[bookmark: Tips][bookmark: _InstructionPage][bookmark: _GoBack]CORR Clinical Article Template
Using this template:
This guided template is designed to save you time and make it easier to complete your article. Please begin by saving this template onto your hard drive, and save your work frequently. Note that you must use Microsoft Word 2007 or a later version in order for this template to function properly. Additionally, to ensure proper formatting, do not use the Tab key.
When you are finished, you will upload this file and any figures or tables from your computer to Editorial Manager.  Ctrl+Click (or Command+Click on Mac) here to access www.editorialmanager.com/corr.
Using the instructional tips
Each section includes brief instructional tips that are highlighted in gray with a red icon:
	The icon at left indicates instructions. Note that instruction tips, such as this one, can’t be deleted.


Adding your content
The bordered boxes throughout the template are where you add the article content. Just click a placeholder labeled ‘Click here to add…,' such as the example shown below, and type or paste your text.
	Click here to add [sample text]. You can click in this example box and type or paste text for practice, if desired.



[Running Title: Updated Automatically from Running Title on Cover Page]

Page 3
	Provide a title either raising the key question or providing an answer and reflecting the message or importance of the study


	Click here to add the title (containing fewer than 120 characters including spaces).]
 [Click here to add the running title (containing fewer than 40 characters including spaces)]
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If you have more authors than the above space provides for, please add them here:

Conflict of Interest (COI)
			Authors must explain all actual and potential conflicts of interest. In the box under each author’s name please note any funding or financial support or potential sources of conflict of interest including: Consultancies, stock ownership, equity interest, patent/licensing arrangements, royalties, payment for manuscript preparation, travel funding, expert testimony, grant funding, speakers’ bureau fees, research and institutional funding, etc.	All conflict of interest statements must be in one of the forms noted below Please copy and paste the statement that most clearly describes the disclosure of each author into the box directly below his or her name. Add the author’s initials into the statement where it reads Click here to add initials and the source of the funding where it reads Click here to add source of funding. Where we requests amounts for funding, please choose the range that best describes the amount and delete all others. Please do this separately for each source of funding.


One author  or any member of his or her immediate family, has no funding or commercial associations (eg, consultancies, stock ownership, equity interest, patent/licensing arrangements, etc.) that might pose a conflict of interest in connection with the submitted article.
One author  has received research support funding from .
The institution of one author  has received, during the study period, funding from .
One author , or a member of his or her immediate family, has or may receive payments or benefits, during the study period, an amount of (less than USD 10,000), (USD 10,000-USD 100,000), (USD 100,001-USD 1,000,000), or (more than USD 1,000,001), from .
One author  is an employee of .
One author  lists the following relevant financial activities outside of this work and/or any other relationships or activities that readers could perceive to have influenced, or that give the appearance of potentially influencing, this manuscript;  in the amount of (less than USD 10,000), (USD 10,000-USD 100,000), (USD 100,001-USD 1,000,000), or (more than USD 1,000,001).
For definitions of the above terms and relevant examples, please see: http://www.icmje.org/coi_disclosure.pdf
Blinded Review
.	You can request a blinded review of your manuscript. Please indicate in the box below, if you choose this option.


		



	Yes, please submit for blinded review



Click here to add the title (containing fewer than 120 characters including spaces).]
[Click here to add the running title (containing fewer than 40 characters including spaces)]

 
[bookmark: Abstract]Abstract—300 words or less
Background
	Give 1-2 sentences of what is known about your topic, followed by a sentence describing the deficiency in the literature that makes your study interesting, and drives you to ask the questions in the next box. Capture the reader’s attention. 	Example text: Total knee arthroplasty is a reliable means of relieving pain from arthritis. However, existing approaches do not restore patients to a high level of athletic activity.


	Click here to add article background.


