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Sponsors

•  Collaborate with industry leaders on innovative approaches for
REMS design, implementations, solution updates and feedback from
the FDA

•  Comply with regulations pertaining to standardization and
evaluations

•  Assess REMS efficacy with proven and progressive methods

•  Increase knowledge of upcoming REMS technologies, innovation,
and regulatory changes that will affect your work in risk
management

•  Discuss the hurdles of recent FDA guidances impacting REMS

•  Lessen the burden on stakeholders with a comprehensive
understanding of their nuanced needs and stressors
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VENUE INFORMATION
Sheraton Pentagon City Hotel
900 S Orme St | Arlington, VA 22204

To make reservations, please call 1-800-325-3535 and request the negotiated rate for 
ExL’s January Meetings. You may also make reservations online using the following 
weblink: https://bit.ly/2psJ6NT. The group rate is available until January 7, 2019. Please 
book your room early, as rooms available at this rate are limited.  
*ExL Events is not affiliated with Exhibition Housing Management (EHM)/Exhibitors Housing Services 
(EHS) or any third-party booking agencies, housing bureaus or travel companies.  ExL Events is affiliated 
with event company Questex, LLC. In the event that an outside party contacts you for any type of hotel 
or travel arrangements, please disregard these solicitations and kindly email us at info@exlevents.com.  
ExL has not authorized these companies to contact you and we do not verify the legitimacy of the
services or rates offered.  Please book your guest rooms through ExL’s reserved guest room block using 
the details provided. 

SPONSORSHIP AND EXHIBITION OPPORTUNITIES
Do you want to spread the word about your organization’s solutions and services to potential clients attending 
this event?  Take advantage of the opportunity to exhibit, underwrite an educational session, host a networking event or distribute 
promotional items to attendees.  ExL Events will work closely with you to customize a package that will suit all of your needs. 

  Risk Evaluation and  
Mitigation Strategies SUMMIT

WHO SHOULD ATTEND 
This event is ideal for professionals from 
pharmaceutical, biotechnology, and medical 
device companies with responsibilities in the 
following areas:

• REMS
• Risk Management
• Pharmacovigilance/Surveillance
• Quality Assurance
• Drug/Product Safety
• Clinical Risk Management
• Lifecycle Management
• Regulatory Affairs/Legal/Compliance
• Clinical Affairs
• Clinical Data Management
• Clinical Operations
• Clinical Risk Management Compliance
• Epidemiology/Pharmacoepidemiology
• Marketing

This conference is also of interest to: 
• Risk Safety and REMS Service Providers
• Data Management Service Providers
•  Healthcare Information Marketing and

Technology Providers
• Dashboard and Metrics Service Providers
• Law Firms
• Consultancies

Dear Colleague,

In 2007, the FDA introduced the Risk Evaluation and Mitigation Strategies (REMS) 
program that has gone through significant change over time to ensure the benefits of a 
drug outweighs the risk. Over the last decade, ExL’s REMS Summit has been the leading 
REMS platform, adapting over the years and providing the most cutting-edge strategies 
through meaningful insights from industry experts.

The 11th Risk Evaluation and Mitigation Strategies Summit will gather industry 
professionals to further improve knowledge on the essential requirements when dealing 
with the FDA as well as develop a keen understanding to efficiently utilize a REMS 
strategy to benefit patients and enhance commercialization. 

With multiple stakeholders involved, pharma companies are challenged with the often-
difficult task of product management and safety assurance. In a REMS environment that 
is constantly fluctuating each stakeholder has their unique expectation when dealing 
with budget and patient access. Proper adherence to REMS regulations is critical, but 
the implementation of REMS can be challenging. It must be controlled by a specified 
protocol that requires agreement with the FDA. At the 11th REMS Summit, attendees 
will develop an end-to-end REMS solution to help organizations comply with FDA safety 
requirements while ensuring patients have appropriate access to drugs and biologics.

