
PRE-CONFERENCE  
TROUBLESHOOTING CLINIC
14:00 Coffee and Networking

14:30 Pre-Conference Troubleshooting Clinic

Check into the pre-conference Troubleshooting Clinic and anonymously 
get answers to the deep burning challenges surrounding your combination 
products.

This session will boost your knowledge of lifecycle management to new 
heights, and allow you to deep-dive into your personal challenges. No 
question is out of bounds as this is an open discussion of pre-disclosed 
pain points, giving you an opportunity to bring your troubles to the table.

Whether you are struggling with lifecycle management, regulatory 
intelligence, collaboration or post-market surveillance, your challenges 
have solutions. This interactive, expert-led workshop is designed to help 
you get to the real root-cause of specific challenges and arm yourself with 
solutions.

Before the main conference, think of the main challenges you’re facing and 
bring these with you to submit anonymously to your expert facilitators and 
let them talk you through a best-practice approach to overcoming them. 
Best of all, hear what challenges your peers are facing and what you can 
learn from every person in the group.

  Attend this session to:

  g  Get answers to those difficult questions that you’re too afraid to ask in 
the main conference days – whether it be your struggles  
in preparing for the upcoming MDR 2020 or navigating the complex 
FDA landscape

  g  Gain a comprehensive understanding of the lifecycle management of 
combination products and how you can optimise this process

  g  Uncover an entirely different way to approach your internal processes 
after hearing first-hand from your peers and securing industry leading 
advice 

  g  Test your knowledge: Benchmark with your peers and ensure that you 
go back to the office 100% ready to tackle your problems

Facilitated by:

Susan Neadle,  
Senior Director, Global Value Chain Quality Design,  
Johnson & Johnson

Khaudeja Bano, 
Head of Medical Affairs, 
Abbott

18:00 End of Workshop Day

Susan Neadle joined Johnson & Johnson in 1995. 
In her current role, she is responsible for leading 
Johnson & Johnson’s Combination Products 
Community of Practice. She is also responsible 
for creating and leading the J&J Design Quality 
Council, as well as establishing and implementing 
an integrated end-to-end enterprise-wide design 
quality strategy and transformation plan. 

Over her extensive career, she has played 
integral leadership roles in R&D product and 
process development and in quality engineering 
in both medical devices and pharmaceuticals. 
In her prior role, Susan led J&J’s pharm sector 
(Janssen) combination products CoE and quality 
engineering. 

Among several achievements during her tenure 
at Janssen, Susan led the team that defined and 
implemented the business model, integrating 
global cross-functional requirements, to meet 
combination products health authority regulations. 

She is recipient of the Johnson Medal, J&J’s highest 
honor for innovation excellence. Susan earned an 
M.S. in polymer science and engineering, and a B.S. 
in biology and chemistry, as well as Fellowship in 
the American Academy of Optometry. 

About Susan Neadle  

Khaudeja is a Physician with a Masters in clinical 
research, pharmaceutical engineering certification, 
a database administrator and a certified project 
management professional.  She is an Abbott 
President’s award winner, avid toastmaster and 
coach.  

Khaudeja has more than 25 years professional 
experience, including clinical practice. She has 
held several global medical positions at Guidant, 
Abbott, and AbbVie Inc. Her career includes global 
medical / clinical and safety leadership roles 
in devices, diagnostics, pharmaceuticals and 
combination products. She currently serves as the 
chair for the Post-Marketing Safety Working Group 
for the Combination Product Coalition (CPC).

About Khaudeja Bano
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WEDNESDAY 23RD  
OCTOBER 2019

MAIN CONFERENCE DAY ONE 
08:30 Registration and Coffee

08:55 Pharma IQ Welcome

09:00 Chairwoman’s Opening Remarks 
  The chair will set the mission statement for the two days ahead, introduce the key themes and highlight the outline of the 

day. Take this opportunity to get to know your peers and discuss your priorities for the next two days.

