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Day 1 (19 Mar 2015, Thursday)
Location: Samsung Office, 30 Pasir Panjang Road, Level 7, Mapletree Business City,

Singapore
Time Topics Responsible Person(s)
Opening of Meeting Dr. Hee-Kyo Jeong
0830 - 0840 (AHWP Chair)
- Adoption of the Agenda & Roll Call Mr. Ali M. AL-DALAAN
- Objective of AHWP TC Leaders | (AHWPTC Chair)
meeting in Singapore (Discussion on
0840 - 0900 progress & plan moving forward) Mr. Jack Wong
- Report highlights (TC secretary)
- IMDRF-MDSAP WG meeting Update
AHWP TC’s current status All TC participants
- Individual WG work plan discussion ® Presentations of
(1) Work items (previous and new) WG work plan
(2) AHWP WG future participation from 9 WG chairs
and relation with related IMDRF
0900 — 1130 WG
(3) WG documents towards
endorsement at 2015 Nov/Dec
annual meeting
Discussion by AHWP TC Leaders on
extraordinary developments for each WG
Updates from Secretariat Mr. Bryan So
1130 - 1200 | ~ Expansion of Membership Economy & | (Secretariat Office)
- Collaborations with more International
Organizations
1200 - 1330 | Lunch
1330 _1500 Closed Door Meeting for TC Leaders AHWP, TC and WG
- Review of SWOT analysis Leaders
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- Work Items for 2015~2017

- Upcoming AHWP Meetings in
2015~2017

- Remarks:

- An Honest Conversation
(1) How to increase adoption of

AHWP guidance documents to
remain relevant?

How to project
professionalism?
How to Ileapfrog from a
“volunteer” to professional setup?
How to fund work items?

How to implement CSTD
application among AHWP ME?

() AHWP
3)

(4)
()

Closed Door Meeting for Advisors

- Work Items for 2015~2017

- Feedback of TC progress to date

- Promotion on AHWP endorsed
documents (including Playbook)

- AOB

AHWP TC Advisors

1500 — 1515 | Tea Break
Discussion on: Mr. Ali M. AL-DALAAN
1. SWOT analysis (TC Chair) &
1515 — 1615 2. Feedback for TC progress to date Dr. Jeong-Rim LEE (TC
3. Upcoming AHWP  Meetings in | Co-Chair) &
2015~2017 Mr. Alfred Kwek (TC
Co-Chair)
1615 — 1715 TC Advisory Panel — Summary of closed | TC Advisors & All TC
door discussion participants
Workshop items for AHWP main meeting Mr. Ali M. AL-DALAAN
(TC Chair) &
17151800 Mr. Bryan So (Secretariat
Office)
1800~ End of day




Day 2 (20 Mar 2015, Friday)
Location: Samsung Office, 30 Pasir Panjang Road, Level 7, Mapletree Business City,

Singapore
Time Topics Responsible Person(s)
0830 - 0930 | Tele-con with IMDRF MDSAP WG Chair Kimberly Trautman
- Explain and answer any equation | (USFDA)
regarding MDSAP and all meeting
participants
0930-0945 | Recap of items working towards | Bryan to lead
endorsement in AHWP meeting in Nov/Dec | TC participants to confirm
2015 items
- Action Plan incorporating work items
and Gantt chart for next 3 years
0945 — 1045 | Further promotion on AHWP endorsed | Mr. Ali M. AL-DALAAN
documents (including Playbook) (TC Chair) &
Dr. Jeong-Rim LEE (TC
Co-Chair) &
Mr. Alfred Kwek (TC
Co-Chair)
1045 - 1100 | Tea break
1100 — 1145 | Summary & Conclusion of meeting Mr. Ali M. AL-DALAAN
(TC Chair)
1145 -1200 | Closing Remarks Dr. Hee-Kyo Jeong
(AHWP Chair)
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ix 7% 2 (Special Task Group, STG) » 4 4| = Work Group 1 (WG1) - Pre-market:
General MD ~ Work Group 2 (WG2) - Pre-market: 1VDD ~ Work Group 3 (WG3) -
Pre-market: Software as a Medical Device ~ Work Group 4 (WG4) - Post-Market ~ Work
Group 5 (WG5) - Clinical Performance & Safety ~ Work Group 6 (WG6) - Quality
Management System: Audit & Assessment ~ Work Group 7 (WG7) - Quality Management
System: Operation & Implementation ~ Work Group 8 (WGS8) - Standards ~ Work Group 9
(WG9) - Training '* 2 STG (U&N) - Special Task Group on UDI & Nomenclature % -]
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11pr Hee-Kyo Jeong Korea AHWP Chair

