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a clinical trial or a non interventional study as defined in article 2 of regulation eu no 536 2014 the table in annex i of the questions

answers document regulation 202120 10[2 26[Z2  this guideline addresses the methodological regulatory and operational aspects
involved in using registry based studies to support regulatory decision making it aims to help with defining study populations and

typically a registry is designed to support a specific study but additional studies may be nested as substudies within the

registry framework to address secondary objectives or questions that arise during the course of the registry based study is an i
nvestigation of a research question using the infrastructure of a new or 47 an existing registry ies for patient recruitment and data

collection a registry based study may be a 48 clinical trial to [7 the epidemiologic study of cystic fibrosis escf registry was a
multicenter encounter based observational postmarketing study designed to monitor product safety define clinical practice patterns

explore risks for pulmonary 7 7 designing a prospective nested study within an established disease registry has many benefits

the study leverages existing infrastructure patient and site staff are familiar with the registry and site relationships are already in (2] [Z

20192 2[7 87  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 1 202002 62 222 of these six studies identified eligible children from
immunisation registries 26 27 28 29 30 31 two studies identified eligible participants from an australian state based cancer registry

and a registry of percutaneous aortic tm 7] 202271 8[2 26[71  the j rock study was designed as a longitudinal registry study to
observe the clinical outcomes and pros in high risk mhnpc patients in a real world setting in japan here we report the first interim

results after 18 months of
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