Questions/Purposes
	State 2-4 explicit, testable questions or research purposes oriented around specific endpoints. Words like “results,” “outcomes,” and “success” are usually too vague to be useful. Please put each question into its own numbered sentence as provided below. 	If you have fewer than four questions or research purposes, you can ignore the placeholders below for those you don’t require and we will remove them for you.	Use the word “hypothesis” only if you have compared one or more interventions to a control group or groups; otherwise simply articulate experimental questions or research purposes.	Example text: 	(1) Does novel implant X result in increased running speed compared to traditional design Y?	(2) Does novel implant X result in an increased likelihood of return to preoperative levels of athletic activity compared to traditional design Y?


	Click here to add question or purpose 1.
Click here to add question or purpose 2.
Click here to add question or purpose 3, if applicable.
Click here to add question or purpose 4, if applicable. 


Methods
	Briefly describe your experimental methods, including study groups, comparisons made, etc.


	Click here to describe methods.


Results
	Please answer each of your questions below with about one sentence of text. Each answer should refer back to its question, and where appropriate, each answer should provide an estimate of effect size (odds ratio, hazard ratio, or other metrics as needed), as well as the relevant statistical results in parentheses. We request exact p values unless <0.001, in which case you may write p<0.001. Please also provide a measure of effect size for your primary study endpoint (such as odds ratio or hazard ratio) if appropriate, as well as confidence intervals on all important comparisons.	Example:
1) Does novel implant X result in increased running speed compared to traditional design Y?	Patients with novel implant X ran a mean of 50% faster than those who received traditional design Y (95% CI 45% to 55%, p=0.002).	Note: To change questions, please do so in the Questions/Purposes section of the Abstract. Updates you make in that location will appear here automatically.


	Question or purpose 1.
Click here to describe results for question or purpose 1.



	Question or purpose 2.
Click here to describe results for question or purpose 2.



	Question or purpose 3, if applicable.
Click here to describe results for question or purpose 3, if applicable.



	Question or purpose 4, if applicable.
Click here to describe results for question or purpose 4, if applicable.



Conclusions
	Help the reader understand the relevance of your findings, don’t merely restate your results. Propose future research directions if appropriate.


	Click here to add conclusions.


Level of Evidence
	Please select a Level of Evidence for your study using the matrix available via the link below and complete the applicable related document, as described below.	To indicate the level of evidence, please use the language provided in the red box that follows and fill in the blanks as appropriate.	Example: Level of Evidence Level II, diagnostic study. See Instructions for Authors for a complete description of levels of evidence.	REQUIRED. Additional Level of Evidence Information:	If yours is a Level III or IV Therapeutic study, please complete the STROBE checklist; if a Level I or II Therapeutic Study, please complete the CONSORT guidelines. Both documents are provided directly below.	To complete the applicable document, double-click the icon directly below. Edit that file and then save it to your desktop or a convenient location so that you can upload it separately into Editorial Manager. Include the completed, applicable document as a separate file when you upload this file in Editorial Manager.	


Ctrl+Click (or Command+Click on Mac) here to download levels of evidence matrix.



[bookmark: _MON_1435044963]
Introduction (all parts of this section are required)
Background
	Provide one or two paragraphs of background (citing relevant literature), describing what is known about your topic.


	Click here to add background.


Rationale
	Provide one or two paragraphs that summarize the rationale for your study. Tell readers in a few sentences what is unclear in the literature; what made you want to do the study? This paragraph should set the stage for your questions/purposes, which are coming up next.


	Click here to add rationale.


Study Questions
	Below are the study questions as you provided them in the abstract. If you change them in either location, they will update in the other automatically.	Note: If you need to change the questions, you may do so by changing them in the Questions and Purposes section of the abstract. They then will update automatically throughout the manuscript.


	Question or purpose 1
Question or purpose 2.
Question or purpose 3, if applicable.
Question or purpose 4, if applicable. 


Methods
	Please complete all fields marked required, and any others that apply to your study. If you believe any field marked ‘required’ does not apply, simply note that in the box and we will remove your comment during editing.


