Template for formatting a manuscript containing the results of the original study

The template should include all the materials and data that, in your opinion, should be published in the journal (including figures and tables).
The template is proposed to be used to describe the results of an original study of a medical intervention. However, it can be used as a guide when writing a manuscript with other content: analysis of risk factor analysis, study quality of life, etc.
The structure of the template should be reproduced in the final version of the manuscript.
If any of the sections of the template are not applicable or irrelevant to the original study being presented, it is necessary to provide appropriate brief explanations (“not applicable”, “irrelevant”, etc.) in the section.
The names of the sections of the manuscript (headings and subheadings) are highlighted in blue, explanations for authors – in black color. Please, while preserving the names of the sections, replace the text of the explanations with the text of the manuscript.
The Rules for Authors must also be followed when preparing the article.

NB!
· When writing original articles, we recommend that you follow the current versions of international recommendations for describing the relevant type of researches, posted on the EQUATOR (Enhancing the Quality and Transparency of Health Research) resource.
· Each statement by the authors, with the exception of those containing generally known facts, should be accompanied by references to the sources of information. In general, no more than 3 references should be used for each statement. If the statement is based on the opinion of the authors, this should be indicated by expressions such as “in our opinion”, “we believe” or similar.
· In the text of the article, bibliographic references are given sequentially, in ascending order, in square brackets using Arabic numerals.
· 

ORIGINAL STUDIES
©Author 1, Author 2, Author 3, Author 4, year [authors are indicated in the format Initials and Surnames; if the article has more than 4 authors, the formulating “Authors’ group, year” is used]

ARTICLE TITLE
The title of the article should be as specific as possible and include a mention of the study design (randomized or non-randomized for experimental studies, cohort, cross-sectional, or “case-control” for observational studies). It is also recommended to include an indication of the target patient population and medical intervention (if used) in the title.

Author(s)
Surname N.N. 1, Surname N.N.2 , …, …, …

Affiliation
1Author’s 1 place of work (full official name of the institution, city, country)
2Author’s 2 place of work (full official name of the institution, city, country)

Summary
The summary should generally not exceed 2000 characters with spaces. The summary should not contain references to literature sources.
Annotation. A brief (1–3 sentences) description of the problem that served as the immediate reason for performing the study. The characteristics of the problem may include its scale, indirect effects, and/or remaining gaps in this area of knowledge.
Aim – a description of the main (primary, primary) aim of the study, the research question that required performing the study. The aim is given in verb form: “The aim is to determine the risk / evaluate the features / make a comparative analysis / evaluate and compare the effectiveness”, etc.
Material and methods. This section of the summary should contain brief information:
– about the study design;
– subjects of the study (healthy, sick, data);
– the presence and characteristics of medical intervention;
– duration of the study;
– the primary endpoint of the study (corresponding to its objective) with a description of the methods for its assessment.
Results. A brief description of the study participants (the number included in the study, those who completed it, the most significant characteristics of the formed groups) with an assessment of the outcomes of the study related to its goal. It is permissible to present the results of the study in subgroups formed, for example, taking into account gender, age, severity of the disease, etc. When analyzing multicriteria correlations (the simplest option is one dependent variable and several independent ones), the presentation of the results of the multivariate analysis is mandatory. The p values should be presented with an accuracy of up to three decimal places. If there are any data on adverse events associated with medical intervention, their mention is mandatory.
Conclusion. That is a summary (1–3 sentences) of the results of the study relatively to its purpose. Discussion of the results and excessive generalizations should be avoided, and a balance in assessing positive and negative effects of the intervention should be maintained.

Key words
Indicate 3–10 words/phrases that most fully reflect the essence of the presented work.

Conflict of interests
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The conflict of interest of each author must be declared as follows: “N.N. Last name – … (form of conflict of interests: research grant, lecturing or other indicating the interested party)”.
If there is no conflict of interests, use the formulating “The authors declare no conflict of interests”.

NB!
Each author of the article discloses a conflict of interests for the last 36 months. Declaration of the conflict of interests must contain an indication of all forms of cooperation and other actions related to the definition of a conflict of interests for the specified period, and not only actions related to this manuscript. For more information, see here.

Funding information
You should indicate the source of funding for both the research work and the publication of the article: the title of the planned research work carried out on a state assignment, grant number and name of the foundation, commercial or state organization, private individual, etc. Indication of the amount of funding is not required.
If there is no funding source, note: “Source of funding: None.”

