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Table | Selected list of prototypical inhibitors of oxygen sensors PHD and FIH
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Drug discovery and development platform
for anti-hypoxic injury agents will be ready....

Proof of
concept
(POC)
in human

An old paradigm revisited......




The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

Yivision o1 veurviogy, univer: e URC- AU P PIY AECHL A T-UDY SUOWED PIOLLISE 45 ICUTUPEULECLAL 1]

ria, Edmonton, Canada (A.S);  ¢he Stroke-Acnte Ischemic NXY Treatntent [ (SAINT I) trial, reducing disability
stroke Unit and Cerebrovascu-

Iniversity Department of Med-  WHeN gi\fen to patients who h.ad acute ischemic stroke. We sought confirmation of

- Nrf2 regulates basal and inducible

~expressions of an i-oxidant genes




Defensive mechanisms against oxidative stress injury
‘The Keap1-Nrf2 system’
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Exploratory clinical trials for understanding of human
pathophysiology and for more efficient drug D&D
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New era for the discovery and development
of drugs in ‘renal disease’.....
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Promoting Reguiatory Harmonization in the
Medical Dewce Sector in the APEC Regron

Trend Towards Requlatory Harmomzatlon Worldw:d
The Global Harmonization Task Force (GHTF) was created in 1992 to enhance patient safety and

increase access to safe, effective and clinically beneficial medical technologies around the world

* through harmonization of regulatory systems. Since then, the Task Force has created a set of _
. regulatory guidelines that form the basis for promoting the harmonization of regulatory requirements in .

_many economies in Asia (the Asian Harmonization Working Party) and in Latin America (Lafin
American Harmonization Working Party). -Four of the five founding members of the GHTF are
members of the Asia-Pacific Economic Cooperation (APEC) forum (Australia, Canada, Japan, and
United States)

The Challenge Faced by Medical Device and Technoloay Companies in the APEC Region
" APEC economies impose varying regulatory requirements for controlling the safety and effectiveness

of medical technology — the medical devices, diagnaostic products and health information systems that
are transforming health care through earlier disease detection, less invasive procedures and more .~
effective treatments. Government regulations are one measure to provide patients high quality and

_ safe products. However, differing regulatory requirements within the APEC region create :
unnecessary market entry hurdles, which slow patient access and impose additional costs..

'Recommended solution: A Program To Achieve Harmonization by 2020
~ An APEC commitment to harmonize regulatory requirements for medical technology products by 2020,
* on the basis of GHTF, will facilitate trade in life-saving medical devices and promote innovation in this
field region-wide. This is an opportune fime to launch this initiative, because many APEC economies
are in the process of developing regulations for medical devices
‘The benefits of such a commitment are compelling:

« For APEC member economies: Facilitates an environment conducive towards the growth of the
medical device sector, enhancing innovation and growing knowledge-based jobs. Promotes
patient access to life-saving medical technologies.

=  For APEC medical device companies: Creates a predictable regulatory framework 50 that
companies can grow and export in a sustainable manner.

We propose a three-phase program to raise awareness of the GHTF gmdelmes develop best )
- practices for harmonizing regulatory processes, and conduct a gap analysis and organize targeted
capacity building in order fo close those gaps. The action plan would culminate in a commitment to
achieving medical device regulatory harmonlzatlon by 2020, which would be a deliverable for the '

. 2011 APEC Leaders’ Meeting.

2010 (Japan host year): Working with the Life Sciences Innovation Forum (LSIF) Regu[atory
Harmonization Steering Committee, develop a strategic plan for harmonization in the medical device

- -sector based on GHTF guidance. Present the strategic plan at the LSIF Annual Meeting. ‘Seek

Ministers’ and Leaders" endorsement of the strategic plan and agree to work towards APEC-wide'
regulatory harmonization. .

- 2011 {US host year): At the LSIF Regulatory Harmonization Steering Committee, build on the .
strategic plan to craft an action plan that includes the formulation of a harmonization check list that .
economies can use to generate self-reports on their degree of regulatory harmonization; a process for -
APEC to use these reports to identify harmonization gaps; and a procedure for developing targeted-
capacity building to close these gaps. Seek endorsement of an APEC Action Plan for Medical Device
Regulatory Harmonization by 2020 as a deliverable for the APEC Leaders’ Meeting. Such a political
. commltment will be a vital underpmnlng to the voluntary harmonization efforts of AHWP and GHTF.

2012 {Russia host year) and beyond: Using the harmonlzatlon checklist, identify member
economies to undergo gap analyses and receive targeted capacity building in order to meet the-goal
of harmonization by 2020. The APEC Life Sciences Harmonization Center, establlshed in 2008, will
- be central to the capaczty bmldlng program dunng this period. .

' The European Union is the fifth founding member of GHTF.



Strong linkage to APEC goal :
Since the founding of the Life Science Innovation Forum (L.SIF) in 2004, Leaders and Ministers have
endorsed measures to facilitate frade and investment in the APEC region by encouraging pro- '

. innovation policies in the iife sciences sector in APEC member economies, including regulatory
harmonization. LSIF has consistently endorsed the GHTF as the foundation of APEC’s work in the
medical technology sector. In 2009, Ministers called for the development of a multi-year strategic-plan,
including capacity buiiding projects, for achieving regulatory harmonization for medical devices. -

Contact: Nancy Travi_s, Advanced Medical Teéh_n_ology Association, NTravis@AdvaMed.org
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