
PRE-CONFERENCE WORKSHOP DAY Wednesday, November 28, 2018

8:00 AM REGISTRATION & BREAKFAST

8:30 AM

WORKSHOP A: How to Prepare for DSCSA Saleable Returns Verification
By November 2019, wholesalers will be required to verify the GTIN, serial number, lot number, and expiry date of any pharmaceutical product that has been returned to them before re-selling. 
For this process to work effectively, wholesalers will need access to manufacturers’ data, and both parties will need to coordinate and collaborate more than ever before they need access to 
manufacturers’ data. Since some 60 million units are returned annually, representing $5-10 billion in value, the benefits of getting this right are significant. But so are the challenges, and it’s 
imperative that the industry understand the issues in play before implementing solutions. This workshop will cover:
• The DSCSA requirement for saleable returns verifications
• The Verification Router Service – what it is and how it works, and progress made with pilots
• Best practices for wholesaler-manufacturer coordination

Kevan MacKenzie  
Director, Serialization Technology 
McKesson

10:30 AM MORNING BREAK

11:00 AM

WORKSHOP B: Mastering Serialized Data Transfer Challenges Along the Supply Chain
Serialization is quickly creating a big data problem for the pharma industry. Aside from storing your serialization data in internal repositories, you must be able to transfer that data to supply chain 
partners and make it highly visible throughout its trips both down and back upstream. With incompatible systems and varied DSCSA deadlines, this is a major challenge. The 2023 deadline is 
one that the supply chain as a whole will have to reach together. In this workshop you will learn about
• New solutions geared toward seamless data transfer
• Issues around data integrity and security
• Principles of optimal serialization data handling

1:00 PM NETWORKING LUNCHEON

2:00 PM

WORKSHOP C: Optimizing Manufacturer-CMO Collaboration to Meet Compliance and Create Business Value
Contract manufacturing organizations (CMOs) have emerged as key players and partners in the pharmaceutical manufacturing ecosystem, and are expected to generate $79.24 billion in revenue 
by 2019. So it's imperative that manufacturers and CMOs work together effectively to meet serialization and traceability compliance requirements. This is a challenge, since it requires separate 
organizations with separate processes to align and collaborate to ensure seamless integration. This workshop, geared towards both parties in the manufacturer-CMO partnership, will cover what 
you need to know to coordinate an approach that meets compliance, improves operations, and creates business value. Among the topics we'll tackle:
• Compliance challenges and issues for CMOs
• Strategic planning for Manufacturer-CMO coordination
• A phased approach to structuring CMO serialization activities and key factors and outputs for each phase

4:00 PM END OF WORKSHOP DAY
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MAIN CONFERENCE DAY ONE Thursday, November 29, 2018

8:15 AM REGISTRATION & BREAKFAST

8:45 AM WELCOME

9:00 AM

Verification Challenges and Opportunities for 2019
For pharma manufacturers, the deadline for DSCSA serialization compliance in the US is well and truly here. The good news: most companies are in pretty good shape. But challenges remain: 
Wholesaler-distributors and dispensers face deadlines of their own, and the industry as a whole has work to do now if full interoperability is to be a reality by 2023. Meanwhile, international 
compliance remains a challenge, as companies adapt to a complicated mix of serialization and traceability requirements in the EU and in dozens of countries across the globe. In this session, look 
at challenges and opportunities in the year ahead, including:
• Understanding the challenges for all partners in the supply chain and where they intersect
• The next frontier in Serialization: From Development to Operationalization
• Getting Ready for Exception Management, Saleable Returns

Michael Rowe 
Manager, Operations Technology 
Cardinal Health

9:45 AM

The Road to Interoperable Traceability
The DSCSA requires full interoperability by 2023, but gives little guidance on how the industry is to reach that point. And no wonder: interoperability presents a massive technological and 
logistical challenge, one that demands extensive cooperation among all parties along the supply chain, where information traditionally exists in siloes. This discussion will cover:
• Update on where the industry is on interoperability
• Pros and cons of different approaches to information exchange
• What it will take to meet the 2023 deadline

