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CONFERENCE SPONSOR: MEDIA PARTNERS:

For Pharmaceutical and Biotechnology manufacturers throughout the world, understanding the risks for 
their products and communicating these risks effectively to both regulators and healthcare professionals 
is of the utmost importance. Although there are inherent risks associated with any new or existing product, 
minimizing these risks and ensuring they are communicated appropriately continues to challenge manufac-
turers on a global level. As regulatory authorities have called for additional risk management plans in the 
form of REMS and other policy strategies, manufacturers have faced great challenges in the effective imple-
mentation of advanced risk management plans within the clinical setting. Understanding how to implement 
global clinical risk management plans, and recognizing the regulatory policies associated with these plans 
is critical for the long-term success of all pharmaceutical products.

Throughout this two-day program, executive from industry will have an opportunity to discuss and debate the 
many challenges associated with profiling the risk of products as well as minimizing these risks and meeting 
regulatory expectations. With a well-rounded speaking platform that includes not only industry representa-
tion but also regulatory bodies, legal perspectives and the healthcare professional, participants will have an 
unrivaled opportunity to engage, network and learn from leading executives and corporations. As with all Q1 
programs, the focus of the event will not only lie upon the educational content, but also providing attendees 
with an opportunity to network and build relationships across this highly dynamic and evolving market. For 
conference sponsors supporting this program, the event will be an ideal vehicle for both learning more about 
advanced RMPs, but also an opportunity to disseminate information regarding products and services support-
ing pharmaceutical risk management.

PROGRAM OVERVIEW:

CONFERENCE LOCATION:
Courtyard Alexandria
Pentagon South
4641 Kenmore Avenue
Alexandria, VA 22304
703-751-4510



8:00   REGISTRATION & CONTINENTAL BREAKFAST

8:50   OPENING REMARKS

9:00   RENEWING REMS & RMPs TO ENHANCE EFFECTIVENESS
With the development of REMS and RMPs becoming commonplace, pharma-
ceutical manufacturers evaluate the ongoing resources and expenses needed 
to maintain risk plans.  Many executives find the overall cost is increasing due 
to the implementation and assessment of risk management systems, thereby 
creating a need to update and refine various operational processes such as 
data analysis, statistical reporting and distribution programs.  By redesigning 
areas of higher expense, executives can create strategies to lessen the overall 
cost burden of REMS and RMPs.
• Simplify RMP processes to lessen burden
• Potential areas of excessive cost within risk plans
• Eliminating ineffective procedures
Barbara Troupin, MD, MBA, Vice President, Scientific Communications & 
Risk Management
VIVUS

9:45   RMPS AND REMS: STREAMLINING AND EFFICIENCY
With pharmaceutical manufacturers preparing to enter into as many mar-
kets as possible, the use of electronic submissions for regulatory clearance 
has become a key tool for executives in streamlining regulatory submission 
processes. Although some submissions are processed via paper CTDs, most 
organizations now favor electronic submissions for the ease of submission, 
as well as the speed with which regulators are able to process, review, and 
provide feedback on the documents. For risk management executives, work-
ing with regulatory executives to ensure risk management plans are com-
municated during the submission process is critical in ensuring a regulatory 
clearance as quickly as possible.
• eCTD submission of risk management plans
• Regulatory timelines for risk plan submission
• Consolidating regulatory and risk management procedures
Charles Tressler, Senior Director of Safety Surveillance & Risk Management
PFIZER

10:30   COFFEE & NETWORKING BREAK 

11:00   FORECASTING THE FDA’S NEXT STEPS IN DETERMINING REMS 
DRUG SAFETY IMPROVEMENT
In February 2013, the OIG released a white paper which outlined their findings 
of an investigation conducted regarding FDA’s REMS approval and evaluation 
process. The study concludes that the FDA “lacks comprehensive data” to sup-
port drug safety and lists seven recommendations for the FDA, from enhanced 
REMS assessments to seeking legislative authority on such assessment plans. 
As the OIG calls the FDA to take action, pharmaceutical executives can use this 
study as an indication of potential future changes to risk management planning 
and as a tool to determine what areas can be enhanced internally. 
• OIG’s recommendations to the FDA on REMS
• New standards in data collection, assessments and timelines 
• Potential changes in FDA legislative authority over risk management 
Christopher Milne, DVM, MPH, JD, Director of Research
TUFTS CENTER FOR THE STUDY OF DRUG DEVELOPMENT 

