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REVEAL – 
prior evidence for new trials

Report Form


Version 2.0 (September 2025) available at: https://doi.org/10.48341/REVEAL-reportform 

Your feedback on this report form is very welcome. Just email us at office@cochrane.at with REVEAL in the subject line.
[image: ][image: Ein Bild, das Text, ClipArt enthält.

Automatisch generierte Beschreibung][image: ]

12
Disclaimer:

This structured report form takes clinical researchers step-by-step through the process of planning and conducting a literature review for a new trial. Decisions regarding the review questions, scope and eligibility criteria for each literature review should be made a priori.

The report form provides a template for documenting all the relevant information needed to prepare the respective sections of funding proposals or trial protocols for submission for ethics review.

This report form is one of three documents in the REVEAL Guide: 
· Find all the background information on the REVEAL literature review process in the detailed guidance document: https://doi.org/10.48341/REVEAL-guide. 
· [image: ]Find a worked example with a completed report form and sample text for a funding proposal or a trial protocol: https://doi.org/10.48341/REVEAL-example. The worked example will help you to understand what is required in each section of the report form.


The REVEAL literature review process is divided into two parts (see Figure 1 on the next page): In Part A, you will first search for published systematic reviews (SRs). This is more efficient than searching for published trials first, and if you find one or more well-conducted and up-to-date SRs on the topic of your planned trial, you may not need to search for published, unpublished or ongoing trials in Part B.
[image: Ein Bild, das Text, Screenshot, Schrift, Design enthält.

KI-generierte Inhalte können fehlerhaft sein.]
Figure 1: Schematic overview of the REVEAL literature review process  

General information

Topic
[What is the title of your project?]

Author(s)
[list your name and anybody who will work with you on reviewing the literature for your planned trial]

Contact
[name and contact details of responsible person]

Start date
[date when you started the literature review; dd/mm/yyyy]




PART A
Look for existing systematic reviews (SRs)

Step A1 | Review question

Where did you conduct your preliminary searches?
Preliminary searches are conducted during the preparation phase to get an idea of the available evidence on your topic. Results from preliminary searches help you to define and refine your review question and eligibility criteria.
Select all that apply
☐ 	Google
☐ 	Google Scholar
☐ 	PubMed
☐ 	Other [write down which]: 

Which search terms were useful for your preliminary search?
Useful search terms identified during preliminary searching can help you construct your systematic search in Step A3.


What is your review question?
Write down your review question, ideally in a PICO structure: (i.e., Population, Intervention, Comparison, Outcome) and define the PICO elements under the following sub-headings.


What is the population that you will investigate?


What is the intervention that you will investigate?


What is the comparator intervention that you will investigate?


What are the outcomes that you will investigate? [Focus on the most patient-relevant outcomes and consider patient reported outcomes (PROs) which directly provide the patient perspective.]


Step A1 | Review question (optional tasks)

Who is involved in determining the review question and PICO elements?
Select all person groups that are involved in one or more steps of your review (e.g., discussing the topic of the review, determining the review question or choosing the outcomes that will be considered)
☐ 	Patients or patient representatives 
☐ 	 Clinicians (i.e., clinical experts in addition to the main author(s))
☐ 	Methodological experts (e.g., information specialist, statistician, systematic review expert)
☐ 	Others [describe who]: 
☐	None of the above

What is your approach to defining the 3-5 most important outcomes?
Select all that apply
☐ 	I searched the COMET database, https://www.comet-initiative.org/
☐ 	I used the SPIRIT-PRO guideline (https://doi.org/10.1001/jama.2017.21903) or the ‘Recommendations for including or reviewing patient reported outcome endpoints in grant applications’ by Snyder et al. 2021 (https://doi.org/10.1136/bmj.n1367)
☐ 	I consulted guidance or other information by regulators (e.g., FDA, EMA)
☐ 	I involved patients and/or other clinicians
☐ 	Other [describe]: 


Step A2 | Eligibility criteria
What are the main eligibility criteria for your literature review?
Fill out the table based on your review question. To improve the clarity of the eligibility criteria, also define exclusion criteria to contrast with the inclusion criteria. You may use the empty rows to add additional elements that are relevant for searching, study selection, data extraction, synthesis (e.g., document availability, study size, etc.)

