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RCT - CONSORT statement

CONsolidated Standards Of Reporting Trials

WWW.consort-statement.org/

Casto vyzadovany v Instrukcich pro autory

Obsahuje:
25 polozek (2 strankovy pdf/ online)
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CONSORT 2010 checklist of information to include when reporting a randomised trial*

Section/Topic

Item
No

Checklist item

Reported
on page No

Title and abstract

1a | ldentification as a randomised trial in the title
1b | Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts)
Introduction
Background and Z2a  Scientific background and explanation of rationale
objectives 2b | Specific objectives or hypotheses
Methods
Trial design Ja | Description of trial design (such as parallel, factorial) including allocation ratio
Jb | Important changes to methods after trial commencement (such as eligibility criteria), with reasons
Participants 4a | Eligibility criteria for participants
4b | Settings and locations where the data were collected
Interventions 5 | The interventions for each group with sufficient details to allow replication, including how and when they were
actually administered
QOutcomes Ga | Completely defined pre-specified primary and secondary outcome measures, including how and when they
were assessed
6b | Any changes to trial outcomes after the trial commenced, with reasons
Sample size fa | How sample size was determined
Tb | When applicable, explanation of any interim analyses and stopping guidelines
Randomisation:
Sequence 8a | Method used to generate the random allocation sequence
generation 8b | Type of randomisation; details of any restriction (such as blocking and block size)
Allocation 9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers),
concealment describing any steps taken to conceal the sequence until interventions were assigned
mechanism
Implementation 10 | Who generated the random allocation sequence, who enrolled participants, and who assigned participants to
interventions
Blinding 11a | If done, who was blinded after assignment to interventions (for example, participants, care providers, those

CONSORT 20

10 checklist




assessing outcomes) and how
11b | If relevant, description of the similarity of interventions
Statistical methods | 12a | Statistical methods used to compare groups for primary and secondary outcomes
12b  Methods for additional analyses, such as subgroup analyses and adjusted analyses
Results
Participant flow (a 13a | For each group, the numbers of participants who were randomly assigned, received intended treatment, and
diagram is strongly were analysed for the primary outcome
recommended,) 13b | For each group, losses and exclusions after randomisation, together with reasons
Recruitment 14a | Dates defining the periods of recruitment and follow-up
14b : Why the trial ended or was stopped
Baseline data 15  Atable showing baseline demographic and clinical characteristics for each group
Mumbers analysed 16 | For each group, number of participants (denominator) included in each analysis and whether the analysis was
by original assigned groups
QOutcomes and 17a | For each primary and secondary outcome, results for each group, and the estimated effect size and its
estimation precision (such as 95% confidence interval)
17b | For binary outcomes, presentation of both absolute and relative effect sizes is recommended
Ancillary analyses 18  Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing
pre-specified from exploratory
Harms 19  All important harms or unintended effects in each group (for spacific guidance see CONSORT for harms)
Discussion
Limitations 20 | Tnal limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses
Generalisability 21 | Generalisability (external validity, applicability) of the trial findings
Interpretation 22 | Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence
Other information
Registration 23 | Registration number and name of trial registry
Protocol 24  Where the full trial protocol can be accessed, if available
Funding 25 | Sources of funding and other support (such as supply of drugs), role of funders

*We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for important clarifications on all the tems. If relevant, we also
recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and equivalence trials, non-pharmacological treatments, herbal interventions, and pragmatic trials.
Additional extensions are forthcoming: for those and for up to date references relevant to this checklist, see www.consort-statement org.
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Observacni studie v epidemiologii
- STROBE guidelines

Strengthening The Reporting of OBservational studies in Epidemiology

*  WWW.Strobe-statement.org
. Casto vyzadovany v instrukcich pro autory

« Dostupny checklist pro:
cohort studies
case-control studies
cross-sectional studies
conference abstracts

« Checklist obsahuje 22 polozek
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STROBE Statement—checklist of items that should be included in reports of observational studies

Results

Participants 13* | (a) Report numbers of individuals at each stage of study—eg numbers potentially eligible,
examined for eligibility, confirmed eligible, included in the study, completing follow-up, and
analysed
(b) Give reasons for non-participation at each stage
(¢} Consider use of a flow diagram

Descriptive 14* | (a) Give characteristics of study participants (eg demographic, clinical, social) and information

data on exposures and potential confounders
(b) Indicate number of participants with missing data for each variable of interest
() Cohort study—Summarize follow-up time (eg, average and total amount)

Outcome data 15* | Cohori study—DF.eport numbers of outcome events of summary measures over time
Case-contre! study—F.eport numbers in each exposure category, or summary measures of
exposure
Cross-sectional study—FReport numbers of outcome events of summary measures

Main results 16 | (a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and their
precision (gg, 93% confidence interval). Make clear which confounders were adjusted for and
why they were included
(5) Report category boundaries when continuous variables were categorized
(&) If relevant, consider translating estimates of relative risk into absclute risk for a meaningful
time period

Other analyses 17 | Report other analyses done—eg analyses of subgroups and interactions, and sensitivity
analyses

Discussion

Key results 18 | Summarise key results with reference to study objectives

Limitations 19 | Discuss limitations of the study, taking into account sources of potential bias or imprecizion.
Discuss both direction and magnitude of any potential bias

Interpretation 20 | Give a cautious overall interpretation of results considering objectives, limitations, multiphicity
of analyses, results from similar studies, and other relevant evidence

Generalisability | 21 | Discuss the generalisability (external validity) of the stody results

Other information

Funding 22 | Give the source of funding and the role of the funders for the present study and, if applicable,

Item
No Recommendation

Title and abstract 1 (&) Indicate the study’s design with a commonly used term in the title or the abstract
(5) Provide in the abstract an informative and balanced summary of what was done
and what was found