Study design and setting (required)
	Present key elements of your study design. Was it prospective or retrospective? Randomized? Case-control? Case series? Also describe the setting, location, relevant dates, including periods of recruitment, treatment, followup and data collection. 2-4 sentences usually suffice for all this.


	Click here to add study design and setting.


Participants/study subjects (required)
	Describe how patients or study subjects were identified for the study, and provide inclusion and exclusion criteria. Describe how the diagnosis was made, if applicable. Describe how cases and controls were determined or matched, and number of controls per case if applicable.


	Click here to add participants/study subjects.


Randomization (if applicable)
	Describe the process, including how the sequence was generated, how and when treatments were allocated, whether blocking/stratification were used, and whether/how blinding was achieved. See the CONSORT checklist at the end of the template for other items that need to be included in randomized studies.


	Click here to add randomization.


Description of experiment, treatment, or surgery (required)
	Be sure to include any unique features or approaches that could affect the outcome, if applicable.


	Click here to add description of treatment or surgery.


Aftercare (if applicable)
	Description of postoperative care, including any relevant drugs (e.g., antibiotics, antithrombotic agents) and any physiotherapy that might influence the outcome.


	Click here to add aftercare.


Description of followup routine (if applicable)
	Description of postoperative care, including any relevant drugs (e.g., antibiotics, antithrombotic agents) and any physiotherapy that might influence the outcome.


	Click here to add followup routine.


Variables, outcome measures, data sources, and bias (required)
	Describe the variables studied, how the outcomes were determined, and by whom. Clearly define all outcomes, treatments, predictors, and potential confounders. Give diagnostic criteria, if applicable. Provide detail on followup if applicable, including followup frequencies/intervals and relevant assessments (e.g. physical examination particulars, laboratory tests, imaging). Describe how relevant measurements were made (e.g. ROM or imaging), with citations of methods. Describe of interobserver variability for the measures where interobserver variability would be anticipated. Describe any efforts to address sources of bias.


	Click here to add variables, outcome measures, data sources, and bias.


Statistical analysis, study size (required)
	Describe statistical methods in detail if you performed statistical analyses. Indicate how you addressed confounding, examined subgroups, or addressed missing data (or loss to followup), if steps were used to deal with these items. Indicate threshold for statistical significance if one was used. Describe how you arrived at your study size and the statistical power for detecting a difference for your first research question, if applicable. Indicate software (Company, Location), if commercial statistical software was used.


	Click here to add statistical analysis, study size.


Demographics, description of study population (if applicable)
	Provide any other key information about the study population here. If relevant, include age, gender/sex distribution, BMI, and other factors that describe the population of patients involved in the analysis.


	Click here to add demographics, description of study population.


Accounting for all patients / study subjects (if applicable)
	Begin with a paragraph reporting numbers of individuals at each stage of study—eg numbers potentially eligible, examined for eligibility, confirmed eligible, included in the study, completing followup, and analyzed; give reasons for non-participation or loss to followup (and indicate when the losses occurred, eg, between ?? and ?? months), and consider use of a flow diagram. For prospective studies of therapy/treatments, indicate whether intention-to-treat or per-protocol analysis was performed. Present the minimum followup time, mean or medial followup time (as applicable), and standard deviation or range of followup.


	Click here to add accounting for all patients / study subjects.


Other methods (if applicable)
	If there are other important methodological elements of your study that are not captured in any of the preceding sections, please describe them below. If not, please skip this section.


	Click here to add other methodological elements.


Results
	In this section, you will see your research questions used as subheadings. Please answer each question with one paragraph of results.	Note: Note: If you need to change the questions, you may do so by changing them in the Questions and Purposes section of the abstract. They then will update automatically throughout the manuscript. As with earlier sections where these questions appear, if you have fewer than four questions, you can ignore those placeholders you don’t need and we will delete them for you.


