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Benefit-risk considerations are a central concept to the development, authorization
and marketing of health products. As the industry undergoes a period of
unprecedented change, traditional approaches to drug development are being
re-designed. As our way of thinking about and managing risk also evolves, and as
we seek to optimize patient outcomes and minimize risk, this meeting will explore
the challenges that industry, regulators, policy makers and those involved in health
product lifecycle face in understanding and defining acceptable levels of risk across
disciplines and through the drug development and life cycle management. This
conference will challenge participants to explore how our thinking about benefitrisk management has and continues to evolve.
This program will benefit individuals involved in:
• Regulatory affairs
• Policy/Pharmacoeconomics
• Clinical development
• Drug safety/Pharmacovigilance
• Patient safety
• Medical communications
The DIA’s Annual Canadian Meeting: Evolutions in Risk Thinking features:
• Preconference tutorials
• Cross-functional sessions dedicated to the different areas of interest
• Networking opportunities (reception, interaction with regulators, crossdisciplinary networking)
• Question and answer sessions
• Case studies
• Presentation of best practices
• Table top exhibits
Benefits of DIA’s Annual Canadian Meeting: Evolutions in Risk Thinking:
• Leave with solutions for development strategy
• Meet colleagues from business partner functions to discuss new ideas
• Look at a particular operations topic from different angles
• Network with professional colleagues
• Interact with speakers from the industry and regulatory agencies
• Enhance awareness of scientific areas

In collaboration with
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DAY 1 | MONDAY, NOVEMBER 5, 2012
CONTINUING EDUCATION
Drug Information Association has been accredited as
an Authorized Provider by the International Association for Continuing Education and Training (IACET),
1760 Old Meadow Road, Suite 500, McLean, VA 22102.
As an IACET Authorized Provider, Drug Information Association
offers CEUs for its programs that qualify under the ANSI/IACET
Standard. Drug Information Association is authorized by IACET to
offer up to 1.4 CEUs for this program. Participants must attend the
entire program in order to be able to receive an IACET statement
of credit. No partial credit will be awarded.

CONTINUING EDUCATION CREDIT ALLOCATION:
Tutorials .3 IACET CEUs each
Meeting 1.1 IACET CEUs

This program is part of DIA’s Certificate Program and is awarded
the following:
• Regulatory Affairs Certificate Program: 8 Elective Units
For more information go to www.diahome.org/certificateprograms
If you would like to receive a statement of credit, you must attend
the program <and tutorial, if applicable>, sign-in at the DIA
registration desk each day of the program, and complete the
on-line credit request process through My Transcript. To access

My Transcript, please go to www.diahome.org, select “Login to My
DIA” and you will be prompted for your user ID and password.
Select “My Transcript” (left side bar) and “Credit Request” to
process your credit request. Participants will be able to download
a statement of credit upon successful submission of the credit
request. My Transcript will be available for credit requests on
Wednesday, November 21, 2012.
Disclosure Policy: It is Drug Information Association policy that
anyone in a position to control the content of a continuing education activity must disclose to the program audience (1) any real
or apparent conflict(s) of interest related to the content of their
presentation and/or the educational activity, and (2) discussions of
unlabeled or unapproved uses of drugs or medical devices. Faculty
disclosures will be included in the course materials.
Learning Objectives:
At the conclusion of this meeting, participants should be able to:
•
Recognize the challenges faced by the industry and regulators
in the area of risk management
•
Identify new ways of thinking about managing and mitigating
risk
•
Discuss the concept of risk as it applies to different areas in
drug/devices development and lifecycle management
•
Explain the emerging areas in risk management

Unless otherwise disclosed, the statements made by speakers represent their own opinions and not necessarily those of the organization they represent, or that
of the Drug Information Association. Speakers, agenda and CE information are subject to change without notice. Recording of any DIA educational material in any
type of media is prohibited without prior written consent from DIA.
To view DIA’s Grievance Policy, please visit the CE page on DIA’s website at www.diahome.org
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DAY 1 | MONDAY, NOVEMBER 5, 2012
11:00 am–1:30 pm

TUTORIAL REGISTRATION

1:30–5:00 pm

TUTORIAL #1

New Drug Submissions 101:
How to Prepare a New Drug Submission
Jan Sedgeworth, PhD

Vice President, Regulatory Affairs
Instrinsik Health Sciences, Inc.

Karen Johns, MD, MSc

Manager of TPD BMORS Oncology Division 2
Health Canada

Denis Girard, PhD

A/Manager, New Drugs, Quality Division
Health Canada
Feedback from the 2011 Conference indicated that there was interest in a presentation of the basics on how to prepare an NDS. Not to disappoint our members,
we have recruited three speakers who are pleased to share their experience and
guidance in this tutorial setting. As many Canadian pharmaceutical companies are
subsidiaries of foreign organizations, many attendees will likely be familiar with a
European MAA or a US NDA as the starting regulatory document. Our presenters will review where differences exist between these formats and the Canadian
NDS, as well as how to fill the gaps and/or make changes to convert the file to a
Canadian NDS. Furthermore, this session will include advice from Health Canada
about various major and minor preclinical, clinical, chemistry and manufacturing
filing issues or submission omissions. This tutorial is designed to allow plenty of
interaction with the speakers.

