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An original paper should not exceed 6,000 words (all parts of a manuscript)

Original article

A Self-Sufficient and Precise Title
(not exceeding 13 words, reflecting the goal, including min. 1–2 key words over the first 65 characters, study type at the end divided with a colon, e.g. “Randomised Control Trial”, “Analysis of Russian Pharmacovigilance Database” etc.)

Elena V. Ivanova1,, Maria A. Petrova1,2, Marina N. Smirnova1, Vasily G. Sidorov2

1 Scientific Centre for Expert Evaluation of Medicinal Products, 
8/2 Petrovsky Blvd, Moscow 127051, Russian Federation

2 Lomonosov Moscow State University, 
1/3 Leninskie Gory, Moscow 119991, Russian Federation

 Elena V. Ivanova ivanova@expmed.ru 

ABSTRACT The abstract should include as much of manuscript data as possible (150-300 words)
INTRODUCTION. Add 1–3 sentences to describe knowledge gaps, formulate a hypothesis (what is known/ arbitrary/ needs to be specified), and justify the aim (scientific relevance, novelty, and indispensability). Make sure to include area-specific terms in the first three sentences (for SEO optimisation).
AIM. Your research question should be as clear and detailed as possible. Make sure the gist of the analysis is clear, as well as possible outcome the researcher tried to achieve: what was studied (e.g. safety); study object (e.g. a medicinal product or a method); conditions (e.g. disease or state); what it all is for. Add possible application to the goal. Make sure the aim in the abstract repeats the manuscript.
MATERIALS AND METHODS. For experimental studies: study object and methods, study design, equipment, and result evaluation. For clinical studies: study format, design, participants, sampling, randomisation, blinding, medical intervention, duration, and methods for result evaluation. For non-interventional post-authorisation safety studies: object, data source, search depth, sampling, and methods for result evaluation. 
RESULTS. The longest part of your abstract; add key results of your research and all major data (with figures and, preferably, their statistical significance). See RESULTS of the manuscript text.
CONCLUSIONS. Conclusions should match study aim and objectives. Add only conclusions directly confirmed by the results. You are welcome to add possible analysis constraints; clinical/ practical significance; and recommend further research.

Add study protocol data (if any): For a registered study protocol (especially for randomised clinical trials), add the line at the bottom of your abstract as follows:
REGISTRATION: Clinicaltrials.gov identifier: NCT03945968. Registered 10 May 2019.


Keywords: 5–12 words or word combinations (keywords are used to find articles in the databases); specific to the study topic; supplementing the terms provided in the title and the abstract; separated by semicolons; not more than three words in a phrase; specifying the study type (non-clinical, clinical, observational, etc.; no full stop at the end
Check out your keywords in MeSH on Demand (to make sure you chose correct wording)

For citation: Ivanova E.V., Petrova M.A., Smirnova M.N., Sidorov V.G. English title of your manuscript. Safety and Risk of Pharmacotherapy. 2025;13(_).

Funding. For example:
1. This study was conducted by the Scientific Centre for Expert Evaluation of Medicinal Products as part of the applied research funded under State Assignment No. ___ (R&D Registry No. ___). 
2. The study was performed without external funding.

Disclosure. For example:
1. The authors have no conflict of interest.
2. Elena V. Ivanova has been a member of the Editorial Board of Safety and Risk of Pharmacotherapy since 2021. The other authors declare no conflict of interest. 
3. The authors work for Bacteriophage JSC. However, when writing this paper, the authors were guided by considerations of the scientific value of the material obtained; the authors declare their impartiality in its assessment.

_____________________________________________________________________________
[bookmark: _GoBack]Make sure you choose specific terminology (in BrE). Transliterarion from Russian into English is allowed only for proper names, devices and other objects that cannot be translated. Make sure you use the same terms all over the text. Active Voice is preferred over Passive Voice, i.e. “The study tested”, not “It was tested in this study”.