	Question 1.
Click here to provide results to answer question 1. (In the text you add here, you may refer to figures and tables as needed; be sure to upload your figures and tables separately in Editorial Manager.)



	Question 2.
Click here to provide results to answer question 2. (In the text you add here, you may refer to figures and tables as needed; be sure to upload your figures and tables separately in Editorial Manager.)



	Question 3, if applicable.
Click here to provide results to answer question 3, if applicable. (In the text you add here, you may refer to figures and tables as needed; be sure to upload your figures and tables separately in Editorial Manager.)



	Question 4, if applicable.
Click here to provide results to answer question 4, if applicable. (In the text you add here, you may refer to figures and tables as needed; be sure to upload your figures and tables separately in Editorial Manager.)



Other relevant findings
	You may provide one paragraph of other key findings here, but only if doing so is essential to the message of your study. Most studies will not need to use this paragraph; leave this blank if you do not need it. Unexpected findings unrelated to the original research questions, important complications, device failures, and protocol problems are examples of items that could go here. 	Any findings you include here will need to be covered in the Discussion section where indicated by the template.


	Click here to add other relevant findings. (In the text you add here, you may refer to figures and tables as needed; be sure to upload your figures and tables separately in Editorial Manager.)

Discussion
Background and rationale (required)
	In this paragraph, please provide one or two sentences of background (why the general topic is interesting or important), followed by one or two sentences of your study’s rationale (what made you want to do this specific study). End this paragraph with a brief (1-2 sentence) restatement of your major findings


	Click here to add background and rationale.

Limitations (required)
	This paragraph usually begins “This study had a number of limitations.” Then, briefly enumerate (ie, First,… Second,… Third,…), describe and justify all major study limitations here, in approximate order of importance. State the implications of each limitation for your study. Provide arguments as to why these limitations do not jeopardize your conclusions, or how readers should use them when evaluating your conclusions.


Click here to add limitations.


	For each of your questions, write a paragraph comparing/contrasting your results with those of others who have studied this question or one similar to it. These discussion paragraphs almost always should have references to the work of others.	When comparing large numbers of studies to your work, consider creating and making reference to a table, instead of writing a lengthy block of text here. Please upload any such tables separately in Editorial Manager.	Note: Note: If you need to change the questions, you may do so by changing them in the Questions and Purposes section of the abstract. They then will update automatically throughout the manuscript. As with earlier sections where these questions appear, if you have fewer than four questions, you can ignore those placeholders you don’t need and we will delete them for you.


Discussion: Question text here. (required)
	Click here to add discussion response for question.

Discussion: Question text here. (required)
	Click here to add discussion response for question.

Discussion: Question text here, if applicable. (if applicable)
	Click here to add discussion response for question.

Discussion: Question text here, if applicable. (if applicable)
	Click here to add discussion response for question.

Discussion: Other relevant findings (if applicable)
	If you used the paragraph “Other Relevant Findings” in Results, write a paragraph comparing/contrasting your results with those of others in the literature on this point.


	Click here to have discussion of other relevant findings.

Conclusions (required)
	Take one paragraph to summarize the implications of your findings and their clinical relevance. What are the most important messages you wish readers to remember? Share how your findings will change clinical practice, and offer any treatment recommendations you can support based on your data. Offer directions for future study, if appropriate.


	Click here to add paragraph of conclusions.

Acknowledgements
	Note any nonfinancial acknowledgments. Begin with, “We thank…” and note the nature of the contribution.


	Click here to add acknowledgements.


Legends
	Legends should be in full sentences, numbered sequentially as they are to appear in the manuscript. Please note all figures must be submitted in a JPEG/JPG or BMP format. See the tip for References for uploading figures.


	Click here to add legend.

References
	Please list references in alphabetical order rather than order of appearance in manuscript. Please save your work, and upload this file, any figures or tables from your computer, and any applicable Level of Evidence documentation to Editorial Manager at www.editorialmanager.com/corr.