Tutorial Target Audience:

Persons new to their role in either industry or Health Canada who are
responsible for preparation or review of submissions, seeking further
insight into how to optimize their efforts.

Tutorial Learning Objectives:

At the end of this tutorial, attendees will be able to:
•
Describe the NDS structure and specific Canadian requirements
for submission preparation.
•
Discuss how to prepare a Canadian NDS, to learn what reviewers
like to see and what facilitates their review process

			

EXHIBIT OPPORTUNITY
Space is available for exhibits which attendees are free to visit during the
meeting and receptions. For further information contact:
Jeff Korn, Exhibits Associate
Phone +1.215.442.6184
Fax +1.215.442.6199 | email Jeff.Korn@diahome.org
EVENT INFORMATION
JoAnn Boileau, Program Manager
Phone +1.215.442.6175
Fax +1.215.293.5940 | email Joann.Boileau@diahome.org
Joanne Wallace, Content Lead
Phone +1.215-442-6180
Fax +1.215.293.5940 | email Joanne.Wallace@diahome.org

1:30–5:00 pm

TUTORIAL #2

How to Prepare for a Pharmacovigilance Regulatory
Inspection
Steve Jolley

Principal
S J Pharma Co

			

Katarina Susnjar

Senior Compliance Officer Drug Unit 2-Inspectorate Program
Compliance and Enforcement Regions and Programs Branch,
Ontario Region
As part of Health Canada’s mandate to maximize the safety, quality and efficacy
of health products, Health Canada implemented on August 1, 2004, an inspection
program for Post-Market Reporting Compliance (PMRC). The PMRC inspection
program is intended to verify that manufacturers specifically meets the requirements of sections C.01.016 to C.01.020, C.08.007(h) and C.08.008(c) of the Food
and Drug Regulations pertaining to adverse drug reaction reporting.
This tutorial is designed to give pharmaceutical firms operating in the Canada
practical information, practices and insight to help comply with the most recent
drug safety and pharmacovigilance regulations.
The purpose of this tutorial is to present recent trends in PMRC inspections and
the rationales behind the development of the “Post-Market Reporting Compliance
Guidelines” (GUI-0102) and the revision to the “Risk Classification of Post-Market
Reporting Compliance Observations” (GUI-0063) by Health Canada. The tutorial
will also compare the regulatory requirements for drug safety and pharmacovigilance in Canada to those in the US and Europe.

Tutorial Target Audience:

This tutorial is designed for individuals involved in regulatory affairs,
medical information, quality assurance/quality control and drug
safety and pharmacovigilance.

Tutorial Learning Objectives:

At the conclusion of this tutorial, participants should be able to:
•
Recognize the recent trends in Post-Market Reporting
Compliance (PMRC) inspections.
•
Identify Health Canada’s expectations for pharmacovigilance
systems to be assessed during PMRC inspections.
•
Identify practical steps to help you begin and implement your
audit
•
Compare the pharmacovigilance requirements of regulatory
authorities in Canada to those in the US and EU.

4:00–6:00 pm

CONFERENCE REGISTRATION

7:30–8:30 am

REGISTRATION AND CONTINENTAL BREAKFAST

8:30–8:45 am

OPENING REMARKS
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DAY 2 | TUESDAY, NOVEMBER 6, 2012
8:45–9:00 am

WELCOME

9:00-10:30 am

PLENARY SESSION 1

The Big Risks of Today; Forecasts for Tomorrow…
Session Co-Chairs

Paul Litowitz

Associate Director
Bureau of Metabolism,
Oncology and Reproductive Sciences, TPD
Health Canada

Neerja Goyal

Director, Regulatory Strategy and Policy
GlaxoSmithKline, Inc. Canada
Before, market authorization was the pinnacle in product development. Now, a
product license might be only the first in many approvals required for product
launch. Unintended effects, changing provincial formulary listings and off-label use
are a few examples of what can be some of the bumpy waters a drug navigates
following regulatory approval. Speaking from their experiences and perspectives,
industry leaders will share how they see health product risk today and what they
foresee for tomorrow. This session aims to set the stage for even more in depth
considerations of the topic “Evolution in Risk Thinking.”

Jeffrey Turnbull, CM, MD, MER, FRCPC
Chief of Staff, Ottawa Hospital
President, Canadian Medical Association
In addition to a BSc (University of Toronto) and a
Masters Degree in Education (University of Western
Ontario), Dr. Turnbull received his Doctorate in Medicine
at Queen’s University and later achieved specialty
certification in Internal Medicine through the Royal
College of Physicians and Surgeons of Canada in 1982.
Dr Turnbull has been the Vice Dean of Medical Education
at the University of Ottawa from November 1996 to
July 2001, the President of the Medical Council of Canada from 1998 to
2001, the President of the College of Physicians and Surgeons of Ontario
from November 2006 to November 2007 and finally the President of the
Canadian Medical Association from August 2010 to August 2011.