The 11th REMS Summit convenes pharma, FDA, healthcare providers, and patient 
advocates to delve into specific topics to enhance the understanding of when REMS are 
necessary the elements that need to be included in the REMS needed for their product, 
as well as details required for submission. Our adept speaking faculty will arm you 
with proven strategies to facilitate benefit-risk counseling, optimize REMS operations 
through streamlined health system integration, leverage interoperable technologies 
for consistent communication, and increase patient safety through cross-functional 
collaboration.

I look forward to welcoming you to Arlington this winter!

Sincerely,

Michael Martinez
Michael Martinez
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8:00 Registration and Continental Breakfast

9:00 Co-Chairs’ Opening Remarks
Emily Freeman, Ph.D., Director, Patient Centered Outcomes, ABBVIE
Deb Tiffany, Director,Global Risk Mgmt Product Lead, Process Analyst, Worldwide Safety and Regulatory, PFIZER 

9:15 Incorporating Health Literacy Practices Into Risk Communication
• Define health literacy and explain why it is important in communicating risk
• Learn practical techniques to decrease the complexity of patient safety information
• Discuss organizational approaches to incorporate health literacy into the authoring process
Erica Gooch, Clinical Safety and Risk Management Medical Associate, MERCK

10:00 Enhance Patient Understanding and Engagement by Knocking Down Barriers to Proper Medication Use 
•  Identify three common, patient-reported “unintentional” barriers to proper medication use, and three health system “root causes” to patients

being under-informed about medication risks (and benefits)
•  State how patients who are either at risk for medication errors or adverse events, or are poorly adherent to their treatment could be readily

identified in clinical practice
•  Provide three examples of possible health system-based interventions that could be deployed to readily monitor, prevent, or mitigate medication

safety and adherence concerns
Ken Hornbuckle, Manager, Global Product Safety, ELI LILLY AND COMPANY 
Michael S. Wolf, Ph.D., MPH, Professor, Medicine and Learning Sciences, Associate Chair, Department of Medicine, Associate Division Chief, 
Research, General Internal Medicine and Geriatrics, FEINBERG SCHOOL OF MEDICINE, NORTHWESTERN UNIVERSITY

10:45 Networking Break

11:15 CASE STUDY: Innovative Healthcare Information Technology (HIT) REMS Technologies Celgene Is Currently Focused On 
•  Distinguish program operations and regulatory learnings of REMS
•  Create a more specific and efficient process to incorporate initiatives into REMS programs
•  Recognize specific data exchange points between stakeholders and administrators
May Chan-Liston, Director, CELGENE
Paul Sheehan, Senior Director, Risk Management Ops, CELGENE
Kevin White, Director REMS Technology, CELGENE

12:00 PANEL: Discuss Patient-Focused Drug Development (PFDD) and Potential Relationships to REMS
•  Analyze the patient perspective in regards to specific diseases and their treatments along with the risks and burdens that are

important for patients
• Introduce the PFDD initiative, progress made and future directions
• Determine how PFDD can provide learning’s for REMS along a product life cycle
Sara Eggers, Operations Research Analyst, US FOOD & DRUG ADMINISTRATION — CDER

12:45 Luncheon

1:45 Apply Implementation Science to Design Coherent and Efficient REMS Programs 
•  Avoid pitfalls in designing, implementing and evaluating REMS
•  Apply key best practices from the field of implementation science
•  Uncover the benefits of applying principles of implementation science through real-world examples
Elaine H. Morrato, Former FDA, Associate Dean for Public Health Practice, COLORADO SCHOOL OF PUBLIC HEALTH

2:30 Understand How the Patients View Risks of New Treatments
•  Examine how patients experience a diagnosis and consequential treatment decisions
•  Improve patient outcomes by incorporating patient input into REMS planning
•  Determine the integral link between providers, patients, and health systems
• Outline the advancement of technology to better patient care
Deborah Collyar, President, PATIENT ADVOCATES IN RESEARCH