11:45   WORKING WITH REGULATORY AGENCIES TO MODIFY A RISK PLAN
New or modified risk information or results of an assessment may necessitate 
modification of a risk management plan. Before updates and changes to risk 
management plans can be finalized, risk management teams must undergo 
the process of submitting changes to each regulatory agency that originally ap-
proved the risk plans. As the submission and negotiation process itself can 
involve a significant amount of time and bureaucracy, many companies focus 
their attention on other priorities, overlooking an area to lower significant costs 
and implementation burden. With well-planned assessments and ongoing eval-
uation of the effectiveness of a risk management program, there are oppor-
tunities to modify the development and implementation a REMS/RMP. These 
strategic opportunities require strategic planning, careful development and 
presentation of revised plans to regulatory agencies, discussion and ongoing 
revision to arrive at a modified program.
• Understanding risk plan amendment submissions
• Strategic formulation and presentation to regulatory agencies
• Implementation and ongoing assessment of revised plans
Barbara Troupin, MD, MBA, VP, Scientific Communications & Risk Management 
VIVUS

12:30   LUNCHEON FOR ALL SPEAKERS, SPONSORS & ATTENDEES

DAY ONE / THURSDAY, JULY 11
GLOBAL CLINICAL RISK MANAGEMENT & REGULATORY POLICY
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1:30   DEVELOPING A SINGLE, SHARED REMS IN A COLLABORATIVE 
SETTING
The FDA approves single, shared REMS for product categories with similar 
risk management programs to help relieve some of the burden on health-
care providers and pharmacies. The development of shared REMS requires 
that multiple companies and the FDA work in tandem to unify data and risk 
minimization systems, a model which some companies have also used to help 
organize risk management plans internationally.  By ensuring a strong cross-
corporate collaboration, internal regulatory policies, data analysis and com-
munication systems can be synchronized internationally for advanced risk 
management programs.
• Structuring lines of communication within shared REMS network
• Establishing similar regulatory policies 
• Utilizing data from all companies for international RMP development
Brian Malkin, Partner
FROMMER LAWRENCE & HAUG LLP

2:15   PANEL DISCUSSION: UNDERSTANDING THE IMPACT OF 
LONG-TERM DATA ON RISK MANAGEMENT PLANNING
As manufacturers continue to gather data on the long-term utilization of new and 
existing products, whether mandated by regulations or conducted as part of eco-
nomic studies to support reimbursement, it is critical that research continues to 
monitor the risks associated with utilization of the product over a longer dura-
tion than examined during initial clinical research. This long-term, real-world data 
provides tremendous insight into potential risks perhaps not identified during 
studies to support regulatory clearance, and when monitored effectively provides 
critical data for risk management plans. From observational studies to the use 
of product registries to monitor use, long-term data analysis is a key tool in the 
arsenal of risk management professionals across the pharmaceutical industry.
• Long-term data analysis & risk impact
• Evolving risk management plans based on data
• Leveraging data gathered from various sources
• Recognizing limitations of data based on methodology
Eileen Ming, MPH, ScD, SHIRE
Robert Walsh, MD, MBA, Independent Consultant
Christopher Milne, DVM, MPH, JD, TUFTS CENTER FOR THE STUDY OF 
DRUG DEVELOPMENT 