	Category
	INCLUSION CRITERIA
	EXCLUSION CRITERIA

	POPULATION
	
	

	INTERVENTION
	
	

	COMPARATOR
	
	

	OUTCOMES
	
	




What are additional elements relevant for searching, study selection, data extraction, and synthesis?
Add any additional elements that may help you in the literature review process. You may use the empty rows to add additional elements or delete the predefined elements if they are not relevant for your review question.

	Category
	INCLUSION CRITERIA
	EXCLUSION CRITERIA

	STUDY DESIGN 
[select all that apply]
	☐ Systematic reviews
☐ Other types of evidence synthesis: 
	☐ Non-systematic literature review (without any methods description)
☐ Any primary study

	SETTING (e.g., hospital, outpatient clinic, etc.)
	
	

	DOCUMENT TYPE [select all that apply]
	☐ Peer-reviewed articles
☐ Other published literature
☐ (Published) study protocols
☐ Preprints
☐ Conference abstracts
☐ Dissertations/Theses
☐ Other grey literature (e.g., webpages)
	☐ Peer-reviewed articles
☐ Other published literature
☐ (Published) study protocols
☐ Preprints
☐ Conference abstracts
☐ Dissertations/Theses
☐ Other grey literature (e.g., webpages)

	LANGUAGE
	
	

	PUBLICATION YEARS
	
	

	FULL-TEXT ACCESS
	
	

	
	
	




Step A3 | Search

Do you get input from an information specialist to construct your search strategy for existing SRs?
E.g., an information specialist designs and carries out your searches, or gives you advice about the search approach or does a peer review of your search strategy.
☐ 	No
☐ 	Yes 

Which information sources do you use in your systematic search for SRs?
Select all that apply
We recommend searching at least one bibliographic database (e.g., MEDLINE/PubMed) and one additional source (e.g., academic search engines, such as Google Scholar, or other supplementary search methods, such as checking the reference lists of included SRs)
	Bibliographic databases
	Search engines
	Supplementary search methods

	☐ 	MEDLINE searched via PubMed
☐ 	MEDLINE searched via Ovid
☐ 	Epistemonikos.org
☐ 	Cochrane Database of Systematic Reviews (via Cochrane Library) 
☐ 	Ovid Evidence-Based Medicine Reviews
☐ 	Other Database(s) [List any databases + Interface or URL]: 

	☐ 	Google Scholar 
(e.g., screen only the first 20 results per query)
☐ 	Other Search engines [List any search engine used]: 

	☐ 	Reference list checking
☐ 	Forward citation tracking
☐ 	Other supplementary search methods [List any other methods used]: 




What are your search strategies to find SRs?
Record the date of your search and the names of the databases/search engines used, and copy and paste the exact search strings you used in each database/search engine. Also, document any filters or limits you applied to your search, e.g., selecting only the first 20 records for every Google Scholar search result. Document your search in sufficient detail to be reproducible (e.g., exact search terms, combinations with AND or OR). 
Write down the numbers of records that you retrieved for each information source – you will need them to fill in the PRISMA flow chart.

Essential: [name of bibliographic database] searched [date of search]


Essential: [name of bibliographic database, search engine or other supplementary search methods] searched [date of search]


Optional: further bibliographic databases [name of bibliographic database] searched [date of search]


Optional: further supplementary search methods [name search engine or other supplementary search methods] searched [date of search]


Step A3 | Search (optional tasks)
Do you use a reference management software or a SR support platform to collect search results and document the data selection process?
☐ 	No
☐ 	Yes, I use [mark all that apply]
☐ 	EndNote
☐ 	Zotero
☐ 	Mendeley
☐ 	Citavi
☐ 	Rayyan
☐ 	SR Accelerator
☐ 	Covidence
☐ 	DistillerSR
☐ 	EPPI-Reviewer
☐ 	JBI SUMARI
☐ 	Other [write down which]: ___


Step A4 | SR selection – abstract level
What is your approach for title and abstract screening? 
Select one option
☐ 	Essential: One person screens all records at titles/abstract level on their own (i.e., single screening)
☐ 	Optional: More than one person screens titles/abstracts, but each title/abstract is screened only once (i.e., single screening)
☐ 	Optional: Single screening, but a second researcher helps with uncertain screening decisions
☐ 	Optional: A second researcher cross-checks a subset of abstracts or all excluded titles/abstracts
☐ 	Optional: Each abstract is screened by two or more persons (i.e., dual screening)
☐ 	Other [Please explain your approach here]: 