3:15 Networking Break

3:45 Practical Insights in Developing a Shared System REMS
• Understand the need to get internal stakeholder buy-in early
• Importance of all parties working together in good faith
• Manage ongoing REMS operations
Judith Doll, Principal Medical, Regulatory and Clinical QA Advisor, H. LUNDBECK

4:30 Networking Reception 
Sponsored by 

5:30 Day One Concludes
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8:00 Continental Breakfast

9:00 Co-Chairs’ Recap of Day One and REMS Carousel Discussion Exercise Carousel 
This conversational forum is ideal for sharing and exploring best practices. Each group is assigned a different operational challenge that 
professionals face. After 20 minutes, they begin a rotation in which they spend 10 minutes reading the recorded solutions of other groups, then 
add their own. The end product of this activity is a comprehensive digest of participants’ best practices in relation to the following operational 
themes:
• Governance models
• Financing
• IT infrastructure
• Cross-functional management
Emily Freeman, Ph.D., Director, Patient Centered Outcomes, ABBVIE
Deb Tiffany, Director,Global Risk Mgmt Product Lead, Process Analyst, Worldwide Safety and Regulatory, PFIZER

10:00 Panel: Concerns Providing/Obtaining Product Samples in ETASU REMS or Restricted Distribution 
• Outline the Elements to Assure Safe Use (ETASU) and other ways products may have restricted distribution
•  Recognize the FDA’s Generic Drug and Biosimilar Product Action Plans attempting lower pharmaceutical prices by increasing competition with

more brand v. brand and brand v. generic / biosimilar for the same active ingredient – what has been recommended and how is FDA likely to
respond?

•  Appreciate the innovator perspective: What are the risks and costs with providing samples to their competitors to reverse engineer their
products and conduct additional clinical testing and should they be compelled to do so, and what assurances do they need from their
competitors before so providing?

•  Understand the FDA’s increased involvement in the process going forward, including shared REMS and waivers to shared REMS programs
Moderator: Brian Malkin, FDA Counsel, ARTENT FOX

10:45 Networking Break

11:15 CASE STUDY: Discover New Standards and REMS and Uncover What Is on the Horizon for the National Council for 
Prescription Drug Programs 
•  Specialty Pharmacy — NEW Work Group activities and the relationship with REMS
•  Recognize new NCPDP standards implementation schedule and effects on REMS
•  Understand the process for requesting changes to current standards
• Justify NEW Task Groups and activities that affect REMS
John Klimek, Senior Vice President, Industry Information Technology,  
NATIONAL COUNCIL FOR PRESCRIPTION DRUG PROGRAMS, INC.

12:00 Luncheon

1:00 Recognize the Unique Perspective From Patients That Vary From Case to Case
• Pinpoint the needs for patients as well as the decisions to be made
• Identify who should be responsible for decision-making — is there any room for “informed consent” within REMS?
• Welcome to 1984: Big Brother is alive and well in the era of REMS
Seth Morgan, Chair and Advocate, NATIONAL MUTLIPLE SCLEROSIS SOCIETY

1:45 Improve Transaction and Communication Processes by Implementing NCPDP to Meet REMS Standards
•  Streamline the process to effectively to downstream complexity and costs
•  Integrate REMS to standardize customary processes with an electronic transaction regulation
•  Determine solutions for logistical challenges for sponsor organizations and pharmacies to ensure REMS compliance
Michele Davidson, Sr. Mgr. Pharmacy Technical Standards, Policy and Development, WALGREENS

2:15 Networking Break

2:45 Collaborative Prescribing and Dispensing With REMS Programs Through Checks and Balances
•  Identify key players in prescribing of REMS drugs
•  Describe methods to ensure all parties involved in prescribing and dispensing maintain their roles
• Apply daily practices to protect at-risk patient populations
Patrick Fleming, Clinical Pharmacist, THE UNIVERSITY OF ILLINOIS HOSPITAL & HEALTH SCIENCES SYSTEM

