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Chair: Rosanna Peeling
14:00 - 14:05 | Welcome
Introduction to Phase 2 of the Grand Challenges Canada
14:05 - 14:30 i
Project on Affordable Access to IVDs Rosanna Peeling
Meeting objectives and expected outcomes
Updates on The Asia Harmonization Working Party
14:30 -15:00 IVD subgroup work plans Li-Ling Liu
15:30 - 15:45 | Break
GCC and AHWP IVD subgroup programme synergies
and mechanism for collaboration:
- Pan African Harmonization Working Party (PAHWP)
progress and plans for 4 areas of harmonization:
i) common submission template
15:45-17:00 ii) quality system inspections All
iii) reduction in duplication of clinical trials
iv) post-marketing surveillance
- Twinning of TWGs
- Capacity building plans
17:00 —18:00 Comments on the 3 IVD documents issued for WG01a | jeffrey Chern
Group Dinner (Jasmine Chinese Restaurant, G-25
18:30 Festival Walk, Kowloon Tong )
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Chair: Li-Ling Liu

09:00 — 09:30 Recap of first day Rosanna Peeling
Develop a workplan for piloting an IVD through the 4
09:30 - 10:30 areas targeted for harmonization with timelines and | All
milestones
10:30-11:00 | Break
Develop a workplan for piloting an IVD through the 4
11:00 - 12:00 areas targeted for harmonization with timelines and | All
milestones (cont’d)
12:00 - 12:30 Summary of meeting outcomes and next steps All
13:00 Close of Meeting - Lunch
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To incentivise and accelerate innovation, we need to create more opportunities for interactions
between industry, public health policy developers, regulators, and researchers/experts/users :
— Public health needs
— Purpose of diagnostics and where diagnostics will be deployed (technology assessment/placement)
— Target product profiles including performance expectations
— Environmental requirements
—  where trade-offs are acceptable

Expected outcomes:
— Streamlined regulatory approval process:
* Common dossier for review that the test is fit for purpose
* Facility inspection: mutual recognition or recognition of third parties

* Performance studies: standardised protocols, network of trial competent sites, joint review of
data

— Reduced barriers to market entry for companies:
* better understanding of TPP and performance expectations

* access to sites in disease endemic countries to optimise environment requirements of POC
tests

access to trial sites which are competent to conduct performance studies using standardised
protocols

more clarity on price point to make a business case for investment, including cost of regulatory
approval (currently a major disincentive where regulatory systems are not transparent)

— Accelerated policy development/adoption and scale up:

* models for technology assessment and strategic placement of new technologies to ensure
greatest impact and cost-effectiveness

* policy development and scale up
* post-market surveillance to assure the gquality of tests and testing

Bl = : GCC phase Il

"o T - FEFEERN DL HF e % £ (common dossier for

registration)
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clinical trials)

FEIVD FREML I EETER

Suk Eag4p 7 322 QMS/GMP (facility inspection)

#F e B3 (Reduction of duplicated

% XL (Post-market surveillance)

Item

Status quo

Proposed Harmonisation model

Impact

Dossier for
registration

Forms unique to each
country

-Standardize template for registration:
Summary Technical Documentation
(STED) or Common Submission
Dossier Template (CSDT);

-develop capacity for Good Review
Practice

Save companies time and costs

Standardised template easier
to review and require less time

Facility
Inspections

-ISO 13485

-Unique visits by NRAs;
delay in approval due to
long queues and high
costs to companies

-adoption of common standard
-mutual recognition of audits
-recognition of third party audits

Shorten time to approval and
reduce costs

Clinical Trials

Large number of trials
conducted for each
product

-Standardised trial protocol
-Network of competent sites
-Joint review of trial data but final
approval country specific

-Approval in more countries with
fewer trials;

-clear and transparent path for
approval

-reduced costs for companies

NRAs increasingly risk
adverse

entering the market

Post- Limited capacity for -Network of evaluation sites act as sites | Ensure quality of tests post
marketing identifying low quality for post-marketing surveillance approval
surveillance products and product
failures
Capacity Many countries do not More streamlined approval process and
building regulate IVD; keeping low quality products from Better balance between risk vs

benefit

— : Standardization and Harmonization
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Regulatory Convergence for AAIVD
Medical Devices

AHWP WG 1aLSHTM Future Collaboration
Initiatives

AHWF WG 1a IvDD

FDA A
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e —1 T

Moving towards Regulatory Convergence for
AAIVD Medical Devices

2012-2014 Missions, AHWP WG1a 20132014 Objedives, LSHTM

(1) To develop AHWP VD medical (A1 A common dossier submission
devices gudances (E) Reductionin the number of guality
(2} To faciitate capadty building and system audits

traning acivifies for AHWP member (C) Reduction in the duplication of
economes and ofher developing clinical trials

couniries (D) Post-marketing surveillance
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“rom WP WG 1a-LSHTM Collaboration-= ==

o AAIVD Four objectives
AHWPWG1a progress snd pams————____ | @ | ® | © | @)
= . {13 Three GHTF Final Documents Il ¥ ¥
% . {2y Recommendations on the use of recognized - ‘
£ | standards in safety and performance evaluation of W ¥
i VD medical devices
L; (33 Twoe imernational conferences on Mav and Mov v v |+
& [ (4) CSDT-STED comparison done v '
| (1) 3 IVD Regulatory Guidances v v v v
. {2) Traiming for AHWP Member Economics - - - -
:Z i Proposed IV Medical Devices Regulations ¥ ¥ .
ﬁ | conference on Sep, 2013)
= | (3) Affordable and Accessible VD Medical

