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Dear Colleague:

| am pleased to invite you to the Pharmaceutical Strategy Series” Third Annual
Executive Forum “Post-Approval Drug Safety Strategies: Best Practices to Assess
and Mitigate Risks throughout the Product's Life Cycle” being held November
12-14, 2008 at The Ritz-Carlton, Pentagon City in Arlington, VA. This special,
three-day executive forum will tackle many of the pressing issues that executives are
facing today.

Improving products’ effective clinical safety will increase the industry’s fundamental
value proposition to patients, healthcare providers, payors and regulators. The
program will focus on pharmacovigilance program implementation and  specific
strategies and approaches to creating frue value from a peri- and postapproval
drug safety program. Drug safety programs and monitoring and the approach of this
conference are not fo look af safety in the silos of early-phase safety or postapproval
safety but to view safety holistically, across the lifecycle, especially at the transition
from approval to broader use in the marketplace.

The special, three-day executive forum entifled “Post-Approval Drug Safety Strategies:
Best Practices to Assess and Mitigate Risks throughout the Product’s Life Cycle” will
tackle many of the pressing issues that executives are facing today.

The Pharmaceutical Strategy Series’ [ PSS ) mission is to assist in improving the
overall health of the pharmaceutical industry by producing high-level meetings that
bring together R&D leaders to discuss and debate potential solutions to overcoming
the most pressing challenges facing their organizations. | hope you can join us on
November 12-14, 2008 in Arlington, VA to discuss and debate this emerging drug
safety paradigm and how innovative drug safety risk assessment, management and
mitigation hold the promise of creating considerable value for the industry.

Very sincerely,
Micah Lieberman
Executive Director, Conferences
Pharmaceutical Strategy Series
Cambridge Healthtech Institute
o L] (3
For exhibit, paritnering and
3 L] (3
sponsorshlp lnformul'lon,
please contact:

Arnold Wolfson

Business Development Manager
Cambridge Healthtech Institute
T: (+1) 781.972.5431

E: awolfson@healthtech.com

Alec Frazier

Marketing Associate
Cambridge Healthtech Institute
T: (+1) 781.972.5459

E: afrazier@healthtech.com

Special Alumni Discount:
Past attendees receive
an additional 25% off!

Wednesday, November 12
DAY 1

7:30 am Registration and Morning Coffee
8:15 Organizer’s Welcome and Chairperson’s Opening Remarks
Micah Licberman, Executive Divector, Conferences, Pharmaceutical Strategy Series, CHI

Jobn Ferguson, M.D., Ph.D., Vice President & Global Head, Pharmacovigilance & Medical
Safety, Novartis Vaccines & Diagnostics

INCLUsIVE OPENING WorksHoP Lep By BIUBC
IN-DEPTH CO-PRESENTATION ON

DEVELOPING AND IMPLEMENTING A RISK MANAGEMENT PLAN
8:20-10:15 am

Identifying and Minimizing Product Risk: A Program Example
from Safety Signal Identification through Implementation and
Evaluation of a REMS Program

This interactive workshop will present you with facts and challenges about a
safety issue from early identification of the signal to design and implementation
of a Risk Evaluation and Mitigation Strategy (REMS), through evaluation of the
REMS. Experts will guide you through a timeline for key decision points in risk
management, sirafegies your company can use to minimize risk, “tool” creation,
implementation of a minimization program and evaluation of the REMS.

Key Lessons Learned:

e |dentifying key decision points for risk management during product
development

e Designing and evaluating risk management “tools”

e Establishing an infrastructure for risk minimization

¢ Understanding the results of a risk management program evaluation and
designing a solution to address any identified problem areas

e Reporting effectiveness of risk management programs to regulatory agencies

Your Workshop Leaders:

Your workshop leaders are experts in safety signaling, risk assessment and risk
minimization, having been involved in 25 regulatory mandated studies for risk
assessment; signal detection and evaluation for more than 40 products and
over 30 risk management programs.