Robert Cushman, MD, FRCPC
Director General, Biologics and Genetic Therapies Directorate
Health Canada
Dr. Cushman joined Health Canada in February 2012
as the Director General of the Biologics and Genetic
Therapies Directorate within the Health Products and
Food Branch. Dr. Cushman served as the inaugural
Chief Executive Officer of the Champlain Local Health
Integration Network from 2005 to 2011. From 1996
to 2005, Dr. Cushman held the position of Medical
Officer of Health for the City of Ottawa, where he was
instrumental in bringing in smoke-free legislation. Dr. Cushman has worked
as a primary care physician in a variety of health-care settings, including
the emergency room of the Children’s Hospital of Eastern Ontario where he
became recognized nationally for his work in injury prevention.

Neil Maresky, MD
Vice President, Scientific Affairs
AstraZeneca Canada, Inc.
Dr. Neil Maresky has been with AstraZeneca since July
2010 as Vice President, Scientific Affairs. He joined AZ
from Wyeth Pharmaceuticals where he held a similar
position since 2002. Prior to his tenure at Wyeth, he
was Vice President of Medical and Scientific Affairs at
Bayer Inc. He also held the roles of Director of Clinical
Product Development at Bayer Inc. and Director of Drug
Safety and Pharmacoepidemiology at Novartis Canada
Ltd. In addition to more than 17 years in the Canadian research-based
pharmaceutical industry, Dr. Maresky has worked as a family physician in
Johannesburg, South Africa, as well as gained experience in cardiology
and emergency room care. He studied at both the University of Cape
Town, South Africa and The University of Witwatersrand, Johannesburg,
where he graduated with a Bachelor of Medicine and Bachelor of Surgery
(M.B., B.Ch) degree. Dr. Maresky has been a member of many professional
associations and has given numerous lectures at industry conferences,
medical conferences and universities across Canada.

Christine Janus
Executive Director
Canadian Skin Patient Alliance
Christine Janus is a passionate advocate for skin patients
in Canada as the Executive Director for the Canadian
Skin Patient Alliance and is responsible for building
the organization into a vibrant voice for skin patients
which offers education, support and advocacy for those
afflicted with skin conditions, diseases and traumas.
Prior to nurturing the CSPA, Christine provided
organizational start-up, specialized marketing, business
development and management consulting services to the health care,
banking, venture capital, real estate, sporting management ,HR services
and University sectors. She has taught Marketing at the University level
and is a specialist in marketing research design, training development and
educational programs design. Christine currently works collaboratively
with multiple Canadian advocacy organizations including the Canadian
Medical Association, Canadian Cancer Action Network and the Best
Medicines Coalition.

10:30–11:00 AM

REFRESHMENT BREAK

5

DAY 2 | TUESDAY, NOVEMBER 6, 2012
11:00 am-12:30 pm PARALLEL TRACKS – SESSION 2

TRACK 1: DRUG DEVELOPMENT

TRACK 2: PHARMACOVIGILANCE

Drug/Device Combinations

TRACK 3: INFORMATION
TECHNOLOGY/COMMUNICATIONS

eReporting of Adverse Reaction
Information to Canada Vigilance
by Market Authorization Holders
and Clinical Trial Sponsors

Risk Communication

Track Chair

Chanez Kebache
Senior Drug Safety Specialist
Mallinckrodt
Pharmaceutical Business of Covidien
This session will explore Drug/Medical device
combination products. What are the challenges
and risks the industry and regulators are facing
in defining a combination product approval
pathway? What does the future have in store for
these new and emerging therapeutic products
that are difficult to define under current
frameworks?

Health Canada Drug/Device
Review Perspective
Douglas Watson
Senior Policy Analyst, Bureau of Policy,
Sciences and International Programs,
TPD
Health Canada

Health Care Perspective
Stuart M MacLeod,
MD,PhD,FRCPC
Professor, Department of Pediatrics
University of British Columbia Child
and Family Research Institute, Canada

Industry Perspective
David McCarthy
President
McCarthy Consulting Services, Inc.

Track Chair

Heather Sutcliffe
Director, Marketed Health Products Safety
and Effectiveness Information Bureau
Health Canada
This session will present the overall features
of the Canada Vigilance eReporting initiative
and the experience of the recent Gateway pilot
testing of the Canada Vigilance eReporting
Gateway for Market Authorization Holders and
Clinical Trials Sponsors.

eReporting Essentials:
Requirements and Expectations for
eReporting of Adverse Reaction
Information to Health Canada by
Market Authorization Holders and
Clinical Trial Sponsors
Michel Trottier, BScPhm
A/Canada Vigilance Project Lead –
Adverse Reactions Electronic
Reporting
Health Canada

Update on eReporting to Canada
Vigilance
Bill Wilson, BSc, BA
Business Lead, Canada Vigilance Project
Health Canada

An Industry Partner’s Perspective
on Integration with the Canada
Vigilance eReporting Gateway
Monique Besner, BScN
Local Safety Responsible
Hoffmann-LaRoche Ltd

Track Chair

Andrew Storey
Head US & Canada for Area and Affiliate
Strategy, Regulatory Affairs, Abbott
The various standards and real world practices
for communicating risks are evolving
rapidly.
Regulators, Industry and Health
Care Professionals each play a major role in
ensuring that risks are effectively and efficiently
communicated and understood. There has
been a significant increase in the number of
Risk Communications as well as the types
of Communication Strategies and Tools that
can be employed. The channels that Risk
Communications travel through are critical
to ensure that nothing is “lost in translation.”
How much Risk Information should be able to
be provided directly from Industry to Patients?
What standardization could be developed
within the Health Care Professional community
to ensure a consistent message is delivered to
the patient? Answers to these questions will
be critical as clear trends show patients taking
greater interest and control in understanding
risks. A near-perfect balance in Risk
Communications is critical to ensure that the
risks are communicated in a way that ensures
that the overall Benefit/Risk ratio is information
communicated clearly and consistently. The
various industry practices for communicating
risk, the effectiveness of each, and the role of
Plain Language Labeling will be examined.

