
WEDNESDAY, MAY 15, 2019 // WORKSHOP DAY

THURSDAY, MAY 16, 2019 // MAIN CONFERENCE DAY ONE

8:00   Registration and Continental Breakfast

8:45   Introduction From Conference Chairperson

NEW REGULATIONS, NEW INDICATIONS, NEW MEDIA

9:00   Session Sponsored by Veeva 

Bill Robinson, Director, Commercial Content Strategy, VEEEVA

9:45   Keep Your Social Media Approaches Diverse and 
Flexible
PRCs can find some social networks to have far more comfortable 
interfaces than others.  By learning from real-life examples and studying 
the history of FDA enforcement letters and guidances regarding social 
media, PRCs can modernize their outreach while lowering the risk of 
regulatory intervention.  

 ( Grapple with social media’s space limitations on compliant 
promotions

 ( Examine case studies of social media campaigns in the public 
domain

 ( Recognize how campaigns need to be adapted for new media

Sridhar Peddi, Manager, Advertising and Promotion, Regulatory 
Affairs, TAKEDA

10:30  Networking Break

11:00   PANEL: Establishing Reference Workflows to Improve 
Library and Asset Management 

 ( Share best practices on what system requirements should be 
considered when evaluating how to upload, review, and approve 
References 

 ( Discuss the importance of establishing ongoing monitoring and 
evaluation procedures to ensure up to date available data. 

 ( Ensure your reference process is optimized to handle all types of 
content

Moderator:  Rebecca Burnett, Executive Director, Head of Strategic 
Services, FRAMEWORK SOLUTIONS
Jason Benagh, Manager, Marketing Operations, ALKERMES

Ann Dibiase, Director Field Training, BLUE BIRD BIO

11:45   Adjust PRC Operations and Expectations to Mergers, 
Acquisitions, and Purchases
As pharma companies purchase each other, are purchased, or purchase 
additional assets, it is tremendously difficult for PRC teams to navigate 
the changing rosters and corporate expectations.  Managers must be able 
to work within different disease areas, messaging goals, changing risk 
tolerance and changing leadership.

 ( PRC strategy for a successful merger, acquisition or purchase of a marketed 
product

 ( Manage expectations during rebranding and/or changes due to risk tolerance 
 ( Recognize when additional levels of review are necessary as priorities change

Rebecca Burns, Medical Affairs Manager, ARBOR 
PHARMACEUTICALS

12:30   Luncheon

8:30  Registration

9:00   MORNING WORKSHOP:  Learn OPDP Expectations During a Sample Regulatory Review Scenario
OPDP reviewers and outside counsel provide crucial feedback on your commercial pieces.  By sitting in and learning from the thought processes of people familiar with 
OPDP’s review of your promotional materials, you can better understand how they take claims apart and how regulatory analysis may come down against you if you don’t 
have the right evidence.  This interactive workshop enables you to internalize and work with OPDP expectations during a real-time “mock” review meeting.

 ( Clarify where your expectations of labeling and promotional information differ from those of OPDP reviewers
 ( Zero in on areas where terminology use may cause confusion from a regulatory perspective
 ( Gain understanding of truthful, balanced, and accurately communicated information
 ( Anticipate the level of investment in both time and resources required for successful review

Nneka Onwudiwe, Senior Scientific Reviewer, OPDP, FDA
Keren Tenenbaum, Assistant General Counsel, PFIZER
Cristina Masseria, Methods and Capabilities Lead, PFIZER
Renee Ambrosio,  Director, Advertising and Promotion, Regulatory Affairs, MERCK

12:00   Morning Workshop Concludes

1:30   Registration

2:00   AFTERNOON WORKSHOP:  Create Tools and Training to Efficiently Forecast, Manage, and Allocate Volume
A good training asset will bring stakeholders together and clarify processes and systems that might be confusing even to team veterans.  New tools for in-person training 
(as opposed to digital training) can help deal with large volumes of material, improve process understanding, and instill a “right-the-first-time” mentality into project owners 
and reviewers.  

 ( Understand where your company’s PRC training methodologies rank among your peers
 ( Forecast and set expectations based on promotional volume, resources, and the length of the review process
 ( Clarify the importance of timelines and triggers for potential setbacks
 ( Emphasize coordinator involvement at every step 

Heather Goldstein, Marketing Services Effectiveness Manager, TAKEDA
Anghela Gonzalez, PRO Associate Manager, GENENTECH

5:00    Afternoon Workshop Concludes
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OPTIMIZING PRC TRAINING AND TEAMWORK

1:30   Properly Sequence Input From Medical Reviewers
Medical reviewers may have different priorities and backgrounds than 
other PRC members.  They will offer various means of representing 
findings which your leadership must be prepared to mesh with the rest of 
the group.  

 ( Work with medical reviewers from a legal/regulatory/content author 
perspective

 ( Establish the level of evidence acceptable to support particular 
claims

 ( Anticipate the priorities of medical reviewers, so a unified PRC voice 
is possible

Alexander Shaw, Manager, Medical Information, ALKERMES 

2:15   Select and Implement CAPAs for Promotional Review
In 2018, a new industry-working group on PRC, Corrective and Preventive 
Action (CAPA), started to explore how different organizations respond 
to errors in material that’s been released for use. By learning about 
different models of CAPA structures, processes, and documentation, PRC 
professionals will gain insights into developing best practices.