Chad Clark, Senior Vice President Operations, Epidemiology Risk Management
Abbe Steel, Executive Divector, Trial Enhancement Services

John Clark, MD, MSPH, Vice President, Epidemiology Risk Management

Cathy Sigler, Ph.D., MPH, BS, Senior Director, Epidemiology Risk Management
Gwyneth Moya, M.P.H., Epidemiology Risk Management

10:20 Networking Coffee Break

| PROACTIVE APPROACHES TO SAFETY AND RISk MANAGEMENT

10:55
John Ferguson, M.D., Ph.D., Vice President & Global Head, Pharmacovigilance & Medical
Safety, Novartis Vaccines & Diagnostics

11:00 Problem Oriented Safety Evaluation through the Life Cycle
n Joanna F. Hans, M.D., M.Sc., Vice President, Pharmacovigilance,

Chairperson’s Remarks

Genzyme

Drug safety risks require integrated life cycle management. Over the course of the
product life cycle, enormous quantities of data are generated from different sources.
The meaning of certain observations can only be interpreted over time and in the
context of new information. Meaningful organization of these data requires a
problem oriented approach. Potential safety concerns are identified at each stage
of development and previously identified concerns are reevaluated in an iterative
fashion as new information becomes available, regardless of source. This approach
has implications for all aspects of drug development and post-approval safety
management.

e A problem oriented approach to safety issues increases transparency and
facilitates decision making.

e Information from diverse sources is integrated into a matrix of known or potential
safety concerns.

e Safety concerns are evaluated in an iterative fashion throughout the product life
cycle.

e Longitudinal issue tracking is essential but challenging.

11:30 Genomics Role in Safety: Moving from Observation to

Prediction & Leveraging New Tools and Thinking

Dan Burns, Ph.D., Senior Vice President, Pharmacogenetics,
GlaxoSmithKline
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12:00 pm Sponsored Luncheon Workshop (Sponsorships available, please
contact Arnie Wolfson +1.781.972.5431, awolfson@healthtech.com)
or Lunch on Your Own

ORGANIZATIONAL AND CuULTURAL CONSIDERATIONS AND CHALLENGES |

Challenging Organizational Structure and Current Thinking
in Drug Safety: Taking a Holistic Approach to Data and
Departments
Milbhor D'Silva, M.D., Vice President, Product Safety & Pharmacovigilance,
Astellas Pharmaceuticals

1:45

Safety departments in small, mid-sized, and large Pharma companies are under

increasing regulatory scrutiny and pressure fo rethink their ‘safety mindset and

culture” and move from a reactive and defensive position to a proactive and

more forward looking mindset. Implicit in that messaging is the expectation that

by implementing a more holistic approach towards safety risk ascertainment and

management within their organization, any drug development enterprise will exercise

more responsibility and accountability towards public health, the welfare of which

should be an infegral part of any drug development initiative from the outset. Our

safety organizational structures and strategies are laden with legacies that obviously

do not meet our needs today and tomorrow. Instead of finkering with legacy systems

and practices, it may benefit us to re-engineer and re-invent the much needed

safety leadership that meets or exceeds the challenges we are already facing. This

presentation will allow one to deepen one’s understanding on at least three fronts:

how we got here, the need for an audacious safety/risk culture mindset change,

and how best to re-organize our departments with adequate doses of leverage,

objectivity, and decision authority thrown in. The presentation will touch on a few

thought-provoking themes:

¢ Creating a New Paradigm for Safety

® Moving Beyond Guidances and Risk Management Plans, Getting off of Auto-Pilot

e Cultural Considerations

® Organizational Considerations (How to build safety surveillance and risk
management groups while still doing the day-to-day work of safety)

o Strategic Considerations

o Tactical Considerations when Initiating Change

o A Holistic Approach to Safety

2:15 Optimizing the Allocation of an Organization's Drug Safety
Assessment Resources
Jill Robinson, R.Ph., M.B.A., Vice President, Global Safety Surveillance &
Epidemiology, Wyeth