Industry Practices for Communicating
Risk information to Health Care
Professionals and Patients
Eileen Tobey, APR, FCPRS
Owner/Principal
beSpeak Communications

Effectiveness of Different Risk
Communication Vehicles
Mauricio Ede
Vice President, Medical Affairs
Merck Canada

Plain Language Labeling
Monica Dhir

Senior Legal Analyst, Office of Legislative
and Regulatory Modernization
Health Canada

Susanne Reid

Head, Science and Research Section,
Office of Risk Management and Science
Health Canada

12:30–2:00 pm

LUNCHEON
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DAY 2 | TUESDAY, NOVEMBER 6, 2012
2:00–3:30 pm

PARALLEL TRACKS – SESSION 3

TRACK 1: DRUG DEVELOPMENT

TRACK 2: PHARMACOVIGILANCE

Clinical Development
Track Chair

Evidence-based Risk
Management

Sandra Alderdice

Track Chair

Managing Risk with Business
Informatics

Unit Head, Office of Regulatory Affairs, BGTD
Health Canada

Karen Feltmate

Track Chair

President
Redstone Health Group, Inc.

Alice Hui

Risk is present throughout various stages of
clinical development. This session will explore
various perspectives and approaches to risk
identification, analysis and the implementation
and monitoring of risk-based processes which
consider science, patient interest, clinical and
regulatory compliance and the long-term goal
of drug/device market access.

Risk-based Approach to the
Conduct of Clinical Trials in the
Academic Research Environment
Janette Panhuis, BScN, MBA
Chief Operating Officer
Population Health Research
Institute(PHRI) A Joint Institute of HHS
and McMaster University

The Significance of Risk Analysis in
the Clinical Investigation Process
Sunita Prem Ahir, PhD
D-Target SA: A Premier Research
Company, Switzerland

Risk Based Approach to Monitoring
Clinical Trial Sites
Candice Hilder, BSc
Manager, Good Clinical Practices
Compliance Unit
Health Products and Food Branch
Inspectorate
Health Canada

With the advent of Risk Management Plans,
many organizations are facing the dilemma
of preparing a plan that is both appropriate
and cost-effective. How much monitoring is
necessary and how much is too much? What
are effective means of managing a risk? Is there
an evidence-based model that will work? This
session will offer insight into an evidence-based
risk management tool and experiences from
both industry and regulator on the practicalities
of managing a plan and its’ deliverables.

Risk Management Planning in
Canada
Nashwa Irfan, PhD
Associate Director of the Marketed
Pharmaceuticals and Medical Devices
Bureau, Marketed Health Products
Directorate
Health Canada

Evidence-based Approach to
Mitigating Risks
John Amrhein
Director of Operations
McDougall Scientific Ltd

Risk Management Plans:
Practical Experiences,
Challenges and Opportunities
Carole Renaud
Senior Manager
Risk Management Operations
Celgene, Inc., Canada

TRACK 3: INFORMATION
TECHNOLOGY/COMMUNICATIONS

Manager, Regulatory Project Management
Division, TPD
Health Canada
The regulated products industry is undergoing
rapid and significant change, particularly where
technology is concerned. There are initiatives
and services that may improve collaboration
and facilitate compilation of regulatory
documentation, while also improving business
intelligence.
This session will explore the
possibilities as well as the risks and challenges of
IT tools that are becoming mainstream and that
may form a part of the regulatory and increasingly
global future. It will provide an overview of the
Health Products and Food Branch road map for
the implementation of innovative technologies,
and explore examples of priority projects such
as the common electronic submission gateway.
This session will also explore the possibilities
of cloud computing, and how it can be used
for regulated applications. A Trial Master File
(TMF) is a collection of what can be thousands
of pages of regulatory documents; this session
will explore the possibilities of a cloud-based
eTMF to improve collaboration and facilitate
compilation of the eTMF.

The Health Canada Electronic
Submission Gateway Project
(ESG)
Vikesh Srivastava, BSc, MSc
Associate Director
Business Informatics
Health Canada

The US FDA Electronic
Submission Gateway Project
Michael Fauntleroy
Program Manager, CBER
FDA, USA

Deploying eTMF (electronic trial
master file) in the Cloud
Paul Fenton
President and CEO
Montrium, S.A.