3:00   COFFEE & NETWORKING BREAK 

3:30   CASE STUDY: IDENTIFYING & IMPLEMENTING SAFETY 
SIGNALING TOOLS FOR PHARMACOVIGILANCE 
Proactive risk management has become commonplace within the pharmaceuti-
cal industry and pharmacovigilance teams are examining various methods and 
tools to assist in the safety signal detection, prioritization, evaluation and its 
validation or confirmation. Additionally, an effective process is needed to identi-
fy signals in the clinical programs that seamlessly flow into the overall signaling 
program throughout the lifecycle of the products. By structuring safety signaling 
tools and methods from clinical trials and post-marketing surveillance, pharma-
ceutical companies may identify and minimize the many risks products may have. 
In this case study, pharmaceutical executives can see how one company devel-
oped advanced safety signaling tools to monitor product safety and help early 
identification and/or assessment of adverse events to approved drugs and in ad-
dition their signaling program from clinical development through post approval. 
Reinerio A. Deza, M.D., Head, Global Pharmacovigilance 
CUBIST

4:15   COMMUNICATING LONG-TERM PRODUCT RISK TO 
HEALTHCARE PROFESSIONALS & CONSUMERS
For risk management executives throughout the pharmaceutical industry, en-
suring healthcare professionals and consumers understand the inherent risks 
associated with the use of their products is a critical aspect of a comprehensive 
risk management plan. As additional information on risks are gathered and 
analyzed from long-term studies and collected observational data, these risks 
must be integrated into an overall risk management plan, and communicated 
on to HCPs and patients. Translating these risks into communicable information 
via product labels and regulatory plans is critical in maintaining an effective, 
transparent and compliant risk management plan.
• Communicating long-term risk data to HCPs, Consumers, Regulatory Authorities
• Impact of new risk data on labeling considerations
• Pathways for communicating new potential risks
Yemi Adedeji, MD, Medical Director, Drug Safety and Risk Management 
ACORDA THERAPEUTICS 

5:00   CLOSING REMARKS AND CONCLUSION OF DAY ONE



8:30   REGISTRATION & CONTINENTAL BREAKFAST

8:50   OPENING REMARKS

9:00   EMERGING CHALLENGES DUE TO THE RECENT EUROPEAN RISK 
MANAGEMENT LEGISLATION
Many pharmaceutical risk and regulatory executives have a strong understand-
ing of the FDA’s risk management requirements, which have been adjusted to 
focus primarily on high-risk products in contrast to the initial requirement of 
REMS for all products. Though this change has alleviated approval concerns 
for many companies, the release of the European RMP template has caused 
new approval challenges to surface, primarily the inclusion of a more in-depth 
summary of a pharmacovigilance system. Through examining European phar-
macovigilance models, incorporating new policy timelines and analyzing effec-
tive methods for submitting updates, pharmaceutical executives can develop 
stronger procedures to meet requirements of the new EMA legislation.
• Incorporating new internal policies to meet EU RMP requirements
• Understanding of EU pharmacovigilance models 
• Timely EMA submissions to satisfy regulatory concerns
Dessislava Dimitrova, MD, PhD
Global Medical Director, Medical Safety Assessment
BRISTOL-MYERS SQUIBB

9:45   HARMONIZING RISK MANAGEMENT STRATEGIES FOR GLOBAL 
MARKETS
As regulations around the world are in a constant state of flux and products are 
entering additional markets, Pharmaceutical companies are spending greater 
amounts of time and resources developing a comprehensive portfolio of risk 
management plans to accommodate the varied requirements for each country. 
To meet these ongoing complexities, many executives are identifying the dupli-
cative components of clinical risk plans, such as medication guides, that can 
be standardized to simplify the process of developing RMPs for every market.  
By examining recent risk management regulations and their commonalities, 
executives will gain a stronger concept of how to economize the process of 
continued risk management plan development for new and existing markets. 
• Identifying components for harmonization
• Implementing standardized procedures for individual plan development 
• Commonalities within US and international regulations
Mostafa Wali, PharmD
Director, Risk Management Officer, Global Pharmacovigilance & Epidemiology
SANOFI