10:30 AM MORNING BREAK

11:00 AM
Interactive Discussion Groups: Specific Challenges & Successes So Far

Manufacturers Distributors Repackagers Dispensers

12:30 PM LUNCHEON

www.asdevents.com - www.asdevents.com/event.asp?id=19017

https://twitter.com/home?status=Cardinal%20Health,%20McKesson,%20Bristol%20Myers%20Squibb%20and%20more%20speaking%20at%20Pharmaceutical%20Traceability!%20Take%20a%20look%20at%20their%20agenda%20%23pharma%20http%3A//bit.ly/2Mgmq13


1:30 PM

PANEL DISCUSSION: Saleable Returns: Why and How Manufacturers and Wholesalers Need to Work Together
By November, 2019, wholesalers will be required to verify the GTIN, serial number, lot number, and expiry date of any pharmaceutical product that has been returned to them before re-selling. 
This means they need access to manufacturers’ data, requiring a degree of coordination that is entirely new. It’s essential that both partners understand what’s required of them and how they 
need to work together. This session will:
• Outline the DSCSA requirement for saleable returns verifications
• Lay out the two main approaches to saleable returns
• Provide updates on progress made with VRS pilots & activity with the HDA task force, and the implications for wholesalers and manufacturers
Panelists include:

Kevan MacKenzie 
Director, Serialization Technology 
McKesson 
Michael Rowe 
Manager, Operations Technology 
Cardinal Health
Mark Willis 
Global Director, Corporate Social Responsibility 
Fresenius Medical Care North America

2:15 PM

How To Prepare For Delivery Of EU’s Falsified Medicines Directive
The EU FMD requires manufacturers to place a unique identifier and an anti-tamper device on each package of pharmaceuticals sold, a requirement that has far-reaching impact on the industry. 
The February 2019 deadline for compliance is coming right up. Drop by this session to:
• Determine what the final recommendations are to ensure on-time FMD compliance – even if you’ve started late!
• Understand how to fast track implementations processes and what to consider in the short run
• Learn how the FMD can allow you to review business strategies and gain ROI

3:00 PM AFTERNOON BREAK

3:30 PM

PANEL DISCUSSION: Update on the Global Regulatory Environment Beyond the US and EU
Regulations and guidelines governing serialization and traceability are in development -- or in effect -- across the globe, with varying requirements and deadlines. And an already complicated 
regulatory landscape continues to evolve. Unless your company operates in only one market, you need to understand the timing and particularities of these regulations and how they may impact 
your business. You will learn:
• The diversity of compliance information requirements for you and partners
• Key considerations to ensure a consistent global supply
• Best practices for ensuring data integrity and security in different markets
Panelists include:

Eric Marshall 
Senior Director 
Leavitt Partners

MAIN CONFERENCE DAY ONE    Thursday, November 29, 2018
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4:15 PM

Beyond Compliance: Serialization and Traceability as an Opportunity
There’s no question: Serialization and traceability requirements place a burden on industry players. Operational efficiency will likely take a hit, at least in the short term. But with challenges 
come opportunities. Companies up and down the chain can leverage data and industry-wide data networks built by traceability solutions to realize business, manufacturing, and supply chain 
improvements. Get ready to:
• Understand the ways in which your business can be optimized once connected with real time visibility to your customers
• Move toward the realization of a connected enterprise where digitization and data analytics can be utilized for streamlined supply chain management
• Discuss how emerging technologies from AI and machine to predictive analytics can transform data into insight and drive better business decisions

Brian Files 
Council Member 
Gerson Lehrman Group
Eric Marshall 
Senior Director 
Leavitt Partners

5:00 PM COCKTAIL RECEPTION

MAIN CONFERENCE DAY ONE    Thursday, November 29, 2018
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MAIN CONFERENCE DAY TWO Friday, November 30, 2018