3:30-4:00 pm

REFRESHMENT BREAK
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DAY 2 | TUESDAY, NOVEMBER 6, 2012
4:00–5:30 pm PARALLEL TRACKS – SESSION 4

TRACK 1: DRUG DEVELOPMENT

TRACK 2: PHARMACOVIGILANCE

Rare Diseases/Orphan Drugs
Track Chair

Post-market Reporting
Compliance

Neerja Goyal

Track Chair

Director, Regulatory Strategy and Policy
GlaxoSmithKline, Inc. Canada

Chanez Kebache

Rare diseases affect approximately 1 in 2000
Canadians. Successful market entry of drugs
for these conditions challenge the conventional
thinking at every stage of the product’s life cycle.
Costs for the development of such medicines
are unwieldy in the absence of government
incentives. Traditional levels of evidence required
for regulatory and reimbursement decisions are
unattainable in such small populations. However,
patients with these conditions remain in
desperate need for pharmaceutical treatments.
This session will explore perspectives provided
by industry, the regulator and patients.

Regulatory Framework for Drugs
for Rare Diseases
Marcin Boruk
Senior Policy Analyst, Office
of Legislative and Regulatory
Modernization, Health Canada

Drugs for Rare Disease
– an industry perspective
Catherine Lau
Vice President, RQMS
Janssen, Inc.

Addressing the Challenges
of Patient Access to Drugs for
Rare Diseases
Durhane Wong-Rieger
President
Canadian Organization for Rare
Disorders

5:30–6:30 pm

NETWORKING RECEPTION

Senior Safety Specialist
Mallinckrodt
Pharmaceutical Business of Covidien
As part of Health Canada’s mandate to
maximize safety, quality and efficacy of
products, Marketing Authorization Holders
and importers are subject to Post-Market
Reporting Compliance inspections. This session
will discuss:
• New risk-based approach for inspection
scheduling of post-market reporting
compliance inspections
• Recent trends in post-market reporting
compliance inspections
• The new and revised guidance documents
available to the industry

The New and Revised Guidance
Documents Available to Industry
Rita Cassola
Senior Director, Pharmacovigilance
Optuminsight

Katarina Susnjar
Senior Compliance Officer
Drug Unit 2-Inspectorate Program
Compliance and Enforcement Regions
and Programs Branch,
Ontario Region

TRACK 3: INFORMATION
TECHNOLOGY/COMMUNICATIONS
Development of a Patient’s Aid
for Benefit-Harm-Uncertainty
Decision Making About
Therapeutic Products
Track Chair

Robyn Lim, PhD
Senior Science Advisor
Office of Legislative and Regulatory
Modernization
Health Products and Food Branch
Health Canada
Developing a patient decision aid for navigating
complex choices about if, when, and how long
to use drugs, which builds in core elements
from the latest thinking for benefit-harmuncertainty management, is a necessary goal
towards achieving a patient-focused approach
to drug regulation and use in the real-world.
This interactive session will familiarize the
variety of health care providers with this tool, in
addition to regulators and the industry, would
encourage better communication amongst
health community decision-makers and facilitate
best decision-making by end users.

Robyn Lim
Senior Science Advisor, Office of
Legislative and Regulatory
Modernization, Health Products and
Food Branch, Health Canada

Linda Wilhelm
Patient Advocate, Operations
Committee, Best Medicines Coalition

Louise Binder
Patient Advocate
International Community of Women
living with HIV/AIDS
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DAY 3 | WEDNESDAY, NOVEMBER 7, 2012
7:30–8:30 AM

REGISTRATION AND CONTINENTAL BREAKFAST

8:30–10:00 AM

PLENARY SESSION 5

What Keeps Your Members/Organization Up at Night?
Session Co-Chairs

Neerja Goyal
Director, Regulatory Strategy and Policy
GlaxoSmithKline, Inc. Canada

Prior to joining CGPA Jody worked for the Canadian Real Estate Association
(CREA), one of Canada’s largest single industry trade associations, where
she managed several areas of CREA’s communications department and
coordinated the industry’s grassroots advocacy programme. She also
served as a consultant with a small government relations firm in Ottawa
for a number of years where she provided strategic communications and
government relations advice to clients in the health, housing and real estate
sectors. Jody has also provided communications advice and support to a
federal political leader, federal political candidate, and two high technology
companies.

Paul Litowitz
Associate Director
Bureau of Metabolism,
Oncology and Reproductive Sciences, TPD
Health Canada

Originally from Gabriola Island, B.C., Jody moved to Ottawa in 1994 where
she earned a Bachelor of Journalism (High Honours) degree Carleton
University in Ottawa. She lives in Ottawa with her partner Brennen Lafleur
and stepchildren Jacob and Olivia.

The concept of risk permeates all aspects of how health products are developed,
assessed, marketed and used by the numerous stakeholders involved in healthcare
delivery. Decisions are constantly being made based on actual or perceived
levels of risk. This session will provide the audience with greater insights to be
able to compare and contrast the key risks currently affecting different types of
pharmaceutical companies (large innovative, small biotech, generic) and Health
Canada.