Networking Refreshment Break

Risk Management as Prerequisite for Commercial Success: It's
Time for a Chief Safety Officer

Nayan T. Nanavati, Vice President and GM, Peri and Post Approval
Research (PACE), Americas, PAREXEL International

Global Product Risk Management Planning: Organizational
Process, Structure and Governance for Getting ‘All Hands on
Board’

Susan Rosen, M.D., Senior Vice President, Global Pharmacovigilance & Risk
Management, Shirve Pharmacenticals

Developing global risk management planning strategies in an evolving regulatory
environment requires bringing all company stakeholders together in an integrated
approach. Regardless of organizational structure or size, basic principles relative
to process, structure, and governance need to be considered to successfully support
benefit/risk assessment and global risk management planning throughout product
development and commercialization.

¢ Understanding the goals and objectives of pharma risk management planning
and the process and activities in different phases of drug development and
commercialization

e Implementing the forums, roles and responsibilities, and governance for benefit/
risk assessment and risk management in highly matrixed multidisciplinary R&D
organizations

¢ Developing SOPs, tools and templates for risk management activities

o Transitioning clinical data and internal risk management plans into health authority
pharmacovigilance and risk management plan submissions

e Lessons learned from implementation of US and EMEA Risk Management
Guidances

The Cooperative Roles of Safety Science, Clinical Safety
and Marketing in Risk Management Program

Facilitator: Jack A. Reynolds, former-Senior Vice President, Research and
Development; Worldwide Head of Safety Sciences and Comparative
Medicine, Pfizer; Chairman, Druyg Safety Executive Council (DSEC)

I
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5:30 Networking Cocktail Reception
6:30 Close of Day One

Thursday, November 13
DAY 2

8:15 am Morning Coffee (Breakfast Workshop Sponsorship Available)

ErFEcTIVELY WORKING WITH DATA AND SAFETY MONITORING BOARDS
(DSMBs) 10 ENSURE PATIENT SAFETY AND STUDY INTEGRITY

8:40 Chairperson’s Opening Remarks

Sean Darcy, Divector, Product Safety, MedImmune, Inc.

8:45 Effectively Working with Data and Safety Monitoring Boards
(DSMBs) to Ensure Patient Safety and Study Integrity

Sean Darcy, Director, Product Safety, MedImmune, Inc.

Planning for a DMC during clinical development requires careful planning, design,
implementation and evaluation. Various factors impact the function and operation of
a DMC including member experience with DMCs, length and size of trial, therapeutic
expertise and ethics of the trial. It is imperative that a sponsor understand the role
and responsibility of a DMC and effectively manage the sharing of data on a
periodic and/or ad-hoc basis.

e Determine eligibility of DMC membership

e Strategies for overcoming shortage of DMC members

e Criteria for effective DMC Chair

® Balancing expertise and personality

e Effective Charter

® DMC Data Review

9:30 Participating as a DSMB Member: Challenges and
Responsibilities

Yola Moride, Ph.D., FISPE, Associate Professor of Pharmacy, Université de
Montréal; President, International Society for Pharmacoepidemiology (ISPE)

® Whatis being done well/what is not being done well to ensure patient safety and study
integrity: A Board Member's perspective

* Where DSMBs should be in the future, next steps

* DSMBs as a part of a pro-active risk communication strategy

10:00 Networking Coffee Break

ProACTIVE Risk COMMUNICATION

10:45 Proactive Risk Communication as Key to Public Health and
Pharmaceutical Risk Benefit Management Strategy
Cherif Benattin, M.D., Vice President, Pharmacovigilance & Public Health,
Vertex Pharmacenticals, Inc.