10:30   COFFEE & NETWORKING BREAK 

11:00   PANEL DISCUSSION: MEASURING THE EFFECTIVENESS OF 
APPROVED REMS & RMP
Receiving approval from government bodies on risk management plans has 
become standard practice within the pharmaceutical industry, resulting in a 
need for manufacturers to now put into practice these approved plans. How-
ever, executives are left with little guidance from the FDA and other interna-
tional regulatory agencies on how to ultimately gauge effectiveness. As an 
approved REMS or RMP is subject to investigations at any time, pharmaceuti-
cal executives wish to prevent any complication that could cause a product to 
be withdrawn.  In this next phase of clinical risk management, tracking both 
the internal activities of a manufacturer’s clinical operations department and 
the correlating patient outcomes, executives can better determine areas of 
improvement before regulators.
• Beyond approval: focusing on the effectiveness of RMPs
• Identifying improvement areas within clinical operations
• Strategies for maximizing effectiveness of REMS & RMPs
Jeff Fetterman
President
PARAGON RX
Mostafa Wali
PharmD, Director, Risk Management Officer, Global Pharmacovigilance & 
Epidemiology
SANOFI
Dessislava Dimitrova, MD, PhD
Global Medical Director, Medical Safety Assessment
BRISTOL-MYERS SQUIBB
Charles Tressler
Senior Director, Safety Surveillance & Risk Management
PFIZER

DAY TWO / FRIDAY, JULY 12
GLOBAL CLINICAL RISK MANAGEMENT & REGULATORY POLICY
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11:45   GROUP DISCUSSION: KEY CLINICAL RISK MANAGEMENT & 
REGULATORY POLICY ISSUES AFFECTING PHARMACEUTICAL COMPANIES
Clinical risk management & regulatory policy executives within pharmaceuti-
cal companies face an ever-evolving healthcare landscape, and as such en-
counter different challenges and obstacles on a sometimes daily basis, with 
little or no predictability related to what might come next. This group discus-
sion will provide a forum for the sharing of ideas and networking opportuni-
ties, which are of high value to clinical and regulatory executives. The topic 
for discussion will be previously selected based on feedback received from 
conference attendees. Attendees, speakers and sponsors are encouraged 
to be active participants allowing for better exchange of ideas, peer-to-peer 
learning and open discussion.

12:30   LUNCHEON FOR ALL SPEAKERS, SPONSORS & ATTENDEES

1:30   THE SUPPLY CHAIN OF CONTROLLED SUBSTANCES: WHOLESALE 
DIVERSION
In 2006, facing a crisis in the diversion and abuse of prescription drugs and 
finding itself losing ground with traditional regulatory policies, the Drug En-
forcement Administration changed gears and decided to enforce obscure 
provisions of the Controlled Substances Act that impose self-policing re-
quirements on drug manufacturers and wholesale distributors of controlled 
substances. Within months, the new DEA strategy was paying off. Wholesale 
distributors registered by DEA began seeing their registrations suspended by 
the agency for unlawfully filling suspicious orders for controlled substances 
and not reporting the suspicious orders to the nearest DEA office, as the law 
requires. Between 2006 and 2012, the DEA suspended more than a dozen 
registrations of wholesale distributors accused of diverting tens of millions of 
dosage units of hydrocodone and oxycodone products. Most of the diverted 
drugs, according to court records and other public documents, were unlaw-
fully sold to rogue Internet pharmacies and pill mills. DEA’s new strategy also 
has enabled the agency to identify other links in the supply chain that are 
violating the law. This includes pharmacies, pill mills, and individual practitio-
ners improperly prescribing and/or dispensing controlled substances. Case 
histories of ten DEA investigations are discussed in this presentation along 
with an explanation of the data systems used by DEA to identify potential 
regulatory infractions.
John Coleman, PhD, President
PRESCRIPTION DRUG RESEARCH CENTER
Former Assistant Administrator of Operations
DEA