	Click here to add references. 
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Items to include when reporting a randomized trial     



		PAPER SECTION
And topic

		Item

		Descriptor

		Reported on

Page #



		TITLE & ABSTRACT

		1

		How participants were allocated to interventions (e.g., "random allocation", "randomized", or "randomly assigned").

		



		INTRODUCTION
Background

		2

		Scientific background and explanation of rationale.

		



		METHODS
Participants

		3

		Eligibility criteria for participants and the settings and locations where the data were collected.

		



		Interventions

		4

		Precise details of the interventions intended for each group and how and when they were actually administered.

		



		Objectives

		5

		Specific objectives and hypotheses.

		



		Outcomes

		6

		Clearly defined primary and secondary outcome measures and, when applicable, any methods used to enhance the quality of measurements (e.g., multiple observations, training of assessors).

		



		Sample size

		7

		How sample size was determined and, when applicable, explanation of any interim analyses and stopping rules.

		



		Randomization --
Sequence generation

		8

		Method used to generate the random allocation sequence, including details of any restrictions (e.g., blocking, stratification)

		



		Randomization --
Allocation concealment

		9

		Method used to implement the random allocation sequence (e.g., numbered containers or central telephone), clarifying whether the sequence was concealed until interventions were assigned.

		



		Randomization --
Implementation

		10

		Who generated the allocation sequence, who enrolled participants, and who assigned participants to their groups.

		



		Blinding (masking)

		11

		Whether or not participants, those administering the interventions, and those assessing the outcomes were blinded to group assignment. If done, how the success of blinding was evaluated.

		



		Statistical methods

		12

		Statistical methods used to compare groups for primary outcome(s); Methods for additional analyses, such as subgroup analyses and adjusted analyses.

		



		RESULTS

Participant flow

		13

		Flow of participants through each stage (a diagram is strongly recommended). Specifically, for each group report the numbers of participants randomly assigned, receiving intended treatment, completing the study protocol, and analyzed for the primary outcome. Describe protocol deviations from study as planned, together with reasons.

		



		Recruitment

		14

		Dates defining the periods of recruitment and follow-up.

		



		Baseline data

		15

		Baseline demographic and clinical characteristics of each group.

		



		Numbers analyzed

		16

		Number of participants (denominator) in each group included in each analysis and whether the analysis was by "intention-to-treat". State the results in absolute numbers when feasible (e.g., 10/20, not 50%).

		



		Outcomes and estimation

		17

		For each primary and secondary outcome, a summary of results for each group, and the estimated effect size and its precision (e.g., 95% confidence interval).

		



		Ancillary analyses

		18

		Address multiplicity by reporting any other analyses performed, including subgroup analyses and adjusted analyses, indicating those pre-specified and those exploratory.

		



		Adverse events

		19

		All important adverse events or side effects in each intervention group.

		



		DISCUSSION
Interpretation

		20

		Interpretation of the results, taking into account study hypotheses, sources of potential bias or imprecision and the dangers associated with multiplicity of analyses and outcomes.

		



		Generalizability

		21

		Generalizability (external validity) of the trial findings.

		



		Overall evidence

		22

		General interpretation of the results in the context of current evidence.

		







From Moher D, Schulz KF, Altman DG. The CONSORT statement: revised recommendations for improving the quality of reports of parallel-group randomised trials. Lancet 2001; 357(9263):1191-1194.





The CONSORT Statement 2001 checklist is intended to be accompanied with the explanatory document that facilitates its use. For more information, visit www.consort-statement.org.
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CONSORT Statement 2001 Checklist    Items to include when reporting a randomized trial          


PAPER SECTION   And topic  Item  Descriptor  Reported on   Page #  


TITLE & ABSTRACT  1  How participants  were allocated to interventions   ( e.g ., "random allocation",  "randomized", or "randomly assigned").   