Devices { Proposed "POC IV Medical Devices ¥ L ¢ ¥

Symposium” on Sep. 2013)
[2] FFL Mt Pacnrmance Thdex

s
= A P
o e
AHWP WG1a Proposed Documents (Draft)
Doc. No. Title Status
AHWPMWG1a/FPDOo0MM Strategies for Implementing Draft of
Regulatory Framework and Froposed
Affordable Access to IVD Medical | Document
Devices
AHWPMWG1a/PDO0Z Essential Principles of Safety and | Draft of
Ferformance of Medical Devices Froposed
Cocurment
AHWPMWG1a/P D003 STED for Demonstrating Draft of
Conformity to the Essential Froposed
Frinciples of Safety and Document
FPerformance of In Vitro Diagnostic
Medical Devices
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for AAIVD Medical Devices

‘;FD‘A Regulatory Convergence Platform

FTTTIIL)
meLwrd mmaman

Regulatory Convergence Platform

1
.- e A@r
' ‘!’Eﬁ. for AAIVD Medical Devices .-
Objedive Time Work lems Remark
1. Common Submission | Mar-May Revision of Revision of regulatory
Dossier 2013 AHWPWG1a/PDO01D - guidances (DPD)
POOO30 -5 TED-CSDT comparson

refined

.Drafting POC CD4

s ubmssion template

June-Sep Public consultation of . In-country consultations in

2013

AHWPWG1a/POO0MD -
FPOOO30

EALC and PAHWP
Revision of regulatory
guidances (PD)

. WD Medical Devices
Requiations Conference (Sep
2013)

. POC WD Medica Devices
Symposum (Sep 2013)

Jan-Apr 2014

Pilot program ofthe
submission template

Optimization of the
submission template

May-Aug
2014

Adoption of the template

Implementation at GHD,
MRAS level

16
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Proposed Topics of IVD Medical Dewces
Regulations Conference (Funded by TFDA)

- Proposedtime: Sep 2013

. Proposed topics:
. Regulations updates (US, EU, Japan, Chinalkorea,
Taiwan)
. Safety and performance evaluation
. Casestudies for the POC IVD device

. Harmonization and regulatory convergence

. Expected audience:
. AHWP member economics
» Domesticstakeholdersin Taiwan
. The membereconomies of EACPAHWE and ALADDIV

A@r

h.l-n...—..l...u_ 'I-hb‘ Rty

POC IVD Medical Devices Symposium

. To be heldin Sep 2013, a side event along with the aforementioned conference
. FProposed topics:
Potential inter-regional collaboration inliatives on GRP, GMP, GCP for IVD medical
devices
POC CD4 test common submission dossier template
POC CD4 test case study
- Product demonstration
- Bibliography and litersture review
. Cuwmrent performance Charactenistics and cliniczl evidence review
- Regulstory pathway delinestion
. Expected Audience: AHWF, EAC/FAHWE ALADDN, IMDRF member
economies, standardization bodies, clinical laboratories, hospitals, etc.

17




o - Regulatory Convergence Platform AC"
~¥FDA . .
for AAIVD Medical Devices o L
Objectie Time Work ltem Remark
2. QM3 Audit MarlApr 2013 Rieview on current ~Status report and gap anslyses
regulstions and ddentify reguiations and related
recognized standsrds standards
related to GMS
May-Mov 2043 Training .Faciliate fraining on:
.Labeling and raceability
AE@C and materals ontrol
.Process validation and
supphers conirol
.Handling. protection, siorage,
packaging
JLizise to ISOTCZ10, AHWF WE3,
Wic4
.Proposal to AHWP in alignment
with the AHWP conference under
AHWP-RAPS MOU
Jan 2014 GMP pilot program | -Plam for GMP pilot program
.Development of Inspecion proocol
and checldists
Feb-May 2014 GMP pilot program || Launch of the pilot progam
<Oiptimizztion of the GMP
) Regulatory Convergence Platform "‘C"
FDA H 3. Bwinn Ha L - Pari
for AAIVD Medical Devices s =L
Objecie Time W ork em Remak
3. Clinical Evidence: | Marifge 2013 Revision of AHWPAWG1aPD001D -PDOGSD Fmvimion of regulmord guidenc=s (DPD)
JLiscuss EP, recognized =tandards on
pariormance avalusion
Aol 2013 Clinical Evaleion for WD medical devices | Laollahorme with MORF, AHWP W5EE
Jdmrit rmguimiions =nd mmnderds for cinicsl
parionmance svalussion and G5P
Jechnical consultsfion on $he RFAon dinical
trial for VD
st Gmn 2013 Climical Evalhe@ion fior WD medical devices Il Lollabor=e with IMORF, AHWP W55
Fmvimson of regulmiord gudences (PO
JVD edice Devices: Regulsions Conferenoe
(Sep 2005
2013)
T echnica previes of POC COW diinicz]
Drefiing guidence cn GCP =nd dinicd
perfomance ey=heticon
Smg 2013 WD dinical frial pilat program | Preparation for pillat program
2014 Y
JLamnmame
'ﬂ-:f—.-‘ug 2014 WD dinecal il kot program 1l JL=unch of pllat program

