The global healthcare product industry has reached a tipping point.
Challenges ranging from the research pipeline and the role of patients,
payors and regulators to the global landscape and the economics of
sustaining effective healthcare are shaping decisions today that will form
the foundation for the future. Regulatory professionals need to be more
innovative and develop broader skills and knowledge to address current
and future regulatory, scientific and business challenges or risk becom-
ing devalued organizationally. The profession is uniquely positioned to
identify the road ahead and serve as a change agent.

These challenges require creative regulatory professionals with broader
skills and richer experience than ever before. A strong understanding of
science and regulation will continue to be the cornerstone for regulatory
professionals; however, political and economic acumen, strategic global
thinking, risk management and an ability to drive innovation, particularly
in the area of regulatory science, will become more critical for future
regulatory success.

The stakes have never been higher. The opportunity has never been greater.

FACING THE CHALLENGE

Against the backdrop of these challenges, RAPS will convene 2011
Horizons: Regulatory and Beyond, 7—8 April in Vancouver; bringing
together global regulators, leaders, thinkers and innovators to examine:

e Factors driving change in the healthcare product sector and those
impacting regulatory processes and management

e Positive and negative factors in the current regulatory environment
and their sustainability and importance in the future

e Key considerations that can and should be incorporated into new
models for the healthcare product sector

e The role of the regulatory profession in actively shaping and refining
future models

NEW HORIZONS

Since 2005, the RAPS Horizons Conference & Exhibition has brought
together regulatory leaders from across the globe to examine science,
innovation and economics, and to connect business and regulatory strat-
egy. The conference has always been at its best when tackling real-world
challenges head on through provocative discussions and open dialogue.

For 2011, RAPS is taking the Horizons concept a step further—no longer
is it defined by a single event alone; Horizons represents a commitment
to “forward thinking for healthcare leaders.” The gathering in Vancouver
is specifically designed to stimulate critical discussion, reflection and
creative ideas.

Participants and speakers alike will be expected to engage, share
knowledge and be heard. There will be required readings and preparation
before the program, interactive breakout groups and presentations by
attendees during the program, and contribution to the development and
dissemination of a white paper after the program.

A post-event white paper will outline open research questions and
identify opportunities for industry, academia and government to work col-
laboratively to advance and shape the future of regulatory professionals
and regulatory science.

7-8 April 2011
Vancouver
RAPS.org/Horizons2011

Regulatory and beyond.

PROGRAM FORMAT

The program will begin with a half day of prepared material to set the
regulatory landscape, followed by a day and a half of breakout sessions
and plenary sessions in which participants will report and discuss findings
of each breakout session. Understanding the magnitude of the challenges
faced by senior regulatory professionals, the prepared material will be
broad in scope by design, intended to feed provocative breakout sessions.
These intimate group discussions will be organic in nature, powered by
program participants and steered by skilled moderators. Rigorous analysis
will take place throughout, driving new ideas and forward thinking.

ADVANCE THINKING. NOT AGENDAS.

RAPS recognizes that the traditional conference format is not ideal to
support an open exchange of dialogue between industry, agency and
academic delegates. That is why 2011 Horizons is different. It aims to
capitalize on the synergy created when a diverse group of thinkers work
toward developing an effective way forward. To facilitate openness and
thought flow, the gathering will remain true to the spirit of the Chatham
House Rule.

“When a meeting or part thereof, is held under the Chatham House
Rule, participants are free to use the information received, but neither
the identity nor the affiliation of the speaker(s), nor that of any other
participant, may be revealed.”

Critical questions to be examined:

e How can we develop regulatory systems to respond to scientific advances,
economic perspectives and shifts in healthcare needs and other factors?

e Will the same or similar models apply to the more established regula-
tory systems versus up-and-coming regulatory systems? Will the
developing systems drive new regulatory process and frameworks?
Will there be differences between the approaches of established and
up-and-coming systems?

e What is the capacity of government, industry and academia to ad-
dress resulting regulatory requirements?

You are invited to...

e Gain insight into the future of the global healthcare products industry,
regulatory’s role in shaping that future, your organization’s role, and
your role.

e Engage with 200 global regulators, industry leaders and
academicians through open dialogue and critical analysis.

e Discover how regulatory science and practices can keep pace with
advances in technology.

e Grow your network through formal and informal opportunities to
converse with industry leaders.

e Contribute to a white paper outlining open research questions and
opportunities to work collaboratively to advance and shape the future
of regulatory professionals and regulatory science.

Registration is now open.

REGULATORY AFFAIRS
PROFESSIONALS SOCIETY

RAP.

Making better healthcare products possible®™

RAPS.org/Horizons2011