INTRODUCTION   Background  2  Scientific background and explanation of rationale .   


METHODS   Participants  3  Eligibility criteria for participants   and the  settings and locations where the  data were co llected .   


Interventions  4  Precise details of the interventions intended for each group and how and  when they were actually administered .   


Objectives  5  Specific objectives and hypotheses .   


Outcomes  6  Clearly defined primary and secondary outcome measures   and, when  applicable, any  methods used to enhance the quality of measurements   ( e.g. ,  multiple observations, training of assessors).   


Sample size  7  How sample size was determined   and, when applicable,  explanation of any  interim analyses and stopping rules .   


Randomization  --   Sequence g eneration  8  Method used to generate the random allocation sequence, including details of  any restrictions   ( e.g ., blocking, stratification)   


Randomization  --   Allocation concealment  9  Method used to implement the random allocation sequence   ( e.g ., numbered  containers or central telephone), clarifying whether the sequence was  concealed until interventions were assigned.   


Randomization  --   Implementation  10  Who generated the allocation sequence, who enrolled participants, and who  assigned participants to their groups .   


Blinding (masking)  11  Whether or not participants, those administering the interventions, and those  assessing the outcomes were blinded to group assignment . If done,  how the  success of blinding was evaluated .   


Statistical methods  12  Statistical methods used to compare groups for p rimary outcome(s) ;  Methods  for additional analyses , such as subgroup analyses and adjusted analyses.   


RESULTS   Participant flow  13  Flow of participants through each stage   (a diagram is strongly  recommended). Specifically, for each group report the numbers of  participants randomly assigned, receiving intended treatment, c ompleting the  study protocol, and analyzed for the primary outcome.  Describe protocol  deviations from study as planned, together with reasons .   


Recruitment  14  Dates defining the periods of recruitment and follow - up .   


Baseline data  15  Baseline demographic and clinical characteristics of each group .   


Numbers  analyzed  16  Number of participants (denominator) in each group included in each analysis  and whether the analysis was by "intention - to - treat" . State the results in  absolute numbers when fea sible ( e.g ., 10/20, not 50%).   


Outcomes and  estimation  17  For each primary and secondary outcome, a summary of results for each  group, and the estimated effect size and its precision   ( e.g. , 95% confidence  interval).   


Ancillary analyses  18  Address multiplicity by reporting any other analyses performed , including  subgroup analyses and adjusted analyses, indicating those pre - s pecified and  those exploratory.   


Adverse events  19  All important adverse events or side effects in each intervention group .   


DISCUSSION   Interpretation  20  Interpretation of the results , taking into account study hypotheses, sources of  potential bias or imprecision and the dangers associated with multiplicity of  analyses and outcomes.   


Generali zability  21  Generalizability (external validity) of the trial findings .   


Overall evidence  22  General interpretation of  the results in the context of current evidence .   


  From   Moher D, Schulz KF, Altman DG.  The CONSORT statement: revised recommendations for improving the quality of reports of parallel - group  randomised trials. Lancet 2001; 357(9263):1191 - 1194.       The CONSORT Statement 2001 checklist is intended to be accompanied with the explanatory document that  facilitates its use. For more information, visit  www.consort - statement.org .  
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[bookmark: _GoBack]STROBE Guidelines for authors of CORR



To be used by authors of all observational clinical studies published in CORR.  For this purpose a cohort study (the term used by STROBE) is considered a longitudinal study typically reporting outcomes of treatment in one or more cohorts; a case-control study is one identifying factors in outcomes; a cross-sectional study is one to identify the prevalence of factors or characteristics in a population at a single point in time.  



This table is modified from and used with the permission of The STROBE Initiative, www.strobe-statement.org.  