 Susan Neadle, Senior Director, Global Value Chain Quality Design, Johnson & Johnson

09:10 The FDA Regulatory Landscape
 g Discuss the regulation of other combined uses of medical products in the US
 g  Address policy developments from pre-market through post-market, including topics on pathway availability, key review 

issues such as bridging and human factors, CGMPs and post-market safety reporting
 g  Consider regulatory issues relating to combined use products, including software and technology enabled devices 

intended to enhance safe and effective prevention, diagnosis and treatment

 John Weiner, Associate Director, FDA Office of Combination Products, FDA

09:50 Speed Networking
  A highlight of Pharma IQ events. Be ready to meet your peers and share best practices. You will have several two minute 

conversations to enable you to introduce yourself to your peers. There is a prize in it for the winner, so, get networking.
 Please share:
 1.  Who you are
 2.  The scope of your job role
 3.  What you plan to achieve from attending this event
 4. Your number one challenge

10:20 Networking Coffee Break

10:50 MHRA Perspective: Understanding the Regulatory Landscape for Combination Products
 g Gain understanding of MHRA’s definition of a combination product 
 g Determine the information required and hear insights on the agency’s point of view
 g Discuss guidelines that are being introduced and plans for the future of combination product development
 Dr. Stefania Ragone, Pharmaceutical Assessor, MHRA

11:30 Combining MDR Regulation Requirements and Market Adoption 
  g Hone in on post-MDR peer review evidence throughout your device lifecycle
  g Improve your study publications from pre-clinical to post-market
  g  Create an evidence-based strategy throughout the lifecycle of the device via team cross-functional collaboration to 

facilitate market adoption and fulfil MDR requirements
 Patrice Becker, Global Director, Scientific Communications and Surgical Innovations Medical Affairs, Medtronic

12:10 Networking Lunch

13:10 Regulatory Intelligence in Emerging Markets 
 • Explore how you can take your combination product beyond the US and EU markets
 •  Understand the differing submission requirements for combination products in China, Malaysia and South Korea
 • Identify the documentation that must be submitted to remain compliant 
 • Understand how regulatory intelligence can be incorporated into your product and processes

 Ola Oyinloye, Associate Director, Medical Devices and Combination Products, AstraZeneca

13:50 Regulations: A Notified Body Perspective
 g Analyse the MDR and its impact on medical device manufacturers and the pharmaceutical industry
 g Gain insight into notified body interpretations of Article 117 and expectations for manufacturers 
 g Understand the impact of additional notified body scrutiny during the conformity assessment 

 Julia Frese, Department Manager, Centre of Combination Products, TÜV SÜD 
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WEDNESDAY 23RD 
OCTOBER 2019

MAIN CONFERENCE DAY ONE 
14:30 Networking Coffee Break

15:00 Roundtable Discussions:
 Use this opportunity to benchmark with your peers and identify the key strategies required to optimise your lifecycle 
management process, from concept to market. Use this 40 min opportunity to discuss your chosen topic and benchmark with 
your peers.
g Lifecycle management and registering products across the globe
g Improving medical device and pharma team collaboration
g How to structure the regulatory submission 

Milena Roux, Regulatory Professional, Novo Nordisk
Chris Minnich, Device Project Director, Merck
Anja Nielsen, Principal Medical Device RA Professional, Leo Pharma

15:40 UK Notified Body: Brexit and EU MDR 2020 Challenges
g  Address the ongoing conformity assessments for new devices / line extensions / manufacturers during the application 

stage
g Look at the future of consultation conducted by UK competent authority for devices with ancillary medicinal substances
g Cover notified body designation and new requirements under the MDR and legacy products
g Identify best practices for early renewal under MDD to have market access for a limited time post-May 2020

Tina Amini, Head of Notified Body, Lloyd’s Register

16:20 Chairwoman’s Summary of Day One 
Susan Neadle, Senior Director, Global Value Chain Quality Design, Johnson & Johnson

16:30 Collaboration Mixer
 In the spirit of enhancing collaboration between all stakeholders involved in the combination product development lifecycle, 
join us for a well-earned drink and informal networking to get to know your industry peers. 

“
“

“I thought it was 
very helpful, both 
for networking and 
for content.”
- Speaker 2018, Johnson & 
Johnson

“Very interactive, 
with lots of great 

content - very 
good”

- Delegate 2018, TEVA
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THURSDAY 24TH 
OCTOBER 2019

MAIN CONFERENCE DAY TWO
08:30 Registration and Welcome Coffee

09:00 Chairwoman’s Recap of Day One
Susan Neadle, Senior Director, Global Value Chain Quality Design, Johnson & Johnson

09:10 Integrating Post-Market Surveillance Throughout the Lifecycle 
g Understand why it is important to interlink post-market surveillance into all stages of the lifecycle 
g Identify why internal communication strategies are crucial for effective lifecycle management
g Learn the best practices to prepare for the EU MDR

