Worksheet: 
Defining review questions
Read the following extract from an existing Cochrane Review[footnoteRef:1] and answer the questions that follow: [1:  Sethi NJ, Safi S, Korang SK, Hróbjartsson A, Skoog M, Gluud C, Jakobsen JC. Cochrane Database of Systematic Reviews 2021, Issue 2. Art. No.: CD003610. DOI: 10.1002/14651858.CD003610.pub4. Accessed 12 March 2021. (citation amended for the purpose of the exercise)] 


	Coronary heart disease is the leading cause of mortality worldwide with approximately 7.4 million deaths each year. People with established coronary heart disease have a high risk of subsequent cardiovascular events including myocardial infarction, stroke, and cardiovascular death. Antibiotics might prevent such outcomes due to their antibacterial, anti-inflammatory, and antioxidative effects. However, a randomised clinical trial and several observational studies have suggested that antibiotics may increase the risk of cardiovascular events and mortality. Furthermore, several non‐Cochrane Reviews, that are now outdated, have assessed the effects of antibiotics for coronary heart disease and have shown conflicting results. No previous systematic review using Cochrane methodology has assessed the effects of antibiotics for coronary heart disease.



Identify the population, intervention, comparison, outcomes (PICO) elements in the scenario above: 
Population: People with coronary heart disease
Intervention: Antibiotics
Comparison: Usual care/placebo/no antibiotics
Outcomes: Cardiovascular events, mortality



Using the PICO elements, formulate a systematic review question: 

There are various ways participants can phrase the question, as long as they include all the PICO elements. Below are 2 examples: 
Among people with coronary heart disease, what is the effect of antibiotics compared to no antibiotics (placebo/usual care) on cardiovascular events and mortality? 
What is the effect of antibiotics compared to no antibiotics (placebo/usual care) on cardiovascular events and mortality in people with coronary heart disease?


Complete the following table, describing in detail all the elements you would like to explore within your review: 
Consider the prompt questions on the following page to help you. When you have finished, consider which of the elements you have listed will form your eligibility criteria to include/exclude studies from your review.

We have not provided suggested answers here, as they might vary according to the discussions within the group. There is no right or wrong answer, but it is important that teams are clear in terms of the question that is being asked and the criteria that will determine whether studies are included or excluded.
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Prompt questions[footnoteRef:2] to develop your eligibility criteria [2:  Based on McKenzie JE, Brennan SE, Ryan RE, Thomson HJ, Johnston RV, Thomas J. Chapter 3: Defining the criteria for including studies and how they will be grouped for the synthesis. In: Higgins JPT, Thomas J, Chandler J, Cumpston M, Li T, Page MJ, Welch VA (editors). Cochrane Handbook for Systematic Reviews of Interventions version 6.2 (updated February 2021). Cochrane, 2021. Available from www.training.cochrane.org/handbook.
] 

	Population
	· How is the disease/condition defined?
· What are the most important characteristics that describe the participants relevant to your review?
· Are there any relevant demographic factors? (e.g. age, sex, ethnicity)
· What is the setting? (e.g. hospital, community)
· Who should make the diagnosis?
· Are there any co-morbidities to be excluded?
· Are there any other types of people who should be excluded or considered in the review (because they are likely to react to the intervention in a different way)?
· How will studies involving only a subset of relevant participants be handled?

	Intervention(s) 
	· Does the intervention have variations (e.g. dosage, components, mode of delivery, personnel, frequency, duration, timing)? 
· Are all variations to be included (e.g. is there a minimum dose or components without which the intervention may not be expect to work in the same way)?
· How will trials including the intervention of interest combined with another intervention (co-intervention) be handled?
· Is the intervention provided or accessed differently in different contexts?

	Comparison(s)
	· What are you interested in comparing the intervention to (e.g. an active intervention, no intervention or placebo, any available comparison)? This depends on the primary question of the review.
· What is the usual alternative to your intervention of interest in practice?
· If comparing to a specific intervention, describe in detail as above.



	Outcomes 
	· What are the important outcomes that you plan to measure in your review?
· Will the outcomes form part of the selection criteria?
· Which will be your primary outcomes (maximum of 3)?
· Which will be your secondary outcomes?
· Which primary and secondary outcomes will be your main outcomes (maximum of 7) to be included in summaries of the completed review such as your Abstract, Plain Language Summary and Summary of Findings Table? These outcomes should be essential for decision-making, and have an emphasis on patient-important outcomes.
· Have you included possible adverse effects?
· How should the outcomes be measured (e.g. validated tools)?
· Are there important time points at which outcomes should be measured (e.g. long enough to expect an observable effect)?
· Have you included outcomes relevant to all potential decision-makers?

	Study design(s)
	· Most Cochrane reviews include randomised controlled trials as the most appropriate design to answer questions about the effects of interventions. Do you plan to include other study designs (e.g. quasi-randomised studies, non-randomised studies)?
· If so, which designs will you include, and what is your rationale?
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