Annex 2 

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

Sturcture of protocol (plan) of pre-clinical study of medicinal product
Protocol (plan) of pre-clinical study of medicinal product should contain (but not limited to) sections given below: 
1. General information

1.1. Name of study with indication of study type, test item, test system, route of administration, number/code of protocol (plan) of pre-clinical study.

1.2. Purpose and nature of study.

1.3. Name of test item (trade name/code, international name), pharmacological action, pharmaceutical form.

1.4. Name of reference item to be used (international name), pharmaceutical form.

2. Information about customer (sponsor) and performer.

2.1. Customer’s legal /physical person name, customer’s legal/physical person location.
2.2. Name and address of the performer and test facilities involved in pre-clinical study (for multi-centered studies).

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

2.4. Name and place of work of the principal investigator(s) with indication of study type delegated by the study director to principal investigator(s) in case of multi-centered studies. 

3. Dating.

3.1. Date of approval of pre-clinical study protocol (plan) by signature of the study director.

3.2. Dates of agreement of pre-clinical study protocol (plan) by signatures of head of test facility and sponsor. 

3.3. Scheduled dates of start and completion of the study. 

4. Study design.

4.1. References to methodic recommendations and methods, EEC directives and guidelines pertinent to scheduled studies.

4.2. Justification of choice of test system. 
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4.3. Characterization 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.
4.4. 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.).

4.5. Characterization of reference 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, shelf life, storage condition, etc.). 

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

4.7. Dose levels and/or concentrations, frequency and duration of administration/application and their substantiation. 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.

4.8. Details about plan of experiment including chronological description of test procedures, all methods, materials and equipment, type and frequency of analyses, measurements, observations and examinations to be conducted.

4.9. Details about statistical methods to be used. 

4.10. List of materials of pre-clinical study to be kept in archive of test facility. 