Kirsten Paulson, Senior Director, Global CMC-Medical Device Lead, Pfizer 

09:50 Lifecycle Management and Registering Products Across the Globe
g Understand the regulatory requirements for your combination product as a whole
g Review the transition between the medical device directive and the upcoming EU MDR
g Learn how regulations differ across the globe and how you can alter your strategy to adapt to this
g Discover how the registration process differs in China with case study insights

Milena Roux, Regulatory Professional, Novo Nordisk

10:30 Roundtable Discussions:
 Use this opportunity to benchmark with your peers and identify the key strategies required to optimise your lifecycle 
management process, from concept to market. Use this 40 min opportunity to discuss your chosen topic and benchmark with 
your peers.
g Regulatory intelligence in the emerging market and outside of the EU 
g Interpreting risk management requirements
g Ensuring multi-functional stakeholders are bought in to the lifecycle
g Organisation of product information: What is required in the DHF?

Ola Oyinloye, Associate Director, Medical Devices and Combination Products, AstraZeneca
Jane Wilson, Product Safety Manager, Owen Mumford
Amanda Matthews, Senior Director, Regulatory CMC, Combination Products and Medical Devices, Pfizer
Margaret Kelly, Device Manager, Processes, Novartis

11:10 Networking Coffee Break

11:40 Typical Challenges Faced After the Launch of Your Product
g Understanding the changing regulatory landscape once you have launched your combination product
g Identify the consequences of post-market surveillance
g Discuss site transfers and the common challenges 

Thomas Fischer, Head Quality Medical Device Development, Novartis

12:20 Implementing Combination Products Guidance For a Legacy Product
g Discover the background on current processes and what this means for your quality system
g  Guarantee the smooth implementation of combination products guidance by designing a preparatory strategy, including 

gap assessments
g Reflect on case studies and lessons learned to ensure compliance goals are met

Justin Metcalf, Associate Director, Global External QA Operations, Alkermes

www.asdevents.com - www.asdevents.com/event.asp?id=21557

https://combinationproducts.iqpc.co.uk


THURSDAY 24TH 
OCTOBER 2019

MAIN CONFERENCE DAY TWO
13:00 The Solution Room

 This interactive troubleshooting session is designed to give peer-supported advice and will target key challenges that 
surround combination products. Delegates and solution providers will split into small teams and take it in turns to present 
their biggest problem. This will be brainstormed by the group to identify solutions.

Facilitated by: Susan Neadle, Senior Director, Global Value Chain Quality Design, Johnson & Johnson

13:40 Networking Lunch

14:40 Non-Clinical Safety Requirements for Registration of DDCP
g Understanding the complexity of non-clinical safety requirements for DDCP
g Discover how to perform biocompatibility testing according to ISO-10993
g Select an appropriate test strategy to avoid potential pitfalls

Clemens Günther, Director Non-Clinical Safety Customer Care, Bayer 

15:20 Improving Medical Device and Pharma Team Collaboration
g Overcome the common pitfalls usually experienced within the combination product lifecycle
g Learn how to apply your area of specific expertise and adapt to speak each other’s language 
g Review your shared goals to ensure you are working as one team

Chris Minnich, Device Project Director, Merck

16:00 Summative Panel: Pharma and Medical Device Collaboration
g How can you improve the collaboration to optimise your processes?
g Uncover the differing terminology and understand how this will boost your productivity
g What are the biggest challenges you anticipate and what will be the impact of the EU MDR?

Khaudeja Bano, Head of Medical Affairs, Abbott
Susan Neadle, Senior Director, Global Value Chain Quality Design, Johnson & Johnson
Jane Wilson, Product Safety Manager, Owen Mumford
Amanda Matthews, Senior. Director, Regulatory CMC, Combination Products and Medical Devices, Pfizer

16:40 Chairwoman’s Closing Summary and End of Conference
Susan Neadle, Senior Director, Global Value Chain Quality Design, Johnson & Johnson

16:50 Final Networking Coffee Break 

“ ““This event was 
hugely valuable to 

me as it provided 
an opportunity to 
discuss the issues 

of the moment with 
others in my field 

who are ‘living it’.”
- Delegate 2018, Owen Mumford

“It was excellent. Great 
talks and networking, I 
established contacts and 
think the smaller group 
made it very relaxed 
and people seemed 
approachable.”
- Delegate 2018, Novo Nordisk
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