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CIDG instructions & checklist: protocol 
To help authors complete their protocol before editorial and peer review

Authors need to complete each text box in the sections with ( before emailing this file and the completed protocol to Anne-Marie Stephani (Anne-Marie.Stephani@lstmed.ac.uk), Managing Editor, Cochrane Infectious Diseases Group (CIDG). The editorial team will return the protocol to the contact author if any section is incomplete. 
	(
	Contact author
	     

	(
	Review title
	     

	(
	Date
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Relevant website addresses

Cochrane Infectious Diseases Group: http://cidg.cochrane.org/cidg-specific-resources
Cochrane Handbook for Systematic Reviews of Interventions: http://handbook.cochrane.org/
Cochrane Style Guide: http://community.cochrane.org/style-manual/
Methodological Expectations of Cochrane Intervention Reviews (MECIR): http://editorial-unit.cochrane.org/mecir
A. Title

Titles should use one of the following basic formats; “for” can be followed by “preventing”, “treating”, or “preventing and treating”.
	[intervention] for [healthcare problem]

	[intervention] for [health problem] in [participant group/location]

	[intervention] in OR for [participant group/location]

	[intervention A] versus [intervention B] for [health problem]


	(
	 FORMCHECKBOX 

	Basic format used.


B. Review information

1. Authors and contact person

	(
	 FORMCHECKBOX 

	All authors and contact person included in protocol.


2. Dates

3.1. Assessed as up to date

On publication, this date is reproduced in a prominent place to inform readers of how recently the protocol has been assessed as up to date. CIDG will enter this date for you (generally the date the protocol is submitted to the editorial base after addressing the peer referees’ comments).
	(
	 FORMCHECKBOX 

	Aware that CIDG will enter this date for you.


3.2. Date of search

This is not relevant for the protocol. 
3.3. Next stage expected

This date is for internal use only (ie it will not be published). It indicates when the authors intend to submit the review. 

	(
	 FORMCHECKBOX 

	Date next stage expected inserted.


3.4. What’s new

This section applies to updated and amended reviews and protocols so that readers can quickly and clearly identify what has changed. It is unlikely that this will apply to a new protocol, and the editorial base will alert the authors if it is necessary to add information to this section.
3.5. History

Entries in the ‘What’s new’ table are moved to this section when they no longer apply to the latest citation version of the protocol or review. It is unlikely that this will apply to a new protocol, and the editorial base will alert the authors if it is necessary to add information to this section.
C. Main text

1. Subheadings and references in the text

The main headings in Review Manager cannot be altered, but it may be helpful to include subheadings under the ‘fixed’ headings (eg ‘Background’ and ‘Results’). This can be done by selecting a heading style (eg Heading 1, Heading 2) from the drop-down box in the toolbar. 

References used to support statements in the text must be:

· Enclosed by round brackets (not square brackets); eg (Coetzee 1999) not [Coetzee 1999].
· Listed in chronological then alphabetical order; eg (Holmes 1985; Hulme 1985; Pierre 2003).

· Separated with semi-colons (not commas); eg (Banville 2005; Desai 2006).
· Hyperlinked to the reference list. 

	(
	 FORMCHECKBOX 

	Heading styles used for all headings and subheadings.

	(
	 FORMCHECKBOX 

	References in the text following style given above.


2. Background

This section may need to be updated if several months have passed since the protocol was published or if there have been many developments in the topic area.
	(
	 FORMCHECKBOX 

	Describes what the healthcare problem is, who is affected (including high-risk groups), where it occurs, how it is diagnosed, how it is transmitted, and the symptoms and consequences.

	(
	 FORMCHECKBOX 

	Explains what the intervention is and how it works, how it is different from the control or other interventions, and known adverse effects.

	(
	 FORMCHECKBOX 

	Explains why the inclusion criteria have been selected; ie why only certain populations included (eg women or children) and why specific outcome measures are used.

	(
	 FORMCHECKBOX 

	Explains why this review is being prepared; eg to resolve conflicting evidence, answer questions where uncertainty, help people make practical decisions, explain variations in practice.

	(
	 FORMCHECKBOX 

	All facts, figures, and other statements from the general literature supported with references.

	(
	 FORMCHECKBOX 

	Technical and medical terms clarified for non-specialists. (Terms could be explained by putting the lay term in brackets, eg hypoglycaemia (low blood sugar).)