INTRODUCTION
The introduction should describe scientific relevance of the research topic (i.e. the degree of importance of this topic at this time and in this particular situation); establish the research problem; show the scope of this problem; describe initial hypotheses (if any); and identify the research gap through a review of previously published data (in Russia and internationally). When explaining the importance of their research, the authors should include significant points that prove the need to study the selected topic. When describing scientific relevance, the author(s) should answer the questions: why the study was performed, what pressing issue they were trying to solve, and why it was necessary to study this problem at the very given moment.
The data should not be overly historical; better avoid using data not related to your study subject or broader than your subject (a common mistake).
Every citation should have its reference. It is not recommended to place a large block of citations at the end of a paragraph with several statements: cite each statement separately. All references to indexed sources (e.g. research papers and monographs) should be identified by consecutive Arabic numerals in square brackets (e.g. [1, 2], [3–7]). Non-indexed sources should be referenced in footnotes (MS Word’s Insert/Footnote function)[footnoteRef:1]. Non-indexed sources include but are not limited to theses and thesis summaries, educational and instructional materials, legal and regulatory documents (e.g. pharmacopoeia chapters and monographs), standards (e.g. GOSTs), guidelines and recommendations, websites, statistical documentation, scientific and technical documentation (e.g. R&D reports), etc. For further information on the format of footnotes and references, please see Author Guidelines. The introduction should not exceed 20% of the article. [1:  ICH S6(R1) Preclinical safety evaluation of biotechnology-derived pharmaceuticals. ICH; 2011.
   Guideline on process validation for finished products – information and data to be provided in regulatory submissions. EMA/CHMP/CVMP/QWP/BWP/70278/2012-Rev1,Corr.1. EMA; 2016.
   Weight-of-Evidence Assessments: Unpacking New Guidance on Carcinogenicity Testing. February 1, 2023. https://premierconsulting.com/resources/blog/weight-of-evidence-assessments-unpacking-new-guidance-on-carcinogenicity-testing/ 
] 

The aim of a study – describe the study goal; it should match your title and conclusions. 
Make sure to mention what was studied (e.g. safety); study object (e.g. a medicinal product or a method); conditions (e.g. a disease or a state); possible application of the results. To set the goal, answer the question: “What will I obtain as a result?” and “How can I apply these results?” The study aim should be precise and short (1–2 sentences) and clear. Try to avoid using abbreviations and short words for your aim. Nouns are preferred (e.g. assessment, analysis, development etc.).
The authors may use a separate paragraph to formulate the study objectives that need to be accomplished to achieve the aim.

MATERIALS AND METHODS
Interventional studies: Describe your methods as detailed as possible, according to  TIDieR-Checklist and the relevant  Guideline.
Diagnostic/ prognostic studies: (a prospective study designed to develop, confirm, or update diagnostic/ prognostic accuracy of a test or a model): use  STARD and TRIPOD guidelines.
Randomised controlled trials (RCT): use CONSORT checklist and its updates (see Clinical studies section and CONSORT Update List).
For in vivo experiments: use ARRIVE guideline to adopt the structure and examine the issues. For detailed explanations and checklists, see ARRIVE.
For all preclinical and clinical studies with only one sex/gender involved, show it in your title and add to DISCUSSIONS, according to SAGER.

This section should include object data and a detailed description of the materials and methods allowing to complete a study. Explain why you chose particular study objects, number of participants, and inclusion/ exclusion criteria.
For all animals, cell cultures, microbial strains etc. used in your study, give their source. Add manufacturer’s qualification and (if possible) catalog number of the reagents; manufacturer’s name; trade name, grade, and catalog number of all reference standards, as well as brand name and manufacturer of devices and equipment used for the experiments. Give the original names of the companies. If possible, give International non-proprietary name (INN) of the medicinal product instead of the trade name.
Example 1:
Urinalysis was performed on Day 45 and 90. In order to collect urine, the rats were placed in metabolic cages (Tecniplast, Italy) for 16–24 h, with a free access to drinking water. Urine output was evaluated, as well as glucose, protein, bilirubin, urobilinogen, ketones, рН, density, white blood cells, red blood cells, and mucus. Clinical urinalysis was performed with Aution Eleven 4020 analyser (Arkray, Japan) using dipsticks. Urine protein and creatinine was found with URIСКАН-BK biochemical analyser (Ailiton, Russia). The urine was microscopically analysed using supravital staining, counting cell elements on a cell counting plate magnified 100× and 400× on DM1000 light optical microscope (Leica, Germany).

Clinical studies should be approved by ethical committees (a numbered and dated document with the name of the committee). Human studies should comply with 2013 Declaration of Helsinki. Describe what kind of informed consent was obtained (e.g. for a study participation or publishing anonymised data). If applicable, add the number of dropouts.
Example 2:
1. 47 subjects were included in the study. The study was approved by an independent local ethical committee of [name of the body] (protocol statement No. _, ethical committee of [institution] as of [date]). Each patient signed an informed voluntary consent for the examination and treatment results to be included in the study, performed in compliance with the protocol, ethical principles of World Medical Association’s Declaration of Helsinki, a trilateral GCP agreement (ICH GCP) and current Russian legislation [document name].
2. Inclusion criteria were: confirmed diagnosis with specific symptoms, patients older than 18 years, and a signed informed consent.

