Annex 12 to sub-item 8.3.8. of item 8.3. of Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use
Structure of report on safety study of medicianl product Permitted for medical use 
Structure of report on safety study (hereinafter-study) is generalized. It is used for describing study with any therapeutic, preventive or diagnostic agent in patients. It is also summarizes clinical and statistical data, data of analysis, followed by tables and figures in the main text or after it. Furthermore information about patients and statistic details should be appended. The main principles of reporting and template of report may be used for different types of studies. The report should include the following items.  
1. Cover page:

Title of report; name of medicinal product; brief description of design, duration of study, dosage of medicinal product, patients’ group; protocol’s identification; date of initiation and end of study; date of reporting. Name of manufacturer/applicant (or his representative), name of manufacturer’s/applicant’s representative (or his representative); name and position of person who signs the report on the side of manufacturer/applicant (or his representative); information about organization, authorized by the manufacturer/applicant (or his representative) to conduct study, its address and phones (if any designated); name, position and signature of Center’s representative who signs the report; name, position and signature of study director who signs the report (if designated).

2. Study’s administrative structure and investigators (name(s), address(s) of health care settings where study had been conducted; names of investigators, their signatures and phones).

               3. Schedule of study audit conducted by the manufacturer/applicant (or his representative) (dates, names of manufacturer’s/applicants representatives (or his representative) who conducted the audit, and their signatures).

4. Summary (brief description of study with figures illustrating the results).

5. Table of contents of report (including list and layout of annexes and tables).

6. List of abbreviations and definitions.

7. Introduction (brief description of the problem studied. Based on review of literature sources and other information, a brief description of safety issues of used investigational medicinal product should be provided). 
8. Information about medicinal product (trade name, pharmacotherapy group, composition, presentation, mechanism of action, pharmacodynamics, pharmacokinetics, indications for use, method of administration and doses, adverse reactions, contraindications, overdose, precautions, interactions, storage conditions and shelf life should be presented). 
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9. Purpose and task of study.

10.  Study plan.

10.1. Description of study design; diagram of study methodology, procedures and stages.

10.2. Study plan (design), selection of studied groups should be justified.

     10.3.  Selection of patients:

· Inclusion criteria;

· Non-inclusion criteria;

· Exclusion of patients out of study;

-  Methods for selecting studied groups (when cohort or “case-control” study design is used).

      10.4.  Treatment:

· Treatment prescribed;

· Doses, method and duration of administration of investigated medicinal product;

· Previous or concomitant therapy;

· Compliance of treatment regimen by patients.

10.5. Statistical methods.

10.6. Changes in study plan or analysis.

11. Assessment of efficacy of investigational medicinal product.

11.1. Analyzed indices (with tables and figures).

11.2. Conclusions on efficacy.

12. Assessment of safety of investigational medicinal product.
12.1. Significance and assessment of primary and secondary safety indices of investigational medicinal product used:

 - Laboratory or other diagnostic indices of patients related to safety; significance and assessment of pathologically changed laboratory or other diagnostic indices; 

- Parameters of organism's vital functions, data of objective study and other information of examination related to safety; its significance and assessment;

- Subjective patients sensations related to safety; its significance and assessment.

12.2. Adverse reactions:

-    Summary of adverse reactions;

-  Analysis of revealed adverse reactions and their effects on patient: list of serious (expected, unexpected), non-serious (expected, unexpected) adverse reactions (with tables, figures); assessment of the following sequela of adverse reactions to investigational medicinal product: death, invalidity, fetus malformation, hospitalization, prolongation of hospitalization, recovery with sequela, recovery without sequela, etc. 
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12.3. Significance and assessment of interaction between investigational medicinal product and other medicinal products as a cause of adverse reactions (if conducted).

12.4. Significance and assessment of illness effect on investigational medicinal product as a cause of adverse reactions (if conducted).

12.5. Significance and assessment of medical errors as a cause of adverse reactions  (if conducted).

12.6. Treatment measures taken in patient when adverse reaction to investigational medicinal product was observed (if any). 
        12.7. Conclusions on safety.

        13. Consideration of obtained study results.

        14. Generalized study conclusions.

        15. Tables, figures, diagrams referenced to but not included in text.

        15.1. Demographic data (figures, tables).

        15.2. Efficacy data (with figures, tables).

        15.3. Safety data (figures, tables).

         16. Safety measures taken in patients and study. (Indicate whether patients ran a risk during study or whether information obtained in study about these people is confidential. Specify conditions and guarantees for study/patients under which this information was considered to be confidential or might be provided to organizations not participating in this study).


17. References.

18.Appendices.

18.1. Study information:

· Protocol and amendments to protocol;

· List and characteristics of investigators;

· Signatures of investigator(s) or study director (if any);

· Audit certificates (if conducted);

· Documents related to statistical methods;

· Publications relying on study;

· Important publications referenced to in the given report.

18.2. List of data related to patients:

· Compliance of treatment regimen by patients;

· Efficacy data;

· Safety data (list of adverse reactions; list of individual laboratory test indexes in patients, on Center's request).

18.3. Documents for registration of all data related to adverse reactions to medicinal products.
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