2 | Ms. Quan Tran Singapore '(Al\r?d\fjvslzry) Vice  Chair
3 | Mr. Ali M. Al-Dalaan KSA AHWP TC Chair

4| Dr. Jeong-Rim Lee Korea '(Alsii_elml:’ator)-rc Co-chair
5 | Mr. Alfred Kwek Singapore '(Al\ri;ld\ﬁ/s?ry) TC  Co-chair
6 | Mr. Jack Wong Hong Kong AHWP Secretary Team




7| M. Bryan So Hong Kong
8 | Ms. Carol Liu Hong Kong
9 | Mmr. Benny Ons Belgium
10 | Dr. Petra Kaars-Wiele Germany
AHWP TC Advisors
11| Mr. Grant Ramaley USA
12| Mr. Greg Leblanc Canada
13 . _ . B
Ms. Tan Minghao (Co-chair) Singapore WGL - Pre-market:
14 - : General MD
Ms. Patricia Teysseyr (Secretary) Singapore
15| Mr. Wen-Wei Tsai (Chair) Taiwan
WG2 - Premarket: IVDD
16 | s, Yin-ting Fann (Secretary) Taiwan
Dr. Rama Sethuraman (Chair) ingapore WG3 ] Premarket:
Software as a MD
18 | mr. Tony Yip (Co-chair) Hong Kong
19 | Ms. Jennifer Mak (Chair) Hong Kong
20 | M. Kitty Mao (Co-chair) Singapore WG4 - Post-Market
21 | Ms. Joanna KOH (Advisor) Singapore
22 | Ms. Y P hai Thailand
s. Yuwadee Patanawong (Chair) i WG5S ) Clinical
: Performance & Safet
23 | Ms. Sumati Randeo (Co-chair) India Y
. . WG6 - Quality
24 | Ms. Shirley Sum (Co-chair) Singapore Management  System:
Audit & Assessment
25 | Mr. Al M. Ol | (Chai Malaysia WG7 ) Quality
r. Aldawaty M. Olaybal (Chair) Y Management System:
. . . Operation &
26 | Mr. Ee-Bin Liew (Co-chair) Singapore Implementation
27 | Mr. Tony Low (Co-chair) Malaysia WGS8 - Standards
28 _ . h
Ms. Carol Yan (Co-chair) China STG ) UDI 2
L . Nomenclature
29 | Ms. Victoria QU (Secretary) China

9




30 | Mr. Seil Park Korea

31 | Ms. Rachel Kim Korea
Observer

3o | Ms.  Chadaporn  Tanakasemsub

. Thailand
(Miang)

ht €3k2 0B P ehz - RFEILA LI S ATEH(2015~2017)1 (FALE] &
woo 2 NER(2015)1 P HAEH A N2 o wmh h - X (3/19) g3kd 21 F ] e
RAPRED o Sl LR G B EEN BRER L o T e
LB €44 3R (2014 # 11 7 )ik > FIRGF LA 0F [ st g 29 Gk > ¢ S d &
1 ARG R REEL R € iFT 2 WG9 - Training 1 1%/ 47 & 4 2 iz
Froodrd 10 DVREART A2 T K T i AHWP A2 3 Ak s o d

i Wl L B g AR ATZ WGO 1 i) i A o L AT AHWP #0% Auh

BY 210 G B IRGARZ R R FIt > AR ERWGO EF I ARTE R A A
M2 WG2 1 e @R Al 1l ¥ 3215 EHFEBHFELE R F4
T & AToT
Work Group w2 2015-2017 # 1 TERG|E &
® Ry 24i==f
° %5;@( EH & &P 2§~ (Common
Submission Dossier Template, CSDT) & # ~ i+ 2 f

