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= major safety findings from a newly completed non-clinical

study;

= major safety concerns identified in the course of a non-

interventional post-authorisation study or of a clinical trial;

= signal of a possible teratogen effect or of significant hazard

to public health;

= safety issues published in the scientific and medical

literature;

= safety issues arising from the signal detection activity (see

Module IX) or emerging from a new ICSR and which impact
on the risk-benefit balance of the medicinal product and/or
have implications for public health;

= safety issues related to the use outside the terms of the

marketing authorisation;

= safety issues due to misinformation in the product

information;
marketing authorisation withdrawal, non-renewal, revocation
or suspension worldwide for safety-related reasons;

= urgent safety restrictions worldwide;
= safety issues in relation to the supply of raw material;
= lack of supply of medicines.
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https://sites.qgoogle.com/view/epvc-reporting/pharmaceutical-company-
adverse-drug-event-reporting
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