NEERE (NEEEN SRR R

2016 T FR BHE RN 3L R §
LA G HREL FBMBE
(2016 AHWP TC Leaders Meeting &
AHWP Regulators Forum)

56482

JRIFB M FLARTIR S R P AR

W LR B R R D
AR T 3 B
NRHF 1057 4% 26p 2 30FP
FLpPF 105873 25 p



&

Ak T2016 ZHFRFHZRAACEHITLR g 4M ERTLFPHMUGA
(2016 AHWP TC Leaders Meeting & AHWP Regulators Forum) ; > d 3% R4 45130
& &% 4 ¢ 72 % (Food and Drug Administration- f§ fi- TFDA) 34L& ¥ i 1 3% 2 5 i
iﬁgﬁTWF*%ﬁ%ﬁﬁﬂm 2 (WG2 - Premarket: IVDD)i & £ 4 > A 3k B f

FRE e gpH5105&47 26p 347 30p > AREE RL3 A€

=

PHRLMALEFREML T el 1 PRPIEER - DR 3 B
FREVAMAL B3 ¥ g4bHm ﬁﬁﬁ“@f%ﬁﬁﬁﬂgﬁﬁ
AR FWHEER R LEFAN T AREE R LN AL EPTF > T

R e SRR BRI AR BN AR F AR S T B

Foh ik = BT o F;ﬁr} AL ERWE P RRFHNELR €4FT 21 (v o1 TR
MTR O S DR RBRT N T ARNFREHE RN AR 41 F

o



R L= RO 3
B R ATttt 4
Fv BRI T U T 9
B v IR I T0 16
% 1e TAHWP TCWG2 | 2RI % e 17
i1+ 2- T Medical Device Regulation in Taiwan ;| RPN Z .oooeeiniiniinnn.n. 18



I ¥ F % B2 38 I § (Asian Harmonization Working Party A AHWP) %
Lx ¥ Rdtd Fop BHi2 R fr €2 gk AHWP < § 4™ 3L | ¢ (Technical

Committee, TC)x # 7z 9 1 i¥-] & (Working Group, WG)2 1 B#Fskizir-] 4

|3

(Special Task Group, STG) » ~ ¥ &=H it = FHZH ¥ WL @“fr%:/,%f 3 i R 2 B

e

(WG2 - Pre-market: IVDD)i /& » AHWP *t5& & 895 B pari | ¢ 2 44 € 3K
(Leaders Meeting) » #3 & 1 iF/] 2 BrRhiZis | w2 IR ZRARLE > F2 A
iFie R 2 A k2 (7R3 A= 2016 # AHWP TC Leaders Meeting » WG2 1 i%] & d
Epr et i o AGREREIAEE PP L1054 26 p 247 30p 0
g¢ L WG2 1 v ] lez 1 P RFIERA » ¥ XFHPE2 3 ¢ M HE(AHWP
Regulators Forum) ij 4% # & ¥ 4 &+ i2 R 8 24 & - F5 o PIEE N - W Gi B %
AHWP B 5 & o le 1 1T B 2 A RG] > AR RS F R B2 RREA {04

ME > et A AREEL LR Z REA % o



o RAR

A=t k7 2 TC Leaders Meeting 3 AHWP 3 b 1778 6> » ¥ ¢h > 3 %8 (43
FIMFDS)jf A= e B & M7 R ¥R R Az g Puldy= 2T 2mi §i

MW 6o ok §RERAEE G 2 % 0§ AT

WORKING TOWARDS MEDICAL DEVICE HARMONIZATION IN ASIA

P Asian Harmonization Working Party

AHWP & TC Leaders Meeting, 27th-29th April, 2016

Day 1: AHWP Secretariat Meeting, Leadership pre-Meeting &
WG Small Group Meetings

Date: Wednesday 27th April
Venue: Sejong Hotel, Seoul, South Korea
Participants: AHWP Chair and Vice-chairs, AHWPTC Chair and Co-chairs, Secretariat

Time Agenda (Secretariat Meeting) Responsible Person(s)
0900 - 0905 Welcome AHWP Chair
0905 - 0910 Roll Call Bryan So
0910 - 1145 Reporting and Discussion Bryan So
1. Status for expanding member economy Bryan So

2. Liasion or collaboration status with international | Bryan So
organizations

- WHO : collaboration method and progress so far

- APACMed : collaboration status and plan

- TC210 : collaboration method and progress so
far(connection between AHWP WGS etc.)