WGL - (B = XH)

®  FpEH A5 (Grouping)F § o X K iAn b A
Pre-market: ~ General "

MD ® . i74F &1 A& 5-(Combination product)s 3 > 2 & 4%

AR A
® jrwf v STG & v &E - AhuliEm i
(Unique Device Identification, UDI) L # < 2

® Ry 2=
WG?2 - ® I TREH I dT TR E M 7_% (Definition) ~ {+ & {23
(Conformity assessment) ~ 4 & (Classification) 2 2 &
&7 (Labelling) & A # < 2
® i ML ETF R %5 7 95 (Clinical evidence)

Premarket: IVDD

10




B A B E 2 R 2 2 iR (Advertising
&promotion)p b g5 < EFT L (T

4 AHWP %22 % e 856 > 4o 1 ISO/TC 212
A A AHWP & ¢ | GAMBE T D el B2
CELEEI

Bw L it 22 WGL & iv/m4% MD/IVD % & &&=
;g WG5 & (et IVD Tk A~ i
TC 2 /i 4557 #7H{ 1 %38 P 1 WGL 373+ %- 2006 # T
¥ MDCSDT ¥ %3 2 & 2 fp e &1 ¥4
4 d WG2 ¢ 2016 £ & % % IVD CSDT

WG3 -

Premarket: Software as
aMD

BF 6=+ R
FEF % i 2 Qualification £ Classification £
iR e

FREpEHEM b g A skl

WG4 -
Post-Market

RF 20 =R
FARLBTHS FREHT L A AN AR

74

o
FRELFREHU S5 E AR SR EtL
AEYVE AE Gl AR R 2

BhAHWP & ¢ F gt o EH2 13 68
g R

TRFRBH TR IGRE

WGS -

Clinical Performance &
Safety

WG 27 =R

i23% { % % Clinical Evidence for Performance and
Safety

FH R4 AHWP %22 ISO 14155 2372 4p i & 8
FRF R EH W LT R B YL R R
(Clinical evaluation) # §&/ 7 4% (Clinical evidence)4p
EFEL

(AT R~ A8h s s g S RHRRERZ ZRE

WGG -

Quality  Management
System:  Audit &
Assessment

Ry 7= R

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

® WEFEIEMTLEFTERLABIARES BT
iz

® H:WIMDRFMDSAP 1 i 2e %2 6 L=
o

-

HEFR BN ST L) h 12 R B

® 3 15§
® H AHWP & ¢ B 53 AHWPWGT7 A %=

EES %"PM LY
WG7 ® i AHWP %27 ISO/TC 210 #p b /&
® 7:£ 1SO 13485 sc iR (SF 2 2015 £ 9 7 ) ALK

Quality  Management
System: Operation &
Implementation

TR FREHET IR AR

® TC iﬁ#ﬁr‘ﬁ%%‘gjl T5E P ey E A 2
AHWP/WG7/F001:2014 — “Guidance on Medical
Device Quality Management System - Requirements for
Distributors”%ﬁ%‘iﬁs?] FEFEEHT R T Bk
bz AphE AR 2

® Rj 6~f
WGS - & FEFHFMITELARFAMARLY E(r:ISO
14971 B * # 12)

Standards
® 7 X 2 & (Common Consensus Standards) % ## 3%
A2 EFH
® Rj 29=f
® Fud WA (FRERGLAMNETE)) 2853
TR B HAR A S AHWP i< i
® FHERFEFHFLEMS CRRLFEL S
STG - # AR e i

