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Lesson 1: Systematic Review Questions
Systematic Review Questions
A systematic review question is a clear, focused, and answerable inquiry that guides the entire process of a systematic review.1 It is the foundation upon which the review is built, directing key aspects such as inclusion and exclusion criteria, search strategy, data collection, and presentation of findings. 
The purpose of your systematic review should guide the formulation of your review question. Researchers may undertake a review for various reasons, including:1 
· To summarize the knowledge in a given research area; 
· To support the development of clinical (or other) guidelines;  
· To address uncertainty or variation of study findings in a given research area;  
· To support policy development;  
· To provide a more precise estimate of effect for a given relationship;  
· To update a previous review. 
Note about “research question” vs. “review question”:
In practice, the terms “research question” and “review question” are used interchangeably. During these modules, a “research question” will refer to a topic of research that you are interested in studying, while “review question” will refer to the detailed and focused question that your systematic review is trying to answer.

Determining the Scope of the Review
The first step when conducting a systematic review is to develop the scope or focus of the review using a well-formulated review question. The FINER criteria are used to guide this process, which is an acronym that stands for Feasible, Interesting, Novel, Ethical, and Relevant.2 These five criteria are important not only for ensuring the review question is well-formulated, but also in terms of creating a review question that is both meaningful and relevant.3 We describe each in detail below: 
Feasible
A feasible review means that the review is practical – this means it is possible for the review team to complete the review in terms of funding, resources and time.  
Interesting
A review should be interesting, both for a wider audience (e.g., other clinicians, researchers, and stakeholders) and for the review team. Given that systematic reviews can take anywhere from half a year to several years to conduct,4-6 it is important that the review question is engaging for all audiences. 
Novel
The review question should be novel and address a gap within the existing body of knowledge. This means that we should avoid conducting new reviews if one has previously been conducted on the same topic, unless there are limitations that need to be addressed or a substantial amount of new evidence is available that could change the prior conclusion of a previous review.
To avoid duplication, it is therefore recommended that authors check registries of systematic review protocols (e.g., PROSPERO(opens in a new tab), Cochrane(opens in a new tab)) before beginning a review. 
Ethical
Consideration of ethical issues are fundamental to any research domain or method, including systematic reviews. While conducting a systematic review will not involve the typical ethical concerns associated with the use of primary data (for e.g., obtaining informed consent, patient confidentiality), it is imperative the review authors still consider ethics. For example, is it possible that the review question will have implications that could lead to the widening of health inequities in disadvantaged groups?   
Relevant
Relevance means that the review will produce findings that will have practical implications in the real world. This could include informing research, clinical practice, policies, or societal well-being.  

Knowledge Check
1. Imagine you’re interested in conducting a systematic review on the impact of high levels of air pollution on risk of cardiovascular disease. Past research shows that exposure to air pollution can damage blood vessels in humans, which could exacerbate cardiovascular disease risk. While systematic reviews have been conducted previously to look at this topic, no review has been conducted to determine the minimum level (i.e., threshold) of air pollution required to increase the risk of cardiovascular disease. You believe your review could provide meaningful evidence to support policies regulating air pollution.
Using the FINER criteria, do you believe this review would be Novel?
· Yes
· No
Correct Answer: Yes.
No review has been conducted to determine the minimum level of air pollution required to increase the risk of cardiovascular disease. Therefore, the review question is novel. It’s worth noting that a new systematic review should be considered only if it addresses limitations of previous reviews, or it has the potential to change previous conclusions. Conducting a systematic review for the sole reason of updating the evidence might not be reason enough. 

2. Imagine you’re interested in conducting a systematic review examining how the intake of a hypothetical vitamin may impact prognosis of severe osteoporosis. At moderate levels, this vitamin is shown to improve bone loss. However, it’s known that high intake of this vitamin can adversely interact with bisphosphonates, a class of drugs commonly prescribed to those with severe osteoporosis.  
Using the FINER criteria, do you believe this review would be Relevant?
· Yes
· No
Correct answer: No.
In practice, it is unlikely physicians would recommend high intake of this vitamin, given its interaction with bisphosphonates. Therefore, the review question is not relevant.

