prepared audit reports
for evaluation by EU Notified Bodies (e.g.,
TUVPSG, BSI, SGS) as part of the ISO 13485
certification for Taiwan manufacturers.




TFDA Experiences of Actual Inspection (2)

e Taiwan FDA and its DAOs have, on several
occasions, participated and observed U.S.
FDA’s quality system inspections of medical
device manufacturers in Taiwan.

 Taiwan FDA and its DAOs have observed Japan
PMDA’s quality system inspections of medical
device manufacturer in Taiwan.
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Proposals for further activities

e QSD/QMS WG identified that the requirement
and evaluation process of TAIWAN QSD
regulation and Japanese QMS Regulation are
almost equivalent.

e QSD/QMS WG will investigate the possibilities
to eliminate the duplicate tasks for QSD/QMS
submission and evaluation process with
abbreviated submission method.




Thank you very much
for your kind attention.
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