Did you first screen a subset of abstracts (e.g., 30-50) to fine-tune your eligibility criteria?
If you are screening your titles/abstracts alone, it is helpful to refine your eligibility criteria after screening the first batch. If two or more researchers are involved, discuss the uncertainties of the first batch to get everyone on the same page.
☐ 	Yes
☐ 	No

How many titles/abstracts did you include and exclude?
It is enough to document the numbers. You will need them in the PRISMA flow chart.
Number of included titles/abstracts: ___
Number of excluded titles/abstracts: ___


Step A5 | SR selection – full-text level
Were you able to retrieve the full texts of all potentially relevant abstracts?
☐ 	Yes
☐ 	No
If no, how many records could you not find? ___ (You will need the number in the PRISMA flow chart)

What is your approach for full-text screening?
Select one option
☐ 	Essential: One person screens all full texts on their own (i.e., single screening)
☐ 	Optional: More than one person screens full texts, but each full text will be screened only once (i.e., single screening)
☐ 	Optional: Single screening, but a second researcher helps with uncertain screening decisions
☐ 	Optional: A second researcher crosschecks a subset of full texts or all excluded full texts
☐ 	Optional: Each full text is screened by two or more persons (i.e., dual screening)
☐ 	Other [Please explain your approach here]: 

How many full-text articles did you include and exclude?
Write the numbers of included and excluded full texts in the PRISMA chart on the next page. 

Number of included titles/abstracts: ___
Number of excluded titles/abstracts: ___

Here is a list of possible reasons for exclusion. Add or delete reasons as appropriate for your review.
ineligible population: 
ineligible intervention: 
ineligible comparison: 
ineligible outcomes: 
ineligible study design (e.g., RCT or other primary study): 
ineligible setting: 
ineligible document type (e.g., study protocols, conference abstract, preprint): 
ineligible language: 
ineligible publication date: 
full text not retrievable: 



What are the results of the search and selection process for SRs (Part A)?
To be filled out stepwise, after searching, abstract and full text screening: Use this PRISMA flow chart to document how many SRs you found, excluded and included. For documents that you assessed in full text, also document the reasons for exclusion, optionally by coding the reasons (e.g., ineligible population). 
Identification of SRs


Abstracts/titles removed before screening:
Duplicate records removed (n = )
Records marked as ineligible by automation tools (n = )
Records removed for other reasons (n = )
Abstracts/titles identified from*:
MEDLINE/PubMed (n = )
Epistemonikos (n = )
Supplementary search methods (n = )


Identification







Abstracts/titles screened
(n = )
Abstracts/titles excluded**
(n = )





Full-text reports sought for retrieval
(n = )
Full-text reports not retrieved
(n = )


Screening




Full-text reports assessed for eligibility
(n = )
Full-text reports excluded:
ineligible population (n = )
ineligible intervention (n = )
ineligible comparison (n = )
ineligible outcomes (n = )
ineligible study design (n = )
etc.







SRs included 
(n = )

Included





*Consider, if feasible to do so, reporting the number of records identified from each database and other sources searched separately (rather than the total number across all databases/sources).
**If automation tools were used, indicate how many records were excluded by a human and how many were excluded by automation tools.

Adapted From: Page MJ, McKenzie JE, Bossuyt PM, Boutron I, Hoffmann TC, Mulrow CD, et al. The PRISMA 2020 statement: an updated guideline for reporting systematic reviews. BMJ 2021;372:n71. doi: 10.1136/bmj.n71
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	How to proceed from here?