The objective of good communication is to compel Health Care Professionals (HCP)
and patients to use drugs in the most appropriate and safest ways. If (HCP) and
patients understand the drug information better they can change their behavior
and act on it. Despite advances in information and communication technologies,
communicating risks from any source to any audiences is still a challenge. Risk
communication remains one of the key challenges in Risk Management. We
recommend that Risk Communication strategies should be developed during drug
development as a key component in Risk Management.

e |dentify the key factors for risk perception

e Develop a risk communication plan as part of the risk management strategy

e Implement the basics of good risk communication practices

Group Discounts

Special rates are available for multiple attendees from the same organization.
Contact David Cunningham at 781-972-5472 to discuss your options and take advantage of the savings.
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11:15 CASE STUDY of TYSABRI: RiskMAP Development and
Implementation
Carmen Bozic, M.D., Vice President and Global Head, Druyg Safety and Risk
Management, Biogen Idec, Inc.

Natalizumab is the first a.4-integrin antagonist approved for the treatment of
relapsing MS. Natalizumab monotherapy significantly reduced annualized relapse
rate by 68%, and 12- and 24-week sustained disability progression by 42-54%,
respectively, compared with placebo in a pivotal Phase 3 study. Due to the rare risk
of progressive multifocal leukoencephalopathy (PML) associated with natalizumab,
there is an ongoing risk management program to further evaluate the safety of
natalizumab: the TYSABRI Outreach: Unified Commitment to Health (TOUCH™)
Prescribing Program. The TOUCH Prescribing Program is a mandatory prescribing
program in the United States into which all patients, physicians, and infusion
centers must enroll prior fo initiating natalizumab treatment. This program ensures
appropriate and informed use of natalizumab. Physicians monitor patients for signs
and symptoms of PML and report on serious opportunistic infections, including PML,
deaths, and natalizumab discontinuations. This presentation will provide an update
on the status of the program.

11:45 Sponsored Luncheon Workshop (Sponsorships available, please
contact Arnie Wolfson +1.781.972.5431, awolfson@healthtech.com)

or Lunch on Your Own

METHODOLOGIES / TECHNOLOGIES TO IMPROVE SAFETY

1:30 Chairperson’s Remarks
Jan Willem van der Velden, M.D., Senior Vice President, Global Safety and
Pharmacovigilance, PharmaNet

1:45 Data Mining and Beyond: The Integration of Qualitative and
Quantitative Pharmacovigilance Methods
Michael D. Blum, M.D., M.P.H., Vice President, Global Safety Surveillance

and Epidemiology, Wyeth Research

While pharmacovigilance has traditionally integrated qualitative and quantitative
methods, the sophistication of quantitative methods has markedly increased with
advances in computer systems. Available data mining methods for application

to spontaneous reporting databases now permit the combination of millions of
two-by-two tables using Bayesian algorithms to determine if an adverse event has
been disproportionately reported. This presentation will discuss the challenges
faced when routinely implementing these methods as an adjunct fo traditional
pharmacovigilance.

2:15 Improving Pharmacovigilance through Active Surveillance:
Opportunities and Challenges
Robert F. Reynolds, Sc.D., Executive Dirvector, Epidemiology Safety and Risk

Management, Pfizer, Inc.

Active, continuous safety monitoring of new medicines, vaccines and devices

using large, electronic healthcare databases holds promise for enhancing our
pharmacovigilance capabilities. These approaches complement passive surveillance
systems and may increase the likelihood of identifying adverse events difficult to
defect in voluntary systems. To advance the use of these data it is critical to develop
and standardize operational guidance; introduce, test and validate methods for
identifying signals of suspected and unsuspected adverse events; and improve
data access and integration capabilities. It is also necessary to clarify the strengths
and limitations of using these data for active surveillance, since these data are not
sufficient to monitor all safety concerns. This talk will review general approaches

to active surveillance and provide an industry perspective on areas for further
development.