3. Finalized budget status after Thailand meeting Bryan So

4. Collected comments for establishing Mission and | Bryan So
Vision for AHWP

5. Webpage renewal status Bryan So

6. Capacity Building Program status so far (CBP plan | Tran Quan
for Indonesia and Vietnam)

7. Preparation status for Annual meeting in Bryan So / Cecilia
Philippines
1145 -1150 Group Photo MFDS / Secretariat
1200 - 1300 Lunch




16:00 - 18:00

AHWP Leadership pre-Meeting
Agenda

Responsible Person(s)

1. Meeting with Irene Prat & Tele-call with WHO
(16:00 -17:00)

2. Agenda of TC Leaders Meeting in 28™ & 29™ April

3. Report of IMDRF Meeting in 7= 10" March in
Brasilia

4. Co-work with OECD on developing a publication

5. AOB

Tran Quan

TC chair

leong-Rim Lee

leong-Rim Lee

leong-Rim Lee

Time Agenda (WG Small Group Meetings) Responsible Person(s)
1330 - 1600 WG2 Meeting with WHO WG2 Chair
{WG2 members & invited
participants)
16:00 - 18:00 | WG5 Meeting WG5 Chair

{WG members & invited
participants)




P Asian Harmonization Working Party

WORKING TOWARDS MEDICAL DEVICE HARMONIZA

ION IN ASIA

Day 2: AHWP TC Leaders Meeting

Date: Thursday 28th April

Venue: Sejong Hotel, Seoul, South Korea
Participants: AHWP Chair and Vice-chairs, AHWPTC Chair and Co-chairs, WG Chairs and Co-chairs, TC
Advisors, Secretariat, observers

Time Agenda (AHWP TC Leaders Meeting) Responsible Person(s)
0900 - 0910 Welcome Remarks AHWP Chair
0910 - 0920 Opening of Meeting TC Chair
0920 -0935 | Adoption of the Agenda & Roll Call TC Co-chair
0935 - 1145 AHWP TC's current status
Individual WG work plan discussion
1. Workitems (previous and new) WG Chairs & Co-chairs
2. WGs update since the Bangkok meeting
3. WG2: Summary report on VD document WG2 Chair
4. Confirmation of IVD document of WG2 TC Chairs
1145 - 1300 Lunch
1300 - 1310 Congratulatory Remarks Dr. Yeo-Won Sohn,
Korea MFDS
1310- 1325 Group Photo
1325-1345 | - AHWP TC's current status {(continued, if needed) All TC participants
- Updates by Secretariat: Bryan So
. Upcoming AHWP Meetings
. AHWP Vision & Mission
. Amendment to AHWP TOR on endorsement
mechanism for WG document(s)
1345 - 1350 Closing Remarks TC Co-chair
1400 - 1440 Closed Doer Meeting for TC Advisors TC Advisors ONLY
1400 - 2000 Tour Program provided by the Korea Medical Korea Medical Device Industry
Device Industry (for Regulators only) Association
- Visiting Manufacturing Sites.
- Dinner
2000 - 2100 Back to Hotel Korea Medical Device Industry

Association
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P Asian Harmonization Working Party

WORKING TOWARDS MEDICAL DEVICE HARMONIZA

ION IN ASIA

Day 3: AHWP TC Leaders Meeting & AHWP Regulators Forum

Date: Friday 29th April

Venue: Sejong Hotel, Seoul, South Korea

Participants: AHWP Chair and Vice-chairs, AHWPTC Chair and Co-chairs, WG Chairs and Co-chairs, TC

Advisors, Secretariat, observers

Time Agenda (AHWP TC Leaders Meeting) Responsible Person(s)
0900 - 0940 | Closed Door Meeting for TC Leaders AHWP & TC & WGs Chairs &
Co-chairs & Secretariat ONLY
0940 - 1000 Coffee Break
1000 — 1005 | Opening of Meeting TC Chair
1005 —-1015 | Adoption of the Agenda & Roll Call TC Co-chair
1015 -1150 | - TC Advisory Panel — Recommendations for TC TC Advisors
works
- TC Advisory Panel — Recommendations for AHWP | TC Advisors
Mission & Vision TC Leaders, WG Leaders
- AHWP WG future participation and relationship
with IMDRF WG (round table discussion)
- Relationship with Liaison & International TC & WG Leaders, Peter
organizations (ISO/TC210, etc) Linders
- TC Report Highlight TC Chair & Co-chairs
- AOB
- Summary and Conclusions TC Chair
1150 - 1200 Closing Remarks TC Co-chair
1200 — 1300 Lunch
Time Agenda (AHWP Regulators Forum) Responsible Person(s)
1330 -1400 Registration
1400 -1410 Welcome Speech Dr. Yeo-Won Sohn,
Korea MFDS
1410 - 1420 Group Photo
1420 - 1500 | Chinese Taipei Wen-Wei Tsai
{Q & A -10 min included) Taiwan FDA, Chinese Taipei
1500 - 1540 India Dr. Ravi Kant Sharma,
{Q & A -10 min included) Ministry of Health & FW, India
1540 - 1600 Coffee Break