Modifications:  We added a fourth column for authors to check inclusion.  You must include all items in your manuscript unless the information is not applicable.  Information on the study cohort (Items 13 and 14 in the STROBE guidelines) should be provided in Patients and Methods, not in Results; we have omitted the portions of the STROBE guidelines related to Results and Discussion (see our guidelines).  The STROBE guidelines were developed for epidemiological studies;  “exposed” or “exposure” have been modified with the words “treated” or “treatment.”





STROBE Statement—Checklist of items that should be included in reports of case-control studies 

		[bookmark: bold1][bookmark: italic1][bookmark: bold2][bookmark: italic2][bookmark: bold3][bookmark: italic3][bookmark: bold4][bookmark: italic4][bookmark: italic5]

		Item No

		Recommendation

		Please insert check where included or N/A where not applicable



		[bookmark: bold5][bookmark: italic6]Title and abstract

		1

		(a) Indicate the study’s design with a commonly used term in the title or the abstract

		



		[bookmark: bold6][bookmark: italic7]

		

		(b) Provide in the abstract an informative and balanced summary of what was done and what was found

		



		[bookmark: bold7][bookmark: italic8]Introduction

		



		[bookmark: bold8][bookmark: italic9][bookmark: bold9][bookmark: italic10]Background/rationale

		2

		Explain the scientific background and rationale for the investigation being reported

		



		[bookmark: bold10][bookmark: italic11]Objectives

		3

		State specific objectives, including any prespecified hypotheses

		



		[bookmark: bold11][bookmark: italic12]Methods

		



		[bookmark: bold12][bookmark: italic13]Study design

		4

		Present key elements of study design early in the paper

		



		[bookmark: bold13][bookmark: italic14]Setting

		5

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

		



		Participants

		6

		(a) Cohort study—Give the eligibility criteria, and the sources and methods of selection of participants. Describe methods of follow-up

Case-control 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 study—Give the eligibility criteria, and the sources and methods of selection of participants

		



		[bookmark: bold14][bookmark: italic15]

		

		(b) Cohort study—For matched studies, give matching criteria and number of treated and untreated

Case-control study—For matched studies, give matching criteria and the number of controls per case

		








		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

		



		Descriptive data

		14*

		(a) Give characteristics of study participants (eg demographic, clinical, social) and information on other treatments and potential confounders

		



		

		

		(b) Indicate number of participants with missing data for each variable of interest

		



		

		

		(c) Cohort study—Summarise follow-up time (eg, average and total amount)

		



		[bookmark: bold16][bookmark: italic17]Variables

		7

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

		



		[bookmark: bold17][bookmark: italic18][bookmark: bold18][bookmark: italic19]Data sources/ measurement

		[bookmark: bold19]8*

		 For each variable of interest, give sources of data and details of methods of assessment (measurement). Describe comparability of assessment methods if there is more than one group

		



		[bookmark: bold20][bookmark: italic20]Bias

		9

		Describe any efforts to address potential sources of bias

		



		[bookmark: bold21][bookmark: italic21]Study size

		10

		Explain how the study size was arrived at

		



		[bookmark: bold22][bookmark: italic22][bookmark: bold23][bookmark: italic23]Quantitative variables

		11

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

		



		[bookmark: italic24][bookmark: italic25]Statistical methods

		12

		(a) Describe all statistical methods, including those used to control for confounding

		



		[bookmark: bold24][bookmark: italic26]

		

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

		



		[bookmark: bold25][bookmark: italic27]

		

		(c) Explain how missing data were addressed

		



		[bookmark: bold26][bookmark: italic28]

		

		(d) 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-sectional study—If applicable, describe analytical methods taking account of sampling strategy

		



		[bookmark: bold27][bookmark: italic29]

		

		(e) Describe any sensitivity analyses

		





*Give information separately for cases and controls.



Note: An Explanation and Elaboration article discusses each checklist item and gives methodological background and published examples of transparent reporting. The STROBE checklist is 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 http://www.annals.org/, and Epidemiology at http://www.epidem.com/). Information on the STROBE Initiative is available at http://www.strobe-statement.org.
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