Did you find eligible SRs?
☐ 	NO ® skip Step A6 proceed directly to Part B
☐ 	YES ® proceed with Step A6

Eligible SRs that meet our inclusion criteria:
[Please list the references of all eligible SRs, i.e., those that meet your inclusion criteria here]



Step A6 | Methodological quality of eligible SRs
Which tool do you use to assess the methodological quality of eligible SRs? 
Select one tool 
☐ 	“Fast and frugal” decision tree for rapid critical appraisal of SRs based on AMSTAR 2 (https://doi.org/10.1002/jrsm.1754)
☐ 	AMSTAR 2 (https://amstar.ca/Amstar_Checklist.php)
☐ 	Other [List the quality assessment tool]: 


What is your approach for assessing the methodological quality of eligible SRs?
Select the number of researchers involved in assessing methodological quality
☐ 	Essential: A single researcher assesses the methodological quality 
☐ 	Optional: A second researcher verifies the quality assessments
☐ 	Optional: Two researchers assess the quality independently
☐ 	Optional: Other [Please explain your approach here]: 


What is the result of your quality assessment of included SRs?
[Copy your quality assessment results from filled-out templates or list the results of methodological quality assessment here]: 
	Reference (authors, title, year)
	Overall quality rating for the SR with explanations

	
	

	
	

	
	




What were your findings from the searches for SRs?
Now it is time to document the results of Part A. Use the table below to help you remember why you stopped here or moved on to Part B. If you found any eligible SRs, write down the most important information about them here (e.g., quality rating, main findings). Write a short justification for stopping here or moving on to Part B.

	Systematic reviews

	Number of eligible SRs
	

	Overall quality rating of SRs
	

	Summary of the SR findings
	

	Justification for stopping or moving on to Part B
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	Decision point – Is Part B necessary?


Based on your findings from Part A: Will you search for previous trials (published and unpublished)?
Select one option
☐ 	NO, because I found at least one recent and good-quality SR that addresses my review question
☐ 	YES, because I only found outdated good-quality SRs that address my review question. I will look for more recent evidence on my research question ® proceed to Part B
☐ 	YES, because I found no recent and good-quality SR and will look for previous trials ® proceed to Part B

Infobox: ‘recent’ and ‘good-quality’ systematic review
Whether a SR can be considered ‘recent’ or ‘up-to-date’ depends on the topic under investigation. In a fast-changing field, a SR with a search date of 2 years ago may be already out of date. In a field where developments are slower, a SR with a search date of, e.g., 5 years ago maybe still be usable; in particular, if a research question has been settled. As a rule of thumb, if you know already 1 or more RCTs not included in a SR due to an older search date, the SR should be considered ‘outdated’, but a SR with a search date of 1 year ago or less is typically considered ‘recent’. In any case, we recommend consulting a content expert to judge whether the SR is outdated.
We consider a SR to be ‘good-quality’ if it is useful for the purpose of REVEAL. To qualify as ‘good-quality’, a SR should meet the following criteria (based on reasoning from AMSTAR2 and the “fast and frugal” decision tree): The search covered at least 2 databases and a trial register, the search strategy was reported, the risk of bias of included trials was systematically assessed, and the results were synthesized qualitatively or quantitatively.

[bookmark: _Hlk126162601]PART B
Look for previous trials 
(published, unpublished or ongoing)
If you found an outdated SR on your review question or a SR that has a similar topic but does not answer your review question, you can use the information from these SRs to inform your search for previous trials: e.g., to update an outdated SR, to choose relevant information sources or to specify eligible outcome measures. 

Step B1 | Review question and eligibility criteria 
Based on the results of Part A, are any changes to the review question needed? (e.g., specifying eligible population sub-groups, outcomes or outcome measures) 
Select one option
☐ 	Yes, I need to modify my review question 
☐ 	No, my review question is still valid

What is your review question?
Copy and paste your review question from Part A and make any changes or modifications here. 
Your review question should ideally be formulated in a PICO structure: (i.e., Population, Intervention, Comparison, Outcome). Define the PICO elements under the following sub-headings.


What is the population that you will investigate? (e.g., specify eligible population sub-groups)


What is the intervention that you will investigate?


What is the comparator intervention that you will investigate?


What are the outcomes that you will investigate? [Focus on the most patient-relevant outcomes and consider patient reported outcomes (PROs) which directly provide the patient perspective.]

Are any changes to the main eligibility criteria needed? (e.g., specifying eligible population sub-groups, outcomes or outcome measures)
Select one option
☐ 	Yes, I need to modify my eligibility criteria
☐ 	No, there is no need for changes in my eligibility criteria

What are the main eligibility criteria for your literature review? 
Copy and paste the table with your main eligibility criteria from Part A and make any changes or modifications here. 

