Annex 1 

to the procedure for conducting pre-clinical study of medicinal products and expert evaluation of materials pertinent to pre-clinical study of medicinal products  

Structure of Report about pre-clinical study of medicinal product
The structure of report about pre-clinical study is generalized, suitable for description of different types of pre-clinical study: pharmacological, toxicological, pharmacokinetic studies, where the description and analysis of data obtained are collected, followed by tables and figures in the main text or after it. In annexes of the report about toxicological studies the details of all studied parameters for each animal or test system in vitro shall be provided as well as statistics, formulae of conducted calculations, etc. The final report should contain sections (but not limited to): 

1. Name of study, test item and reference item.
1.1. Descriptive name of the study with indication of test item, type of study, test system and route of administration.

1.2. Name of test item (trade name/code, international non-proprietary name, CAS
 number), pharmacological action, pharmaceutical form.

1.3. Name of reference item by chemical, trade and international non-proprietary name, pharmacological action, pharmaceutical form.

1.4. Place of keeping final report.
2. Information about sponsor and test facility.

2.1. Customer’s (sponsor’s) legal/physical person name, customer’s (sponsor’s) legal/physical person location.

2.2. Name and address of test facilities and departments involved in the study.

2.3. Name and place of work of the study director. 

2.4. Name and place of work of the principal investigator(s) and names of phase(s) of the study delegated when multi-centered studies conducted. 

2.5. Name and place of work of scientists which reports were included in final report.

3.  Date of starting and completion of experiment.
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Annex 1, cont’d
4.  Reference to information pertinent to humane behaviour with studied animals if their use is required. 

5. Conclusions of quality assurance service (for toxicological studies, study of safety pharmacology and toxicokinetics) with indication of types and dates of conducted inspections, including inspected study phases, dates of informing the head of institution, study director and principal investigator (in case of multi-centered studies) about the results of inspection. Conclusions should confirm that raw data have been reflected in final report.

6. Description of test materials and methods.
6.1. Details of test procedures, all methods, materials and equipment, type and periodicity of conducted analyses, measurements, observations and examinations.

6.2. Substantiation of selection of test systems and characteristic of test system with indication of species, subspecies, strain, sex, age range and body weight, number, source of supply, keeping conditions, diet, water supply, beddings, procedure of acclimatization and randomization.

6.3. Characterization of test item (name of medicinal product, international non-proprietary name, name of each active substance, including by CAS number, pharmaceutical form, strength, pharmacological action, batch number, date of receipt, physical and chemical parameters, shelf life, storage condition, operational safety measures, etc.).

6.4. Method of administration of test item and its substantiation. 

6.5. Dose levels and/or concentrations, frequency and duration of administration/application. Comprehensive information about the process of preparing test item for administration. If test item and reference item are administered in solution/suspension, the details shall be given about solvent and homogeneity, strength and stability of test substance in this solvent.

6.6. Details about statistical methods used.

7. Summary (brief description of study with numerical data to illustrate results).

8.   Results.

8.1. Data and results of the study of medicinal product obtained according to protocol. 

8.2. Providing actual data including calculations and determination of statistical significance. 

8.3. Evaluation and discussion of results. 

8.4. Conclusions.

9. Annexes. 

� CAS is a register of active substances of American Chemical Society. 