2:45 Networking Refreshment Break

Media Pariners:
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SelectScience.net

CASE STUDY: Disease Management Programs as a Tool for
Risk Management

Yola Moride, Ph.D., FISPE, Associnte Professor of Pharmacy, Université de
Montréal; President, International Society for Pharmacoepidemiology (ISPE)

Disease management (DM) programs have traditionally been designed to optimize
health care resources. Central to the success of these programs is the presence of
communication activities that aim at empowering the patient and, consequently, the
care process. The application of disease management programs as part of the risk
management toolbox will be discussed.

o Efficacy of DM programs to optimize the benefit-risk of medicines using
antidepressants as a demonstration case-

o Assessment of efficacy on the following outcomes: retention rate in program,
treatment persistence, qualitative assessment of acceptability by all stakeholders

e Barriers of implementation in general practice

e Return on investment for large organizations through departments of human
resources

4:00 Transforming Health Plan Assets into an Environment for Clinical
Evidence Generation: The Wellpoint Safety Sentinel System

Marcus D. Wilson, Pharm.D., President, HealthCore, n unit of WellPoint

WellPoint's Safety Sentinel System, being developed in collaboration with leading
academic institutions and as an interoperable component of the national system
under development by US health regulators, is focused on delivering more rapid
and granular assessments of potential health risks of drugs as they are utilized in
the general population. This presentation will outline the strengths and limitations
of active surveillance using claims data and will cover strategies to improve the
accuracy, speed and costeffectiveness of large-scale postmarketing assessments.

RoOUNDTABLE DISCUSSIONS

4:30 Roundtable Discussions:

Concurrent round tables are interactive, guided discussions hosted by a
facilitator or set of cofacilitators to discuss some of the more poignant
questions facing the industry. Delegates will join a roundtable of interest to
them and become an active part of the discussion at hand. To get the most
out of this interactive session and format please come prepared to share
examples from your work, vet some ideas with your peers, be a part of group
interrogation and problem solving, and, most importantly, participate in active
idea sharing.

Table 1. Evaluation of Risk Minimization Interventions

Yola Moride, Ph.D., FISPE, Associa
Montrénl; President, International Soc

» of Phary , Université de
ty for Pharmacoepidemiology (ISPE)
"S5 This is the last section of the EU risk management template, and often
is problematic for the industry. What are the methods of evaluation
and what are people in drug safety risk management doing?

Table 2. Outsourcing Post Approval-Drug Safety
Jill Robinson, R.Ph., M.B.A., Vice President, Global Safety Surveillance &
Epidemiology, Wyeth

a
Table 3. Managing DMC Processes for Maximal Independence

Catherine A. Tyner, M.A., M.F.A., A.B.D., Global Director, CEVA, Safety
Services, Drug Safety & Medical Affuirs, Quintiles, Inc.

/

Table 4. Choice of Databases for Safety Surveillance

Michael D. Blum, M.D., M.P.H., Vice President, Global Safety Surveillance
and Epidemiology, Wyeth Research

With increasing availability of spontaneous report, claims, and
large-linked databases that can conceivably be used for prospective
safety surveillance, the choice of databases by industry is by no
means simple and has significant resource implications.

Table 5. Marketing and Drug Safety: Enemies or Allies
W= Jan Willem van der Velden, M.D., Senior Vice President, Global Safety and

£ Pharmacovigilance, PharmaNet
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Table 6. Costs and Opportunities of Phase IV Risk Management
Programs

Nayan T. Nanavati, Vice President and General Manager, Peri and Post
Approval Research (PAC. ericas, PAREXEL International

Utility of Post Marketing Clinical Trials, specifically registries, in Risk
Identification and Risk Management is a well established concept.
However, we can expend and optimize the role of post marketing
studies to better manage safety risks associated with a marketed
product. We will evaluate current practices, evolving roles and cost
implications of late phase studies in Risk Management programs

Table 7. Expanded Access Programs

Joanna F. Haas, M.D., M.Sc., Vice President, Pharmacovigilance, Genzyme
r With the prospect of approval of an effective new agent come
demands to make it available quickly. There are a variety of ways
that can be done, each with its advantages and limitations. This is
an opportunity to share experiences and consider options that are
available

Table 8. Drug Interaction Programs
Facilitator to be Announced

Table 9. Identifying and Managing Pharmacovigilance Risk with
Alliance Partners

. Ashraf Youssef, M.D., Ph.D., M.B.A., Associate Medical Director,
‘ . Pharmcovigilance, Takedn Pharmacenticals
® Models of safety management among partners/alliances
wet!  ® Examples of challenging issues in safety management among
partners/alliance
® Best practices in managing safety issues among partners/alliances

