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Methodology of Clinical Investigations across Products Lifecycle

The patient perspective

Selection of Patients for Typical Randomised Controlled Trial
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CONSTRAINED _ STUDY DESIGN ﬁ FREE
ECOLOGY OF CARE Randomised controlled trials, long regarded as
Adapted from: Roche. Nicolas, Helen K Reddel. Alvar Agusti. Eric D Bateman, JerryA Krishnan. RldurdJ Martin, Alberto Papi. et al. 2013. ik 'g0ld standardig EVI'%, JREE becM
“Integrating Real-life Studies in the Global Therapeutic K * Lancet Respiratory 1(10): e29-230. With permission from Elsevier. put on an undeserved pedestal ...

They should be replaced by a diversity of approaches

that involve analysing the totality of the evidence-base”

Professor Rawlins"UK'chairman of the National Institute of Health & Clinical Excellence
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Clinical evaluation & investigation:
Parallels from a patient perspective

* Product : lifecycle stages / study design
— Medtech : Diagnostic / Therapeutic

HOW REAL-LIFE STUDIES CAN BUILD ON
- Drugs EXISTING EVIDENCE
— |V-Diagnostic ;
— Biotech
— Combinations

* Closed Loop delivery

« Different indications ¢ Placebo-controlled e Placebo-controlled . Compalalive
* Single or multiple * Dose escalation * Long-term follow-up * New indication:
dose
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\ T @ Observational studie

Reprinted with permission of the American Thoracic Society. Copyright © 2015 American Thoracic Society.
Soc. 2014:11(Suppl 2):592-598.
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Patient involvement opportunltles at aII stages

* Real world 24/7 quality patient generated health data
* Digital peer patient recruitment
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