Appendix 5
The form of the research or experiment protocol
Name of the protocol:

I INFORMATION ABOUT PERFORMERS

1. Head of research:

2. Responsible executors:

3. Description and address of the executor's organization:
II. THE PURPOSE OF THE STUDY 
(it is popular to state the purpose of the study and the hypothesis to be confirmed or refuted)
III. RELEVANCE FROM THE POINT OF VIEW OF THE SPONSOR OF THE STUDY

(briefly substantiate the scientific and technical objectives of the research from the perspective of the interests of the funding party)

IV. RESEARCH OBJECTIVES AND WAYS OF THEIR IMPLEMENTATION

V. JUSTIFICATION OF THE RESEARCH:

A. Prerequisites:

(briefly outline the content of literary sources or own observations underlying the idea of the research and describe the general approach to the research)

B. Bibliographic search:

(the search is carried out in order to prevent duplication of previously conducted experiments)

1. Studied bibliographic sources:

2. Date, depth and search number:

3. Search keywords:

4. Search results:

(short description of search results)
VI. MATERIALS AND METHODS

A. Scheme of animal experiments and general procedures: 

1. A detailed plan of the experiment with the animal: 
(a detailed outline of the plan of each experiment, taking into account the statistical justification of the number of animals, control groups and animals for testing the methodology)
2. Animal models and justification for the use of this type of animal: 
(provide a reasoned justification for choosing an animal species to achieve the goals of the study, indicate the unique properties or characteristics of the species that led to this choice).
3. Analysis of alternative options without the use of animals: 
(to outline the possibility of using computer modeling, the use of cell cultures, etc.)
B. Experimental animals and justification of their number
1. Laboratory animals

a) Genus and species:

b) Line:

c) Animal source (supplier):

(specify the preferred source of obtaining animals, indicating the license number of the supplier).

d) Age:

e) Weight:

f) Gender:

g) Special requirements:

(if necessary, specify special requirements, for example, the mandatory absence of any antibodies or antigens in the body of the ordered animals). 

2. Total required number of animals 
(specify only the total number of animals to be used in the study; the number of animals should be minimal for a complete study, but sufficient to obtain reliable results – based on preliminary statistical analysis).
B. Methods of exposure to animals

1. Long-term fixation: 

(describe and justify the restriction of mobility, fixation of the animal for more than 3 hours, indicating the qualifications of the personnel performing this procedure).
2. Surgical interventions:

(describe in detail all planned interventions, the location of the intervention, the number of interventions, who and when will carry out the intervention). 

3. Manipulations with animals

a) Injections (list and indicate the planned methods of use, doses and routes of administration)

b) Biological sampling (specify the volumes and methods of blood collection, etc.)

c) Identification of animals (microchips, tattoos, ear tags, etc.)

d) Behavioral studies

e) Other.

d. Expected the result of the study 

1. The intended result of the study: 

(death of an animal, euthanasia, restoration of vital functions; outline the criteria for completing the study)
2. Euthanasia (describe plans for euthanasia of animals).

3. Pain.

a) Classification of pain:

(distribute the number of animals into groups with different intensity of the expected pain sensations: (1) Absence of pain; (2) Relieved pain (anesthesia, analgesics, anti-inflammatory drugs); (3) Pain and suffering not relieved (to justify in detail the necessity of using this group of animals)). 

b) Pain relief

(1) Anesthesia, anesthesia, tranquilization (describe pain relief methods with indication of medications, dosage, route and place of administration)

(2) Immobilizing drugs (scientifically substantiate the use without anesthesia with the approval of the Bioethics Committee).
D. Veterinary supervision

1. Keeping animals:

(describe the conditions and duration of keeping animals, standard operating procedure)

a) Premises for research:

(when staying indoors for more than 12 hours)

b) Special conditions of detention:

(micro insulators, metabolic cells, etc.).

2. Current veterinary supervision: (specify the frequency of veterinary examinations, describe the planned actions, if necessary, supportive treatment, justify the refusal to treat seriously ill animals)

3. Animal life enrichment programs:

(justify the limitation of programs to improve the habitat and conditions of animals, if necessary).

e. Data analysis:

(list statistical criteria and describe methods planned for data analysis)

g. The level of training of researchers, laboratory assistants and technical personnel:

(specify the manipulations described in the protocol to be performed by each researcher and laboratory assistant; indicate the level of their preparation for participation in this study).
VII. BIOSAFETY REQUIREMENTS 
(list the potential biological risks associated with the study, including, for example, information about biological agents, toxins, radioisotopes, chemical carcinogens, etc.; describe planned measures to protect personnel and existing procedures for controlling potential risk factors)

VIII. COLLABORATIVE ANIMAL RESEARCH

(specify the Institutions and conditions of collaboration).

IX. GUARANTEES

statement: "As the head of the study on this Protocol, I assume the relevant obligations and give the following guarantees:

A. Use of animals: the declared animals will be used in strict accordance with the Protocol.

B. Duplication: I have made good-faith efforts to exclude the repetition of previous experiments from the Protocol

. Guarantees of the reliability of statistical analysis: I declare that I have consulted with a competent biostatistician and a minimum number of animals will be involved in the study to obtain statistically reliable results.

C. Biosafety requirements: when preparing the Protocol, I took into account all the rules and instructions for ensuring biosafety in force at my Institute

D. Qualification and training of employees: I confirm that the personnel who will work with animals under this Protocol has sufficient training to exclude causing excessive pain and suffering to animals as a result of manipulations with them.
E. Responsibility: I assume moral and administrative responsibility related to the use of animals and undertake to follow the principles of humanity during the experiments
F. Relief of painful procedures: (to be filled in only if it is planned to carry out procedures that cause animals more pronounced than short-term pain and suffering).

G. APPLICATIONS

(results of bibliographic searches, Standard Operating Procedures, references and other documents may be included).

SUBSCRIPTION PAGE

NAME OF THE PROTOCOL: ________________________________

HEAD OF RESEARCH ________________________

SCIENTIFIC EXAMINATION

(signature confirms that the Protocol has passed

the proper scientific examination)

HEAD OF THE DEPARTMENT (LABORATORY)_________________
