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Motivation & problem 

Roubík K, Sieger L, Sykora K (2015)  
 
Work of Breathing into Snow in the 
Presence versus Absence of an 
Artificial Air Pocket Affects Hypoxia 
and Hypercapnia of a Victim 
Covered with Avalanche Snow: A 
Randomized Double Blind 
Crossover Study.  
 
PLoS ONE 10(12): e0144332. 

Requirements of the journal before publication  
of the following article in PlosOne: 



We consider your study to be a clinical trial, following the WHO definition: "A 
clinical trial is any research study that prospectively assigns human participants 
or groups of humans to one or more health-related interventions to evaluate the 
effects on health outcomes. Interventions include but are not restricted to drugs, 
cells and other biological products, surgical procedures, radiologic procedures, 
devices, behavioural treatments, process-of-care changes, preventive care, etc." 
Please see http://www.plosone.org/static/editorial#clinical for our policies on 
clinical trials. 
 

PLOS ONE requires that all clinical trials are registered in an appropriate registry 
(the WHO list of approved registries is at 
http://www.who.int/ictrp/network/primary/en/index.html and more information 
on trial registration is at http://www.icmje.org/about-icmje/faqs/clinical-trials-
registration/).  
 

Please give the name of the registry and the registration number (e.g. ISRCTN or 
ClinicalTrials.gov) in the submission data and on the title page of your manuscript. 
 

If you have not registered your trial in an appropriate registry, we now require you 
to do so and will need confirmation of the trial registry number before we can pass 
your paper to the next stage of review. Please include in the Methods section of 
your paper your reasons for not registering this study before enrolment of 
participants started.  
 



Please change your Article Type from “Research Article” to “Clinical Trial” when 
submitting your manuscript.  
 

Please note that you must upload a completed CONSORT flowchart as figure 1 of 
your manuscript and the CONSORT checklist as a supporting information file. Blank 
copies of these documents and information regarding CONSORT can be found via 
the following link: http://www.consort-statement.org/. If your clinical trial uses a 
non-randomized design, you may wish to submit a TREND checklist 
(http://www.cdc.gov/trendstatement), in place of the CONSORT checklist; a 
flowchart is still required.” 
 

Please upload a copy of your trial study protocol as a supporting information file. 
By the study protocol, we mean the complete and detailed plan for the conduct 
and analysis of the trial that the ethics committee approved before the trial began. 
Please send this in the original language. If this is in a language other than English, 
please also provide a translation. Please detail any deviations from this study 
protocol in the Methods section of your manuscript. Your study protocol will be 
made available to the editors and reviewers, and will be published as supporting 
information with your manuscript if accepted for publication. (If you do not agree 
to this, we will not be able to publish your manuscript). If you have formally 
published a study protocol for your trial in a journal then you should cite this in 
your manuscript, but you still need to send us the original document. 



Pokyny pro autory a recenzenty 
časopisu Anesteziologie a intenzivní medicína 

V souladu s Helsinskou deklarací  
a požadavkem ICMJE (International 
Commitee of Medical Journal Editors) musí 
být klinické intervenční studie, zařazující 
pacienty po 1. 1. 2015, registrovány v některé 
z existujících databází (např. 
ClinicalTrials.gov). 

Czech journals – an example  



WMA Declaration of Helsinki - 
Ethical Principles for Medical 
Research Involving Human Subjects 

Recommendations for the Conduct, 
Reporting, Editing and Publication of Scholarly 
Work in Medical Journals (ICMJE 
Recommendations) 

International Clinical Trials  
Registry Platform (ICTRP) 

Final Rule for FDAAA 801 and 
NIH Policy on Clinical Trial 
Reporting 

EU Clinical Trials Register 

Reporting guidelines:  
CONSORT 
STROBE 
PRISMA  
STARD  
EQUATOR 

Parties involved 

... 