2:15   MANAGING RISK IN NEW MODELS OF COLLABORATION
Risk management is a key element for any successful business but successful 
risk management systems require collaboration across multiple departments. 
Engaging multiple Key Stakeholders with varying objectives and ensuring that 
the goals of risk mitigation and quality improvement are aligned with the orga-
nization’s strategic goals, while essential, can also be quite challenging. How-
ever, using new models for problem solving or process improvement, such as 
Lean Sigma, one can establish a collaborative organizational structure, initiate 
constructive dialogue and information sharing, and develop risk management 
strategies for effective risk control.
• Clarifying specific responsibilities required within each department
• Evaluating internal systems for accuracy and functionality
• Economizing the number of departments needed in RMP development
Beatriz North, Senior Director, Global Clinical Affairs
PERRIGO

3:00   CLOSING REMARKS AND CONFERENCE CONCLUSION



Medical Director Pharmacoepidemiology, ABBOTT 
Director Clinical Safety & Surveillanc, ABBOTT 
DVP Medical, Clinical & Regulatory Affairs, ABBOTT 
Divisional Vice President of Regulatory Affairs, ABBOTT 
Sr. Submission Manager Regulatory Affairs,  ACORDA 
Sr. Director of Regulatory Affairs, ACTELION
Director Health & Safety, AEROCRINE AB
Sr. Regulatory Affairs Specialist, AKROS PHARMA
Head of Clinical & Regulatory Affairs, ALCON LABORATORIES
VP Global Clinical & Regulatory Affairs, ALERE 
Director Regulatory Affairs,  ALKERMES
Manager Regulatory Affairs, ALLERGAN
VP of Regulatory Affairs, ALLOS THERAPEUTICS
Sr. Director Drug Safety, AMICUS THERAPEUTICS
European Regulatory Affairs Director, ASTRAZENECA
Manager Clinical Safety, B. BRAUN
Senior Manager of Global Regulatory Affairs, BAXTER 
Sr Director of Regulatory Affairs, BAXTER BIOSCIENCES
SVP Safety & Benefit-Risk Management, BIOGEN IDEC
Associate Director of Regulatory Affairs, BIOGEN IDEC
Head of Epidemiology Pharmacovigilance, BMS
Global Medical Safety Reviewer, BOSTON SCIENTIFIC
Director of Regulatory Affairs, CELGENE
Sr. Director Regulatory Affairs, CMC
Clinical Data Safety Manager, COVIDIEN
Director of Regulatory Affairs, COVIDIEN PHARMACEUTICALS
Vice President of Regulatory Affairs, CUBIST 
Safety Officer, DTARGET
Executive Director Regulatory Affairs, DURATA THERAPUETICS
Sr. Director of Regulatory Affairs, EISAI PHARMACEUTICALS
Director of US Regulatory Affairs, EMD SERONO
Sr. Advisor Patient Safety, FDA
Sr. Director of Regulatory Affairs, FERRING PHARMACEUTICALS
VP Patient Safety & Risk Management, GENZYME
Regulatory Affairs, GENZYME
Sr. Manager of Regulatory Affairs, GILEAD 
Director of Regulatory Affairs, GLAXOSMITHKLINE
Director of Regulatory Affairs, HALOZYME THERAPEUTICS
Director of Regulatory Affairs, IKARIA
Sr. Director of Global Regulatory Affairs, IMCLONE SYSTEMS
Sr. Director Regulatory Affairs, INTEGRA LIFE SCIENCE
Director of Regulatory Affairs, INTEGRA LIFESCIENCES
Sr. Regulatory Affairs Manager, INTEGRA LIFESCIENCES
Head of Safety Operations, JOHNSON & JOHNSON
Sr. Director Regulatory Affairs, JOHNSON & JOHNSON
Manager of Regulatory Affairs, KYTHERA 
Head of Pharmacovigilance, LINK MEDICAL RESEARCH
Sr. Director Safety Assessment, MEDIMMUNE
Director of Regulatory Affairs, MEDIMMUNE
Associate Director of Regulatory Affairs, MEDIMMUNE
Director Pharmacovigilance, MERCK
Sr. Director Pharmacovigilance, MERCK
Director Worldwide Regulatory Affairs, MERCK
SVP Global Regulatory & Safety, MYLAN PHARMACEUTICALS
Sr. Director of Regulatory Affairsk, NOVO NORDISK INC.
Director of Regulatory Affairs, NOVONORDISK INC.
VP of Regulatory Affairs & Drug Safety, NPS PHARMACEUTICALS
Sr. Director of Regulatory Affairs Product Development, NPS 
VP Regulatory & Drug Safety, NPS PHARMACEUTICALS
Director of Regulatory Affairs, OLYMPUS BIOTECH
VP of Regulatory Affairs, ORGANOGENESIS
Sr. Director Pharmacovigilance, PFC PHARMA FOCUS
Sr. Director Global Pharmacovigilance & Epidemiology, SANOFI
VP Global Regulatory Affairs, SHIRE 
VP of Product Sciences & Regulatory Affairs, TEI BIOSCIENCES
Sr. Director of Regulatory Affairs, VALEANT PHARMACEUTICALS
Director Safety & Transitional Technologies, VARIAN 
VP Regulatory Affairs, WATSON PHARMACEUTICALS
Associate Director of Regulatory Affairs, WEST 
VP of Regulatory Affairs & Quality Assurance, ZOSANO PHARMA

