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Create vendor relationships that yield 
desirable results and useful metrics

Analyze case studies for real lessons 
learned in quality and risk

Benchmark your organization to improve 
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Streamline operations to proactively 
manage quality and risk

Align quality and supply goals through 
contract negotiation
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Dear Colleague,
In today’s business landscape, the most successful organizations are those who 
effectively manage costs, create efficiencies, and deliver high-quality products. Most 
life science companies are partnering with external organizations that have specialized 
expertise to develop and manufacture their products in an effort to streamline 
operations, as opposed to spending the time and money required to recreate the 
specialties provided by Commercial Manufacturing Organizations.
By partnering with an outside organization to produce this quality, there is risk and 
uncertainty that comes into play. Sponsors are constantly looking for new and efficient 
ways of managing risk and ensuring the best quality standards. CMO selection is another 
process that is continuously improved and reevaluated based on the marketplace and a 
sponsor’s need for production. It is critical to assess potential vendors before signing a 
contract and beginning a partnership.
The 9th CMO Quality Oversight & Risk Management Summit is designed to optimize the 
collaboration between sponsors and vendors by addressing the most pressing topics 
including data integrity, quality systems, relationship management, risk management and 
more. 
New to this year’s program is the “Lessons Learned” series. These sessions will provide a 
fresh take on case studies, offering attendees real stories and the outcomes from experts 
who played significant roles in these projects. The first ever CMO Showcase will provide 
an invaluable opportunity for sponsors to get their most pressing questions answered 
while CMOs and CDMOs present the scope of their resources by detailing their facilities, 
capabilities, services, and software to pharma and biotech’s key decision-makers.
I look forward to welcoming you, your peers, and the expert speaking faculty to this 
collaborative program in Boston this September.
Sincerely,

Brianna C onetta 
Brianna Conetta 
Associate Conference Production Director

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.  

Who Should Attend
This conference is designed for professionals from pharmaceutical, biotech, and 
medical device companies and CMOs with responsibilities in the following areas: 

• Quality Assurance/Quality (QA)
• Quality Compliance
•  Chemistry, Manufacturing, and Controls

(CMC)
• Technical Operations/Development
• External/Contract Manufacturing
• Regulatory Affairs/Compliance
• Manufacturing Operations
• CMO Oversight
• Product/Device Management
• Technology Transfer
• Supply Chain Management
• Supplier Management
• External Supply/Supplier Quality

• Contract Manufacturing Operations
• Outsourcing/Strategic Sourcing
• Process Development/Optimization
•  CMC Operations/Chemical Development
• Procurement
• Risk Management
• Biologics
• API Development
• Tech Development
• Supply Operations
• Continuous Manufacturing
• Commercial Manufacturing
• Alliance Management
• Validation

This conference is also of interest to:
•  Pharma Contract Manufacturing Service

Providers
•  CMO Auditing Software Organizations
•  Regulatory/Compliance Consultants

•  Vendor Selection/Management Software
• Compliance Software Companies
•  Quality Manufacturing Service Providers

Venue Information 
Hyatt Regency Boston Harbor 
101 Harborside Drive 
Boston, MA 02128
To make reservations, please call 1-888-
421-1442 and request the negotiated
rate for ExL’s September Meetings.
You may also make reservations online
using the following weblink: https://bit.
ly/2veAFs4. The group rate is available
until September 3, 2019. Please book
your room early, as rooms available at
this rate are limited.
*ExL Events is not a affiliated with Exhibition Housing 
Management (EHM)/Exhibitors Housing Services
(EHS) or any third-party booking agencies, 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.
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8:00  Registration and Continental Breakfast

8:45 Co-Chairperson’s Opening Remarks
Ben Locwin, Senior Vice President of Quality, LUMICELL
TBD representative from THERMO FISHER SCIENTIFIC

9:00 Keynote Address
• Discuss the current landscape of the commercial manufacturing industry as a whole
• Understand the importance of risk management and quality oversight
• Look forward to discuss the future of commercial manufacturing industry
Ben Locwin, Senior Vice President of Quality, LUMICELL

RISK MANAGEMENT
9:45 Lessons Learned: Tech Transfer in Emerging Markets and Risk Management