Formulating the Review Question
There are a number of frameworks that can be used to help formulate a review question in health research, the most common being the PICOS framework.7-8
The PICOS Framework for Quantitative Systematic Reviews
When interested in an intervention, we can use PICOS to help us identify the key components of our question in terms of Population, Intervention, Comparison, Outcome, and Study Designs (PICOS): 

	Component
	Explanation
	Considerations

	Population 
	What group of people is my question focused on? 
	Are there any relevant demographic factors (e.g., age, gender, sex, ethnicity) that need to be considered? 

What is the setting (e.g., hospital, healthy system, community, country)?  

Are there populations that should be excluded (e.g., patients with comorbidities that could bias the results)?  

	Intervention 
	What intervention am I interested in investigating? 
	This can cover various interventions (e.g., drugs, surgical procedures, rehabilitation therapy, behavioural changes, preventive measures, medical devices, and more). 

Does the intervention have variations (e.g., dosage/intensity, mode of delivery, frequency, duration, timing, etc.)? If you’re only interested in examining a certain variation of the intervention, this should be reflected when defining the intervention. 

	Comparison 
	What other type of intervention (or lack thereof), am I interested in comparing it to? 
	This may include similar interventions (e.g., drug-to-drug comparisons) or different interventions (e.g., drug versus rehabilitation therapy), and may even include multiple comparisons. 

In clinical reviews, the comparator often refers to usual care, which is the standard or routine care that patients typically receive for a specific condition or treatment. 

	Outcome 
	What outcome (or outcomes) am I interested in investigating?  
	Authors should consider all meaningful outcomes they wish to assess and clearly define each one. Additionally, it’s important to specify the relevant time period for these outcomes. 

For reviews looking at healthcare or behavioural interventions, authors should consider including adverse outcomes as an outcome of interest. 

	Study Design
	What types of study design(s) should my question be focused on? 
	Certain study designs are more appropriate than others for answering a specific research question. For example, randomized controlled trials (RCTs) are often considered the gold standard for evaluating the effectiveness of interventions due to their ability to minimize bias.8 However, for questions related to real-world effectiveness, safety, or long-term outcomes, non-randomized studies (such as cohort or case-control studies) may be more relevant to include. 
When possible, including both randomized and non-randomized studies can be beneficial, especially when the review question cannot be fully addressed by RCTs alone. For example, non-randomized studies can offer additional evidence regarding harms or rare outcomes that may not be feasible to study in RCTs. 



Let’s take a closer look at this with an example: 
Imagine you’re interested in examining how the use of statins (a class of medications used to lower cholesterol) can be used to prevent the recurrence of stroke, specifically in people who have a prior history of ischemic stroke (a type of stroke that is caused by a clot in the brain). You decide to conduct a systematic review to examine the topic more closely.
Using the PICOS framework, we can identify the key components of the review question: 
	Component
	Description

	Population 
	Adults with a previous history of ischemic stroke 

	Intervention 
	Use of statin therapy 

	Comparison 
	No use of statin therapy (but could use other types of therapy) 

	Outcome 
	Recurrence of ischemic stroke

	Study Design
	Randomized controlled trials and cohort studies (a non-randomized study design) 



We can then use the framework to create a clear, concise and focused review question: 
"In adults with a previous history of ischemic stroke (P), how does use of statin therapy (I) compare to no use of statin therapy (C) in terms of ischemic stroke recurrence (O), as measured by randomized controlled trials and cohort studies (S)?" 
In some instances, including the Study Design component might not be necessary when formulating your review question. This is dependent on the review question and research discipline.

Did you know there are other variations of PICOS?
The PICOS framework has also been adapted to include questions that do not focus on interventions. Similar to above, this framework is known as PECOS,9 where “Exposure” replaces “Intervention”. The rest of the criteria —Population, Comparison, Outcome, Study Design — remain unchanged. 
This adaptation is useful for studies where interventions cannot be randomized and are instead considered “exposures”. This might be due to the observational nature of the study or ethical concerns that prevent randomization. For instance, since smoking is known to cause lung cancer, it would be unethical to conduct a randomized intervention study on smoking. Therefore, we would consider smoking an “exposure”, and the PECOS framework is used for such review questions. 
More details on when and how to use the PECOS framework can be found in this article(opens in a new tab). 