Ao P Asian Harmonization Working Party
WORKING TOWARDS MEDICAL DEVICE HARMONIZA

ION IN ASIA

1600 -1640 Malaysia Mr. Zamane Abdul Rahman,
{Q & A -10 min included) Ministry of Health, Malaysia
1640 - 1720 Saudi Arabia Mr. Ali M. Al Dalaan,
{Q & A -10 min included) Saudi Food & Drug Authority,
Kingdom of Saudi Arabia
1720 -1750 Q&A
1750 - 1800 Closing Remarks Dr. Hee-Kyo Jeong,

AHWP Chair, Korea MFDS
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P WG2 1 %] it B > & 35 1 A # 2. " Common Template for a Submission Dossier for
Demonstrating Conformity to the Essential Principles of Safety and Performance of In
Vitro Diagnostic Medical Devices ; ~ " Principles of Conformity Assessment for In Vitro
Diagnostic (IVD) Medical Devices ; % T Principles of In Vitro Diagnostic (IVD) Medical
Devices Classification ; % 3 i A%< & » 2 #4e i & & & AHWP TC 4pi%z 71 i
7 p " Guidance for In vitro Companion Diagnostic Devices (IVD-CDx) ; A& %~ i+ » §
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Work Group w2 2015-2017 # 1 TERG|HE &

® R 25+
® pAarFREY I EIINAER AHWP & ¢ 24 2 2
ER
a. Guideline in the qualification of combination
products and technical requirements during

WGL1 - .

pre-market submission.

Pre-market:  General b. Guideline of basic policy and responsibility

MD fulfillment process for review and approval work

c. Guideline on preparation of technical andsupporting
documents for review and approval on medical
devices manufactured by 3D printing

d. Guideline on identifying minor changes to registered

devices (i.e. not affecting safety and effectiveness)

11



and regulatory procedure for their notification and
implementation
Hepds F o B H A S w(Grouping)p B A 2 i 2
1 1% s 55 % 2018 # = &

WG2 -
Premarket: IVDD

Ry 27 == R
P AR FFE A ER AHWP £ ¢ &2 2 2
E
a. Common Template for a Submission Dossier for
Demonstrating Conformity to the Essential
Principles of Safety and Performance of In Vitro
Diagnostic Medical Devices
b. Principles of Conformity Assessment for In Vitro
Diagnostic (IVD) Medical Devices
Hv e fadpzmz 2 B2 E4eT
a. Principles of In Vitro Diagnostic (IVD) Medical
Devices Classification
b. Guidance for In vitro Companion Diagnostic

Devices (IVD-CDx)

WGS3 -

Premarket: Software as
aMD

R 1l == R

TP 21 0TI P o

a. Risk Classification of Medical Device Software
/SaMD

b. White paper / Position paper on Pre-market initial
and change Submission format for SaMD

c. Feasibility Study on QMS for SaMD, based on

IMDRF guidance document

WG4 -
Post-Market

425 =4 R
ATEALBE L2 AHWP R 382 dal > 29 0 Fp
T3 AE 2 T & FEE A 18] ke Adverse

Events (AE) Reporting <~ ¢ §_F Z 237

Ik
£
ES

MAR A B2 &
Wofede2 1 ivH
a. Review and update the existing WG4 guidance
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documents on Safety Alert Dissemination System
(SADS)

b. Identify post market systems (AE or safety alert) or
guidance from various regulatory authorities or
sources

WGS -

Clinical Evidence for
Performance and
Safety

WF 27 =R

#-4+ ¥ WG5S framework :£ 7 SWOT 4 47

FAH L AHWP 427 |SO 14155 i3 372 4p b 56 »
¥ Z AR IMDRF & {2k 278 4p B 2 5 #38 R
fet PR F F B AL ETF R ML TRE R
(Clinical evaluation) % fg4 % 45 (Clinical evidence)4n
EERER

WG6 -

Quality  Management
System:  Audit &
Assessment

WG TR

% B IMDRF/MDSAP WG/N8R2 — “Regulatory
Authority Assessment Method Guidance” %
IMDRF/MDSAP WG/N24R2 — “MDSAP Audit Report
Guidance” » ¥ #% &3 2 % IMDRF

