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Bayer Diabetes Care

Bayer HealthCare Diabetes Care is one of the largest self-test diagnostic businesses
in the world. Bayer offers a variety of products, services and support to help people
who are living with diabetes, and those who support them. Bayer has led the way in
diabetes care product innovation that changed the face of diabetes care in 1969 when
it introduced the first portable blood glucose meter and test strips. We have a rich
heritage of innovation and have continued to evolve and advance our efforts to help
provide diabetes care solutions that help make it easier for people with diabetes live
healthy lives.

Contact person: Flora Lee
Tel: 2814 4815

Hong Kong Standards and Testing Centre (HKSTC)

Founded in 1963, Hong Kong Standards and Testing Centre (STC) is the first
independent, not-for-profit, testing, inspection and certification agency in Hong
Kong. The Centre, operating in various parts of Asia, aims to provide the highest
standard, most cost-effective and fastest turnaround service to meet with the needs
of industry and trade.

The Centre is recognized by many national and international organizations and
accreditation bodies(ISO9000, 1SO17025, Conformity Assessment Body for FCC,
Electrical Safety Laboratory under IECEE CB Scheme and etc.), and is experienced
in product testing and certification processes: Righteous, impartial and confidential.
Acting as Local Responsible Persons (LRP), STC is the obvious choice to be your
partner to place medical product in Hong Kong.

Contact person: Dr. KC Lee, Mr. CM Lun
Tel: (+852) 2666 1852, 2666 1854

LRP Agency Limited

LRP Agency Limited is the first local medical device regulatory services provider
established in Hong Kong.

LRP Agency Limited scope of service: HK Department of Health medical device
registration application, Medical device local responsible person consultancy
services, product recall and vigilance reporting assistance.

Our experienced staff possessed medical device regulatory/quality affairs expertise
and has strong healthcare industry background, who can offer unsurpassed
regulatory services to Hong Kong medical device marketers.

Contact person: Angel Lee
Tel: +852 9889 3003

RayCo HealthCare Limited is a company in HealthCare Market of Hong Kong. We
have strong network with the medical field customers in Hong Kong. Customers
includes of the hospitals, clinics, private patients and universities. We also
experienced in the registration procedures for the medical devices in Hong Kong.
RayCo HealthCare Limited mainly provides the following services for the
manufacturers worldwide:

LRP for the registration of medical devices in HK

Distribution of the medical devices

Contact Person : Christine Wong
Telephone No.: (852) 92568723

* Email Jack (jack.wong@bsi-global.com) if you want to be included in the above list or you want to get more

detail of the above company
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Medical Devices Manual

Editors: John Adcock, Sarah Sorrel, John Watts

Medleal Devices Manual is a practical,
comprehensive guide for all those working
with medical devices.

In over 300 pages and 23 chapters, Madical
Davives Manudl covers the entire
developmant programme from design
concept to post-production, aswall as the
relevant European Regulations.

Its looseleaf format e nables it to be updated
in linewith changes in regulations and
current practica.

Always current

Asthe regulations and applications of
medical devices are constantly changing,
Meclical Devices Manua! i updated at
A2-menthly intereak. When chapters are
upclated subscribers will receive replacament
pagesto put in their binders. Each subscribar

“this document will be very
useful for our work”
Frascribe International

will get cne update and two comesponding
supplaments free of chargs - subsequanty,
anannual update will be coffered with wo
supplements atthe nominal price of £58.00
t cover cur costs,

Expert advice

The chapters ara written by acknowledged
axperts from companies and organisations
imvelved in every aspect of medical
devices, sach providing practical advice
and information.

The Editers have a wealth of axperiance
betveen them of the practical applications
of medical devices and have selacted

and reviewed sach chapterto ensure
completeness and relevance.

The comprehensive information
you need in the form you want




** SPECIAL OFFER to HK Medical Device
Regulatory Forum Participants **

Buy any 2 publications from the
JMDR Bookstore before 19th September 2008
and get a FREE copy of the August 2008 issue
FAX TO: +44 (0) 1305 770836 of the Journal of Medical Device Regulation

n | would like to order (please tick as appropriate):
Medical Device Regulatory Requirements in China and Hong Kong June 2008 - £459.99

Medical Device Regulations in Europe (Countries N to Z) April 20082 - £165.00

Medical Device Regulatory Requirements in Iran February 2008 - £45.99

Medical Device Regulations in Europe {Countries A to M) Movember 2007 - £185.00

Reimbursement of Medical Devices in France, Germany, ltaly, Spain & the UK October 2007 - £64.99
Key Revisions to the European Medical Device Directive, 93/42/EEC August 2007 - £120.99

Medical Device Regulations in Asia, Africa and the Midcdle East Apil 2007 - £165.00

A Beginners' Guide to the European Medical Devices Directive (MDD) Februany 2007 - £40.99