3. Objectives

Where possible the style should be of the form “To assess the effects of [intervention or comparison] for [health problem] for/in [types of people, disease or problem and setting if specified]”. 

	(
	 FORMCHECKBOX 

	Precise statement of the review’s primary objective (preferably in a single sentence).


4. Methods

4.1. Criteria for considering studies for this review 
4.1.2. Types of studies
CIDG reviews should include randomized controlled trials. If authors wish to include other study designs, such as quasi-randomized controlled trials and non-randomized studies, they should contact the editorial base before submitting the protocol.
	(
	 FORMCHECKBOX 

	Lists study designs only (no other information).


4.1.3. Types of participants

This section should note the type of population, and, if necessary, specify the gender, age group, diagnosis criteria, etc. 

	(
	 FORMCHECKBOX 

	Lists types of participants.


4.1.4. Types of intervention

This section should include subheadings for the intervention and control. Reviews of vaccines may find it helpful to describe the control group as “Placebo, other (non-[insert intervention]), or no intervention”.
	(
	 FORMCHECKBOX 

	Subheadings used for ‘Intervention’ and ‘Control’.


4.1.5. Types of outcome measures 

This section should include subheadings for primary and secondary outcome measures, and adverse events. Primary outcome measures are the main outcomes relevant to the review’s objectives, and which are realistic for a systematic review to assess and realistic for a trial to measure. Secondary outcome measures support the primary outcome measures. The CIDG recommends the following adverse event outcome measures: serious (those meeting the definition of a serious adverse event); requiring discontinuation of treatment; and other (all other adverse events). Avoid surrogate outcome measures, and, in vaccine reviews, exclude immunological outcome measures. See the ‘Information for authors’ for guidance on outcome measures for malaria reviews. If used, the CIDG prefers “death from any cause” to “all-cause death” or” death (all cause)”.
	(
	 FORMCHECKBOX 

	Subheadings used for ‘Primary’, ‘Secondary’, and ‘Adverse events’.


4.2. Search strategy for identification of studies

The CIDG has prepared a guide to preparing the search strategy (see CIDG website). This explains the process of developing the search strategy, preparing the search strategy table (to be inserted as an appendix), and how Vittoria Lutje (Vittoria.Lutje@lstmed.ac.uk), Information Retrieval Specialist, will assist you with this process.
	(
	 FORMCHECKBOX 

	Contacted Vittoria Lutje to discuss search strategy and agreed search strategy included in protocol.


4.3. Data collection and analysis

A new version of the Cochrane Handbook for Systematic Reviews of Interventions was prepared in 2011 (March). The new version details new methods for preparing Cochrane Reviews. Review Manager 5.3 was released in 2014 and has sections that correspond to the new methods in the Cochrane Handbook for Systematic Reviews of Interventions. Authors should refer to MECIR guidance and use the CIDG checklist for the ‘Data collection and analysis’ section. This checklist is available on the CIDG website under ‘Resources for review authors’.
	(
	 FORMCHECKBOX 

	Subheadings used for ‘Selection of studies’, ‘Data extraction and management’, ‘Assessment of risk of bias in included studies’, and ‘Data synthesis’ as a minimum.

	(
	 FORMCHECKBOX 

	CIDG data collection and analysis checklist (available on CIDG website) used to prepare this section.


5. Acknowledgements

Authors can list people who have contributed but who do not meet the authorship criteria. Authors need permission from each named person before the person can be included in this section. Also, the CIDG’s editorial team will add one of the following statements:

· This document is an output from a project funded by the UK Department for International Development (DFID) for the benefit of developing countries. The views expressed are not necessarily those of DFID.
· The editorial base for the Cochrane Infectious Diseases Group is funded by the UK Department for International Development (DFID) for the benefit of developing countries.
	(
	 FORMCHECKBOX 

	Confirm permission sought and received from each individual listed in this section.

	(
	 FORMCHECKBOX 

	Aware that the CIDG will add a statement to the acknowledgements.


6. Contributions of authors

The list of authors on the byline should be a joint decision of the co-authors. To qualify for authorship, each author must have made a substantial contribution to the conception and design, or analysis and interpretation of the data (as described in the licence for publication form). Each author must review the final version and approve its validity for publication.
	(
	 FORMCHECKBOX 

	List of authors for citation: Agreed and completed.