	Category
	INCLUSION CRITERIA
	EXCLUSION CRITERIA

	POPULATION
	
	

	INTERVENTION
	
	

	COMPARATOR
	
	

	OUTCOMES
	
	



What are additional elements relevant for searching, study selection, data extraction, synthesis?
Copy and paste the table with your main eligibility criteria from Part A and make any changes or modifications that are necessary for the review of previous trials. E.g., changing eligible study designs to RCTs, limiting to publication dates starting from the search date of an identified SR, etc.

	Category
	INCLUSION CRITERIA
	EXCLUSION CRITERIA

	STUDY DESIGN 
[select all that apply]
	☐ RCT
☐ Other design [which]: 
	

	SETTING (e.g., hospital, outpatient clinic, etc.)
	
	

	DOCUMENT TYPE
[select all that apply]
	☐ Peer-reviewed articles
☐ Other published literature
☐ Trials register entries
☐ (Published) study protocols
☐ Preprints
☐ Conference abstracts
☐ Dissertations/Theses
☐ Other grey literature (e.g., webpages)
	☐ Peer-reviewed articles
☐ Other published literature
☐ Trials register entries
☐ (Published) study protocols
☐ Preprints
☐ Conference abstracts
☐ Dissertations/Theses
☐ Other grey literature (e.g., webpages)

	LANGUAGE
	
	

	PUBLICATION DATE
[select all that apply]
	☐ Starting from the last search date of an included SR: ___
☐ Other time limit: ___
☐ no time limit
	

	FULL-TEXT ACCESS
	
	

	
	
	







Step B2 | Search
Do you get input from an information specialist to construct your search strategy for published and unpublished trials?
E.g., an information specialist designs and carries out your searches, or gives you advice about the search approach or does a peer review of your search strategy.
☐ 	No
☐ 	Yes 

Which information sources do you use in your search for published trials?
[bookmark: _Hlk160108363]Select all that apply
We recommend searching at least the bibliographic database MEDLINE (e.g., via PubMed) and one additional source (e.g., academic search engines, such as Google Scholar, or other supplementary search methods, such as checking the reference lists of included SRs or included trials)
	Bibliographic databases
	Search engines
	Supplementary search methods

	☐ 	MEDLINE searched via PubMed
☐ 	MEDLINE searched via Ovid
☐ 	Cochrane Central Register of Controlled Trials (CENTRAL) searched via the Cochrane Library
☐ 	Cochrane Central Register of Controlled Trials (CENTRAL) searched via Ovid
☐ 	Embase searched via Embase.com (Elsevier)
☐ 	Embase searched via Ovid
☐ 	Other Database(s) [List any databases + Interface or URL]: 

	☐ 	Google Scholar 
(e.g., screen only the first 20 results per query)
☐ 	Other Search engines [List any search engine used]: 

	☐ 	Reference list checking of SRs found in Part A
☐ 	Reference list checking of included trials
☐ 	Forward citation tracking
☐ 	Other supplementary search methods [List any other methods used]: 




Which information sources do you use to find ongoing/unpublished trials?
Select all that apply
☐ 	Essential: ClinicalTrials.gov
☐ 	Optional: WHO International Clinical Trials Registry Platform (ICTRP)
☐ 	Optional: Other trials registers, e.g., national trials registers [List any other registers you are searching and provide their URL]: 


What are your search strategies to find previous trials?
Record the date of your search and the names of the databases/search engines/trials registers used, and copy and paste the exact search strings you used in each database/search engine/trials register. Also, document any filters or limits you applied to your search, e.g., selecting only the first 20 records for every Google Scholar search result. Document your search in sufficient detail to be reproducible (e.g., exact search terms, combinations with AND or OR). For reference list checking, note the articles you used. 
Write down the numbers of records that you retrieved for each information source – you will need them to fill in the PRISMA flow chart.