Kenneth Hughes, PhD

Ron Boch, PhD
Senior Director, Life Sciences
BIOTECanada
Dr. Ron Boch has joined our team as Senior Director, Life Sciences. Before
joining BIOTECanada, Ron was the Director, Pharmaceutical Development
at Variation Biotechnologies Inc. in Ottawa developing vaccines. He is
experienced in CMC and drug formulation, particularly regarding sterile
biotechnology products including vaccines and biopharmaceuticals. Prior
to VBI, Ron worked at QLT Inc. in Vancouver for over ten years where he
contributed to the development of Visudyne (approved for the treatment
of age-related macular degeneration) and as the Associate Director,
Formulation, he directed the development activities of a wide variety
of preclinical and clinical products. As a named inventor of over sixty
US and international patent applications including nine different patent
families, Ron developed technologies for new business opportunities and
managed relationships with key opinion leaders in the biotechnology and
biopharmaceutical industry. Ron has a Ph.D. in Chemistry and B.Sc. in
Biochemistry, both earned from the University of Ottawa. Ron will be our
staff lead for the Vaccine Industry Committee, the Health Advisory Board
and the Biologics Regulatory Affairs Group.

Jody Cox
Director, Federal Government Relations
Canadian Generic Pharmaceutical Association (CGPA)
Jody Cox has 15 years experience in public affairs, and has directed the
Canadian Generic Pharmaceutical Association’s federal and parliamentary
affairs programmes since November 2007. Her primary areas of focus are
intellectual property, international trade and regulatory affairs, with the
goal of creating a sustainable environment for Canada’s world-class generic
pharmaceutical industry and its extensive domestic R&D, manufacturing
and export interests. She is an active member of the International Generic
Pharmaceutical Alliance and the Canadian Manufacturers Coalition, and
serves as staff liaison to the CGPA Intellectual Property and Political Action
Committees.

Vice President Scientific and Regulatory Affairs
Canada’s Research Based Pharmaceutical Companies (Rx&D)
Dr. Ken Hughes is Vice President, Scientific & Regulatory
Affairs at Canada’s Research-Based Pharmaceutical
Companies (Rx&D). He has over 15 years of experience
in biopharmaceuticals and vaccines development
and manufacture as both a scientist and an executive.
Prior to joining Rx&D, Ken spent many years in the
SME Biotech industry. With a long history in biologics
production, he has, at different times, been responsible
for R&D (Research & Development), Quality Control, IP (Intellectual
Property), Process Implementation and Regulatory Strategy, as well as
for articulating strategic vision for start-up companies. He has also been
a speaker at numerous international conferences and business meetings.
Ken earned his PhD in Biochemistry and Cell Biology at the Royal College
of Surgeons of England, University of London, U.K. in 1990. He has worked
in cancer research, cardiovascular research, medical device development
and vaccine research.

Barbara J. Sabourin
Director General
Therapeutic Products Directorate
Health Canada
Barbara Sabourin joined the Therapeutic Products
Directorate as the Senior Executive Director, in
November, 2008. In this role, she assisted the Director
General in managing the directorate, participated as
a member of the Branch Executive Committee, and
provided leadership and direction on a number of
complex files. Prior to this, Barbara held a variety of
management roles within the Health Products and Food
Branch, at executive and middle management levels. She is well known
throughout the Branch, and is known for bringing collaborative, creative
approaches to solving problems.

10:00–10:30 AM

REFRESHMENT BREAK
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DAY 3 | WEDNESDAY, NOVEMBER 7, 2012
10:30 am–12:00 pm PARALLEL TRACKS – SESSION 6

TRACK 1: DRUG DEVELOPMENT

TRACK 2: PHARMACOVIGILANCE

Adaptive Clinical Trial Design

North American Impact of New
European Pharmacovigilance
Legislation

Managing Risks in Advertising
and Promotion

Track Chair

Track Chair

Anne Tomalin

Paul Litowitz

President, SRS
Optuminsight (CanReg)

Associate Director
Bureau of Metabolism,
Oncology and Reproductive Sciences, TPD
Health Canada

Track Chair

Alice Hui
Manager, Regulatory Project Management
Division, TPD
Health Canada
Clinical trials can be designed with adaptive
features, such as changes in design or
analyses that are guided by examination of the
accumulated data at an interim point in the
trial. These adaptive features have the potential
to make drug development more efficient
or informative, such as by reducing the time
between clinical trial phases, or by terminating a
trial earlier due to futility. While adaptive design
methods may be useful in clinical research, this
session will explore not only the opportunities
but also the risks and challenges that exist, as
more regulatory experience is needed with
these innovative designs that rely on modeling
and simulation. This session seeks to discuss
potential issues and risks, as well as potential
benefits of adaptive clinical trial design.

Adaptive Trials: Alternatives with
Potential Benefits
Monique Furlan
Director, Evidence, Value & Access –
Oncology
SANOFI

Adaptive Clinical Trial Design
– The Canadian Regulatory
Perspective
K. Y. Robert Li
Manager, Biostatistics & Epidemiology
Office of Science, BPSIP
Therapeutic Products Directorate,
HPFB
Health Canada

Mark Penniston
Senior Vice President, BU Leader
Technical Services
Theorem Clinical Research

This session will provide an overview of the new
EU PV legislation becoming effective July 2012.
It will also explore the implications that this
new legislation has for North America and how
individuals and companies can prepare for it.