FERWG6 2 WGT & 1 1% | efmz72 2 2N 3 &3

L

p
et % B IMDRF = ¢ > & 32 IMDRF/MDSAP

WG/N3 ~ N4 ~ N5~ N6 ~ N11 2 N22 %
3w it IMDRF MDSAP 1 i) e &% 2. 6 i 2

e

WG7 - G 15

Quality ~ Management &7 AHWP & § R S AME 3T AHWPWGT & 5+
ERTEE NS |

System: Operation &
Implementation

F & AHWP 422 ISO/TC 210 4p B % 6

BF 8= R

Wes - FEREL B i%(Common Consensus Standards) %
Standards TEXE RN

12 %fa B 52 WGS ik TR LN
STG - MG 27 R

UDI & Nomenclature

FYERRINY X

B, 8= L
:E' ,R;.g-fs‘a:r_lp

BF R B UDI et o5 & & 2

13




® %?Wﬁﬂ“ﬁﬁfﬁﬁﬁv LRI B E T S
ZEARB e iF

® FHERREFHFLEH UDI 2 T HEEAR
Afex iv

¥oebod atd E (2015 # )3t AHWP £ ¢ ¢ > WG2 7 #t2 A & < 2 T Definition of
the Terms ‘Medical Device’ and ‘In vitro Diagnostic (IVD) Medial Device’ | » F]*t$ 3%
B % 0 fRFTD Ok p RE %5 K B4 F > #% # (International Medical Device
Regulators Forum » # # IMDRF)= R $3% 2 £ 2 & & » TC §R@ Ak %2 42
RARR oA g o AR g R A S B2 MR FERD > &% AHWP TC
BEA (F g A #AY S & AHWP & ¢ F4Riniz A2 2 o ¢ + AHWP TC 454
A R A R aRE TR £ R A BT A R AHWP 2 ik
AT ITA R RGN SE o b g e
MohER2 AHWP & ¢ > figmast 110 21 p 1 25 p 22 R A L &

FIFGER > Fwdkirde] ATEB B d AHWP fo3 Ak i 1 A7 -

gheh o d 3t AHWP e g B~ AR Pk 304 ) F B RR(BlAe L R R
BGHTF 2 & 1%)» A=X g3R7Y > TRFHHBITPF 0 P X W Ade™ » T35
Mot AE R AHWP & ¢ o % o

® Vision : To achieve international harmonization and convergence of medical

device regulations through collaborative efforts of regulators and the industry
in Asia and beyond

® Mission : To strategically accelerate medical device regulatory convergence
through promoting an efficient and effective regulatory model for medical
devices

® Goals

B To study, develop and recommend approaches for the convergence and
harmonization of medical device regulations in Asia and beyond

14



B To work transnationally in collaboration with IMDRF, WHO and the
related international organizations

B To facilitate the exchange of knowledge and expertise amongst regulators
and the industry for the establishment of harmonized requirements

B To promote capacity building in member economies and to foster strategic
membership expansion

AR ERF = X (4292 5 A FBMmE > ARE g R AT I EEARFE R
EHMZ AR FEFEFT R RE 20 B ’i—*‘ woedEkp B R A IN(Ministry of
Health, India)z~ Dr. Ravi Kant Sharma ~ § &k & I 4 %Ki?}% X+ ¢ = & (Medical
Device Authority, Ministry of Health, Malaysia)s» Mr. Zamane Abdul Rahman(3i iz
AHWP Vice Chair) % 7/ & & e+ 1603 B & &% 4~ ¢ 12 ¥ (Saudi Food & Drug Authority)

1 Mr. Ali M. Al Dalaan(3i. iz AHWP TC Chair) % -

Er ¥ & B4R ¢ 4@ < (Central Drugs Standard Control Organization - #§ -
CDSCO): %R &F &~ FREHZ itm2 1 F M > [ 378 (Z FREH)2 =R
B2 e ﬁz;—] ~ & 5231 (Registration)£? 2 2 (Licensing) ~ i& /2 % 3~ 27 (v g B~
G EPRBEED  GRARTAERARER 0 S HEFHENE WD EEA

FHERFRENFEMA > RESR DL S AP S F R g HE SR
(Notified Devices/Kits/Reagents) » 4r & - 8 p & 5343285 » % > 23 pF 2 58 g
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WG2 - Pre-market: IVDD

AHWP TC Leaders Meeting
28-29 Apr, 2016, Seoul

&

Membership Status

Chair: Dr. Wen-Wei TSAI
Co-Chair: Ir Prof. Albert KF POON
Advisor: Ms. Shelley TANG

No. of WG members: 27

0 11 regulators

O 16 industries

@

Objectives 2015-2017

To assist AHWP member economies in implementing

regulatory framework of IVD medical devices by

8 Developing AHWP documents on premarket regulatory control of IVD
medical devices.

o Providing recommendations and useful guidelines on how to
implement regulatory framework of IVD medical devices.