With global regulatory authorities continually increasing the vigilance and over-
sight upon Pharmaceutical and Biotechnology Manufacturers, the need for en-
hanced global clinical risk management and regulatory policies has never been 
more important. Executives from industry looking to increase their knowledge of 
advanced risk management strategies impacting the clinical risk of products will 
find this program of greatest interest, with the following job titles being those of 
greatest match:
• Pharmacovigilance
• Clinical Risk Management
• Regulatory Risk Management

A wide variety of sponsorship opportunities are available for those organizations 
interested in furthering their exposure to this exciting and dynamic audience. As 
global risk management plans continue to expand in importance, the need for 
strong partnerships with consultants and regulatory experts outside of the manu-
facturer has increased tremendously. With a package to suit every budget, Q1 works 
closely with our sponsor partners to maximize their investment in both time spent 
out of the office as well as marketing budget. Organizations providing the follow-
ing products & services will find this program of greatest applicability and interest:
• Global Regulatory Experts & Consultants
• Global Risk Management Firms
• Clinical Risk Management Specialists
• Risk Evaluation & Mitigation Experts
• Risk Management Software Providers 
• Drug Safety Consultation Firms
• Drug Safety Software & Services
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WHO SHOULD ATTEND:

PREVIOUS ATTENDEES INCLUDE:

SPONSORSHIP OPPORTUNITIES:

KEY SPEAKER HIGHLIGHT:

Mostafa Wali has been working in pharmacovigilance for over 7 years. He has 
held positions at Johnson & Johnson, Sanofi-Pasteur, and Sanofi. He has support-
ed multiple therapeutic areas and a variety of products, including biologics and 
vaccines. Currently, he is a Director in the Risk Management Center of Excellence 
in Global Pharmacovigilance & Epidemiology at Sanofi where he is responsible for 
providing leadership and expertise on risk assessment and mitigation activities 
globally. Mostafa is also the lead for recruiting and developing post-doctoral fel-
lows in pharmacovigilance at Sanofi and Genzyme.  

Mostafa Wali, PharmD
Director, Risk Management Officer, 
Global Pharmacovigilance & 
Epidemiology
SANOFI 
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CONTACT Q1 PRODUCTIONS:

Q1 Productions designs and develops webinars, training courses, conference pro-
grams and forums aimed at specifically targeted audiences in order to provide 
strategic and timely information.  Through a rigid production process focused on 
end-user research and design, our team is able to understand the immediate 
business concerns of today’s leading executives.  Whether focusing on new or 
pending legislative issues, enhanced business processes or technologies that will 
drive efficiency and customer service, our  programs provide solutions to the ur-
gent needs of our attendees.