® PFYRFIMY:ZELFRHEHUDI ST %2
AW ETh

® ~E Y R pEEFREME - s ks (UDl) 2 g
A&k S ETAST W UDIZT AR

® FHEMAFEFHFRIMUDIZaET L2248
Hfea iF

UDI & Nomenclature

Fooboat kg g3k 2 € F # IMDRF 5 ¥ % B4 7 2 & pid 4% & ¥(National
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Competent Authority Reporting, NCAR) ; 4p i ;24873 #7343 > d »t p % IMDRF &
8377 NCAR AP B 2 2 22 4541 3p3 530 2016 & 4 7 @ B 49 %> & &4 MF T

# % NCAR i 4F x 57 3 #-7 '3 IMDRF Management Committee Members R Jix i@
% > ;R e 4o r NCAR 9 AHWP ¢ B SaB(e 45 - A8 ~ ij%ﬁ]“)’%%%}‘?’#i
Bz AEE) B RTR NCAR R 2 & 8417 » &2 P 1F NCAR L 4F i seAp b 3 o
d >tk fw s TC 2 8 Mr Ali M. Al-Dalaan & 3#- O s 44 AHWP 2 A& Dr. Hee-Kyo
Jeong &2 IMDRF /&£ £33 > 3% AHWP ¢ B 5387 4o » NCAR i 4F & 3L o » 7]
PIRAEZ 4% WGA 2 AHWP p 722 8 %712 NCAR i sz TA 5+ 3 4%
A& 47k su(Safety Alert Dissemination System, SADS) | i& * i< » S22 8 7 iF -

#f WG4 # 812 F42 > B % SADS -7 15 ¢ R gAME S | - w2 3 &9 %9

J?zé*

B RS 5 BORLHY 2 - P ) #& NCAR i siv i p

%
FREMIPEFTARLRTRKA - NCAR M ATRLE P4 -

ek AHWP TC AR B0 & 1 160 3l 1 (ed]is > % Bk & 45 1 ()20

-%”L«

AL el TRPFPES BT EFRUFRER > g E L fe s QR A
B2 2 GBR2ATDAE VIHPRGFIALSLRFTEL 2R G Ho
(Face-to-Face, FTF) € & > s\ 3d3h#e s »ad » 4w U RFET H MM €387 74 > TEp
ER RS e ¥ o AR B TP RERE > § M FTE § R
Hx i 2%\ BB GHTF 5% > s x P X - 2 HFFF 5 Q) RrE
Fo& 10T el (TP £4F > 4o WG6 -~ WGT7 2 WGS ; (4)WGS 1 17 p g2

R E P rEl s G)UDI 4 B d 5 £ FTRE -

Foebo g AER AHWP & ¢ 2 383k » #3720 12 0 1 p 2 49 > F3f8 ¢
FUEG 120 8 3 11 p R 4o R FARH R T R o A E R AHWP
£ hEE %Eg*%?fﬁ RE 88y # 452 % Workshop ~ 1 = TC Meeting 2 1 %
# ¢ W& Rt Organizing Committee(OC) € &3tim > 40 ATEE R 4 AHWP f2

4 AT -

k= g H % - % (3/20)% #£ 22 IMDRF T Fh B HE - 503 3+ % (Medical Device
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Single Audit Program, MDSAP) ,1 i®-] & 3 /§ Ms. Kimberly Trautman . 3% € & 42 >
¢ Ms. Kimberly Trautman §§ 4 MDSAP 3.;% ¥ % & p B ¥ 48 MDSAP 1 & %iE %3+
FOTRT OB RREF R I AR OE g ISR F R E S
% MDSAP 3% &£ FREHZRLEHHM 2 & £ > EFB/PL FTRAF 2

