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Pharmaceutical Affairs Law

Promulgation :1970
Revised : 4. 21. 2004

Regulation under authorization




m GOAL

m Safety

m [Fffectiveness

m Quality

B Global Harmonization
[CH, GHTE, US FDA, EC, MHLW

B Profect and Promote the Public Health Through the
Product Lite Cycle




BPA Regulatory Affairs

Advisory Committee
Medicinal (Drug, Raw Material, Biologic,
Products SEISLTELIL Medical Device & Cosmetic)
(GLP) Licensing, Center for Drug Evaluation

((gﬁg) Surveillance
C

(GTP) Marketing, Promotion, Advertisement

Clinics/Hospital

ADR Reporting System
Drug Injury Relief Fund j Community Education

Inspection by Local
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~ X3, Medical Device Regulation

Definition of medical devices —
include the instruments, equipment,
apparatus, and their accessories
and spare parts which are used for
diagnosing, curing, alleviating and
directly preventing the human
diseases, or changing the structure
and function of human body.




Revolution of Regulation

GMP/QSD Implementation
Adverse Event Reporting
Reclassification

IVD Regulation

GTP

BSE Control
Standards Recognition
PAL Revision

Completion of Transition
GLP
GCP

ISO 13485

Risk based
FDA template

EC, FDA, CNS(Taiwan)
Class l/ll/lll premarket
approval required




Taiwan DO H Request for Designation
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Registration Flow Chart

GMP/QSD Premarket

Application Application  [ESSAMCEERY

DOH Advisory
Class I/11/11I Committee

DAO J (New Device)

QSD Document Review

Product Review

GMP/QSD
Approval

Designated Auditing License Approval
Organization :ITRI, MIRDC,

ETC, PIDC




Regulatory System

Risk Based

Class 1

Class 2

(Simplification®*)

Self _
Declaration CFG &

Authorization to (CFG &

Register Authorization to  CFG &

) Register Authorization to
US and CE + Register

Dced device Technical File -
Technical File
+
Clinical Report
Local representative required (accept foreign data)




Classification
17 Categories

. Clinical Chemistry and . General and Plastic
Clinical Toxicology Surgery Devices

Devices . General Hospital and
. Hematology and Pathology Personal Use Devices

Devices . Neurological Devices

: Irr_lmun_ology and . Obstetrical and
Microbiology Devices Gynecological Devices

. Anesthesiology Devices M. Ophthalmic Devices
. Cardiovascular Devices N. Orthopedic Devices
. Dental Devices O. Physical Medicine

. Ear, Nose, and Throat Devices

Devices P. Radiology Devices

. Gastroenterology-Urology Q. Others
Devices




Filing and Reviewing

License Application

Class I Class I1 Class III New MD New MD Class II/I11
(M (Active ) || (non Active) IVD
l New IVD l

v
BPA BPA BPA BPA
Counter

Advisory
Committee amd CDE

\4

: License )
Approval
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Global Outsourcing

CFG from original Regulatory Authority Standard
Manufacture & Sale legally Format

L

CFG from original RA CFG from other RA
+
Manufacture Sale

CFG from RA (country P)

Manufactured by P (production site) for L (legal manufacturer/head quarter)

Manufacture & Sale Legally




Review Efficiency (2006.1.1~2007.3.31)

Category Number of Review Time
Application (Month)

New Drug 241 4.0

Generic Drug 668 2.7

Clinical Trial 242 1.1

BA/BE 112 2.5

Medical Device 2687 3.6

New Medical 129 4.5
Device

IVD 764 4.0

Appeal case not included Review Time: BPA/CDE time only




License Renew Every 5 Years
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Certificate to Foreign Government




Statistics of licenses (2007.01.19)

O Domestic

B [mported

2158

648-

Active Pharmaceutical Medical Device Medicated
Pharmaceutical Cosmetic
Ingredient




Origin of Medical Devices
(2007.01.01)

others (15) ,
0.08% Taiwan (3273)

Europe (5887) 17%
30%

Asia (3282)
17%

Amernica (7002)
36%
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Top 16 Licensed Countries

No. of product licenses in Taiwan
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U.S.A.
Taiwan
Germany
Japan
Ireland
U.K. 419
France 325
Switzerland 241

4661
2204
1655
1222

925

® & & & & o o o

China

Puerto Rico
Sweden 138
Korea 129
Netherlands 124
Italy 117
Denmark 108
Singapore 105

213
187
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Director General

Deputy Director General

Section i Section lll Section IV Section V Computer Section g:ﬁﬁ:avrl;g ﬁ‘
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-Compliance *Generic drug
*Quality system -Clinical trial ‘GMP *Radiopharmaceutical
‘Post marketing *BA/BE IVD
surveillance *Cosmetics

4
Combination product




Inquiry of Regulatory Status

- Intended use
 Mode of action
 Instruction for use
* Product name
 Manufacturer

* Sponsor




One Stop for Combination Product Clinical Trial

[ New Device ] [ New Drug

. ) Local CT or
l Bridging Study Exemption? H

Clinical Trial Protocol |
am CDE |
[ for Combination Product }

l

Advisory Committee
Joint Review

GCP

[ Clinical Trial Conduct J - Inspection

l

[ Clinical Report ]




Global Harmonization

Waive document requirements based on data
sharing through Exchange of Letter (EOL)
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EOL with European Commission

DSD approval

Austria
Belgium Czech Republic

Finland Others

_ (Luxembourg,
Spain Malta, Slovenia)

Denmark

O Germany (25%)
B England (13%)
HE Ireland (11%)
O France (11%)
B Switzerland (7%)
Germany [ iqy (7%)
E Netherlands (7%)
O Sweden (5%)
B Denmark (5%)
Netherlands B Spain (3%)
O Finland (2%)
ltaly England B Belgium (1%)
M Austria (1%)
Switzerland O Czech Republic (0.5%)
E Others (0.7%)

Sweden

France




Simplification Mode via EOL

GMP/QSD Premarket
Application Application

EOL & TCP DOH Advisory

Class I/1I/1 Committee
(New Device)

TCP Audit Report J

ISO Certificate
CFG

Product Review

GMP/QSD :
Approval _ .
License Approval

*DAO on-site audit is available




EU NB/DOH DAO Cooperation

m Technical Cooperation Programme between EU NB and
DOH designated GMP auditing organizations
(ITRI, MIRDC, ETC) since 2002

m Exchange of GMP/ISO 13485 audit report to eliminate
duplicate inspection

> 2004

TUVPS, NSAI, G-MED, MDC,BSI PS,TUV Rheinland

2100]5
KEMA,SGS AMTAC,MEDCERT, DGM,UL

> Audit report can be used as part of the QSD requirement