Jdmpl=memation = GHD, NFLAs bl
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“¥roappEC “Best Regulatory Practine*ﬁr%g&w

«  “Best Reguiatory Fractice of Medical Products for Trade Facilitation”
. Astrategic approach for Sood Review Fractice (GRevE!
. Co-sponsoring APEC Economies:

. Canada, China, Indonesia, Korea, Malaysia, Mexico, Peru, Philippine, Thailand
and United States

. Three key objectives

. 10 redice regulaions burdenand scfiieve el mariefaccess of medical
praducts through the adaoption of best requlatory practice

« 10 esizblish mutual confidaencein the assessment reports of regulatory
authorities within the APEC region

. 10 grovide & plafform for regulatory dialogue

14
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APEC “Best Regulatory Practice” Project

. A gap analysis survey characterizing the good review practice

(GRevP) of APEC member economies was completed in Nov.
2012.

. Adraft roadmap titted 2020 Roadmap for GRevP on Medical
Products” was endorsed (in principle) by Regulatory
Harmonization Steering Committee (RHSC) in Aug. 2012

. Sponsored four GRevP Workshops held in Taipei:
. Kick-off Workshop (Medical Devices) held June 2010
. Kick-off Workshop (Fhammaceuticals) held Mov. 2010
. Basic Workshop held Oct. 2011
. Advanced Workshop held MNov. 2012

19
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E stablishing a Consultative Network for Medical
Devices Industry and Enhancing the Quality of
Medical Devices Clinical Trial System

Establishing the consulting network for medical device
industry

Applying “ Good Clinical Practices (GCPs)’ to enhance the
qguality of medical device clinical trial

Building training capacdily for requiatory seed personnel
Advancing regulations of medical device

¥ron _A®r
A Reqgulatory Model for Affordable and Accessible POC IVD
Medical Devices
=2C C04 test dossiers with
FOANEC

Das st seobrrismine IMDRF
1. AHWP W1z
membsrs:

TFDA r
SEDA Revice Joint Review Revisiors Adpsioy AHWF Guidanoe 2nd
“HAS repmmsermves | Task Force (JRTF) implementation

_ N (e ooted papers

2. EACTFAHWP T
3 ALADDIN Sfretring expeviEnres v T
e T 2w e Az ki
l Cm¢|ly5:l:|:r

Faceto-faceand closed- 1
door mestings

Heview Summary, reports andor

Agreed minues The RAsin
1 Consemsus guidancs E} developing
2 Reviewsummarics Counires
endosed by JRATF
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Regulatory Convergence Platform

) - - »
pa for AAIVD Medical Devices Ayl
manszas e R e e
Cibjective Time Work ltem Remark
4. PMS Marffpr 2042 | Reviewon cument ~St=tus report =2nd gap anshyses
regulstions and Jldentify reguiations and related stand ards:
recognized standards ANCAR
relzted to PMS SADS
May 2013 T raining LCollaborate with IMORF, ISO0TC210,
AHWPR WG2
.Delwers traning
JFesdbacks to |SOTC290, AHWP WGE2
.T ec hnical consultation
Jun 2013-Feb | POC VD PMS pilot LCollsborate with IMORF, IS/ TC210,
2014 program | AHWP W&E2
-Freparation for piot program:
.Capacity building
I nfrastructurs
Datzbases
Sep 2013-May | POC IVD PMS pilot Lzunch of pilot progam
2014 program |1 LOptimization of the PMS system
Walidation
Jur-fug 2014 | Implementation of online | JFeedbacks to ISVTC210, AHWP WiGE2
FM3 system .T e hnical consultation
LCifficizl implementation of online PMS
SYEIET
‘o o Initiat @
Fpa  Collaboration Initiatives ... ...

. Drafting POC CD4, Dengue and TE Test common submission
dossier
. POC WD Medical Devices Symposium (Sep 2-6, 2013)

. Drafting guidances on GCP and clinical performance
evaluation for IVD medical devices

. Development of inspection protocol and checklists for VD
medical devices QMS audit

. Training on the following:

ECP
GMP

GSP (pilot in Tamwan)

GRFP (Documents will be released at the end of this year)

GVP
GAP or GIP??
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