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KE “21st Century Cures” Legislation Dec. 13, 2016
FDA EEEIRTII VA

Guidance for industry: use of real-world evidence to support regulatory
decisionmaking for medical devices; Silver Spring, MD: FDA, 2017

EMA ZRZRABRTIH VA
Scientific guidance on post-authorisation efficacy studies
(draft, 31 January 2016)

NEJM Pragmatic Trial D42

Ford I, at al. Pragmatic trials. In Drazen JM, et al (edit.) The changing face of
clinical trials. NEJM 2016; 375: 454-63.

FDA, EMAICH(T3 & EE 5
Hatswell AJ, et al. Regulatory approval of pharmaceuticals without a

randomised controlled study: analysis of EMA and FDA approvals 1999-2014.
BMJ Open 2016; 6:e011666.




W\ s Real World COEMBIBIE |

= Medical Devices in the Real World
(Resnic FS, et al. N Engl J Med 2018; 378:595-597)

The recently passed 21st Century Cures Act provides guidance in
balancing these competing priorities by directing the FDA to consider

how best to use real-world evidence (RWE) for reasonable assurance of
device safehv and effectiveness while acceleratina access to imnartant

newtec  —/pifE: BIEMT—R. LEZh BELZZH
health Caresremre— RN~

data, clinical registri RREE s im KB A I“r—,

information is inhere —
bias from the very treatment decisions we mlght wish to eIuadate For

these reasons, rigorous observational statistical methods are required to
mitigate the limitations of real-world data.
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A patient registry is an organized system that uses observational study methods to collect

uniform data (clinical and other) to evaluate specified outcomes for a population defined by
a particular disease, condition, or exposure, and that serves one or more predetermined
scientific, clinical, or policy purposes. (US Agency for Healthcare Research and Quality, 2010)
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