=

BrEd 2R e &EP ¢ 25 (US Food and Drug Administration) 3. % - p = MDSAP
1 Ee DF 6 S ARS H2 2 AR FE % 32014 T 2016 & ¥ 5 2t
TR A o TE 2017 & B 4o ;8 F 7 o Ms. Kimberly Trautman sz o % 12 7 E2%
PHE2p B A S o Pt AHWP ¢ R EANM(eFHAR)RE D M-
¥ ¢ » Ms. Kimberly Trautman 7= 3p 8 — #54% 8 5 £AF ARG 0 f 32 0 HHE Ry
e ST ELFETMN i R REE - PP EAR PEARE
s PR ZOE & RAL o 2t b > 1245 Ms. Kimberly Trautman #7if » p = i3 Health Canada
257 % MDSAP 27 dts » #rt o ot sfmen Do £ 4 o BH 1 £ 1576 )
%v(Canadian Medical Devices Conformity Assessment System, CMDCAS) ,; # & FDA
RlH#-11 % & MDSAP sng&didp £ > (£ 5 bl 75 enf > % > i MDSAP 7 ¢ B~/
4 ® @ % 8 (Premarket Approval, PMA) 2 & el i fife x> 2 e T3 2R 7

(For-cause) ; #¢ ™ f# & 3¢ gi(Compliance Follow-up) ; =f&4% ; H 4 MDSAP &4 3+

o

3 4B (4 8 TGA~ = & ANVISA %) 354 AP 4 i

WREERELE 0 d AHWP 3 mghPl wh - X & 1 0% B4k AR 1 TR
ERFE AN AR TR NP AER AHWP & € Frens 22 LR pae
RBNE R A 2000 ¢ At S € F4%> ¥ 22 TC AE R Mr. Benny Ons 2 Dr. Petra
Kaars-Wiele » »t hiim A=t § RRALG K 15 > HHEF WG2 2 1 ivf 73 58 o & i

TCAENZEH 5 7213 FTF ¢35k M AA %L ERFRA N2 AW 2o
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A7 =7l
Membership Status
| |
[
f\j \s = Chair; Dr. Wen-Wei Tsai
WG?2: Pre-market - IVDD Co-Chair: Mr. Albert Poon
= Advisor: Ms. Shelley Tang
= Secretary: Stella Fann / Christopher Chan
s = No. of WG members: 24
AHWP TC Leaders Meetmg o 10 regulators
Singapore o 13 industries
Mar 19-20, 2015 7 e e
= | = |

Status of Previous WG Items

Objectives 2015-2017

f\ To assist AHWP member economies and other developing countries to implement regulatory f\\ X L .
R o TVD medical devices Nl © To assist AHWP member economies in implementing
No.  Previous Werk ltem Status regulatory framework of IVD medical devices by
1 Development of GHTF guidances for [VDs Completed 2012) o Developing AHWP documents on premarket regulatory control of
2 ListofRecognized Standards for IVDs. Completed (2012) IVD medical devices.
3 Developmentof AHWP documents for [VDs Completed i i ideli
@ ot 201%: 2 o in 2014) a ?m\llldmg reconlnnend?uons andkus;:t;‘lll Smdzl;n:ls ;en how to
‘To establish a platform of regulations updates and gap analyses for AHWP Member Economies D ement regU aloey HAmewOrko IESEERLERCes:
and Other Developing Countries = To support regulatory convergence through
R (Dnos Rkl S o Participating in International/Global Organization collaboration and
1 Capacity building and training of WG members Completed st
O b e 010 T conlicmmoein activities. (e.g. ISO/TC 212, etc.)
2013 1 conferencein 2014) o Encouraging interest and participation for AHWP member
5 2 ; = B ; ;
» K aw”‘. 02013 Gnc. 2 it meet economies in reviewing the specific needs for IVD regulation
with PAHWPand LSHTM); controls.
4 meetingsin 2014 (ncl. 2 ad hoc
| i
Proposed Work Plan 2015-2017 Proposed Work Plan 2015
|
Work Item Deliverables Action Plan and Timeline L r‘\, No. | Work Item Deliverables Action Plan and Timeline
X {1 WG2 i Done
5 Action by emailed on § Jan 2015
(1) IVD Definitions Wil collaborate with WG for confirmation reply to WG2 by
Feb 2015 to Dec 2015 19Jan 2015
(2) Conformity Assessment May 2015 to May 2017 2 2 Guidance Document: 'Will collaborate with WG1 on
. Definitionof MD/IVD  Definitioncf MD ;
@) Classification May 2015 to May 2017 ;. Confcshn‘;:ty.«\ss&mmfm Actions by teleconferencein Q1
(9) IVDLabelling Jan 201610 Dec 2016 S ggmm,m:mmm
(5) Clinical evidence Will collabrate with WGS 3 e i SO S o Digad
Jan 2016~ WG3 101SO/TC212WG3regarding  attend ISO/TC 212WG3
(6)  Advertsing and promotion Jam 2017~ technical requirements fos IVDs
2 Basticipated Standard Attend the activities of ISO/TC mm& prospective
in
IntemationalAGlobal Organization 212/WG3 to work on standard
collaboration and activities (e.g. regarding technical requirements 4 Survey on IVD regulation  Survey Report Q2: Disseminate the questionnaire;
ISOMTC 212, etc) for IVDs status and premarket Q2 &Q3: Collect and analyze; Qd:
3 Environmental scanning and Survey Report Mar 2015 to Jun 2016 requirements for AHWP Q4: Report the result of the survey
survey for IVD premarket ‘member economies at AHWP/TC meeting
regulatory controls
= | ~1l
WG Document towards Endorsement at the 20th
= AHWP Annual Meeting 2015 =
(N
Type of Document -