Essential: MEDLINE (via [platform, e.g., PubMed, Ovid, Ebsco]) searched [date of search]


Essential: Supplementary search via [e.g., Google, reference list checking, etc.] searched [date of search]


Essential: ClinicalTrials.gov searched [date of search]


Optional: further bibliographic databases [name of bibliographic database] searched [date of search]


Optional: further supplementary search methods [name search engine or other supplementary search methods] searched [date of search]


Step B3 | Study selection – abstract level
What is your approach for title and abstract screening for published trials?
Select one option
☐ 	Essential: One person screens all records at titles/abstract level on their own (i.e., single screening)
☐ 	Optional: More than one person screens titles/abstracts, but each title/abstract is screened only once (i.e., single screening)
☐ 	Optional: Single screening, but a second researcher helps with uncertain screening decisions
☐ 	Optional: A second researcher cross-checks a subset of abstracts or all excluded titles/abstracts
☐ 	Optional: Each abstract is screened by two or more persons (i.e., dual screening)
☐ 	Other [Please explain your approach here]: 


Did you first screen a subset of abstracts (e.g., 30-50) to fine-tune your eligibility criteria?
If you are screening your titles/abstracts alone, it is helpful to refine your eligibility criteria after screening the first batch. If two or more researchers are involved, discuss the uncertainties of the first batch to get everyone on the same page.
☐ 	Yes
☐ 	No

How many titles/abstracts from the search for published trials did you include and exclude?
It is enough to document the numbers. You will need them in the PRISMA flow chart.
Number of included titles/abstracts: ___
Number of excluded titles/abstracts: ___

What is your approach to looking for ongoing/unpublished trials?
Select one option
☐ 	Essential: Pragmatic approach: One person conducts simple search(es) in ClinicalTrials.gov, screens the titles and full records on screen during the search ("Google"-like approach, combined searching and screening)
☐ 	Optional: Systematic approach: An information specialist searches ClinicalTrials.gov using a systematic search strategy, exports the results in bulk and researcher(s) screen them separately from the search (either by one person or dually)

How many ClinicalTrials.gov records did you include and exclude?
Write down the numbers of retrieved, screened and included references. You will need these numbers in the PRISMA flow chart.
Number of initially retrieved records: ___
Number of full records screened: ___
Number of included records: ___
Optional: Number of excluded records (with reason): [add or delete reasons as appropriate for your review]
ineligible population: ___
ineligible intervention: ___
ineligible comparison: ___
ineligible outcomes: ___
ineligible study design (e.g., other than RCT): ___
ineligible setting: ___
ineligible document type (e.g., study protocols, conference abstract, preprint): ___
ineligible language: ___
ineligible publication date: ___


Optional: How many records from other trial registers did you include and exclude? (e.g. WHO International Clinical Trials Registry Platform (ICTRP), national trials registers)
Write down the numbers of retrieved, screened and included references. You will need these numbers in the PRISMA flow chart.
Number of initially retrieved records: ___
Number of full records screened: ___
Number of included records: ___
Optional: Number of excluded records (with reason): [add or delete reasons as appropriate for your review]
ineligible population: ___
ineligible intervention: ___
ineligible comparison: ___
ineligible outcomes: ___
ineligible study design (e.g., other than RCT): ___
ineligible setting: ___
ineligible document type (e.g., study protocols, conference abstract, preprint): ___
ineligible language: ___
ineligible publication date: ___


Step B4 | Study selection – full-text level
Were you able to retrieve the full texts of all potentially relevant abstracts of published trials?
☐ 	Yes
☐ 	No
If no, how many records could you not find? ___ (You will need the number in the PRISMA flow chart)

What is your approach for full text screening of published trials?
Select one option
☐ 	Essential: One person screens all full texts on their own (i.e., single screening)
☐ 	Optional: More than one person screens full texts, but each full text will be screened only once (i.e., single screening)
☐ 	Optional: Single screening, but a second researcher helps with uncertain screening decisions
☐ 	Optional: A second researcher cross-checks a subset of full texts or all excluded full texts
☐ 	Optional: Each full text is screened by two or more persons (i.e., dual screening)
☐ 	Other [Please explain your approach here]: 

How many full-text articles of published trials did you include and exclude?
Write the numbers of included and excluded full texts in the PRISMA chart on the next page. 