Table 10. Organizational Structure (Operations) in
Pharmaceutical Companies for Drug Safety and Risk
Management

Cathy Sigler, Ph.D., M.P.H., Senior Director, Epidemiology Risk
Management, United B e Corporation

Gwyneth Moya, M.P.H., Epidemiology Risk Management, United BioSource
Corporation

Table 11. The Use of Post Marketing Surveillance Data
(e.g., spontaneous reports) to Fulfill Risk
Management Obligations
Robert Bader, Pharm.D., Director of Druy Safety
Periapproval Services

vices, Covance

This discussion will include the pros and cons of utilizing post
marketing data to address safety questions posed by regulatory
authorities. Considerations for global safety departments will be
highlighted, as well as data quality and cost efficiencies.

ra ol

5:30 Close of Day Two

2007 Testimonials

“Excellent meeting for those new to the field or with
years of experience. Great Opportunity to meet the
leaders in the field.”

- Executive Director, Clinical Risk
Management & Safety Surveillance, Merck & Co., Inc.

“This conference was small enough to share best
practices, but large enough to provide a wealth of
experiences and case studies for consideration.”
- Executive Director Phase IV, PharmaNet

Friday, November 14
DAY 3

7:45 am Morning Coffee (Breakfast Workshop Sponsorship Available]

BENEFIT-RISK |

8:15 Chairperson’s Opening Remarks and Roundtable Report Outs
Jill Robinson, R.Ph., M.B.A., Vice President, Global Safety Surveillance & Epidemiology, Wyeth
9:00 Plotting a Strategy for the Best Benefit-Risk Ratio

John Fergquson, M.D., Ph.D., Vice President & Global Head, Pharmacovigilance
ﬁ & Medical Safety, Novartis Vaccines & Diagnostics

9:30 Endpoint Trials as a Risk Management Tool

Peqyy Schrammel, Vice President, Clinical Research, Phase IV Development,
PharmaNet

More and more sponsors are turning to large-scale, global endpoint trials as a means
of early detection of any untoward safety events associated with a product in various
phases of clinical development. Establishing processes for managing endpoint
definition, adjudication and reporting is not found in the execution of typical clinical
trials. This session will explore how a dedicated approach to this, run in tandem with
the trial, can result in expedient reporting and decision-making.

Learn why more and more Sponsor companies are utilizing endpoint trials as a risk
management tool

Gain valuable tips on endpoint processing, including optimal staffing models, necessary
training and efficient workflow

Hear first hand case studies of endpoint trials, including trial successes and learning
experiences

10:00 Establishing Best Practices in Evaluating, Planning and
Executing “Fit-for-Purpose” Benefit/Risk Management
Programs for the 21st Century
Axel Olsen, Ph.D., Executive Director, Drug Safety and Medical Affairs,
Quintiles, Inc.

The increasing complexity of medical practice, together with the rapid increase

in human exposure to new medications and complex medical procedures, has
uncovered serious weaknesses in the management of benefit and risk by sponsors
and regulators alike. While regulatory agencies strive to bring control to the approval
and post-approval period by monitoring medication safety and risk communication,
manufacturers are challenged to provide timely, clearly understood safety and benefit
information to support applications for marketing authorization and post-approval
product support. It is this evolving framework that provides serious challenges for
pharmaceutical product development and marketing teams. Each compound in
development, potentially at any stage of the life cycle, requires unique assessment
and program evaluation, planning and execution. No longer will the status quo be
acceptable. The full gamut of stakeholders from regulators to providers to patients
expects full transparency, accurate communication and unfettered access to critical
information for evidence-based decision-making.

e This presentation provides a unique perspective and set of solutions for the
Pharmaceutical Industry.

e Innovative solutions that are consistent with the spirit of the “Culture of Safety” are a
must in the current environment.

o All elements of the life sciences sector must be diligent in assuring they fulfill their
responsibilities to this end.