INTRODUCTION
In this section, you should justify the relevance of the problem that has become the subject of the study, including its scale (prevalence, morbidity, mortality, quality of life, etc.), indirect effects (social, economic), and also identify resolved and unresolved aspects of the problem with an analysis of previously published data (Russian, foreign) with links to primary sources.
Aim of the study
Formulate as briefly as possible the main (primary, fundamental) aim of the study, research question, solution of which was required by the study.
Formulating of the aim in the main text and in the summary should match.

MATERIAL AND METHODS
Design of the study
This section should provide an idea of the study plan (design), who was included in the study and where (full official name of the institution, including locality and departmental affiliation and/or form of ownership), its duration, proposed medical intervention (if planned), how the study results were assessed, how the study hypothesis was tested. For randomized studies, it is necessary to provide a detailed description of the randomization procedure. It is also advisable to describe the design of the study in this section.
Eligibility criteria
List and, if necessary, characterize (e.g., specifying threshold values for quantitative characteristics) the preliminary (before the study) criteria for inclusion, non-inclusion, and exclusion from the study.
Specify the methods for determining these criteria. For example, if patients with any pathology were excluded, indicate on the basis of which documents or examinations this was done.
Testing facilities
List the institutions that took part in the study (full official names of institutions, including localities and departmental affiliation and/or form of ownership). Provide explanations regarding any specific factors (social, economic, cultural) that could affect the external generalizability of the study findings and the possibility of their extrapolation (for example, indicate that the search for study participants was performed only in non-governmental outpatient medical and preventive institutions or that patients were recruited for the study only in polar night conditions, etc.).
Duration of the study
Provide information on the planned duration of the study inclusion period, the duration of the observation period with a description of all intermediate control points (it is highly desirable to describe in detail the protocol for observing study participants with reference of key events to time points/intervals). Be sure to note if there was a shift in the planned time intervals during the study.
Description of the medical intervention
Indicate what exactly the investigators did with the participants / their tissues / their data: administering an experimental treatment with a new drug, taking a blood sample, asking them to fill out questionnaires, etc. The planned doses to be used, titration schedule, ways of administration, timing of the start and duration of drug use, and the conditions for stopping therapy should be described. For surgical interventions, describe the features of the preoperative preparation, surgery itself, including pain relief, and postoperative care. Non-drug medical interventions (e.g., questionnaires) and studied organizational measures (e.g., patient routing) also require descriptions.
Main outcome of the study
Describe the index that must be assessed to achieve the aim of the study. This may be a “true” endpoint (death, life-threatening conditions, severe complications) or a “surrogate” endpoint (an index of body system function, biochemical parameter, or an assessment of life quality). The main outcome of a medical intervention study should be a measure of its safety, efficacy, or economic acceptability.
Additional outcomes of the study
Show the indexes that characterize additional expected results of the study, which, for example, allow to estimate other effects or mechanisms of medical intervention’s action.
Analysis in subgroups
Describe the patient groups formed in the study. List the criteria (e.g., gender, age, disease severity characteristics, etc.) used to form the subgroups in or between which the outcome analysis was performed.
Outcome recording methods
Describe all methods and tools used to record the primary and secondary outcomes of the study.
Ethical review
Provide information on the results of the review of the study protocol by the ethics committee at any level:
– citing its conclusion in this subsection;
– specifying the document number and the date of its signing, the full official name of the ethics committee and the institution where it functions. If the protocol is not available, indicate this.
Informed consent
Provide information about the availability of written informed consent from patients to participate in the study.
Statistical analysis
Describe the procedure for calculating the sample size or provide another justification for its size (if any). If there is no such justification, indicate that the sample size was not pre-calculated.
List the methods of statistical data analysis:
– specify the statistical software package (including its version number) that was used to analyze the study results (developer, country of origin);
– mark the format for presenting quantitative data;
– describe the statistical criteria used in the data analysis.