1 [ A A A N

A Summary of WEEE Legislation and Compliance in the EU Member States Movember 2006 - £49.99

n Your contact details (please use BLOCK CAPITALS):
Your name: Mr/Ms/Dr
Job title:
Company:
Address:

Tel:
Email:

H Payment options (please tick as appropriate):
O  Please charge my Visa / Mastercard in pounds sterling (Nofe: Amex payments may only be paid online):

oo G G | G G )| S | G Ay S | G £ G [ ) O O | G L G
Walid from: |._, l._,fl._. ._.! Expiry date: l_.l |._,/|._, ._.! Security code: I._, ‘_.l _J

—_— —— ——y

MWame on card:

O  Pleass invoice me in: 3 £ {pound sterling) O $(US dollar) 3 £ (eura)

n Order confirmation
Signature: Date:

Al publications are supplied as a POF by email and all orders are subject to Globa! Regulatory Press standard Tems & Conditions of Use.

Alternatively, order online at www.GlobalRequlatoryPress.com/features/bookstore.shiml

and quote "HKO0B808" in the "Special Notes/Promo Code" box.
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Enables Execution, Governance,
and Business Performance in
Global Market Clearance
Operations

The Industry's Most
Comprehensive, Authoritative,
and Up-to-Date Enterprise
Solution for On-Demand
Regulatory Intelligence

Tried-and-True Intelligence from
Certified, Practicing
Professionals with Real-World
Experience

Optimized for MedTech to
Accelerate the Market Clearance
Cycle

Contact worldview@elinivation.com

to Learn How MedTech Achieves
Global Market Clearance
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How MedTech Achieves Global Market Clearance

On-Demand .1
Global Regulatory
Intelligence

Wnr View

L

@ Clinivation WorldView is the medical device and diagnostic industry’s most
comprehensive, authoritative, and up-to-date enterprise solution for On-Demand
Global Regulatory Intelligence. Providing clear, step-by-step market clearance
regulations, processes, and guidance for >99% of the world markets, only
clinivation WorldView delivers tried-and-true intelligence from certified,
practicing professionals with real-world experience.

Challenges of Execution, Effective
Governance, and Industry Consolidation

Ever-proliferating and changing global
regulations generate complex
challenges of execution in global market
clearance operations. Mission-cridcal
decisions are delayed, trapping new
international revenue until market
clearance process issues are resolved.
Worlkflow is confounded as information

conflicts from sales-focused distributors,

newly-appointed foreign regulators, and
legacy resources are reconciled, and as
definitive answers are sought.
Governance is compromised as
information gaps reduce assurance
levels and management of clearance-
related risks, penalties, fines, and legal
costs. And the high level of business
performance required to create value
from ongoing medtech industry
consolidation is not achievable, since
global market clearance operations are
incapable of rapidly completing new
market clearance submissions for
newly-acquired product lines.

Enabling Global Market Clearance
Operations with On-Demand Global
Regulatory Intelligence

To address these challenges of
execution, governance, and business
performance, the clinivation
WorldView enterprise solution for on-
dernand regulatory intelligence delivers
the industry’s most comprehensive,
authoritative, and up-to-date regulatory
intelligence into the day-to-day
activities of global market clearance
operations.

Tried-and-True Intelligence from
Certified, Practicing Professionals with
Real-World Experience

Unlike Rl databases that simply resell
public information aggregated by
overseas researchers, the clinlvation
WorldView enterprise solution delivers
tried-and-true regulatory intelligence
that iz continuously validated and
enriched with the real-world
experience from clinivation’s Global
Marlket Clearance Practice engagements,
Only dinivation WorldView is built by
certified, practicing regulatory affairs
professionals who successfully achieve
global marker dearance success for
industry-leading clients on a day-to-day
basis.

Qptimized for MedTech to Accelerate the
Market Clearance Cycle

Unlilke repackaged Rl databases
designed for the pharmaceutical
industry, the clinivation WorldView
enterprise solution accelerates the
marlket clearance cycle because it is
designed, optimized, and proven to
accelerate the processes and worldflow
specific to the global marker clearance
operations for medical devices,
diagnostics, hospital supplies, and dental
supplies.

And the industry results are
cutstanding. In multiple customer
impact studies, clinivation WarldView
customers cohsistently report
accelerating submissions by 30 wo 90
days, compared to recent experience
without clinivation selution.

clinivation, Inc. 313 Speen Streen, Mackh, MA 01780-1538 USA Phone 50846556580 Contact worldvewiEclinbationcom "Web clinvacancom
B 2004 clinivatian, dnc. Al righes reserwed. Clinkation, the clinivazion koge, WorldView, the WarldView logo, Global, and the Globad koge are either registered trademaris or rademarks of
chnivation, Inc. in the United Stames and elsewhere. Information & subject w change without natkce.