To support regulatory convergence through

0 Participating in Intermational/Global Organization collaboration and
activities. (e.g. ISO/TC 212, WHO etc.)

o Encouraging interest and participation of the AHWP member
economies in establishing and reviewing the specific requirement of
IVD premarket regulatory control.

@

Proposed Work Plan 2015-2017

No. | Workltem Deliverables Action Plan and Timeline
1 Develop AHWP documents Guidance Document
(1) Definition of MDY IVD Collaberate with WGL
Mar 201510 Dec 2015
@  IVD Common Template fox a Submission Fun 201510 Dec 2016
Dossier
@) Conformity Asssssment for 1YDs Aug 201510 Aug 2017
@ Classification of [VDs Aug 201510 Aug 2017
() In Vitro Companion Diagnostic Devices Mar 201610 Jul 2017
aVD-COx)
) 1VD Labelling 0ct 2017~
() Advertising and promotion 0ot 2017~
2 Envitonmental scanning and survey fog Survey Repont Mar 20151 Jun 2016
1VD) premarket regulatory contiols
3 Participate in IntemationaliGlobal Sandard ‘Attend the activities of ISO/TC
Organization collaboration and activities  Guidance Comment 212/WG3 1o wark oa standard regarding

(62.1SO/TC 212,e8.) technical requirements for [VDs

WG Progress Update (I) “9"

since last AHWP Bangkok TC Meeting in 2015 o

Eﬂ_

Confimation of WG WG member it e ——
membershyp w15 11 Regulater Members;
1 vy Membars
2 Dewlopmamol 1) Defiotonof MIVIVD  MuiSwDec  *  IMDRFhadno commentson the propossd

AHWP Gusdizca 215 fual uidazea,

Docwment * Have modified the introduchen of the
pudancesnd call forcommemt apum
tin WG and WG2.

* Whllsend TC the final document by 29
Feb for he endorssment proosiuce.
3 NDCommonTomlsator hm20iSlDac + o il il on 7t
# Subissson Dossier 2016 = Wil circulate the warking draft of
%) Conformity Amesmentfor  Aug 2015 o ug e
s L + Will complete the werking daftof he IVD
#  Clsifiction of IWDs Aue 215 e Aug CTSD gudnce by 2 FTF mestings.
a7
5 InVire Conpsion M 21610
Chagnestc Devaces I 2017
3 n Survey Report Mar 20150 * Parbal results kave been reparted in
sequlation satns 3ad T 216 Buagkok AHWP sl nestin.

Sremarkel * bing o ot dtia b it

Teqitements for

AHWF nemnl - Sml TCiSecretariat’ ¢ comment oa the

sconomisn st of the Survey Repact. Follow v

the comments..

WG Progress Update (I1) “9"

since last AHWP Bangkok TC Meeting in 2015 F—

-- Deliverbles Progess Update

Farticipation in 1) Establish IVD WG WIS02017 ¢ ISOTC 212 hes accepted and added
Intemnational/ representation to 1SOITC two WGZ comfacts in TC 212
Global 21203 regarding digtiibution Hst. WG2 will commeat
an ion technical requiraments the draft VD [0 standard.
collaboration and for WD ‘Has prcwided the comments for WHO
activities Provide guidance: Establishing stability of an
recommendations on the in vito digestic for  WHO
specific WHO IVD FQ ‘Prequalification by 23 Feb.
progiam guidance Has prowidad the comments for WHO
suidance: gz 10 3
WHO P I Vio
Diagnoetic by 31 March 2016.
* Will have & side meeting with Ms.
Irena Prat of WHO IVD PQ program
to discuss oollaboration between the
1w group oo 27 Ap.
5 Collaboration with 2015502017 WO1: Guidance Document of MD/
other WG IVD Definition
WOS: Wil organize a conferenceon
IVD Medical Devices Regulation and

Clinical Performance Evaluation in
Taipei 1o prowide Iraining fo the WO
members.