	(
	 FORMCHECKBOX 

	Contributions of authors: Contribution of each author described.


7. Declarations of interest

	(
	 FORMCHECKBOX 

	Each author has listed any present or past affiliations or other involvement in any organization or entity with an interest in the Cochrane Review that might lead the author to have a real or perceived conflict of interest. “None known” used for authors with no potential conflict of interest.


8. Published notes

These may include editorial notes and comments (eg where issues highlighted by editors or referees are believed worthy of publication alongside the review) from an identified person (eg editor or referee).  It is unlikely that a CIDG protocol will contain published notes. Contact the editorial base if you plan to include such notes. 

D. Tables
1. Additional tables

Additional tables can be useful to present data or summarize complex information. Most tables (including the search strategy table) should be inserted into the Appendices, and only tables showing key results or other essential information should be retained as an ‘Additional table’. Details on formatting tables are available in the Cochrane Style Guide (4.1 edition).

	(
	 FORMCHECKBOX 

	Title headings brief and informative.

	(
	 FORMCHECKBOX 

	Footnotes: Superscript letters used for footnotes (eg a).

	(
	 FORMCHECKBOX 

	Footnotes: Abbreviations explained in a footnote.

	(
	 FORMCHECKBOX 

	Each table mentioned in the review text.


E. References: additional references

Different fields need to be completed depending on the reference type (journal article, book chapter, etc). Details on the fields to complete for each reference type are available in the Cochrane Style Guide (4.1 edition).
	(
	 FORMCHECKBOX 

	Referred to Cochrane Style Guide for assistance with inputting references.

	(
	 FORMCHECKBOX 

	Reference identifiers (ID) and study IDs (used for included and excluded studies) use the last name of the first author and the year of publication (eg Smith 1988).

	(
	 FORMCHECKBOX 

	References list first six authors (followed by “et al” if more than six), have journal title in full (no abbreviations), include journal issue and volume numbers, page numbers in correct format (eg 562-3 not 562-563 or 562-63), page numbers for book sections, and give access dates for website addresses (eg accessed 9 January 2007).


F. Figures

Figures may be included within the text of a protocol. 
	(
	 FORMCHECKBOX 

	If used, each figure has a caption, providing a brief description (or explanation) of the figure, and is referred to (with a hyperlink) in the review text.


G. Sources of support

Authors should acknowledge grants that supported the review, and other forms of support, such as support from their university or institution in the form of a salary. Sources of support are divided into ‘internal’ (provided by the institutions at which the review was produced) and ‘external’ (provided by other institutions or funding agencies). Each source, its country of origin and what it supported should be provided. 

	(
	 FORMCHECKBOX 

	Relevant sources of support included.


H. Feedback

There is a formal mechanism on the Cochrane Library to facilitate and manage feedback from users of reviews. Feedback on a review can be received at any time after publication and therefore is not relevant for a new review. This section does not apply to a new protocol.
I. Appendices

Appendices provide a place for supplementary information, including most tables (such as the search strategy table). To include a table in an appendix, first prepare it as an ‘Additional table’ (see Tables: 6) and then cut and paste the table and footnotes into an appendix. 
	(
	 FORMCHECKBOX 

	Table title headings brief and informative.

	(
	 FORMCHECKBOX 

	Table footnotes: Superscript letters used for footnotes (eg a).

	(
	 FORMCHECKBOX 

	Table footnotes: Abbreviations explained in a footnote.

	(
	 FORMCHECKBOX 

	Each table mentioned in the review text.

	(
	 FORMCHECKBOX 

	‘Methods of the review: detailed search strategies’ table included.


J. Checking your Review Manager file

Authors have the responsibility for ensuring that:
	(
	 FORMCHECKBOX 

	Text and tables spell checked (Tools ( Check spelling).

	(
	 FORMCHECKBOX 

	Review Manager file has been validated (File ( Reports ( Validation report). This will highlight any technical errors in the review (eg text missing in some sections) that will prevent its publication. List the ‘errors’ that you cannot resolve in the queries for the editorial team.


K. Queries or notes for the editorial team

List any technical editing queries or note any difficulties with any of the above checks.

	


Revised: July 2016
Note: This checklist includes text from the Cochrane Handbook for Systematic Reviews of Interventions.
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