Thank you
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i 2

Action Plan of WG
Documents towards
Endorsement in 2015

* Proposed if no timeframe indicated
in individual WG plans

Task

Consent by TC

Consent by WG

Time lapsed

a
TC consent & website

Consolidation & Replies

Website & Call for public comments

3

Sep-15
0et15

=
E 2016 am7

'
s w w wry o] ay w =
— < - o« - e == -
£ 2 3§ & ®F = ]
=
Tasks Lead Start End - - = - - 3
1 i on C Submissson Dossier Temp For G | -
Medical Dewices Wi 15012045 1511/2015
Wiz paper on summary of combirebon produck guiddines = AHWP ard
MORF prisdichons WG TBC
R SLEL S AR S Ak Rl B S IR LR SRR e TBEC
2 Guidance Document on MDNYDD Defnitson WG 150143015 151143015 -
Guidance document on CEDT for INDD WiE2 2015
3 i d on Madical Device Software — Qualfication and -
ChssFication WGl 15012045 1511/2015
Guid d on Medical Device Software — Risk Classficatsan WG 310302015
‘Wiz paper ! Posilicn paper on Pre-markel requiremenk and submission
formatior SalD W3 I1M203016
4 Revised Guad dl on Ady Ewents (AE) Reporting WG4 15012045 1511/2015 -
Guidelices on Aduerse Everlz [AE=) reparing dedails for specic devices WS4 HI1G2017
Fevized Guidanee Doument= on Field Eakly Coredion Adions WiEd H1S/2017
Guidance docurment for Adverse Event Trernding W4 2015/2017
5 Guid o an clinical definitation & key concepts for MD WiGS 15012045 1511/2015
6‘ Guidance Documens on clinical definitation & key concepts for VDD WGE 1540142015 151142015
? Guidance Documen: on clinical evaluation for WD WGES 150143015 1511432015
E Guid o an clinizal evaluation for IVDD WiGS 15013045 1511/2015
9 Guid o an clinszal evids For MID WiGS 15013045 1511/2015
10‘ i o on clinizal evi for I¥DD WGE 150142015 15/11/3015
1 1 i d nt on ) ring forl rter & Distributor WGE 15012015 151142015
EAdopdng IMDRF N11 E N2Z WS 122017
EAdoping IMDRF M3 & N4 WS 122017
Adoplrg IMORF N5 & NG WiEE 3127
Guidance document on Pilet Stand [15014971 the) WGa H15/2015
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