Review of What is Happening in
Europe
Miranda Dollen, QPPV
Director, Pharmacovigilance
OptumInsight, UK

How What is Happening
in Europe is Affecting
Pharmacovigilance in North
America
Catherine Godefroy, PhD
Director, Pharmacovigilance, Aptalis,
Montreal

The Impact of Changes in Europe
on Pharmacovigilance in Canada
– The Regulator’s Perspective
Marc Berthiaume, MD
Director, Marketed Pharmaceuticals
and Medical Devices Bureau, Marketed
Health Products Directorate Health
Canada

TRACK 3: INFORMATION
TECHNOLOGY/COMMUNICATIONS

In health care, there is a general trend toward
having consumers more responsible for their
own health. Advertisements can provide
useful information for consumers; however,
risk may be posed by illegal prescription drug
advertisements, unauthorized health product
promotion, and advertisements related to serious
diseases as consumers might lack the required
medical/scientific knowledge to make the best
health decisions. Regulated parties that market
health products have primary responsibility for
the safety of any product they sell, advertise,
manufacture, import or distribute to the public.
To assist in fulfilling this responsibility and to
mitigate potential health risks that inappropriate
advertising could pose, a self-regulatory
voluntary advertising preclearance system is
in place. This session seeks to understand how
health product advertising policy and legislation,
including the risk based approach used to
ensure advertising compliance, applies to the
changing face of health product advertising and
promotion and related media.

Christophe Roy
Regulatory Advertising Officer
Therapeutic Effectiveness and Policy
Bureau, Marketed Health Products
Directrorate
Health Canada

Nicole Bellam
Vice President
ASC Clearance Services
Advertising Standards Canada (ASC)

Winning in a Social Business
Environment
Shirley Williams, MS BSc
Principal Consultant/Owner
Social Media Pearls
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Managing Drug Shortages
Session Co-Chairs

Alice Hui
Manager, Regulatory Project Management, TPD
Health Canada

Neerja Goyal
Director, Regulatory Strategy and Policy
GlaxoSmithKline, Inc. Canada
Drug shortages are a global challenge, and many parts of the world are experiencing
them. Worldwide shortages of raw materials, manufacturing difficulties, the
consolidation of manufacturing into a limited number of global production sites,
and global changes in supply or demand as markets shift are just some of the
factors that can affect supply. This session will explore how inventory across Canada
is managed and what additional steps can be taken when supply is short. A case
study will provide insight on how shortage situations are managed with suppliers and
in interactions with the many stakeholders involved. The importance of continued
multi-stakeholder collaboration and information sharing will be discussed, so that all
stakeholders and governments have the information they need to help the health
system cope with this challenge, and with a view to creating stability in supply chains
and preventing shortages from occurring in future.

How Companies Manage Supply Challenges to Avoid Drug
Shortages, and a Case Study of Collaborative Management
Rocelyn DelCarmen
Head, Strategic Operations
AstraZeneca Canada, Ltd.

Multi-stakeholder Working Group, and Professional
Responsibilities and Alternatives for Drugs in Shortage
Jeff Morrison
Director, Government Relations and Public Affairs
Canadian Pharmacists Association

Drug Shortages: A Panel Discussion
Rocelyn DelCarmen
Head, Strategic Operations
AstraZeneca Canada, Ltd.

Jeff Morrison
Director, Government Relations and Public Affairs
Canadian Pharmacists Association

Mark Ferdinand
Senior Director, Health and Economic Policy
Canada’s Research-Based Pharmaceutical Companies (Rx&D)

Ian Hilley
Vice President Market Access and Government Affairs
Mylan Pharmaceuticals, ULC

Etienne Ouimette
Director, Strategic Horizontal Policy Division
Policy, Planning and International Affairs Directorate
Health Canada

3:00 pm

MEETING ADJOURNED

JOIN TODAY AND TAKE
ADVANTAGE
OF DIA MEMBER BENEFITS!
Gain valuable information. DIA’s
outstanding resources include the
scholarly, peer-reviewed Drug Information
Journal, as well as the DIA Global Forum,
Global Regulatory Affairs Digest, and DIA
Dispatch.
Network and build professional
relationships. Attend a DIA conference
or training course, join a Special Interest
Area Community (SIAC), gain access
to our new DIA ConneX Professional
Networking Community. DIA ConneX is a
members-only professional networking
community featuring easy-to-use
collaboration and communication tools.
Develop your career. Speak at a meeting,
develop an abstract, lead a committee,
accumulate CE credits.
Join at www.diahome.org/membership.

REGISTRATION FORM

Register online or fax this page to +1.215.442.6199
DIA Canadian Annual Meeting: Evolutions in Risk Thinking
Event #12019 • Tutorial: Tutorials November 5, 2012 • November 6–7, 2012
The Marriott Ottawa Hotel, Ottawa, Ontario, Canada

TRAVEL AND HOTEL The most convenient airport is Ottawa International
Airport and attendees should make airline reservations as early as possible to
ensure availability. The Marriott Ottawa Hotel is holding a block of rooms at the
reduced rate below until October 7, 2012, for the DIA event attendees. Room
availability at this rate is guaranteed only until this date or until the block is
filled.

Registration Fees

If DIA cannot verify your membership, you will be charged the
nonmember fee. Registration fee includes refreshment breaks, luncheons, and reception
(if applicable), and will be accepted by mail, fax, or online.