• Discuss the landscape of emerging markets and how data integrity relates to them
• Understand inherent risks and challenges associated with long-distance working relationships
• Analyze case study scenarios to recognize the best practices and learn from prior lessons
• Explore the results: Talk about improvements that have been made
Eyad Salman, Principle Quality Site Manager, GENENTECH

10:30  Networking Break

11:00 Seven Stages of Lifecycle Management for Risk Assessment
•  Discuss a systemic approach to identifying and mitigating risks throughout the life cycle of a product’s development
• Integrate information systems between sponsor and vendor
• Outline partnership goals and communication standards
• Understand the legal requirements and limitations of a vendor relationship
• Define performance indicators that hold economic value in response to quality assessments
Adnan Sabir, Principal Consultant, Pharma Consulting Services, Former Associate Director of QA, KOWA PHARMACEUTICALS

11:45 Lessons Learned: Building a Risk-Based Supplier Program: Balancing Diverse Needs Across a Global 
Network 
• Identify quality issues early in the supply chain to manage quality-related costs and risks
• Supplier Relationship Management: A partnership focused on value creation
• Valuable metrics for successful supplier management
Lisa Wyman, Vice President, Quality, ACCELERON PHARMA

12:30  Luncheon

1:30 Refine the Relationship Between Drug Product Quality and Timeline
•  Discuss the resources needed to ensure high-quality products are produced during an accelerated manufacturing timeline
• Pinpoint critical data points that can indicate quality standards in drug products
• Explore operational models and processes involved in quality assurance
• Balance quality, capacity, and timeline to ensure the needs of potential clients and regulatory agencies can be met
Li-Chung Huang, Executive Director, CMC Management, WUXI BIOLOGICS

STAKEHOLDER RELATIONSHIP
2:15 A Quality Perspective: Drive Success Through Effective CMO Selection 

• Understand key objectives for your partnership with CMO
• Discuss the desired technical capabilities of a vendor
• Assess the risk associated with potential partners
• Communicate with vendors to align quality and supply requirements
• Define key measurements to evaluate the working partnership throughout the product development process
Naymisha Patel, Vice President, Quality, OCULAR THERAPEUTIX
Simon Levett, Director, Compliance QA, OCULAR THERAPEUTIX

3:00  Networking Break

Day One Monday, September 23
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3:30 PANEL DISCUSSION: Outsourcing Models: Evaluate and Understand the Different Services Offered by 
Various CDMOs to Aid Your Selection Process 
• Discuss the different outsourcing models including transactional outsourcing, preferred providers, and strategic partnerships
• Analyze the factors that go into choosing the best outsourcing model and resources for your needs
• Enhance the decision-making process by investigating how capacity, process, and costs are related
• Pinpoint common challenges faced when operating using the various outsourcing models
Heidi Hoffman, Executive Director, CMC and Supply Chain, SUTRO BIOPHARMA
If you are interested in joining this panel, please contact Christopher Summa at csumma@questex.com or 917-932-0432.

4:15 CMO/CDMO SHOWCASE
A select few manufacturing and development organizations will present to an audience filled with key decision-makers. This 
showcase will give the attendees a look into the inner-workings or CMOs and CDMOs of varying sizes.
• 15-minute blocks designed solely for CMO & CDMO professionals
• Take center stage and deliver insightful content and experiences to your targeted buyers
• Present a case study that details your facilities, capabilities, resources, and competitive advantages
• Answer questions received directly from decision-makers in the audience
TBD representative from THERMO FISHER SCIENTIFIC
If you would like to join the CMO/CDMO showcase, please contact Christopher Summa at csumma@questex.com or 917-932-0432.

