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Making the World Cleaner, Healthier and Safer



Adopting Med Tech for patient benefit – Not all those who wander are lost! David Spackman General Manager UK, IRL, NL Clinical Diagnostics February 2016



The world leader in serving science



Agenda • The hurdles to driving innovation adoption for



diagnostics in the UK from our perspective • Infrastructure issues around driving data



collection – funding and incentives to conduct research • Why did we take MR-proADM (a novel risk



stratification marker) to the Newcastle DEC
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“All that is gold does not glitter, Not all those who wander are lost; The old that is strong does not wither, Deep roots are not reached by the frost. From the ashes a fire shall be woken, A light from the shadows shall spring; Renewed shall be blade that was broken, The crownless again shall be king.” ― J.R.R. Tolkien, The Fellowship of the Ring



The hurdles to driving innovation adoption – our perspective



• The process is a bit like trying to marry a prince! • The course of true love never did run smooth*- Complex pathway that is unclear and unstructured • Could have a fairy tale ending – Grimm, for the unwary and unprepared!



*Lysander - A Midsummer Night's Dream Act 1, scene 1 3
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How to marry a prince – Market access from an industry perspective



• Often the initial steps: • Meeting clinicians at conferences • Setting up local evaluations • Building some data with KOLs • Commissioning studies



• May lead to publications • Sometimes a large scale well designed RCT • Not necessarily going to lead to happy ever after – easy to get lost doing this for years!
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A chance encounter in the street - Speaking to clinicians and starting local evaluations



How to marry a prince – Market access from an industry perspective



• Checking your bone fides • You don’t get a ticket to the Royal Ball without being checked out thoroughly first! • Need to address an expressed need in the NHS • NICE HTA or DAP  Need robust UK data to be successful and relevant  International data may not be directly transferable to the NHS  No guidelines, no commissioning
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You need a ticket to the Royal Ball - All about data and robust evidence - A Fairy Godmother is also helpful (see later). - Costly to manage the process



How to marry a prince – Market access from an industry perspective



• Getting to the Royal Ball doesn’t even guarantee a dance! • NICE approval - mandated funding for innovation? • Lots of competing priorities • Limited funds available - Affordability • System conflicts – siloed budgets • Path to adoption is obscure, slow and often difficult • Commissioning – uneven across the system
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NICE guidelines guarantee uptake? - In your dreams! - Lots of other eligible ‘princesses’ all vying for the Prince’s attention!



How to marry a prince – Market access from an industry perspective



• Becoming a serious contender • Clinical data is it real life? • How easy is adoption in the real NHS? • Role of economic data • Who makes the decisions about commissioning? • Where do you start? – Road map



©Disney



Real world evidence has a big impact on commissioning decisions - How easy is it to adopt the technology locally - Difficult to coordinate and drive evidence - Large scale trials are often too expensive with an uncertain return on investment even for large MedTech
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How to marry a prince – Market access from an industry perspective



• Staying married? • The prince always has a roving eye (see first slide) • The landscape is always changing  future funding of NICE  NHS England, Wales and Scotland



• Future funding issues in the NHS ©Disney



The prince always has a roving eye (see first slide) – and money talks
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Infrastructure issues around driving data collection



• What kind of data and how much is enough? • NICE - Need robust clinical evidence • Diagnostic accuracy (does it work?) • Clinical utility (that it actually benefits patients, clinicians and or payers)



• Downstream commissioning • Show that your innovation meets high priority needs • Need strong real world health economic evidence • Demonstrate ease of adoption
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Infrastructure issues around driving data collection • Infrastructure barriers – NICE HTA/DAP • Market access issues in the UK limits appetite for investment in UK studies – go elsewhere • NICE prefers UK data



• Large studies are expensive • Small single site studies of limited value • Tough to define and drive the ‘right’ study • Everyone is willing to do research • Not always what you need in terms of outputs for key purposes – Guidelines and Commissioning
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Data collection – lots of challenges



Infrastructure issues around driving data collection • Infrastructure barriers – Real World • Expensive to support • Assumption that industry has deep pockets – not always true for MedTech



• Tough to create scale without bulk • NHS IT systems can make data collection difficult • Auditing costs in particular is not straightforward



• Conflicting priorities and limited resources • Defining scope of evidence and ensuring that it is fit for purpose
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Data collection – lots of challenges



Why did we take MR-proADM to the Newcastle DEC? Right First Time - Properly articulate the clinical and financial benefits to patients, clinicians and payers



MR-proADM – Risk Stratification Biomarker NHS Need



NICE – Data need



• Huge pressure on acute medicine pathways



• Conduct a robust well designed study to demonstrate clinical utility and diagnostic accuracy



• Suboptimal outcomes for patients • Huge financial impact on costs
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• Capture high quality financial impact data



Real World – Proof of practice • Create a strong evidence base to attract further funding to prove ease of adoption and benefits in the wider NHS



Our experience Outputs



MR-proADM • Cost effective pilot study to prove value & performance in the clinic • Developed a clear and robust study design



• Delivered excellence in PM • Ethics • Execution • Analysis • Future view of how to develop • Value proposition to the NHS
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• Support for a wider study supported by the NIHR
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High quality academically robust data



Evidence to initiate and drive further study



Summary



Hurdles to Adoption



Infrastructure



Newcastle DEC



• System is too complex



• Complex to navigate for the uninitiated



• Chance to do it right, first time



• Lacks a clear roadmap for innovators to follow



• Disconnects between Guidelines and Treatment funding • Differing data requirements 14



• Expensive to collect data • Business case to invest in UK studies is challenging



• Right data, fit for purpose • Cost eff. relevant study design • Excellence in execution & analysis
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(Thanks for the use of some images of princesses, princes as well as the odd dragon and ogre for illustrative purposes)
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Disclaimer



©2016 Thermo Fisher Scientific Inc. All rights reserved. All trademarks are the property of Thermo Fisher Scientific and its subsidiaries unless otherwise specified. Disney is a trademark of Disney Enterprises, Inc.
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