RESULTS
Objects (participants) of the study
Provide a detailed description of the studied sample, which should include a list of the baseline (recorded upon inclusion in the study) characteristics of the study participants. For retrospective studies, the objects of study are data sources (medical records, databases, etc.).
Main results of the study
Describe the main outcome of the study and the related results of the statistical analysis of the data. Illustrative presentation of data (tables, illustrations) is welcome. However, duplication of data from tables and illustrations in the text is not allowed.
Additional results of the study
Describe additional outcomes of the study, the results of the assessment of effects in subgroups and (or) the mechanisms of the described effects. The analysis should be limited only to those subgroups that were listed in the subsection “Subgroup analysis”.
Adverse events
Describe all adverse events that occurred during the study of the medical intervention. Any medical events (diseases, injuries, unplanned surgeries, etc.), the connection of which with the medical intervention (preventive, diagnostic, therapeutic or any other) cannot be excluded, should be considered adverse events. The absence of adverse events should also be noted.
The “Results” section should not contain a discussion of the results or an expression of the opinions of the authors.

DISCUSSION
Summary of the main result of the study
Provide a brief (no more than 3–5 sentences) description of the results of the study related to its main aim (without duplicating the text of the Results section).
Discussion of the main result of the study
Provide an analytical text containing a discussion of the results related to the hypothesis (main aim) of the study. The discussion should be held in the context of previously known data, opinions and theories (with references to primary sources), as well as taking into account additional results of the present study, the results of the analysis in subgroups. If necessary, resort to a discussion of the key mechanisms for implementing the effects of medical intervention.
Limitations of the study
Provide an analysis of factors that can significantly affect the conclusions of the study. Limitations can be related to each stage of the study, starting with its substantiation, methods (conditions of the study, sample size, methods and methods of assessing the indexes) and ending with the interpretation of the results (clinical significance of the effect, applicability of the study results when the conditions of its use change, etc.).

CONCLUSION
Briefly (1–3 sentences) summarize the results of previous studies (preferably based on systematic evaluations presented in the Discussion section) on the problem being analyzed; briefly (1–3 sentences) outline the key unresolved aspects of the identified problem; briefly (5–7 sentences) describe the obtained results and explain their contribution to solving the problem. Provide a brief substantiation for the clinical and/or scientific use of the study results.
Discussion of the results and any generalizations should be avoided.
The conclusion should be presented as a complete text, not as numbered conclusions. The section should not contain references to sources of literature.
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Indication of doi (individual identification number) of each cited article (if any) is obligatory.
Detailed rules for formatting references are available here.

AUTHORS’ CONTRIBUTION
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For each author, indicate:
– full name, patronymic, and surname;
– academic degree, academic title;
– position;
– place of work/study (structural division and full name of the organization (main place of work);
– full postal address of the place of work/study (with zip code);
– email address (indicated on a separate line);
– ORCID identifier (mandatory, provided in the form of an email address on the Internet), Scopus ID, eLibrary SPIN (if available).
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You should also indicate the author responsible for contacts with the editorial board: full name, email address, mobile phone number (necessary for operative communication with the author, it will not be placed in the published version of the article or transferred to third parties).



Additional clarifications
Permissions for republication and licensing
Authors must confirm that each graphic object (figure or photograph) presented in the manuscript, and in some cases (at the request of the editors) tables, are the author’s own and are not borrowed from other sources. For this purpose, at the end of the object’s title, (photo of the authors) or a similar formulating indicating the source of the object should be indicated.
When using borrowed graphic objects or tables in the manuscript (including from previously published works), the copyright holder of which is a third party, the following is required:
– provide the editors with written permission from the copyright holder for republication, or
– indicate in the caption to the graphic object or table the type of license (usually a Creative Commons license) under which this graphic object or table is distributed.
If you have received permission to republish from the copyright holder, please indicate in the caption to the graphic object or table: “(reprinted from [source link] with permission from (copyright holder’s name)”. If the graphic object or table is distributed under the terms of a Creative Commons license, please indicate in the caption: “reprinted from [source link]. Distributed under the terms of a Creative Commons license (license name: for example, Attribution with the version designating)”. In the latter case, you must provide a link to the page on the Internet where the specified conditions for distribution of the borrowed graphic object or table are declared by the copyright holder.

NB!
If the authors use a borrowed graphic object (table) translated from a foreign language in the text of the manuscript, the caption to this object must necessarily contain an indication of the translation (adaptation). To do this, at the end of the title of the illustration/table, indicate: (adapted from [source number in the list of references]).
If the authors use a borrowed derivative (significantly modified) graphic object in the text of the manuscript, in the caption to it is obligatory that the formulating “published with amendments” be used.

