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Dr (Davey) Han Dehui

Medical doctor with

extensive domestic China
and international leadership
in quality systems,
regulatory and government
affairs for medical devices
and diagnostics, health
research and policy,
epidemiology and clinical
research.

A rare combination of
business and technical skills,
with deep understanding of
Chinese, European and
American healthcare
systems and corporate

cultures.

Qualifications
Medicine,

Tongji Medical University
Master of Science:

Health Services Research
and Policy,

University of Minnesota
Post-Doctorate:
Epidemiology & Clinical
Research, University of

Minnesota

As Head of China Operations of Brandwood Biomedical, Dr Han provides
foreign companies effective regulatory, quality and distribution
strategies for importing into, or manufacturing in China, and expertise
for Chinese domestic manufacturers exporting to International markets.

Business Profile

Dr Han delivers significant positive outcomes to clients by bringing medical
devices and IVDs to market via the most profitable safe regulatory
pathway. This is achieved through his depth of knowledge of the China,
Asian and international regulations, participation in framing China medical
device legislation and comprehensive industry/government liaison at the
highest levels.

With a background in medicine, he has worked both for the Chinese
Ministry of Health and European and US multinationals, providing clients
with a unique blend of technical and business expertise in the domestic
China, regional Asian and international marketplace.

Professional Experience Summary

Dr Han has more than 25 years experience in the healthcare business. His
outcomes have included leadership in product registration, clinical trials,
qguality management systems, post-market surveillance, industry
organization and lobbying, government affairs, health policy and technical
standards developent.

The expertise Dr Han provides clients is derived from previous and current
roles including:

e Division Director, Health Economics Institute, Chinese Ministry of
Health

e Deputy Director, Government & Key Customer Relations Group

e General Manager, Regulatory Affairs and Quality Management for
multinational corporations

e Co-Chair, Medical Device Working Group, EU Chamber of
Commerce

e SubGroup Chair, WG5 Clinical Investigation, Asia Harmonization
Working Party 5.

e Coordinator of Training & Research Network
e Analyst, Marketing & Clinical Research

e Manager, Regulatory Affairs & Clinical Research
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Expert Advice on Global Market Access and Compliance

Risk Assessments v"Regulatory Strategy v"Product Requirements and Technical Standards
Technical File Preparation v"Product Testing »"Vendor Accreditation v~ Clinical Trials v"Reimbursement
ISO 13485 and 21CFR 820 Quality Systems v~ International Regulatory Submissions v“Postmarket Compliance