3:30 PANEL: Incorporate Novel Approaches Into Real-World Data (RWD) to Evaluate Risk Minimization (RM) Interventions 
•  Understand how RWD/longitudinal healthcare databases can be used to evaluate risk minimization interventions in the EU and the U.S.
•  Describe the advantages and disadvantages among other commonly used approaches to fulfill EU GVP Module XVI and U.S. FDA requirements
•  Analyze and discuss Pfizer case studies of novel EU and U.S. evaluations using RWD to judge RM interventions
Rachel Sobel, Senior Director, Epidemiology Group Lead, GIP, PFIZER

4:15 Co-Chairs’ Closing Remarks
Emily Freeman, Ph.D., Director, Patient Centered Outcomes, ABBVIE
Deb Tiffany, Director,Global Risk Mgmt Product Lead, Process Analyst, Worldwide Safety and Regulatory, PFIZER 

4:30 Conference Concludes
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Questions? Comments? 
Do you have a question or comment that you would like  
addressed at this event? Would you like to get involved as a 
speaker or discussion leader? 

Media Partners 

Testimonials
“Absolutely brilliant. Stunning insights!”

—Senior Director, Drug Regulatory Affairs, ACTELION

“Valuable presentations with great insights into each 
stakeholder’s challenges.”

—Executive Director, Pharmacovigilance, RETROPHIN

TERMS AND CONDITIONS: By registering for an ExL Events (“ExL”) 
event, you agree to the following set of terms and conditions listed 
REGISTRATION FEE: The fee includes the conference‚ all program 
materials‚ and designated continental breakfasts‚ lunches and 
refreshments.
PAYMENT: Make checks payable to PMA Conference 
Management and write C988 on your check. You may also use 
Visa, MasterCard, Discover or American Express. Payments 
must be received in full by the conference date. Any 
discount applied cannot be combined with any other offer and 
must be paid in full at the time of order. Parties must be 
employed by the same organization and register simultaneously to 
realize group discount pricing options.
**Please Note: There will be an administrative charge of $300 to 
substitute, exchange and/or replace attendance badges with a 
colleague within five business days of any ExL conference.** 
CANCELLATION AND REFUND POLICY: If you cancel your 
registration for an upcoming ExL event, the following policies 
apply, derived from the Start Date of the event:
•  Four weeks or more: A full refund (minus a $295 processing fee)

or a voucher to another ExL event valid for 12 months from the
voucher issue date.

•  Less than four weeks: A voucher to another ExL event valid for 12 
months from the voucher issue date.

•  Five days or less: A voucher (minus a $395 processing and
documentation fee) to another ExL event valid for 12 months
from the voucher issue date.