5:30  Day One Concludes

Day One Monday, September 23

Day Two Tuesday, September 24
8:00  Continental Breakfast

8:45 Chairperson’s Recap of Day One
Ben Locwin, Senior Vice President of Quality, LUMICELL
TBD representative from THERMO FISHER SCIENTIFIC

9:00 A Risk-Based Approach for Managing Projects With CMOs
• Understand the tools to create risk assessments and risk management action plans.
• Ensure oversight over CMO processes using supplier risk management techniques
• Explore the interaction of operational risk management with CGMPs
• Discuss challenges of engaging CMOs in risk management activities and potential solutions
• Understand how to use a risk based approach to foster an efficient partnership
Jayet Moon, Quality Engineering Lead, TERUMO MEDICAL

9:45 Improve Efficiency and Collaboration Through CMO Relationship Management 
• Draft a comprehensive and descriptive quality agreement to ensure open communication
• Discuss the various business models carried out between sponsors and CMOs
• Organize the logistics of the agreement to define technical expectations
• Understand the importance of communication to help drive success and efficiency
Scott Duncan, Director of CMC, CENTREXION THERAPEUTICS

10:30  Networking Break

11:00 PANEL DISCUSSION: Improve Vendor Relationships to Create Operational Excellence 
• Establish a foundation of trust between owners and contract manufacturers to ensure quality
• Discuss the role of transparency in regard to timeline, budget, and data
• Collaborate effectively to conduct the most efficient and successful tech transfer
• Explore sponsors expectations of timeline flexibility, focused expertise, and regulatory compliance
Scott Duncan, Director of CMC, CENTREXION THERAPEUTICS
Jim Stahl, Senior Director of Analytical Development, PROMEDIOR
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What your colleagues are saying 
about last year’s event:
“This is one of the best conferences I attend. It’s well 
organized and provides current, relevant content with 
excellent speakers and participant interaction.” 

—Director, CDER Compliance, FDA

“The greatest benefit was learning real case studies 
from other industry representatives.”

—Senior Director, DAIICHI SANKYO

“Very refreshing to see something so specific to CMO 
management. Diversity of attendees was very good.” 

—Director, Quality Systems, SHIRE

Media Partners

TM

QUALITY OVERSIGHT
11:45 Lessons Learned: Utilize Centers of Excellence to Improve End-to-End CMO Management 

• Identify, evaluate, select and approve an external manufacturing site using the framework outlined by this model
• Discuss best practices for executing contract manufacturing oversight
• Analyze examples of processes, tools, decision points and governance
• Explore various strategies to partner with and manage CMOs in order to fully comply with global regulations
Jonathan Patroni, Global Head of Quality Assurance, KYOWA KIRIN BIO-PHARMACEUTICALS

12:30  Luncheon

1:30 Contract Negotiation Strategies that Help Align Quality and Supply Goals
• Understand quality and supply risks as well as opportunities from the customer and provider perspective
• Optimize agreements for a world of M&A on both provider and CDMO sides
• Ensure alignment between quality and manufacturing agreements
Gerd Kochendoerfer, Senior Vice President, Head of Operations, PELLEPHARM
Terry Novak, Chief Operating Officer, TEDOR PHARMA

2:15 Establish Quality Systems and Prepare for FDA and EMA Inspections
• Analyze the FDA’s CGMP regulations to understand the parameters of inspection
• Pinpoint actionable solutions for inspection readiness
• Discuss the importance of data integrity when preparing for audits
Amnon Eylath, President, BROAD SPECTRUM GXP COMPLIANCE

3:00 Lessons Learned: China Rx: Exposing the Risks Associated with Outsourcing
•  Analyze the increasing dependency on China that the U.S. pharmaceutical supply chain has developed over the past 20 years
• Discuss root causes of quality assurance, product recalls and patient perspective incidents
• Explore the role that regulatory oversight plays in Eastern manufacturing environments
• Recognize the impact that the international landscape has on vendor relationships
• Identify disruptive strategies to improve the quality of the supply chain
Rosemary Gibson, Author of China Rx, Senior Advisor, THE HASTINGS CENTER

3:45  Conference Concludes

Day Two Tuesday, September 24
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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? 

Please contact the Conference Production Director, Brianna 
Conetta, at bconetta@questex.com.

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, please call 201 871 0474   

Registration Fees for Attending  
ExL Events’ 9th CMO Quality Oversight and Risk Management Summit

EARLY BIRD PRICING
Register by Friday, August 9

STANDARD PRICING
Register After Friday, August 9

ONSITE PRICING

 $1,895 $2,095 $2,295

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 786919 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.

To Register Click Here, or
Mail Directly To:
PMA Conference Management
PO Box 2303
Falls Church VA 22042
201 871 0474
Fax 253 663 7224
register@pmaconference.com
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