Adopted by the 18th WMA General Assembly, Helsinki, Finland, June 1964 
and amended by the .... 64th WMA General Assembly, Fortaleza, Brazil, October 2013 
 
The World Medical Association (WMA) has developed the Declaration of Helsinki as a 
statement of ethical principles for medical research involving human subjects, including 
research on identifiable human material and data. 
 

Research Registration and Publication and Dissemination of Results 
35.       Every research study involving human subjects must be registered in a publicly 
accessible database before recruitment of the first subject. 
36.       Researchers, authors, sponsors, editors and publishers all have ethical obligations 
with regard to the publication and dissemination of the results of research. Researchers 
have a duty to make publicly available the results of their research on human subjects and 
are accountable for the completeness and accuracy of their reports. All parties should 
adhere to accepted guidelines for ethical reporting. Negative and inconclusive as well as 
positive results must be published or otherwise made publicly available. Sources of funding, 
institutional affiliations and conflicts of interest must be declared in the publication. Reports 
of research not in accordance with the principles of this Declaration should not be accepted 
for publication. 
 

WMA Declaration of Helsinki - Ethical 
Principles for Medical Research Involving 
Human Subjects 

http://www.wma.net/en/30publications/10policies/b3/ 
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International Clinical Trials  
Registry Platform (ICTRP) 

Final Rule for FDAAA 801 and 
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See the document: 
http://www.icmje.org/about-icmje/faqs/icmje-recommendations/ 

Recommendations for the Conduct, 
Reporting, Editing and Publication of Scholarly 
Work in Medical Journals (ICMJE 
Recommendations) 



Who Is an Author? 
1. Substantial contributions to the conception or design of the work; or the 
acquisition, analysis, or interpretation of data for the work; AND 
2. Drafting the work or revising it critically for important intellectual content; 
AND 
3. Final approval of the version to be published; AND 
4. Agreement to be accountable for all aspects of the work in ensuring that 
questions related to the accuracy or integrity of any part of the work are 
appropriately investigated and resolved. 
 
In addition to being accountable for the parts of the work he or she has done, an 
author should be able to identify which co-authors are responsible for specific 
other parts of the work.  
 
Those who do not meet all four criteria should be acknowledged—see Section 
II.A.3. 



Predatory or Pseudo-Journals 
A growing number of entities are advertising themselves as “scholarly medical 
journals” yet do not function as such. These journals (“predatory”or “pseudo-
journals”) accept and publish almost all submissions and charge article 
processing (or publication) fees, often informing authors about this after a 
paper’s acceptance for publication. They often claim to perform peer review but 
do not and may purposefully use names similar to well established journals. 
They may state that they are members of ICMJE but are not (see www.icmje.org 
for current members of the ICMJE) and that they follow the recommendations of 
organizations such as the ICMJE, COPE and WAME. Researchers must be aware 
of the existence of such entities and avoid submitting research to them for 
publication. Authors have a responsibility to evaluate the integrity, history, 
practices and reputation of the journals to which they submit manuscripts. 
Guidance from various organizations is available to help identify the 
characteristics of reputable peer-reviewed journals 
(http://www.wame.org/identifying-predatory-or-pseudo-journals, ...).  
Predatory publishers:  https://beallslist.weebly.com/. 

http://www.wame.org/identifying-predatory-or-pseudo-journals
http://www.wame.org/identifying-predatory-or-pseudo-journals
http://www.wame.org/identifying-predatory-or-pseudo-journals
http://www.wame.org/identifying-predatory-or-pseudo-journals
http://www.wame.org/identifying-predatory-or-pseudo-journals
http://www.wame.org/identifying-predatory-or-pseudo-journals
http://www.wame.org/identifying-predatory-or-pseudo-journals
http://www.wame.org/identifying-predatory-or-pseudo-journals
http://www.wame.org/identifying-predatory-or-pseudo-journals
https://beallslist.weebly.com/


Protection of Research Participants 
 
All investigators should ensure that the planning conduct and reporting of human 
research are in accordance with the Helsinki Declaration as revised in... 
 