8:15 AM REGISTRATION & BREAKFAST

8:45 AM WELCOME AND DAY ONE RECAP

9:00 AM

Optimizing Master Data Management
The huge volume of data generated by serialization and traceability systems presents supply chain partners with a new set of challenges around storing and transferring data both upstream and 
down in a streamlined, secure way.
• How to optimize handling of serialization data
• How standardized master data management will optimize processes
• How the management of data from day one will help to achieve sustainable serialization processes

Earlene Gibbons  
Senior Director of Operational Technology 
United Therapeutics Corporation
Todd Walter 
Manager, Operations Technology 
United Therapeutics Corporation

9:45 AM

Update on Dispenser Progress Toward DSCSA Compliance
Dispensers are the last link in the pharma supply chain and have the latest DSCSA deadlines. But they need to be working now to meet those deadlines. In this session, you will:
• Understand what's involved in the 2020 and 2023 dispenser requirements
• Learn how the activity of upstream partners can affect dispensers’ processes
• Get up to date on progress so far and next steps on the road to full compliance

Chris Smith 
Director Federal Public Policy 
National Association of Chain Drug Stores 

10:30 AM MORNING BREAK

11:00 AM
Interactive Discussion Groups: Opportunities Beyond Compliance

Manufacturers Distributors Repackagers Dispensers
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11:45 AM

The Limits of Serialization and Traceability: Why They Won't Fix the Counterfeit Drug Problem Alone -- And What Else Is Needed
Nobody doubts that counterfeit drugs are a serious global problem, and that more needs to be done to protect patients. And the pharma industry -- by and large -- accepts that serialization and 
unit-level traceability will go some way to solving the problem. But neither governments nor drug companies should be in any doubt: serialization by itself will not be enough to safeguard the 
pharma supply chain and prevent bad drugs from harming patients. In this session, you'll learn:
• Why item-level serialization, while important, isn't enough to fully protect patient health
• Why a combination of technologies will be needed to fight counterfeiting
• Why pharmaceutical products need to be identifiable and trackable at the formulation level

Anna Luczak 
Scientist 
Bristol Myers-Squibb

12:30 PM LUNCHEON

1:30 PM

Blockchain and Traceability: What’s Hype, What’s Real?
A key requirement of the Drug Supply Chain Safety Act (DSCSA) is that by 2023, all prescription drugs be tracked and traced through the supply chain using an interoperable system. However, 
interoperability presents a major challenge for all players in the supply chain. Many believe that blockchain technology is the answer. In this session, our expert panel  will discuss:
• Blockchain technology and its potential for enabling traceability
• Work underway to assess the viability of blockchain solutions
• Challenges that are typically lost amid the buzz

Brian Files 
Council Member 
Gerson Lehrman Group

2:15 PM

Managing Change to Keep Your Supply Chain Transformation Efforts on Track
No question about it. Change has come to the pharmaceutical supply chain, with much, much more on the way. The success or failure of your organization's transformational efforts will depend in 
no small part on your ability to manage that change. And that means bringing everyone with a stake in supply chain into the process from the start, and ensuring that they're prepared for what's 
to come. In this session, you'll gain insight and practical tips for handling the transition from the current to the desired state. Among the topics of discussion:
• Why companies need to take the time to explain the assumptions behind a change -- and the benefits
• Why it's important to manage change simultaneously at all levels of the organization
• How to properly managing expectations in order to head off resistance through the inevitable bumps in the road

3:00 PM AFTERNOON BREAK

3:30 PM

PANEL DISCUSSION: What Does Pharma Supply Chain 2023 Look Like?
• Review what it is supposed to look like and how we will get there.
• When are we going full scale?
• How will we get to 2023? When should we begin planning and what will the pharma supply chain even look like by then?

Chris Smith 
Director of Federal Public Policy 
National Association of Chain Drug Stores

4:15 PM END OF CONFERENCE
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Mark Willis 
Global Director, Corporate Social Responsibility 
Fresenius Medical Care North America

Kevan MacKenzie 
Director, Serialization Technology 
McKesson
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