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Продовження додатка 15


	
	Annex 15 
to the Procedure for Conducting Clinical Trials of Medicinal Products and Expert Evaluation of Materials Pertinent to Clinical Trials 


Requirements TO periodical safety update report ABOUT investigational medicinal product

Periodical safety update report about investigational medicinal product shall consist of three parts as follows:

1. Safety analysis shall include:
Summary analysis of safety data and benefit/risk assessment of clinical trial;

Information on amendments related to safety of investigational medicinal product, including data about other treatment used in clinical trial and data related to treatment procedures;

New safety data entered in investigator’s brochure or general characteristic of investigational medicinal product during reporting period (it is necessary to submit all new information related to safety and presented in investigator’s brochure at the beginning of the reporting period) and its critical analysis to be provided.
Recommendations and information about measures taken to avoid risks and possible undesirable effects of medicinal product;

Additionally may be proposed risk prevention and minimization measures, entering new safety information in trial subject’s informed consent, investigator’s brochure.

2. List of all suspected adverse reactions, which were revealed during clinical trial, may contain the following information about each case: clinical trial code; clinical trial subject’s number; case number; country where the case occurred; trial subject’s age and sex; dose of investigational medicinal product; date of report about adverse reaction; date of start/end of treatment; description of adverse reaction; its outcome; specialists’ comments (case and investigational medicinal product relation, “unblinding” results (if available)) .

3. Generalized summary tables

Generalized summary tables shall classify serious unexpected adverse reactions by manifestations, symptoms and/or diagnoses. The number of reports to be specified:

а) for each human organism system;

b) for each manifestation of adverse reaction;

c) for each period and type of treatment.

If sponsor conducts several clinical trials with similar investigational medicinal product, an integrated annual report related to these clinical trials may be submitted. In this case general analysis of safety profile of investigational medicinal product and analysis of risk/benefit ratio for each clinical trial to be provided.
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