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Translation form

[Notes for authors/editors preparing this form for translators: This form has been developed for authors/editors to send to translators of clinical trials. This form can be used for trials for Cochrane Review Groups’ Specialised Registers or Cochrane Reviews, and must be adapted for either purpose. The sections of this form that need to be adapted by the author/editor before sending the form to a translator are highlighted in red.

This form has been designed to be a comprehensive set of questions for translators to consider, and not all questions may be suitable for all Specialised Registers or all Cochrane Reviews. In some instances authors/editors may wish to amend some of the questions in this form. Alternatively, authors/editors may choose to use a tailored ‘data collection form’ for a Cochrane Review (please see the data collection forms available on the Cochrane Editorial Resources Committee website; Archie login required), or they may ask translators to translate whole papers or specific sections papers, instead of using this translation form. Please delete this section before sending to translators].
Please note: full translations of papers are not necessary. The following questions will help you extract the relevant information to enable the [authors OR [Name] Review Group] to decide whether to include this study in their [Cochrane Review OR Specialised Register].

There may not be enough information in the paper to fully answer some of the questions. If any details are not reported, please indicate that in this form. We do not expect you to interpret or judge the paper, we only ask you to report what is stated. If you have any difficulties regarding incomplete reporting, please contact [Name], [Position], at [email address].

	Date of translation
	     

	Translator’s name and email address
	     

	Language of the paper
     
	     


Part A

Publication details

	1. Authors
	     

	2. English title

	     

	3. Original title 

	     

	4. Publication name
	     

	5. Year
	     

	6. Volume
	     

	7. Issue
	     

	8. Supplement
	     

	9. Pages
	     


Part B
Eligibility criteria

[For a Specialised Register] The [Name] Group Specialised Register includes records of randomised controlled trials (RCTs) and controlled clinical trials (CCTs; sometimes called quasi-randomised trials).

[OR For a Cochrane Review] Cochrane Reviews use explicit inclusion and exclusion criteria to determine if studies will be eligible for inclusion. These criteria are subdivided into types of studies, participants and interventions. [Below are the inclusion criteria for the Cochrane Review [title]. OR The inclusion criteria for this Cochrane Review are attached as a separate document.]
	Types of studies [to be completed by author/editor]
	

	Types of participants [to be completed by author/editor]
	

	Types of interventions [to be completed by author/editor]
	


Study design criteria

Please answer the following questions to enable us to decide if the study is potentially eligible. (To answer Yes, No or Unclear, double click the required box, change the button from unchecked to checked, and this will enter a cross in the box.)
	1. Is this paper a report of a study?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	2. Is the study described as randomised?
(See guidance document)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	3. [If applicable] Is the study described as quasi-randomised?
(See guidance document)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	4. [If applicable] Does the study match one of the non-randomised study designs included in this Cochrane Review?
(See guidance document)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	5. Please describe the allocation and study design in as much detail as possible. If the report is not a study, please add a description of the report
(e.g. editorial, review, news report)
	     

	6. Are the answers to the questions above consistent with the eligibility criteria?

· If you answered ‘Yes’, please continue to complete this form
· If you answered ‘No’, please do not complete the form, and return to [Name]. Thank you for your assistance
· If you answered ‘Unclear’, please contact [Name] for guidance
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 



Participant and intervention criteria

Please give as much information as possible to describe the following:
	7. What were the inclusion criteria for the types of participants recruited into the study?
	     

	8. Were there any exclusion criteria for the types of participants recruited into the study?
	     

	9. What interventions were compared?
	     

	10. Are the answers to the questions above consistent with the eligibility criteria?

· If you answered ‘Yes’, please continue to complete this form
· If you answered ‘No’, please do not complete the form, and return to [Name]. Thank you for your assistance
· If you answered ‘Unclear’, please contact [Name] for guidance
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 



Part C
Materials and methods

Participant and sampling details

	1. What disease or condition were the participants described as having?

Please include as much information as possible, for example staging, duration, severity of the condition, or anatomical location
	     

	2. What was the total number of participants randomised in the trial?
     
	     

	3. What was the total number of participants allocated to each group?
	     

	4. What was the total number of participants who completed the trial?
	     

	5. Who or what was the unit of allocation?

(See guidance document) 
	     

	6. If cluster randomisation was used, what was the number of clusters and participants per cluster?
	     

	7. Was the study a parallel or crossover study?

(See guidance document)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	8. If the study was a parallel or crossover study, please provide details
	     

	9. What was the gender ratio?
	     

	10. What were participants’ ages?

(See guidance document) Please give a mean or median, accompanied by a range, standard deviations or standard errors.
	     