CREDIT VOUCHERS: Credit vouchers are valid for 12 months from 
date of issue. Credit vouchers are valid toward one (1) ExL event of 
equal or lesser value. If the full amount of said voucher is not used 
at time of registration, any remaining balance is not applicable now 
or in the future. Once a credit voucher has been applied toward a 
future event, changes cannot be made. In the event of cancellation 
on the attendees’ behalf, the credit voucher will no longer be valid. 
ExL Events does not and is not obligated to provide a credit 
voucher to registered attendee(s) who do not attend the event they 
registered for unless written notice of intent to cancel is received 
and confirmed prior to the commencement of the event. 
SUBSTITUTION CHARGES: There will be an administrative charge of 
$300 to substitute, exchange and/or replace attendee badges with 
a colleague occurring within five business days of the conference. 
ExL Events reserves the right to cancel any conference it deems 
necessary and will not be responsible for airfare‚ hotel or any other 
expenses incurred by registrants.
ExL Events’ liability is limited to the conference registration fee 
in the event of a cancellation and does not include changes in 
program date‚ content‚ speakers and/or venue.
*The opinions of ExL’s conference speakers do not necessarily
reflect those of the companies they represent, nor ExL Events.
Please Note: Speakers and agenda are subject to change without
notice. In the event of a speaker cancellation, significant effort
to find a suitable replacement will be made. The content in ExL
slide presentations, including news, data, advertisements and
other information, is provided by ExL’s designated speakers and is
designed for informational purposes for its attendees. It is NOT
INTENDED for purposes of copywriting or redistribution to other
outlets without the express written permission of ExL’s designated
speaking parties. Neither ExL nor its content providers and/or
speakers and attendees shall be liable for any errors, inaccuracies
or delays in content, or for any actions taken in reliance thereon. EXL 
EVENTS EXPRESSLY DISCLAIMS ALL WARRANTIES, EXPRESSED
OR IMPLIED, AS TO THE ACCURACY OF ANY CONTENT PROVIDED,
OR AS TO THE FITNESS OF THE INFORMATION FOR ANY PURPOSE. 
Although ExL makes reasonable efforts to obtain reliable content
from third parties, ExL does not guarantee the accuracy of, or
endorse the views or opinions given by any third-party content
provider. ExL presentations may point to other websites that
may be of interest to you, however ExL does not endorse or take
responsibility for the content on such other sites.

To Register, Click Here or
Phone:  201 871 0474

Fax: 253 663 7224 Email:    register@pmaconference.com

Mail:  PMA Conference Management  POB 2303 Falls Church VA 22042

Save 
25%

Save 
15%

Group Discount Program
Save 25% per person when registering four 
For every three simultaneous registrations from your company, you 
will receive a fourth complimentary registration to the program (must 
register four at one time).  This is a savings of 25% per person.  

Save 15% per person when registering three 
Can only send three?  You can still save 15% off every registration.  

Offers may not be combined. Early Bird rates do not apply. To find out more 
about how you can take advantage of these group discounts,  call 201 871 0474  

Registration Fees for Attending ExL’s 11th Risk 
Evaluation and Mitigation Strategies Summit
EARLY BIRD PRICING — Register by Friday, December 21, 2018

Industry ................................................................................. $1,895
Government/Academic ....................................................... $1,295

STANDARD PRICING — Register After Friday, December 21, 2018

Industry ................................................................................. $2,095
Government/Academic ....................................................... $1,495

ONSITE PRICING

Industry ................................................................................. $2,295
Government/Academic ....................................................... $1,695

http://events.constantcontact.com/register/event?llr=7esc4ioab&oeidk=a07efrtkzdh19de3381


q YES! Register me for this conference!

Name: ______________________________________________________________

Title: ________________________________________________________________

Company: ___________________________________________________________

Dept.: _______________________________________________________________

Address: ____________________________________________________________

City: ______________________________________ State:_____ Zip:___________

Email: _______________________________________________________________

Phone: ______________________________________________________________

Fax: _________________________________________________________________

Method of Payment: q Check  q Credit Card

Make checks payable to PMA Conference Management.

Card Type: q MasterCard  q Visa  q Discover  q AMEX

Card Number: _______________________________________________________

Exp. Date: _______________________________________ CVV: ______________

Name on Card: ______________________________________________________

Signature: ___________________________________________________________

Elevate Risk Management Operations to 
Ensure Patient Centricity, Open Communication 

Channels, and Advanced Efficacy
SUMMIT

January 28–29, 2019 | Sheraton Pentagon City Hotel | Arlington, VA

Ways to Register
Phone:  201 871 0474

Fax:  253 663 7224 

Online:  Click Here   

register@pmaconference.com 

Mail:   PMA Conference Management 
PO Box 2303 
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Please contact me:

q I’m interested in marketing opportunities at this event.

q I wish to receive email updates on ExL Events’ upcoming events.

CONFERENCE CODE: 798818

 Risk Evaluation and 
Mitigation Strategies
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