® The Pharmaceutical Industry must be presented with creative solutions to meet these
evolving requirements to be continually successful.

10:30 Networking Coffee Break

“The scope of the meeting was excellent and the
speaker’s presentations were interesting and clear.”

- Senior Vice President, Pharmaceutical R&D, Wyeth

www.healthtech.com/phv/overview.aspx




Drug Benefit-Risk Evidence, Assessment and Decision-Making
Across Life-Cycle: Health Canada Perspective and Proposal
Robyn Lim, Ph.D., Science Advisor, Progressive Licensing Project, Therapentic
Products Directorate, Health Products and Food Branch, Health Canadn

Health Canada, Canada’s federal drug regulatory authority, is in the process

of modernising the Canadian drug (pharmaceuticals and biologics) regulatory
framework through the Progressive Licensing Project. Measurement of drug
performance on the basis of benefits and risks is a central concept of the proposals for
the new legal evidence standard and authorisation mechanisms. The new framework
is thus intended to establish the federal regulator as a catalyst for the development of
benefitrisk science (absent cost components), mandating the collection, assessment
and communication of benefit and risk evidence across drug life-cycle. A regulator’s
confemporary inferprefation of drug evidence and a description of current regulatory
benefit-risk assessment practices will be provided. Proposed new legal and
operational structures that support best practices will then be described. Parting
thoughts include some of the potential scientific, legal and social implications of the
proposals.

11:30 Challenges in Benefit-Risk Evaluations during Global
Development and in Partnerships and Alliances
Ashraf Youssef, M.D., Ph.D., M.B.A., Associate Medical Director, Pharmcovigi-
lance, Takedn Pharmaceuticals

Alliances through mergers, accusations and/or in-licensing aim to achieve successful
business partnerships. Decisions on agreements on safety issues had to be achieved
over differences on perceptions and evaluations of the safety signals across
departments within the same company or between regions within global companies.
The presence of a co-partner in development will additionally complicate such
decisions. The differences in regulations, reporting requirements, marketing practices
and business focus, in addition to perceptions of the benefits and risks are some of the
factors that pose additional challenges. There are multiple processes, agreements and
models which had to be considered among alliances to achieve the closest agreement
on safety messages and risk management plans. The focus of this presentation will

be on the rationale and differences in approaches that affect this process, mainly in
presence of a partnership or during co-development.

o Describe some of the challenges in coordination of safety activities during alliances
and partnerships

e Provide practical lessons learned to facilitate solutions of some of the challenges
within alliances

® Review best practices from business models, approaches, and paradigms from
alliances as applicable to safety issues

12:00 pm Sponsored Luncheon Workshop (Sponsorships available, please
contact Arnie Wolfson +1.781.972.5431, awolfson@healthtech.com)
or Lunch on Your Own

FUTURE OF SAFETY — MOVING FROM OBSERVATION TO PREDICTION,
NEw MobELs & COLLABORATION
1:25 Chairperson’s Opening Remarks
Federico Goodsaid, Ph.D., Associate Divector for Operations in Genomics, Office of Clinical
Pharmacology, Office of Translational Science, Center for Drug Evaluation and Research
(CDER), U.S. Food and Drug Administration

Safety Sciences - How Far Have We Come and
Where are We Heading?

Kasia Petchel, M.D., Vice President, Global Head, Safety Risk Management, Roche

e Business drivers in making us change

® What are key ingredients in Safety Science in pre-market and post-market arenas
® How can Safety Science be incorporated into everyday work

® What are the value factors in adopting safety science principles

e Forecasting the future, or looking into Safety Science’s crystal ball

2:00 An Industry Update: The Impact of the FDAAA and Recent
Updates on Risk Management Practices Obijectives:
Annette Stemhagen, DrPH, FISPE, Vice President, Epidemiology and
Risk Management, United BioSource Corporation

e To gain a better understanding of how FDAAA will affect industry practices around
risk management