All authors should seek approval to conduct research from an independent local, 
regional, or national review body (e.g., ethics committee, institutional review 
board)... 
 
 
When reporting experiments on animals, authors should indicate whether 
institutional and national standards for the care and use of laboratory animals 
were followed. Further guidance on animal research ethics is available from the 
International Association of Veterinary Editors’ Consensus Author Guidelines on 
Animal Ethics and Welfare 
(http://veteditors.org/ethicsconsensusguidelines.html). 



Interesting topics covered (examples): 
Copyright 
Overlapping Publications 
Duplicate and Prior Publication 
Acceptable Secondary Publication 
Manuscripts Based on the Same Database 

 
Clinical Trials 
 
Registration 
The ICMJE requires, and recommends that all medical journal editors require, 
registration of clinical trials in a public trials registry at or before the time of first 
patient enrollment as a condition of consideration for publication. 
 
The ICMJE accepts publicly accessible registration in any registry that is a primary 
register of the WHO International Clinical Trials Registry Platform (ICTRP) 
(www.who.int/ictrp/network/primary/en/index.html) or in ClinicalTrials.gov, 
which is a data provider to the WHO ICTRP. 

http://www.who.int/ictrp/network/primary/en/index.html)


Preparing a Manuscript for Submission to a Medical Journal 
 
Reporting Guidelines 
Reporting guidelines have been developed for different study designs; examples include: 
 
CONSORT for randomized trials (www.consort-statement.org),  
STROBE for observational studies (http://strobe-statement.org/),  
PRISMA for systematic reviews and meta-analyses (http://prisma-statement.org/), 
STARD for studies of diagnostic accuracy (www.stard-statement.org/ ). 

 
Manuscript Sections 
Methods 
The Methods section should include a statement indicating that the research was 
approved by an independent local, regional or national review body (e.g., ethics 
committee, institutional review board)... 
Selection and Description of Participants 
Technical Information 
Statistics 

 

http://www.consort-statement.org/
http://www.consort-statement.org/
http://www.consort-statement.org/
http://strobe-statement.org/
http://strobe-statement.org/
http://strobe-statement.org/
http://prisma/
http://prisma-statement.org/
http://prisma-statement.org/
http://prisma-statement.org/
http://www.stard-statement.org/
http://www.stard-statement.org/
http://www.stard-statement.org/


Preparing a Manuscript for Submission to a Medical Journal 
 
Manuscript Sections 
 
Discussion 
It is useful to begin the discussion by briefly summarizing the main findings... 
 
References 

 
Preparation of the manuscript: 
Illustrations   
Figures 
Tables 
Units of Measurement 
Abbreviations and Symbols 
... 
 

 

19 
pages 
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https://s3.amazonaws.com/public-
inspection.federalregister.gov/2016-22129.pdf 



Clinical Trials Registration and Results Information Submission 
National Institutes of Health, Department of Health and Human Services 

See the document: 
https://s3.amazonaws.com/public-inspection.federalregister.gov/2016-22129.pdf 

It requires that the responsible party register (in linicalTrials.gov.) an applicable clinical 
trial not later than 21 calendar days after enrolling the first human subject. 
 
This rule requires the submission of results information not later than 1 year after the 
completion date (referred to as the “primary completion date”) of the clinical trial, 
which is defined as the date of final data collection for the primary outcome measure. 
Results information submission could be delayed for up to 2 additional years... 
 
This final rule requires that all submitted information be updated at least annually if 
there are changes to report. More rapid updating is required... 
 
This final rule will be effective January 18, 2017.   



ClinicalTrials.gov accepts information on trials other than those legally required to be 
registered in support of the mission of the NLM and other policies such as those from the 
ICMJE. 
 