Number of included full texts: ___
Number of excluded full texts: ___ 

Here is a list of possible reasons for exclusion. Add or delete reasons as appropriate for your review.
ineligible population: 
ineligible intervention: 
ineligible comparison: 
ineligible outcomes: 
ineligible study design (e.g., other than RCT) : 
ineligible setting: 
ineligible document type (e.g., study protocols, conference abstract, preprint): 
ineligible language: 
ineligible publication date: 
full text not retrievable: 



What are the results of the search and selection process for published and ongoing/unpublished trials?
To be filled out stepwise, after searching, abstract and full text screening: Use this PRISMA flow chart to document how many published and ongoing/unpublished trials you found, excluded and included. For documents that you assessed in full text, also document the reasons for exclusion, optionally by coding the reasons (e.g., ineligible population). 
Identification of published and ongoing/unpublished trials


Records removed before screening:
Duplicate records removed (n = )
Records marked as ineligible by automation tools (n = )
Records removed for other reasons (n = )
Records identified from*:
Databases (n = )
Registers (n = )
Other sources (n = )


Identification







Records screened
(n = )
Records excluded**
(n = )





Reports sought for retrieval
(n = )
Reports not retrieved
(n = )


Screening




Reports assessed for eligibility
(n = )
Reports excluded: n = 
ineligible population (n = )
ineligible intervention (n = )
ineligible comparison (n = )
ineligible outcomes (n = )
ineligible study design (n = )
etc.







Published trials included (n = )
Ongoing/unpublished trials included (n = )


Included




*Consider, if feasible to do so, reporting the number of records identified from each database or register searched separately (rather than the total number across all databases/registers).
**If automation tools were used, indicate how many records were excluded by a human and how many were excluded by automation tools.
Adapted From: Page MJ, McKenzie JE, Bossuyt PM, Boutron I, Hoffmann TC, Mulrow CD, et al. The PRISMA 2020 statement: an updated guideline for reporting systematic reviews. BMJ 2021;372:n71. doi: 10.1136/bmj.n71
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	How to proceed from here?



Did you find published, ongoing or completed unpublished trials similar to the one you are planning?
☐ 	NO ® Stop the literature review and go on with planning your own trial: Use the fact that there are no similar published trials available as justification for your trial. Report the results of your literature review using REVEAL in the study protocol of your own clinical trial.
☐ 	YES 	Proceed to Step B5: Data extraction of PICO elements

Step B5 | Data extraction of PICO elements
What is your approach for data extraction?
Select one option
☐ 	Essential: One person extracts relevant data per study, without checking by another person
☐ 	Optional: One person extracts relevant data per study, a second person checks data extractions of a subset of studies (e.g., a random 25%)
☐ 	Optional: One person extracts relevant data per study, a second person checks data extractions of all studies
☐ 	Other [Please explain your approach here]: 

What data items will you extract? 
Note that the trial characteristics and PICO elements in black font are essential to extract in this step (Step B5), outcome data and subgroup results are needed only for the optional Step B7 – Synthesis.
Select all that apply
☐ 	Name of first author and year and trial acronym (if applicable)
☐ 	Trial identifier or publication reference
☐ 	Study design
☐ 	Year(s) of study conduct
☐ 	Country
☐ 	Setting
☐ 	Patient population
☐ 	Intervention(s)
☐ 	Comparison intervention(s)
☐ 	Outcomes 
☐ 	Outcome measures
☐ 	Relevant results
☐ 	Subgroup results
☐ 	Other [please specify]: 

Where did you save your completed data extraction?
We recommend conducting the data extraction in a separate document (e.g., Excel) or in a review platform (e.g., Covidence). For future reference, note here where to find the completed extraction form. 

Published trials that meet our inclusion criteria:
[Please list the references of all published trials that meet your inclusion criteria here]: 


Ongoing or completed unpublished trials that meet our inclusion criteria:
[Please list the references of all ongoing or completed unpublished trials that meet your inclusion criteria here]:
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	How to proceed from here?



After extracting important characteristics and PICO elements of eligible trials you have the following 2 options:
® Option 1: Proceed to Step B6: Methodological quality/Risk of Bias
® Option 2 (with no further time and other resources): Stop the literature review here and characterize identified evidence gaps based on the PICO elements of eligible trials to justify your new trial

Did you find sufficient evidence of good quality that answers your review question?
Select one option
☐ 	YES ® Re-evaluate the need for your trial with your team or supervisor, and decide whether the research question of your planned trial should be modified to close an evidence gap. Your planned trial may not be needed in its current form.
☐ 	NO ® Start your own trial and justify it using the fact that there is insufficient evidence available.