 To analyze the guidances, discussions, and FAQs that FDA has given to the public
since the passing of the law on September 21, 2007

e To understand strategies for responding to FDA requests for further post-marketing
information under FDAAA

2:30 Translational Safety Biomarkers and the Path to Phase-1 Studies

Federico Goodsaid, Ph.D., Associate Director for Operations in Genomics, Office
of Clinical Pharmacology, Office of Translational Science, Center for Drug
Evaluation and Research (CDER), U.S. Food and Druy Administration

Novel translational safety biomarkers are used internally within pharmaceutical com-
panies as tools integrated with drug development. This information is often only used
in the early stages of development because these biomarkers have not been qualified
in the application contexts for which data are available. The FDA has developed

a Pilot Process for Biomarker Qualification to provide a comprehensive biomarker
qualification process for drug development and regulatory review. This biomarker
qualification process provides a focus for an accurate management of risk.

Take Home Message and Discussion: The Need for
Change Management within the Arena of Drug Safety and
Pharmacovigilance, by Drug Safety Change Agents
Facilitator: Milbhor D'Silva, M.D., Vice President, Product Safety &
Pharmacovigilance, Astellas Pharmaceuticals

Change may have been slow to come to Pharma companies, but it has arrived!
So what must we all do as Drug Safety Change Agents2 And how must we align
or reposition our own organization’s strategy and implementation challenges

on a forward looking Safety Path2 This panel will focus on the need for Change
Management within the arena of drug safety and pharmacovigilance, by Drug
Safety Change Agents.

Goals for the Discussion:

¢ Understand what's needed in order to prepare for the ‘change’ that is
desired? (why change, present state, future state, obstacles in our path, and
key success factors)

e Understand what's needed to manage the transition2 (defining the change
management strategy, operationalizing change within the company, which
change levers to use)

¢ Understand how to make ‘change’ last? (institutionalizing change)

Discussion Points:

e Taking stock of the current situation in Drug Safety departments: How did we
allow ourselves fo get here?

e Re-aligning of organizations’ thinking by accepting challenge of change
management; small vs. big company challenges

e Support new thinking; what does and how should risk management strategy
look in US/EU/Emerging Markets if it's a single plan, keeping in mind that no
robust regulatory systems exist in Emerging Markets

e Challenge the status quo and culture to look beyond guidances

* Move away from “post-approval” safety to a holistic approach to safety that
takes into account pre-marketing safety

Questions for Panel:

® Where are we and who was responsible?

® How did we allow ourselves to get here?

® What can we do about it2

o Recognizing the currently perceived credibility of Pharma companies
(and potentially drug safety functions within) how must we re-engineer
and reposition our (and the company’s) thinking and mindset to address
the current and future needs of both, the regulator, the patient, and
other stakeholders at large?

o What does success look like in the short term and long ferm? How much
control will drug safety departments have in driving for the future state?

o What might the critical drivers for success be?

Panelists:
Kasia Petchel, M.D., Vice President, Global Head, Safety Risk Management, Roche
Federico Goodsaid, Ph.D., Associate Director for Operations in Genomics, Office of

Clinical Pharmacology, Office of Transiational Science, Center for Drug Evaluation and
Research (CDER), U.S. Food and Druy Administration

Robyn Lim, Ph.D., Science Advisor, Progressive Licensing Project, Therapeutic Products
Directorate, Health Products and Food Branch, Health Canada

Jill Robinson, R.Ph., M.B.A., Vice President, Global Safety

Surveillance & Epidemiology, Wyeth

John Ferguson, M.D., Ph.D.,Vice President & Global Head, Pharmacovigilance & Medi-
cal Safety, Novartis Vaccines & Diagnostics

Carmen Bozic, M.D., Vice President and Global Head, Drug Safety and
Risk Management, Biogen Idec, Inc.

Dan Burns, Ph.D., Senior Vice President, Pharmacogenetics, GlaxoSmithKline

4:00 Closing Comments

4:30 End of Conference.
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