Appendix 3

Recommendations of the Commission on the preparation of Information for the patient and the form of informed consent to participate in a clinical trial, trial or experiment
The patient must receive in writing complete, objective, reliable and necessary for making an informed decision about participating in a study, trial or experiment, information written in Russian, accessible and understandable to laymen, well edited, provided with explanations regarding the medical terms used. This information should state medical issues without hiding the truth, but with delicacy and a sense of tact.
Information for the patient and the informed consent form should be two inseparable parts of a single document (it is recommended to give a single page numbering). This document should be considered as a written confirmation (and sometimes the only proof in the hands of the patient) of the conditions under which the patient (or in cases provided for by law, his legal representative) agreed to participate in the study, trial or experiment. It is necessary to indicate the voluntary participation in the study, trial or experiment and the possibility to interrupt it at any time.
Information for the patient should include the following information:
- Name of the study, test or experiment;

- Characteristics of the goals and objectives of the study, test or experiment, its duration;

- Characteristics of the subject of research, test or experiment;

- The scheme of the study, test or experiment, the probability of getting the subject into the control group;

- The possible benefits of participating in a study, trial or experiment and the risk associated with the study, trial or experiment, inconveniences and additional burden compared to traditional therapy (for example, due to additional examination methods), the duties of the patient during the study, trial or experiment, the need to refrain from using other drugs, certain food products, etc. It is particularly necessary to highlight the problems of participation in the study, trial or experiment of pregnant women and nursing mothers, the risks to them, the fetus, infants; 

- Contact addresses and phone numbers where the subject can get additional information;

- Information about the confidentiality of information about the subject.
The informed consent of the patient must confirm:

- The fact of the consent of the patient or, in cases provided for by law, his legal representative to participate in the study, trial or experiment;

- The fact of giving him the opportunity to ask any questions and get answers to them;

- The fact of the patient's consent to the use for scientific purposes of information obtained as a result of his participation in a study, trial or experiment;

- The fact that he has received a copy of the document - information and informed consent signed by the researcher and him personally (or, in accordance with the law, his legal representative).
