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細かいですが、番号ではなくポツでもよいかと思います。

片岡 智子(kataoka-tomoko.fl9)
対応しました。
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EU-CTRTOS A (=clinical trial) D EZ

(2) ‘Clinical trial” means a clinical study which fulfills any of the
following conditions:

a (a) the assignment of the subject to a particular therapeutic strategy is
decided in advance and does not fall within normal clinical practice of
the Member State concerned;

o (b) the decision to prescribe the investigational medicinal products is
taken together with the decision to include the subject in the clinical
study; or

a (c) diagnostic or monitoring procedures in addition to normal clinical
practice are applied to the subjects.
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For the classification as a clinical trial vs. a non-interventional study the assignment to one of the following
t5h3e6r/az%e1ti;tic strategies is NOT considered ,normal clinical practice” as defined by Article 2 (6) of Regulation (EU)
Administration of a medicinal product without a marketing authorisation in the EEA (9).

Adrrcllinistration of a medicinal product in healthy volunteers or in patients without clinical indication or medical
need.

Other unproven interventions as defined in Article 37 of the Declaration of Helsinki.

Blinding or randomisation of treatment allocation.

Additional or more frequent/increased diagnostic or monitoring procedures or sampling performed solely for
the purposes of the clinical study.

Any procedures not considered clinical practice for the individual patient within the framework of the National
Healthcare System of the Member State concerned with the clinical study.

With regard to off-label use of medicinal products with a marketing authorisation in the EEA it is within the
competence of each Member State to determine if established off-label use in principle is considered within
their normal clinical practice and can be investigated in a non-interventional study or not.

Sponsors are recommended at the planning stage of such a clinical study/clinical trial to seek advice from all
Member States where the study/trial is intended to take place. A clinical trial application should then be
submitted to all Member States where the conduct of a non-interventional study is not possible.
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Observational Study to Evaluate Efficacy, Safety, and Biomarkers of Bulevirtide
Treatment in Patients with Chronic Hepatitis D

EUCT number: 2023-504414-29-00
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