Summarise why your trial is still needed based on the information about methodological aspects, the population studied or other characteristics of previous trials. 




Step B6 | Methodological quality/Risk of Bias (RoB)
Which tool do you use to assess the methodological quality/risk of bias of included published trials?
Select one tool
☐ 	ROBUST-RCT tool (https://www.bmj.com/content/388/bmj-2024-081199)
☐ 	RoB 2 Tool for RCTs (https://www.riskofbias.info/welcome/rob-2-0-tool/current-version-of-rob-2)
☐ 	ROBINS-I (Risk Of Bias In Non-randomised Studies - of Interventions) (https://www.riskofbias.info/welcome/home/current-version-of-robins-i)
☐ 	Other [List the risk of bias tool]: 

What is your approach for assessing the risk of bias of included published trials?
Select the number of researchers involved in assessing the risk of bias of published trials
☐ 	Essential: A single researcher assesses risk of bias 
☐ 	Optional: A second researcher verifies the risk of bias assessments for a subset of trials
☐ 	Optional: A second researcher verifies risk of bias assessments for all included trials
☐ 	Optional: Two researchers assess the risk of bias independently
☐ 	Optional: Other [Please explain your approach here]: 

What is the result of your risk of bias assessment of included published trials?
[Copy your risk of bias assessment results from filled-out templates or list the results of risk of bias assessment here]: 
	Reference (authors, title, year)
	Overall risk of bias rating for the trial with explanations
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	How to proceed from here?


After assessing the methodological quality/risk of bias of included published trials you have the following 2 options: 
® Option 1: Proceed to Step B7: Synthesis of trial results to additionally check for evidence gaps based on imprecision of effect estimates of important outcomes
® Option 2 (with no further time and other resources): Stop the literature review here and characterize identified evidence gaps based on PICO elements and RoB assessment (RoB domains rated as high or unclear risk-of-bias for several trials) of eligible trials to justify your new trial.

Did you find sufficient evidence of good quality that answers your review question?
Select one option
☐ 	YES ® Re-evaluate the need for your trial with your team or supervisor, and decide whether the research question of your planned trial should be modified to close an evidence gap. Your planned trial may not be needed in its current form.
☐ 	NO ® Start your own trial and justify it using the fact that there is insufficient evidence available 

Summarise why your trial is still needed based on the information about methodological aspects, the PICO elements and RoB assessments. 
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	How to proceed from here?


Do you have further time and other resources?
Select one option
☐ 	Yes ® Proceed to Step B7: Data synthesis
☐ 	No ® Stop the literature review and report the results from your literature review in the study protocol of your clinical trial.


Step B7 | Synthesis
What is your approach for synthesis?
Select all that apply
☐ 	I will synthesise the results narratively
☐ 	I will present the results in tables 
☐ 	I will perform meta-analysis for some or all outcomes
☐ 	I will assess the certainty of evidence for the most important outcomes
☐ 	I will assess the applicability of included trials’ results and the purpose of my planned trial using the PRECIS-2 tool (https://www.precis-2.org/)
☐ 	Other [Please explain your approach here]: 

What are the synthesized findings from the searches for published trials?
To be filled out at the end of the literature review process: This is the summary of the literature review of previous trials. It provides a synthesis of your findings and helps to justify your next steps. Note whether you found any trials that are relevant to your research question, the most important information about the trials you selected (e.g., study design, study arms, number of participants), and any other considerations that are relevant for your decision about whether to proceed with your own trial. 

	Published trials

	Number of eligible published trials
	

	Overall risk of bias of published trials
	

	Summary of the findings
	

	Other relevant considerations
	



Where did you save your complete data synthesis?
Depending on your approach, you may have a more extensive synthesis than the table above. For future reference, note here where to find any additional documents (e.g., meta-analysis, certainty of evidence, etc.).
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	How to proceed from here?


Did you find sufficient evidence of good quality that answers your review question?
Select one option
☐ 	YES ® Re-evaluate the need for your trial, because your planned trial may not be necessary in its current form
☐ 	NO ® Start your own trial and justify it using the fact that there is insufficient evidence available 
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