The information that describes the clinical trial in the registry records also facilitates 
assessments of the quality and appropriateness of trial reporting by enabling journal 
editors, researchers, and other readers of the medical literature to assess the degree to 
which the disclosed results (e.g., journal articles, scientific conferences) accurately reflect 
the prespecified protocol and have accounted for all prespecified outcome measures.  
This helps to (1) prevent the type of incomplete results reporting that has been 
documented in conference and journal abstracts, as well as in full journal articles [Ref. 
33] and (2) allow the members of the public to assess fidelity to the protocol, which is 
essential to understanding the validity of disclosed results. 
 
The public availability of results information helps investigators design trials and IRBs 
review proposed trials, by allowing them to weigh the proposed study’s risks and benefits 
against a more complete evidence base than is currently available through the scientific 
literature. The rule facilitates better science through aiding in the identification of 
knowledge gaps for trials of all types of products, whether unapproved or approved and 
marketed.  Mandatory submission and posting of results information will also help 
investigators avoid repeating trials on drug and device products (including biological 
products) that have been found to be unsafe or unsuccessful while also providing access to 
information that may help verify findings. 



The submission and posting of results information on 
ClinicalTrials.gov may occur before, simultaneously with, or after 
journal publication, but is independent of journal submission and 
publication.   
 
The legal requirements help to fill substantial gaps in the database left by the non-
publication (or very delayed publication) of a substantial portion of clinical trials in the 
medical literature.  ...   
 
The availability of results information from applicable clinical trials will help to prevent 
skewing of the evidence base that is the foundation of systematic reviews and clinical 
practice guidelines. 
 
 



“Clinical trial” in § 11.10(a) to mean “a clinical investigation or a clinical study in which 
human subjects are prospectively assigned, according to a protocol, to one or more 
interventions (or no intervention) to evaluate the effects of the interventions on 
biomedical or health-related outcomes.” 
 
“Applicable device clinical trial” is a prospective clinical study of health outcomes 
comparing an intervention with a device subject to section 510(k), 515, or 520(m) of the 
FD&C Act against a control in human subjects (other than a small clinical trial to 
determine the feasibility of a device, or a clinical trial to test prototype devices where 
the primary outcome measure relates to feasibility and not to health outcomes). 
 



If a clinical study of a device product includes sites both within the United States 
(including any U.S. territory) and outside of the United States, and if any of those sites 
is using (for the purposes of the clinical study) a device product that is subject to 
section 510(k), 515, or 520(m) of the FD&C Act, we would consider the entire clinical 
study to be an applicable device clinical trial, provided that it meets all of the other 
criteria of the definition under this part. 
 
However, a clinical study of a device product that is being conducted entirely outside of 
the United States (i.e., does not have any sites in the United States or in any U.S. 
territory) and is not conducted under an IDE may not be a clinical study of a device 
product subject to section 510(k), 515, or 520(m) of the FD&C Act and, therefore, is not 
an applicable device clinical trial, depending on where the device product being used in 
the clinical study is manufactured.  If the device product is manufactured in the United 
States or any U.S. territory, and is exported for study in another country (whether it is 
exported under section 801(e) or section 802 of the FD&C Act), the device product is 
considered to be subject to section 510(k), 515, or 520(m) of the FD&C Act.  If the 
device product is manufactured outside of the United States or its territories, and the 
clinical study sites are all outside of the United States and/or its territories, the device 
product would not be considered to be subject to section 510(k), 515, or 520(m) of the 
FD&C Act.  A device product that is packaged and/or labeled in the United States would 
be considered “manufactured” in the United States subject to section 510(k), 515, or 
520(m) of the FD&C Act. 
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International Clinical Trials Registry Platform 
(ICTRP) 

http://www.who.int/ictrp/network/primary/en/ 



Primary Registries in the WHO Registry Network 
 
Primary Registries in the WHO Registry Network meet specific criteria for content, quality 
and validity, accessibility, unique identification, technical capacity and administration. 
Primary Registries meet the requirements of the ICMJE. 
 