P

s samvazaron

WG Document towards Endorsement at the A
21th AHWP Annual Meeting 2016

No. | Title/Content | Type of Document

1 Common Template for a Submission Dossier for Guidance Document
Demonstrating Conformity to the Essential Principles
of Safety and Performance of In Vitro Diagnostic
Medical Devices

2 Principles of Conformity Assessment for In Vitro Guidance Document

Diagnostic (IVD) Medical Devices

&

Thank you
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Medical Device Regulations in Taiwan
« Organization and Responsibility
o Medical Device Regulatory Framework
« Comprehensive Consultation System
+ Recent Changes in Medical Device Regulations
s Future Initiatives
Presenter: Dr. Wen-Wei TSAI C/ FDA
Technical Specialist
Division of Medical Devices and Cosmetics GBS ESEYEEE
Food and Drug Administration
Ministry of Health and Welfare
http://www.fda.gov.tw/
Cys
“Aron Establishment of TFDA

Organization and Responsibility

\ 2“{’;’{,‘?‘3 \ 2010.1.1 201172013 2013.7.23
TFDA Government TFDA
Bureau of...
Food Safety
Pharmaceutical Affairs Consolidate

),
C/lFDA

Food and Drug Analysis

Controlled Drugs

Y
Mroa

Organization Structure of TFDA

E

i

T o
P
Liaison_

DM-luum |

Rnnmt D

o
==

Northern Region

Regic
Administration
Offce of Accounting.

JE

Roles and Responsibilities of TFDA

o Public Health Protection
» Gate keeper
o Prudent evaluation based on Good Review Practice
» Safety, effectiveness and quality
© Health Promotion Through Facilitating Innovation
o Efficient and transparent review process

Central Region Division of Food Safety I Factory for Controlled N N K X
Office o Personne froe o International harmonization of regulation
- Southern Region Division of Drugs & New
B ot ——— « Consultation mechanism
Division of Medical Devices
—
e
=
Foundation
sis.
5 13
“Aeon P . PPN “Mron 2.t I
Organization Diagram of Division of Vision and Mission
Medical Device and Cosmetics
Safeguard public health k
Director Create a new era for regulation of medical
1 devices and cosmetics
Smart regulation and create win - win
=
Promote
! Improve regulatory
development of )
Semior Technical Specialist biomedical industry system
I Innovationy| Profession
e [ L | | -
(Section] | [SectionIl Sectionlll | \
Medical Medical Medical S Wi
Device Device Policy, = Device Device Device Section VI
Quality & Regulation & | | Clinical Trials | 5= Prod Cosmetics Safeguard public
= e & Review() | Review (1) | health
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Duties of Division of
Medical Devices and Cosmetics

Regulation, policy, and statute drafting of medical devices and cosmetics

Review of medical devices and cosmetics registration, license amendment,
transfer, and extension, and issuing, renewing, and reissuing of such licensing

I'd Safety surveillance, evaluation, and consultation assistance of medical

devices and cosmetics

Review and regulation of medical device human trials

W

Regulation of medical devices for emergent uses

Others matters relating to regulation of medical devices and cosmatics

|\

Medical Device Regulatory Framework

oMedical Device Regulatory Framework

+ National ADR

Reycning S}iSTem *  GMP/QSD implementation: 1999
" fx?wc Islurvcllllal(lﬁc (if S‘“:'m':l ¢+ Effective compliance letters total
international medical -

Management 4,325 (Data as of end 2015)

device safety alerts
+ NCAR Exchange
Program
+ Beginning of
registration: 1973
+ All medical
devices, effective
licenses total

41.293 (Data as of 15th
Apr2016)

(76.24% imported)

Medical
Devices

Post-market
surveillance

¢+ Dealers, total
42,516 companies
Open mail order
sales for certain low
risk devices

(Data as of end 2015)

Medical
Device
Distribution
management

1

“foMedical Device Life Cycle Management

prod e s
N et N\ Dy \\ preciiical cinicat T\, Premarket W Postmarket
Fundsmental /~ Prototype /" Validation el Tl 1 application EEE ""‘l Surveillance

1 .
General/Case Laboratory || Clinical Trial .
Consultation Practices Inspection Emma'lke‘ N
(GLP/GTP) (GCP) ontro :
Product . -
Clinical m—— L
Rt Protocol Registration | »
Review || (Approval/ |
(TFDA/IRB) Listing) H

[ M Advisory Committee | : Postmarket Control
Production Qualil
System C nmlryol Manufacturer's Quality System Audit (GMP) \

MDs : Medical Devices * ADR & Product Defect Reporting

GLP : GoodLaboratory Practice

. 3 T S Bunellane &
T et Colletion (GVE)
GCP : GoodClinical Practice ]
IRB : Institutional Review Board H
GMP : Good Manufacturing Practice + =——FlucalivoFromolios
ADR : Adverse Drug/Device Reaction @ _Good Distribution Practice (GDP)
GVP : Good Vigilance Practice

12

2 ¢ Basis of Medical Device Regulation

*Pharmaceutical
Alffairs Act

*Medical Care Act => ACt

* Registration of MD

*  Good Clinical Practice (GCP)
+ Good Laboratory Practice (GLP)