Member Early-bird Opportunity
Available on nondiscount member fee only
Member Fee

On or before
OCT. 19, 2012

After
OCT. 19, 2012

US $1340 q

US $1490 q

Join DIA now to qualify for the early-bird member fee!
www.diahome.org/Membership

MEMBERSHIP
US $175 q

To qualify for the early-bird discount, registration form and accompanying payment must be received
by the date above. Does not apply to government/academia/nonprofit members.

Nonmember Fee

US $1665 q

A one-year membership to DIA is available to those paying a nonmember r egistration fee.
If paying a nonmember fee, please indicate if you do, or do not, want membership.

I want to be a DIA member q

I do NOT want to be a DIA member q

Discount Fees
Government (Full-time)
Charitable Nonprofit/Academia (Full-time)

MEMBER

NONMEMBER

US $595 q
US $745 q

US $770 q
US $920 q

*If paying a nonmember fee, please check one box above, indicating whether you want membership.

TUTORIAL: Monday, November 5, 1:30-5:00 PM
1.
New Drug Submissions 101: How to Prepare a New Drug
Submission and How Health Canada Conducts its Evaluation

US $405 q

2.

US $405 q

How to Prepare for a Pharmacovigilance Regulatory Inspection

TO RECEIVE A TABLE TOP EXHIBIT APPLICATION, PLEASE CHECK

q

GROUP DISCOUNTS* Register 3 individuals from the same company and

receive complimentary registration for a 4th! All 4 individuals must register and
prepay at the same time – no exceptions. DIA will apply the value of the lowest
applicable fee to this complimentary registration; it does NOT include fees for
optional events or DIA membership. You may substitute group participants of
the same membership status at any time; however, administrative fees may be
incurred. Group registration is not available online and does not apply to the
already-discounted fees for government or charitable nonprofit/academia.
To take advantage of this offer, please make a copy of this registration form
for EACH of the four registrants from your company. Include the names of all
four group registrants on each of the forms and return them together to DIA.
q Please indicate that this form is part of a group registration by checking this box
and list below the names of the other three registrants from your company.

Single $153 CN

|

Double $153 CN

Please contact The Marriott Ottawa Hotel by telephone at +1.613.238.1122 or
+1.800.853.8463 and mention the DIA event. The hotel is located at 100 Kent
Street, Ottawa, ON K1P 5R7

CANCELLATION POLICY: On or before OCTOBER 11, 2012

Administrative fee that will be withheld from refund amount:
Member or Nonmember = $200
Government or Academia or Nonprofit (Member or Nonmember) = $100
Tutorial (if applicable) = $50
Cancellations must be in writing and be received by the cancellation date
above. Registrants who do not cancel by that date and do not attend will be
responsible for the full registration fee paid. Registrants are responsible for can
celling their own hotel and airline reservations. You may transfer your registration to a colleague at any time but membership is not transferable. Please
notify DIA of any such substitutions as soon as possible. Substitute registrants
will be responsible for nonmember fee, if applicable.
DIA reserves the right to alter the venue, if necessary. If an event is
cancelled, DIA is not responsible for any airfare, hotel or other costs
incurred by registrants.
Participants with Disabilities: DIA event facilities and overnight accommodations are accessible to persons with disabilities. Services will be made available
to sensory-impaired persons attending the event if requested at least 15 days
prior to event. Contact the DIA office to indicate your needs.
TABLE TOP EXHIBIT INFORMATION
Contact Jeff Korn, Exhibits Associate, Phone +1.215.442.6184
Fax +1.215.442.6199, email Jeff.Korn@diahome.org

EVENT INFORMATION
Contact JoAnn Boileau, Program Manager, Phone +1 215.442.6175
Fax +1.215.293.5940, email Joann.Boileau@diahome.org

Please check the applicable category:
q Academia q Government

q Industry q CSO q Student
(Call for registration information)

Last Name

1.__________________________________________________
2.__________________________________________________

First Name

M.I.

3.__________________________________________________
Degrees

q Dr.

q Mr.

q Ms.

Payment options: Register online at www.diahome.org or check payment method.

 CREDIT CARD number may be faxed to: +1.215.442.6199. You may prefer to pay by check or bank
transfer since non-U.S. credit card payment will be subject to the currency conversion rate at the
time of the charge.

 Visa  MC  AMEX

Exp Date______________________________

Job Title

Company

Card #____________________________________________________________________
Name (printed)_____________________________________________________________

Address (As required for postal delivery to your location)

Mail Stop

Signature__________________________________________________________________
 CHECK drawn on a US bank payable to and mailed along with this form to: Drug Information
Association Inc, P.O. Box 95000-1240, Philadelphia, PA 19195-1240, USA. Please include a copy of
this registration form to facilitate identification of attendee.
 BANK TRANSFER When DIA completes your registration, an email will be sent to the address on
the registration form with instructions on how to complete the Bank Transfer. Payment should be
made in US dollars. Your name and company, as well as the Event I.D. # must be included on the
transfer document to ensure payment to your account.

City

email

State

Zip/Postal

Country

Required for confirmation

Phone Number

Fax Number

Required for confirmation

MEMBER EARLY-BIRD RATE

Register by October 19, 2012 — SAVE $150!

DIA Canadian
Annual Meeting
Evolutions in Risk Thinking

Meeting: November 6–7, 2012
Tutorials: November 5, 2012
The Marriott Ottawa Hotel
Ottawa, Ontario, Canada