	11. Were the intervention and control groups comparable at baseline?

(See guidance document)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	12. Please provide any relevant details about the comparability of the groups
	     

	13. What geographical locations were the participants residing in?
	     

	14. What was the race/ethnicity of the participants?
	     

	15. Where were the participants recruited from? (e.g. community centre, hospital, outpatients clinic, emergency department, city, rural setting)
	     

	16. Was the study a single-centre or multi-centre trial?

(e.g. participants recruited from more than one clinic or hospital or country etc.)
	     

	17. How were participants recruited?

(e.g. incentives, location etc.) 
	     

	18. Were participants were recruited consecutively? 
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	19. If participants were recruited consecutively, please provide details?
	     


Ethical considerations

	20. Who funded the study?
	     

	21. Did any of the funders have a role in the study?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	22. Did the study report any declarations of conflicts of interest?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	23. If any declarations of conflicts of interest were reported, please provide details here
	     

	24. Was informed consent obtained?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	25. Was ethical approval required for the study?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	26. If ethical approval was obtained, how was it obtained?
	     


Study design

	27. What information, if any, was provided on the methods of generating the randomisation sequence?

(e.g. random number tables, computer generation etc.)
	     

	28. What information, if any, was provided on how that sequence was concealed from investigators and participants? 

(e.g. sequentially numbered, opaque, sealed envelopes, collected from pharmacy etc.)
	     

	29. What information, if any, was provided on whether the trial was blinded or masked?
	     

	30. Which specific groups were blinded or masked to the treatment given to people in the intervention and control groups?

(e.g. participants, investigators, people giving the intervention, people collecting data, data analysts)
	     

	31. Please give details of the delivery of any treatment given to the intervention group

(See guidance document)
     
	Components/activities
	     

	32. 
	Route of delivery
	     

	33. 
	Dosage/intensity
	     

	34. 
	Frequency
	     

	35. 
	Duration
	     

	36. 
	Other information
	     

	37. Please give details of the delivery of the treatment given to the control group
(See guidance document)
	Components/activities
	     

	38. 
	Route of delivery
	     

	39. 
	Dosage/intensity
	     

	40. 
	Frequency
	     

	41. 
	Duration
	     

	42. 
	Other information
	     

	43. Please describe the characteristics of the people delivering the intervention

(e.g. surgeons accredited for a procedure)
	     

	44. Did the participants receive any intervention that was additional to the study intervention?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	45. If participants received additional interventions, did both groups receive the co-interventions?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	46. Please provide details of any co-interventions
	     

	47. Was there a run-in or wash-out period in the study?

(See guidance document)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	48. What was the start date and end date of the study?
	Start date
	     

	49. 
	End date
	     


Part D
Data reporting and results

Outcome measures

	1. What were the outcome measures?

(e.g. 0-10 VAS pain scale)
	     

	2. Were results for all outcome measures reported? 
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	3. Were the results reported in tables/graphs?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	4. If the results were reported in tables/graphs, please translate the headings of the tables and the x and y axes of the graphs into English
	     

	5. Does the reporting of the study in the text of the article correspond to the numbers and information given in the tables? 
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	6. Please give details for each group indicating the period that data were recorded for the outcome measures
	     

	7. Were the number of participants randomised to treatment and the number of participants analysed the same?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	8. If the number of participants randomised and analysed were not the same, do the authors describe how they handled participants who withdrew or who were lost to follow-up?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	9. Please give details of how authors handled participants who withdrew or who were lost to follow-up
Please list numbers, reasons and time participants left the study (if available)
	     

	10. What outcomes were presented as continuous data?

(See guidance document)
	     

	11. What numerical data were presented for these outcomes?

(See guidance document) Please list numbers or refer to tables, and specify which statistics were reported (e.g. means, medians, mean differences, standard deviations, standard errors, confidence intervals, P values). Please provide page numbers
	     

	12. What outcomes were presented as dichotomous/binary data?

(See guidance document)
	     

	13. What numerical data were presented for these outcomes?

(See guidance document) Please list numbers or refer to tables, and specify which statistics were reported (e.g. number of people with the event, percentage of people with the event, risk ratio, odds ratio, risk difference, absolute risk difference, confidence intervals, P values). Please provide page numbers
	     

	14. What outcomes were presented as other kinds of data? 

(See guidance document) (e.g. ordinal, time-to-event, rates)
	     

	15. What numerical data were presented for these outcomes?

(See guidance document) Please list numbers or refer to tables, and specify which statistics were reported (e.g. number in each category, hazard ratio, rate ratio, P values). Please provide page numbers
	     

	16. Were outcomes relating to harms/unintended effects of therapy described?


	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	17. What were the numerical data for these outcomes?

Please list numbers or refer to tables, and specify which statistics were reported. Please provide page numbers
	     

	18. Do the authors include any information on economic variables?

(e.g. intervention cost, changes in other costs as a result of intervention)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 

	Unclear

 FORMCHECKBOX 


	19. Please provide any relevant details about economic variables
	     