For in vivo studies, add a document confirming their compliance with international and national rules, as well as study approval by bioethical commission (with document title, date, and number).
Make sure to describe conditions and operation sequence for experiments, as well as software used. Avoid describing well-known methods; a reference will be enough.
Add randomisation details and methods used for blinded control and statistical processing of the results. It is important to list statistical methods you use: software, choice of statistical methods, calculation principles, sample justification, and statistical criteria.
If you used AI (Artificial Intelligence) to write your manuscript, make sure to add software name, version, and query criteria.
Example: While working on this study, the author(s) used [SOFTWARE/ SERVICE NAME] in order to [OBJECTIVE]. The author(s) checked and post-edited the text as necessary and are fully responsible for the content.

RESULTS AND DISCUSSION
Authors are encouraged to write RESULTS and DISCUSSION separately.
Make sure to:
- describe key results, regardless of whether they support or disprove your hypothesis, confirm or contradict other researches;
- summarise the results and compare them to other studies; give possible explanation to similarities and/or contradictions;
- describe the restraints you faced during the study;
- discuss whether the findings meet your hypothesis;
- add possible application(s);
- outline possible directions of further research.
Make sure to assess initial data and results, adding absolute values (e.g. increase/ decrease or absolute difference between the groups), as well as effect size and the corresponding measures of uncertainty, e.g. confidence interval (CI). Make sure to give mean values and standard deviations for normally distributed data, as well as medians and ranges (or interquartile range, IQR) for non-Gaussian distribution. Avoid using only auxiliary values for statistical hypotheses, e.g. p, bearing no significant quantitative information. For most of the studies, add p after comparing absolute values or measures of uncertainty (e.g. 0.8%, 95% CI from –0.2% to 1.8%; p=0.03).
You are welcome to place all benchmark data beforehand in public repositories that will automatically assign a DOI (e.g. Mendeley Data).
You can use tables (Tab. 1) or figures (Fig. 1, 2) for your materials. Tables and figures should not copy each other and the data from the text. The title and abbreviations for a figure should be provided in English and Russian and placed below the figure; no full stop at the end.
Describe the results as some patterns you have newly identified. Do not repeat tables and figures.
Try avoiding abbreviations in your tables and figures; if they are indispensable, decipher them in the notes, even if these abbreviations are in the manuscript text. The table should not have any empty cells. Always state the authorship under the figure/ table (see examples for Table 1 and Figure 1). 

Table 1. A detailed and self-contained table name
	Heading of column 1
	Heading of column 2
	Heading of column 3

	Text
	0.25*
	–

	
	1
	3

	
	6
	Conforms


The table is prepared by the authors 
The table is prepared by the authors using their own data
The table is reproduced from [1] under CC BY
The table is adapted from [1]
The table is reproduced from the regulatory document

Note. If the table contains abbreviations, write them out in full in the note to the table. If the table contains dashes, their meaning should be explained: –, no data (not applicable, not detected, etc.).
* Explanations for individual results in the table.


The figure is prepared by the authors 
The figure is prepared by the authors using their own data
The figure is reproduced from [1] under CC BY
The figure is adapted from [1]
The photo is taken by the authors

Fig. 1. Title of the figure in English

Make sure you use figures and tables from other sources only when it is fully justified. Always state the reference where you borrow from and the license. If it is not a CC BY license, send us a document where the copyright holder allows to publish these figures/ tables.
Please email us a separate document with the illustrations (if these are graphs and diagrams, choose an editable format). Add the names of the axes and measurement units to the graphs and diagrams (in Russian and in English). 2D is preferred over 3D; avoid using circular histograms. When choosing colours for your figures, keep in mind the colour-blind users (e.g. use hatching or introduce figures/letters/symbols to name curves/columns of different colours).
Vector format is preferred for the pictures (it gives higher printed quality and is better indexed with Academic SEO – resulting in better visibility and more citations). If you choose bitmap images (e.g. photos, scanned pictures, or screenshots), make sure the resolution is 300 dpi, not compressed. Example of science illustration tools: basic Microsoft PowerPoint (SmartArt), as well as bioRENDER, MagicPlot, Easel.ly, Piktochart.com, and Venngage.com.

CONCLUSION
The conclusion should briefly describe the results obtained. Summarise your work, highlight its theoretical and practical significance. You can add recommendations for further research in the field. The content of this section should correspond to the aim of the study and show that it has been achieved. The conclusion should not repeat the text of the paper word for word or include references (just state your own thoughts).
This section may be formatted as a numbered list of conclusions (3–5 bullet points). In this case, its title should be changed to CONCLUSIONS.
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Additional information. The authors may provide a link to supplementary materials to the paper (figures, tables, and other files), including those placed in a repository (with their digital object identifiers (DOIs)).
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For more rules, see Submissions.
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You are not required but mostly welcome to add Declaration of access to benchmark data and algorithms according to the journal policy Research Data Sharing and Study Reproducibility. See Author Guidelines for templates.
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