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Forecasted Regenerative Medicine (RM) Market
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The market is approaching an inflection point; future products and business SCleIltla Adv 1SOrs
models will look different than those of today
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REGEN MED PRODUCT PIPELINE
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*Due to the plethora of R&D activity, the projects listed are a
selective representation, rather than an exhaustive listing
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Integral to the Healthcare Product Lifecycle

Promarke tng

Established in 1976
(EFERMHERRROERME~DEHE)
12,000+ individual members in 54 countries
BEADFERE-UREMBRTEAS VREME)
Members from industry, government, research,
academic and clinical organizations
(EEEHR—F. FDA Health CanadaBE B DWW AZK)
Neutral, non-lobbying, non-political, not-for-profit,
driven globally, delivering locally:
(PILHGHRFINDER - F R -RRENEROE)
Provide access to global knowledge by educational
Resources and certificates (RAC)
(BERHELBAEEMER~DEEFRN)
Offers a true global perspective and provides an
important link to US FDA, EMA & national authorities
(HRDEERE -BEEAKR/LORELRIVY)
Headquartered outside Washington, DC;
With USA, Brussels, Tokyo, Canada, Europe,
Russia, Israel, Brazil, Korea, Taiwan
(/0 —XFARBERT—02av TP URET)


http://www.raps.org/rac

Knowledge
required and
regulatory basis

Best suited for

¢ Thorough knowledge
of regulatory functions
throughout product
lifecycle for medical
devices, IVDs,
pharmaceutical, and
biologics

¢ FDA regulations
e Critical thinking and
analytical skills

Regulatory professionals
submitting to, or
involved with, regulatory
authorities in the US

Fundamentals Text Book
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eThorough knowledge
of regulatory

functions throughout
product lifecycle for
medical devices,

IVDs, medicinal
products (e.g.,
pharmaceuticals,
biologics)

eEuropean regulations
and guidances from the
European Commission, EMEA,
competent authorities
eCritical thinking and
analytical skills

Regulatory professionals
submitting to, or
involved with, regulatory
authorities in the
European Union
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*Thorough knowledge
of regulatory functions
throughout product
lifecycle for medical
devices, IVDs,
pharmaceuticals,
medicinal products
and biologics

eHealth Canada
regulations

eCritical thinking and
analytical skills

Regulatory professionals
submitting to, or
involved with, regulatory
authorities in Canada

: USA, EU, Canada, General Scope & Japan

%

¢ Thorough knowledge
of regulatory functions
throughout product
lifecycle for medical
devices, IVDs,
pharmaceuticals,
medicinal products
and biologics

¢ICH, GHTF, WHO and
ISO guidelines and
Standards

eCritical thinking and
analytical skills

Regulatory professionals
without an RAC

credential, not currently
involved with regulatory
authoritiesin the US, EU or
Canada
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Site Map + Search - Contact HTAI
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[nternational

An International Societr for the
Promotion of Health Technology Assessment

Home About HTAI Conferences Elections HTAI Vortal Journal Member Services News Policy Forum  Sponsors

Adverisements Awards Committee Work Area Employment Opportunities Interest Subgroups [Member Login]
Yeou sre not iogged in. [Login)

Welcome to the HTAI Website!

Welcome to our Society, Health Technology Assessment International
(HTAI), and to our website.

Health technology assessment (HTA) plays an essential role in modern
health care by supporting evidence based decision making in health
care policy and practice. There is a vibrant and growing community
around the world of those who develop and use HTA. HTAI's mission I1s
to support the growth of that community by providing a aglobal forum

® for the exchanage of information, methods, and expertise.
HTAI HTAI is unique - it is the only international professional society focusing
7h Annved Mevting Phblin 2010 specifically on HTA and embracing all those who do and use HTA,

whether in academic institutions, health care facilities, industry,
business, the voluntary sector, or government.

Notice of Nominations - Election to the HTAI
Board of Directors 2010 You can learn more about HTAI by going to the 'About HTAI' section of
this website. This includes a short statement of our mission and aims,
Health Technology Assessment International (HTAi) and the full text of our Constitution and current Corporate Strategy and

: : 3 5 £ siness .
is seekina nominees for election to the Board of... business plan
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The Multi-Agency Tissue Engineering Science Interagency Working Group

20004 NSTC (National Science and Technology Council) 8 TFIZ. {TEEE
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200746 A
“Advancing Tissue Science and Engineering”(ATSE) =& E &
ERBFERAXS: H@IF-BEERICEADS
HRFEESLIUEAADIROTATREBEBERN A ~DESHBIREE

“ATSE” BEEREDERT—V
»Technology assessments (e.g. WTECZE S SRR = L D)
»Research Funding Program (Macro, Micro, Interagency)
»Streamline Regulatory & Reimbursement approval processes
-Biomedicine LFaSh)—H A TR ZE (NIST-NIHEHET AT S LF)
‘FDADARYFr—, SRFEBERBHARTOD VM, ASTMIREL{RE
-FDAELEMADF A7 A— - EE DB (Orphan D R RFELLE)

* OSTP: Office of Science and Technology Policy (X§tfEIE T #H#k)
HERMABFICBT5BAREORELHE - FEERMEM., EEFR-HHER
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* REGENERATIVE

M E D I C I N E The Alllance for Regenerative Medicine (ARM) s a Washington, DC-based non-prafit
organization whose 1s to educs kay policy r s about the potential of
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FOUNDATION

B4 EMEHE (2005) 6N P\ P W ~C
BAEEREEN e Ui ) 2o C
(AVFRN)—HIP)) _
KEEFBLEERES (2009)
-Regulatory Pathway | BEERUTEHME
*Funding £FET—I0O | EHE (iPS BHRARVFY—. XF)
‘Reimbursement Agenda& MRRFHR - BEME -/
-Education T—ARE | EREKHES
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Forum for Innovative Regenerative Medicine (“FIRM”)
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