
8:00 Registration and Continental Breakfast

9:00 Chairperson’s Opening Remarks

9:15 Product Complaints Life Cycle: Understand Key 
Criteria Constituting a Complaint and React 
Accordingly to Create Value 
• Remain compliant across global standards utilizing

best practices
• How new FDA regulatory requirements and changes

within the product complaint scope will affect
company processes

• Case Study: Evaluate combination product
complaint; classify adverse events, malfunctions,
and incidents

Frank Chan, Process and Project Manager; Quality 
Systems and Quality Management, Global Complaint 
Management for Combination Products and Devices, 
GENENTECH

10:15 Understand The Integration of Product 
Complaints and Quality
• Determine the differences between product

complaints and quality
• Explore internal company organization for

maximum efficiency between both departments
• Identify the intersection of both departments and

how to ensure smooth integration
• Tools to help integrate investigation processes with

trending practices
Bob Miller, Senior VP Quality Assurance, 
GILEAD SCIENCES

11:00 Networking Break

11:30 Case Study Beyond The Status Quo:  How to 
Take Your Product Complaints Processes 
to the Next Level Through Industry-Leading 
Operational Processes and Trending Tactics
• Understand mechanisms by which medical device

and pharmaceutical complaints are processed
• Complaints to compliments: Utilizing cutting-

edge organizational tactics that can maximize the
effectiveness of your complaints process

• Analyze the inner workings of a robust trending
program that achieves results

• Impact of a GMP process and how trending can
help identify complaint levels

• Create a data analytics communication tool for
visibility, escalation and mitigation of trends

• Evaluate complaint processing beyond GMP
Craig Adelman, Manager Product Quality Complaints, 
SHIRE
Ingrid Anthony-Fausset, Associate Director Quality 
Assurance, Product Quality Surveillance, SHIRE 

12:30 Luncheon

1:30 The Application of Risk Management for 
Combination Products
• Looking ahead to ISO14971:2019
• Discuss the draft technical report
• Integration of complaint handling and risk

management
Gay Steinbrick, Lead Medical Device and Combination 
Products, Global Safety, MERCK & CO, INC.

2:15 Combination Products and Implications of 
Changes to FDA Guidelines
• Address challenges faced with the implementation

of “Postmarketing Safety Reporting (PMSR) for
Combination Products”

• Highlight drug/biologic considerations for
compliance by July 2019

• Discuss recommended best practices — with
examples of a single-entity combination product for
both drug-led and device-led

Khaudeja Bano, M.D., Senior Medical Director, 
ABBOTT  

3:00  Networking Break

3:30 Create a Framework: Guarantee Success in 
Recalls and Investigations
• Meet expectations, guidelines, and regulations for

handling product recalls
• Gain a full understanding of the classification and

reporting process for recalls
• Uncover worldwide recall execution and how to

implement seamlessly
• Refine the reporting process to ensure effective

recall reporting
• Master investigation standards and understand how

to prepare
Joe Falvo, Senior Manager, Postmarket Risk 
Management, ORTHO CLINICAL DIAGNOSTICS

4:15 The Impact of Social Media and the Internet on 
Product Complaints
• Discover how product complaints originate from

Social Media and the Internet
• Review FDA enforcement actions concerning Social

Media and the Internet
• Identify best practices for Social Media use in

product complaint handling
• Learn how to create Social Media policies and plans

that will keep you compliant
Sharon Perez, Ph.D., Director, Global Medical Safety, 
NOVOCURE

5:00 Day One Concludes
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TUESDAY, MARCH 26, 2019  /  DAY TWO

8:00 Registration and Continental Breakfast

Track A: 
Medical Device

Track B: 
Pharma/Biotech

9:15 Track A Chairperson Opening Remarks Track B Chairperson Opening Remarks

9:30 Organize the Medical Device Complaints Process 
in Order to Maximize Efficiency  
•  Understand that a faster life cycle is not a better one — how

efficiency precedes speed
•  Leverage the tools designed to best integrate the

investigation and trending processes
•  Ensure a consistent and reliable investigation by utilizing data

management in order to highlight key information
Daniel Frenia, VP Quality, THERMO FISHER SCIENTIFIC

How to Identify Trends for Incoming Product 
Complaints and Take Necessary Actions 
•  Develop a systematic approach to pull and interpret mass

complaints data
•  Identify patterns to determine a trend due to changes in

factors across products, processes, and equipment
•  Understand risk related to trending and how this technique

can help mitigate error
•  Compare global trending vs. local trending and how to remain

compliant across both fronts
Rupesh Patel, Product Quality — Product Complaints and 
Quality Systems, Director, OTSUKA PHARMACEUTICAL