 ( What’s the value of having a CAPA team/structure?
 ( Discuss the pros and cons of typical PRC CAPA structures
 ( Impact assessment — is it a mud puddle or a sink hole?
 ( Walk through a scenario — who does what, when, and what 

documentation is required?
Nan Clarke, Manager, Promotional Marketing Operations and 
Compliance, ABBVIE 
Nan Knickerbocker,  RAC, Associate Director, Regulatory 
Affairs, U.S. Advertising and Promotion, ABBVIE

3:00   Networking Break
3:30   PANEL: Fine-Tune Your Training Methods for 

Marketing Agencies
Marketing agencies might not at first understand your specific 
requirements, but dedicated coordinators can be quite successful at 
training them.  If agencies give pushback on your PRC’s comments, there 
needs to be a set process for handling and correcting them.  

 ( Review the usefulness of agency report cards
 ( Rank preferred agencies based on knowledge and willingness to learn 

partner processes
 ( Empower coordinators to make clear when agencies are being more 

of a  hindrance than help

Heather Goldstein, Marketing Services Effectiveness Manager, 
TAKEDA
Robert Masi, Associate PRO Manager, GENENTECH 
Christi Bruce, Senior Manager MLR Operations and Platforms, 
SANOFI

Kelcey Heaman, Marketing Operations Manager, ALKERMES

4:30   Day One Concludes

8:00   Registration and Continental Breakfast

8:45   Chairperson’s Recap of Day One
9:00   Tier Your Review Process Based on Material 

Complexity
 ( Set clear expectations on who determines complexity and by which criteria
 ( Analyze successful attempts at tiering
 ( Emphasize flexibility due to the likelihood of staff turnover

Kim Maney, Senior Counsel, GLAXOSMITHKLINE

9:45   PANEL: Leadership Tactics to Improve PRC Efficiency
PRC meetings can be long and frequent, taking up a substantial amount 
of time for all people involved, with limited resources.  Committee 
stakeholders should prioritize efficient PRC processes, so participants’ 
time is best utilized.  This includes clarifying roles and responsibilities 
and establishing whether one or two committees are needed for reviewing 
promotional and non-promotional items.  

 ( Discuss the use of manual and computer-based systems
 ( Ensure that materials sent to PRC are actually ready for review
 ( Benefit from an established elevation process

Moderator: Steve Gersten, Vice President, General Counsel, 
DYNAVAX 
Brad Patrick, Division Counsel, ABBVIE
Bill Benvenuto, VP Legal Affairs and Chief Compliance Officer, 
RETROPHIN 
Chirsti Bruce, Senior Manager MLR Operations and Platforms, 
SANOFI

10:30   Networking Break
11:00   Strategies to Mitigate Conflicts and to Play and Fight 

Fair in PRC
With so many sides to PRCs, there is a difference in how interests and 
objectives play out based on personalities, approaches, and agendas. 
The most crucial key to successful PRC is overlooking the dynamics and 
interpersonal differences and characters in each meeting and as a whole .  

 ( Understand best practices to be efficient and objectives of all parties
 ( Approach the commercial interest vs. medical, legal and regulatory 
 ( Establish efficient and product approaches from a legal and compliance 

perspective 
Jeremy Lutsky, Senior Counsel, Mannatt Phillips & Phillips, LLP
Mike Smith, Senior Counsel, PDL BIOPHARMA 
 

11:45   PANEL:  Transmit Consistent Metrics and KPIs to  
Process Owners and Partners
A major challenge facing PRCs is to monitor how long pieces take to 
get through review, figure out where bottlenecks are, and speed up the 
process as necessary.  Particularly during major launches, operations 
team members must emphasize tracking every piece and reporting to 
senior management regarding where they stand in relation to benchmarks 
for major initiatives.  

 ( Recognize methods for accelerating time to market from approval to 
dissemination

 ( Determine how outsourced and vendor partnerships can help in 
marketing operations

 ( Review real applications of KPIs

MODERATOR:  Jason Benagh, Manager, Marketing Operations, 
ALKERMES
Maninee Patel, Senior Manager, Regulatory Affairs, Advertising 
and Promotion, BAXTER HEALTHCARE

12:30   Luncheon

1:30   Eliminate Error Sources in E-Detailing
With so many different platforms available, as you transfer old assets and 
move all of your sales representatives to a single new system, there is a 
risk of sending mixed messages.  To keep watch over the non-personal 
promotions that your representatives conduct directly with physicians, you 
must broaden your focus beyond just what you send out.  

 ( Align your team’s understanding of how e-detailing applies to in-
person communications, computer displays, and other media

 ( Ensure that all stakeholders have the same definition of the term
 ( Watch for problems as you move to new systems

2:15   Recognize When Third-Party Consultants Can Assist 
With Determining PRC Course of Action
When PRC professionals face strong differences of opinion, third-party 
consultants may be able to provide helpful insights into how regulatory 
guidelines are interpreted and how they should apply to your work.  It is 
worth maintaining a good rapport with them even if your team does not 
accept their recommendations. 

 ( Determine the best regulatory liaison candidates based on your 
product portfolio and team dynamics

 ( Gain a clearer picture of what other companies are doing
 ( Pair any rejections of their recommendations to specific wording from 

regulatory guidelines in order to keep relations smooth

3:00   Conference Concludes

FRIDAY, MAY 17, 2019 // MAIN CONFERENCE DAY TWO
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