Good Manufacturing Practice Regulations (GMP)

C—yRegulations

Governing the Monitoring of Safety of MD
Governing the Reporting of Serous Adverse Event of MD
Directions on Implementation of Recall Action of MD

- IVD Medical Device registration must-know
- Recognized International standards

=> Guidance

13

‘ﬁmendment on Pharmaceutical Affairs Act

B Article 13 - Definition of Medical Devices
W The term "medical device", as used in this Act, shall

refer to any instruments, machines, apparatus,
materials, software, reagent for in vitro use, and
other similar or related articles, which is used in
diagnosing, curing, alleviating, or directly preventing
human diseases, regulating fertility, or which may
affect the body structure or functions of human beings,
and do not achieve its primary intended function by
pharmacological, immunological or metabolic means
in or on the human body.

Amended Date: May 8, 2013

()

Mo Medical device category

® Pursuant to Article 3 of Regulations for Governing the Management of
Medical Device, medical devices classified by intended use and mode

of action with seventeen categories.
A

:’ CLASS Il Medium RISK

e

T ———
points three lavals

Medical device category

A. Clinical chemistry and clinical I. General and plastic surgery

toxicology devices devices
B. Hematology and pathology I. General hospital and personal
devices use devices

C. Immunology and microbiology K. Neurological devices
devices L. Obstetrical and gynecological

. Anesthesiology devices devices
. Cardiovascular devices M. Ophthalmic devices

Dental devices N. Orthopedic devices
. Ear, nose, and throat devices 0. Physical medicine devices
. Gastroenterology-urology P. Radiology devices

devices

moTEg

unclassified
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Safety and Quality Surveillance

Risk

Hc!mmm

Quality Surveillance Project for
Marketed Products

Revise labeling, narrow down indication for use, extend surveillance
period, recall...

r_‘

“ |_.| Educational Training and Promotion
Communication | Information Dissemination

& A Risk Based Regulation ¢, Before Marketing a Medical Device
Product in Taiwan
| Low risk High Manufacturing Facility Product
GMP/QSD Applicati Lii Applicati
GMP/QSD GMP/QSD GMP/QSD I l
: DAO: designated auditing *
Class 1 | organization | TFDA
=l Class 2 _“l | Class 1/2/3
affidavit Technical 240 Auditing
On-site Document Technical Medical Device
caistrati Ainics Document TFDA b 9 & nt? I Advisory Committee
registration Preclinical testing Documents (D )
and QC documents ired f | (new devices)
can be “'ﬂ“'evd if Clinical reports required for }
withbothEUand required for Registration 3 GMPIQSD /
US marketing il p Letter — - &
approval. most o the License Granting _
| QSD: Quality system document cases. 17 18
‘ Class II/II MD/IVD ‘
oA Registration Requirements 4 Clinical Protocol Review Process
Regi N N Clinical Trial Protocol for Fast Track : Clinical
egslra{rmnngqulremmls - Registration/Licensing ittt S
O frgbain e - New Medical Devices/Techniques A
* Instructions, manual, packaging, and labels IDE Number
* Free sale certificate from original manufacturing country guLoay
*  Authorization letter issued by orginal manufacturer
*  GMP/QSD compliance letter -
C Tl o materials, specifications, [ Advisory Commiteee |
performance, uses, and drawings etc.
*  The pre-clinical testing and quality control test specifications and
methods, test records, and test report. .
* Clinical evaluation reports (if required) GCP Inspection | Approval basis for
(GCP Inspection v | istrati
* Be required for import products only Team, TFDA) = Clinical Report 1—ﬂ licensing
19 2
“Aeoa Medical Device Post-market don On-line Reporting System

*  Provide on-line reporting of adverse events
http://qms.fda.gov.tw

(o RiERTBRSRY TS

§%ﬁuu1bf&nui«'ﬂﬁ& (REEEERD

e
-

WA ERENECESRERETE
 BEEEER

ARETERSE.

Hyperlink to get Updatedsafety information 5,

=X

Safety information to the public

Provide updated safety information

http://qms.fda.gov.tw

Comprehensive Consultation
System
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fon Comprehensive Consultation for
Medical Device Industry

General consultations
T f
Hotline

Consultation
Tel:886-2-8170-6008

E-Learn

Workshops
Online Consultation

and Seminars

Advanced (Case specific)
consultation
r } 1
Early Stage _Sreefls. Regulator
Pre-IDE consultation V\rr?cli[ensngrea a
Pre-PMA for domestic new pre
) o consultations
medical devices .
service

Recent Changes in
Medical Device Regulations

bron Premarket Review (2014)

» Amended “Regulations for Registration of Medical

Device”

— Applications for pre-market approval of Class 3 devices
must conform with the requirements specified in EP/STED
Guidelines announced by TFDA.