Introduction

Background rationale 2 Explain the scientific background and rationale for the investization being reported

Objectives 3 State specific objectives, including any prespecified hypotheses

Methods

Study design 4 Present key elements of study design early in the paper

Setting 5 Describe the setting, locations, and relevant dates, including periods of recruitment,
exposure, follow-up, and data collection

Participants ] (&) Cohort studi—Give the eligibility criteria, and the sources and methods of
zelection of participants. Describe methods of follow-up
Case-contred study—Give the eligibility criteria, and the sources and methods of
case ascertainment and control selection. Give the rationale for the choice of cases
and controls
Cross-sectional studh—Give the eligibility enteria, and the sources and methods of
selection of participants
(8) Cohort study—TFor matched studies, give matching criteria and number of
exposzed and unexposed
Case-contred study—For matched studies, give matching criteria and the number of
controls per case

Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and effect
modifiers. Give diagnostic criteria, if applicable

Data sources’ 8* For each variable of interest, give sources of data and details of methods of

measurement asseszment (measurement). Describe comparability of assessment methods if there
iz more than one group

Bias a Describe any efforts to address potential sources of bias

Study size 10 Explain how the study size was armived at

Quantitative variables 11 Explain how gquantitative variables were handled in the analyses. If applicable,
describe which groupings were chosen and why

Statistical methods 12 (&) Describe all statistical methods, including those used to control for confounding

(5) Describe any methods used to examine subgroups and interactions

(¢) Explain how missing data were addressed

() Cohort study—If applicable, explain how loss to follow-up was addressed
Case-control study—If applicable, explain how matching of cases and controls was
addressed

Cross-rectional stuch—1If applicable, describe analytical methods taking account of
sampling strategy

(g} Describe any sensitivity analyses

for the original study on which the present article is based

*(Give information separately for cases and controls in cazse-control studies and, if applicable, for exposed and

unexposed groups in cohort and cross-sectional studies.

Note: An Explanation and Elaboration article discusses each checklist item and gives methodological background and
publizhed examples of transparent reporting. The STROBE checklist iz best used in conjunction with this article (freely
available on the Web sites of PLoS Medicine at http:/‘www plosmedicine.org/, Annals of Internal Medicine at
hitp:www.annals.org/, and Epidemiclogy at hitpo//www epidem com/). Information on the STROBE Initiative iz

available at www.strobe-statement.org.




Kazuistika — CARE guidelines

« CAse Report

* http://www.care-statement.orq/
13 polozek v checklistu:

* Nazev * Klinické vySetreni  Diskuze

* Klicova slova - Casovy pribéh  Perspektiva pacienta
 Abstrakt » Diagnosticka vySsetreni * Informovany souhlas
- Uvod  Terapeuticke intervence

* Informace o pacientovi » Pokracujici péce a

outcome



http://www.care-statement.org/

; C A R E CARE Checklist (2013) of information to include when writing a case report {

Hat case report guidalines

Topic Item Checklist item description Reported on Line
Title 1 The words “case report” should be in the title along with the areaoffocus ... ... .. ... . .
Key Words 2 2 to 5 key words that identify areas covered inthiscasereport. ... ... . ... ...
Abstract 3a Introduction—What is unigue about this case? What does it add to the medical literature? ... ... .

3b  The main symptoms of the patient and the mportant clinicalfindings . ... ... . ... . .. ... ..

3c  The main diagnoses, therapeutics interventions, and outcomes .. ... ...,

3d  Conclusion—What are the main “take-away” lessons from thiscase? ... .. .. .. ... .. ... ...

Introduction 4 One or two paragraphs summarizing why this case is unique with references . .. ... ... .. .. . . . _.

Patient Information 5a  De-identified patient specific information . ... ... .. ) Aktua“zace V roce

5b Main concerns and symptoms of the patient ... ... il

5c Medical, family, and psychosocial history including relevant genetic information (also see timeline). . . 20 19
5d Relevant past interventions and their outcomes ... ... ...

Clinical Findings 6 Describe the relevant physical examination (FE) and other significant clinical findings. .. ... .. ... .

Timeline 7 Important information from the patient's history organized as a timeline . . ... ... ... .. _______

Diagnostic 8a Diagnostic methods (such as PE, laboratory testing, imaging, surveys). .. ... ... .. .. . .. ...

Assessment 8b Diagnostic challenges (such as access, financial, orcultural) .. ... ...

8¢ Diagnostic reasoning including other diagnoses considered ... ... .. .. .. ... ... ... . ...........

8d Prognostic characteristics (such as staging in oncology) where applicable ... . ... ... ... ...

Therapeutic 9a  Types of infervention (such as phamacologic, surgical, preventive, seffcare) .. ... ... ... ... .. ... ... ...

Intervention 9b  Administration of intervention (such as dosage, strength, duration) ... . ... ... ... ... .. ... ......
9¢  Changes in intervention (with rationale) .

Follow-up and 10a  Clinican and patient-assessed outcomes (when appropnate) . .

Outcomes 10b  Important follow-up diagnostic and other test results .

10¢c Intervention adherence and tolerability (How was this assessed‘?)
10d  Adverse and unanficipated eVentS . .. ...
Discussion 11a  Discussion of the strengths and limitations in your approachtothiscase ... ... ... .. .. ... ... ... ..........

11b  Discussion of the relevant medical terature. . .. ... e

11c  The rationale for conclusions (including assessment of possiblecauses) . ... ... ... ... .. ... ... .. ..

11d  The primary “take-away” lessons of this case report .
Patient Perspective 12  When appropnate the patient should share their perspective on the treatments they received ... ... ... .. ... ..
Informed Consent 13 Did the patient give informed consent? Please provide ifrequested .. ... .. ... ... . ... .. Yes [ | No []
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