The registries that currently meet these criteria are: 
 

Australian New Zealand Clinical Trials Registry (ANZCTR)   
Brazilian Clinical Trials Registry (ReBec)      
Chinese Clinical Trial Registry (ChiCTR)   
Clinical Research Information Service (CRiS), Republic of Korea  
Clinical Trials Registry - India (CTRI)   
Cuban Public Registry of Clinical Trials(RPCEC)      
EU Clinical Trials Register (EU-CTR)   
German Clinical Trials Register (DRKS)      
Iranian Registry of Clinical Trials (IRCT)   
ISRCTN.org   
Japan Primary Registries Network (JPRN) (in Japanese)    
        Network members:   UMIN CTR Website,   JapicCTI Website,    JMACCT CTR Website 
Thai Clinical Trials Registry (TCTR)       
The Netherlands National Trial Register (NTR)      
Pan African Clinical Trial Registry (PACTR)  
Sri Lanka Clinical Trials Registry (SLCTR)   http://www.who.int/ictrp/network/primary/en/ 



EU Clinical Trials Register 

https://clinicaltrials.gov/ 

https://www.clinicaltrialsregister.eu/ 

https://www.nih.gov/news-events/news-
releases/hhs-take-steps-provide-more-
information-about-clinical-trials-public 

Roles in the register:  
• (Principal) investigator or sponsor 
 (must be approved by an administrator) 
 
• administrator (within an organization/institute) 
  
     

International Clinical Trials Registry Platform (ICTRP) 

❶ 

❷ 
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http://www.consort-statement.org/  

CONSORT 2010 Explanation and Elaboration: updated guidelines 
for reporting parallel group randomized trials 

http://www.consort-statement.org/
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Summary 
Journals consider (almost) all studies involving human subjects as clinical trials. 
 
According to the requirements of  ICMJE and Helsinsky Declaration of WMA, the 
journals require that all clinical trials are registered in a ICTRP (WHO) approved 
database 

 
EU Clinical Trials Register 
ClinicalTrials.gov 

 
Since January 18, 2017, the document “Clinical Trials Registration and Results 
Information Submission“ (National Institutes of Health, Department of Health 
and Human Services) is effective: 
 
If a clinical study is conducted (even partly) in the US territories OR a device 
under research was produces in the US, the study must be registered solely in 
ClinicalTrials.gov. 
  
Journals based in the US (...) require registration in ClinicalTrials.gov; they do not 
accept other ICTRP (WHO) approved registers. 



 
A study should be registered before the first subject is enrolled. 
 
The journals require that the manuscript is prepared according to 
“Recommendations for the Conduct, Reporting, Editing and Publication of 
Scholarly Work in Medical Journals (ICMJE Recommendations)“. 

This document is very useful and the potential authors should know it 
before designing the clinical trial. 
 

 
According to ICMJE Recommendations, journals require that the manuscripts are 
prepared (dependent on the type of the study) according to: 
 

CONSORT for randomized trials,  
STROBE for observational studies,  
PRISMA for systematic reviews and meta-analyses, 
STARD for studies of diagnostic accuracy. 

 
A checklist and a flowchart is very often required during manuscript submission. 
 
 

 
 
 

Summary 



 
A study should be registered before the first subject is enrolled. 
 
The journals require that the manuscript is prepared according to 
“Recommendations for the Conduct, Reporting, Editing and Publication of 
Scholarly Work in Medical Journals (ICMJE Recommendations)“. 

This document is very useful and the potential authors should know it 
before designing the clinical trial. 
 

 
According to ICMJE Recommendations, journals require that the manuscripts are 
prepared (dependent on the type of the study) according to: 
 

CONSORT for randomized trials,  
STROBE for observational studies,  
PRISMA for systematic reviews and meta-analyses, 
STARD for studies of diagnostic accuracy. 

 
A checklist and a flowchart is very often required during manuscript submission. 
 
 

        This presentation is available at:   www.ventilation.cz  
 
 

Summary 
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