» Announced “Good Submission Practice” (GSP)

— Provide reference for device firms in the preparation of

registration documents.

— Help enhance the quality of submitted documents and
accelerate the review efficiency.

’.FDA

Premarket Review (2014~2015)

»Amended “Regulations for Governing the
Management of Medical Device”

— Timely amend the regulatory requirements of
medical device classification, so to align with
international regulatory trends and cope with
domestic regulatory needs

Amendment Dates

2014.1.7 29 7
2014.9.22 0 9
2015.6.3 26 26

b:on Premarket Review (2015)-1

» Announced 59 technical guidance for medical
device products (including 13 IVDs)

— In order to improve review in consistency and
transparency.

— For products, such as coronary Stents and
Associated Delivery System, Transcutaneous
Electrical Nerve Stimulators (TENS), Human
Papillomavirus Serological Reagents, Antinuclear
Antibody Immunological test system, etc.

L Premarket Review (2015)-2

»Announced “Medical Software Category and
Classification” & “Nano-Medical Devices
Identification”, guidance for industry
— Provide reference for device firms in the initial

determination of product category and
classification

— Facilitate product research & development

— Serve as a basis to be followed in the application
for registration

fron Premarket Review (2015)-3

» Announced “Principles for Compiling Chinese

Instructions of General Medical Devices” &

“Principles for Compiling Chinese Instructions of

IVD Medical Devices

— Define and explain the basic contents that should be
included in Chinese instructions

— Provide reference for device firms to compile Chinese
instructions

— Ensure completeness of the contents of Chinese
instructions

fron Clinical Trial

» Announced on October 16, 2015 the “Medical
Device Good Clinical Practice” (GCP)
— Establish a regulatory practice for clinical trials that

is harmonized with the widely accepted and
globally adopted 1SO 14155:2011

— Help enhance the quality of domestic clinical trials
— To be implemented starting on January 1, 2016
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“ron Distribution Management

» Announced on October 30, 2015 the “Unique Device
Identification (UDI) System Practice”, with Annex |
“Introduction of Medical Device UDI” & Annex Il
“General Description of UDI Coding Standards”,
guidance for industry.

— Contents primarily adopt the 3 UDI issuing agencies
recommended by IMDRF & U.S. FDA and their coding

“Mron Postmarket Surveillance (2015)
» Promulgated on August 5, 2015 the “Regulations for

"

Medicament Recall” to ensure consumer protection

# Announced on June 18, 2015 the “Medical Device
Good Distribution Practice” (GDP) to ensure product
quality during distribution and strengthen regulatory
oversight of device firms.

standards (GS1 128, HIBBC HIBC, ICCBBA ISBT128) » Implemented a “Pilot Program for Medical Institutions
_ Intend to achieve tl;e following objectives: on the Medical Device Adverse Event Reporting and
: . . Wy s .
¥ Establish internationally acceptable UDI coding and barcode Evaluation by volu‘nteered‘ hOSpItB|5 to increase risk
specification for imported and domestic medical devices awareness of medical device use.
# Communicate the development of UDI labeling and application
¥ Facilitate building a foundation for automatic distribution
management
3 u
& =N Future Regulatory Goals and

Future Initiatives

Strategies for Medical Devices

1-1. Establishment of dedicated law for medical devices

Improve

regulatory 1-2. Build quality medical device clinical trial regulatory environment
system 1-3. Sustain training system for professionals

Implement | | , & ouance medical device review quaiity and efficiency

premarket

regulAtOrY 5 By a third party scereditation system for conducting regulatory review

aversight

3-1. Build a UDI system information platform for high risk medical devices

3-2. Promote medical device good distribution practice (GDP)

to safeguard | SRS
consumers

gthen the ofmedical

3-4. Strengthen education of consumers on the risk of using medical devices

safety

& = Prospects

----Present
@ Establish modern regulatory
system for medical devices
@ Implement total product life
cycle regulation ﬂf."‘..‘:.""""

predicted
NTS 82.7 billion

---Future
4 Enhance regulation of post-
market traceability
# Fulfill Consumer Protection

@ Protect public health while
ensuring industry
development

Promote health
wducation for
consumers

20131e)
value w
estimated
5 NTS 81.4 billion

2012 output value
was NT$76.0 billion

output
as

011 cutput value
was NTS68.2 billion

Data; ITRIIEK (2013/05)

--==Past
Emphasized on pre-market approval

~ Promote GRavP
ical nose
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