10:15 Explore New EU Medical Device Regulations (MDR) 
and Worldwide Postmarket Surveillance Factors
•  Recognize key changes in regulations and what implications

they have on the medical device sector
•  Understand what actions need to be taken in order to adhere

to compliance expectations for full integration in 2020
•  How to ensure global postmarket surveillance
Sharon Perez, Director, Global Medical Safety, NOVOCURE

Utilize Quality Management Software in Order to 
Strengthen Operations, Guarantee Compliance, 
and Ensure Optimal Quality
•  Enhance your complaint handling processes through digital

automation
•  Simplify reporting and data management procedures utilizing

an easy, modern and speedy software
•  Automate the entire complaints management system to

exceed customer satisfaction with ease
•  Manage regulatory audits, automate quality and compliance

processes, and maintain competitive processing tactics
within your industry

11:00 Networking Break

11:30 Dos and Don’ts: How to Successfully Manage the 
Landscape of a Risk-Based Complaint System 
•  Align your risk management tool to ensure compliance with

current regulatory standards
•  Understand how the product risk life cycle impacts the design

of a product
•  Determine potential failure modes and understand how to

mitigate
•  Discuss the dos and don’t’s regarding potential risk factors

and results such as recalls
Michael Van Ryn, Regulatory Affairs Analyst, VAREX IMAGING

A Comprehensive Approach to a Successful 
Product Complaint Program Launch
•  Examine a five-step approach to ensure a highly effective

product complaint program
•  Establish a step-by-step road map for a successful program

launch
•  Identify essential elements, challenges and risks at each step

and apply the right tool and strategy
•  Validate your program against regulatory and business

requirements, test program effectiveness after launch
Trudy Yin, Director, QA Systems, PUMA BIOTECHNOLOGY

12:15 Luncheon
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1:15 PANEL: A Road Map to Best Postmarket 
Practices, Key Changes, Actionable Insights
•  Diffuse roadblocks and difficulties faced by a variety of

organizations and map how to overcome them
•  Identify criteria by which different companies handle post-

market requirements to meet the Medical Device Single
Audit Program (MDSAP) and Medical Device Regulation
(MDR)

•  Observe organization tactics from various company
perspectives

•  Walk away with actionable tips to refine your personal
company practices

Moderator: Michael Hunn, QA Project Manager, DRÄGER
Panelists:
Dhaval Trivedi, Manager, Post Market Surveillance, DRÄGER
Bryan Overton, Director Quality Assurance, DRÄGER

PANEL: BREAKING THE SILO: Recognize That 
QA/QC Functions Collectively and Explore How 
Decisions Can Affect Other Stakeholders
•  Dissect how decisions made in QA/QC affect other

internal stakeholders such as Medical Affairs,
Pharmacovigilance, Legal, etc.

•  Leverage decision-making through interactions with a
variety of external stakeholders

•  Share insight into internal and external interactions
and discuss how to navigate utilizing case studies and
examples

Moderator:  Frank Chan, Process and Project Manager; 
Quality Systems and Quality Management, Global Complaint 
Management for Combination Products and Devices, 
GENENTECH
Panelists:
Sameer Thapar, Director Global Pharmacovigilance, 
RUTGERS UNIVERSITY
Trudy Yin, Director, QA Systems, PUMA BIOTECHNOLOGY

2:15 ROUNDTABLES: Discuss Postmarket 
Requirements and How to Meet the MDR
•  Explore how companies of different size and structure

are approaching these changes
•  Individual best practices for completing and submitting

MDRs
• How to maximize practices in order to best mitigate risk
Moderators: Michael Hunn, QA Project Manager, DRÄGER
Dhaval Trivedi, Manager, Post Market Surveillance, DRÄGER

Apply Machine Learning to Quality and Product 
Complaints
•  Demonstrate how other verticals in pharma and biotech

are using machine learning
•  Sift through the myth and reality of Automation and

Artificial Intelligence systems
•  Discuss models in use today that could be leveraged for

quality processes
Sameer Thapar, Assistant Professor and Advisor, Drug 
Safety and Pharmacovigilance, RUTGERS UNIVERSITY

3:00 Closing Remarks

3:30 Summit Concludes

TERMS AND CONDITIONS: By registering for an ExL Events (“ExL”) event, you agree 
to the following set of terms and conditions listed below:
REGISTRATION FEE: The fee includes the conference‚ all program materials‚ and 
designated continental breakfasts‚ lunches and refreshments.
PAYMENT: Make checks payable to ExL Events and write 700019 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.

To receive a refund or voucher, please email cancel@exlevents.com or fax your 
request to 888-221-6750.
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.

TUESDAY, MARCH 26, 2019  /  DAY TWO CONTINUED
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