Frameworks for Qualitative Systematic Reviews
In general, most types of systematic review questions (i.e., quantitative, qualitative, or mixed methods) are formulated using the PICOS framework, as described above.10 However, the PICOS framework has been adapted to provide alternative question frameworks for qualitative reviews. Some examples include: 
· SPICE - Setting, Perspective, Intervention or phenomenon of interest, Comparison, Evaluation;11
· SPIDER - Sample, Phenomenon of Interest, Design, Evaluation, Research type;12
· PerSPecTIF - Perspective, Setting, Phenomenon of interest/Problem, Environment, Comparison, Time, Findings.13
More details on these frameworks can be found in Chapter 21: Qualitative Evidence of the Cochrane Handbook.10

Knowledge Check
Identify the PICOS components from the following systematic review abstract: 
[image: ]

Choose the correct PICOS components from the systematic review abstract: 
1. P = Community-dwelling people aged 60 years or older
I = Psychological or educational interventions (or both)
C = None (or usual care)
O = Rate of falls
S = Clinical studies

2. P = Community-dwelling people aged 60 years or older
I = Psychological interventions
C = Educational interventions
O = Rate of falls
S = Randomized controlled trials

3. P = Community-dwelling people aged 60 years or older
I = Psychological or educational interventions (or both)
C = None (or usual care)
O = Rate of falls
S = Randomized controlled trials

4. P = Community-dwelling people aged 60 years or older
I = Psychological interventions
C = Educational interventions
O = Rate of falls
S = Randomized controlled trials

Correct answer: 3.

Did you know? 
Cochrane systematic reviews published in the journal Cochrane Database of Systematic Reviews now provide their review question listed in the PICOS framework! Check it out for the above example(opens in a new tab). 
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Lesson 2: Eligibility Criteria
Eligibility Criteria
Eligibility criteria are a clear set of guidelines that determine which studies should be included (inclusion criteria) and excluded (exclusion criteria) in a systematic review.  
Inclusion criteria define key features that a research article must have to be eligible for inclusion in a review. 
Exclusion criteria identify features of articles that, although they meet the inclusion criteria, may have additional characteristics that could interfere with the review's results. These might include factors such as studies using different methodologies (e.g., qualitative), are of a certain publication type (e.g., reviews, editorials or commentaries), or language of publication. 

Defining the Eligibility Criteria
The eligibility criteria are defined after setting the review question, but before designing the search strategy. Decisions on study eligibility should be documented and justified in the review protocol (which we will discuss later in this module). 
In general, there are two main considerations when developing the eligibility criteria:14 
1 - PICOS Characteristics
Eligibility criteria should be based on the PICOS criteria and identify essential characteristics of the study in terms of Population, Intervention (or Exposure), Comparison, Outcome, and Study Design.  
2 - Publication Characteristics
Eligibility criteria can also include characteristics of publication, including those related to date of publication (e.g., in the past 10 years), language, and type of publication (e.g., peer-reviewed, grey literature, secondary literature, etc.). 
Considerations for publication characteristics:
Publication Date
In some cases, it may be appropriate to limit the studies in your review by publication date, but this should not be done arbitrarily to reduce the number of references that need to be screened.
One example where it might make sense to limit by publication date, is if a drug has been on the market for decades but has only recently been approved for treating a different condition (the one you are interested in). 
Be prepared to provide a rationale if you limit the studies in your review by publication date.
Publication Language
While it is common for systematic reviews to exclude studies not published in English, ignoring studies published in other languages may introduce bias into a review.15 For this reason, many guidelines (e.g., Cochrane, JBI) advise against excluding studies on the basis of language.  
Database records for non-English references will provide an English translation for the citation and abstract. This means that reviewers can easily complete title/abstract screening for non-English references. In some cases, reviewers may not end up with any non-English references that move on to full-text screening.
If non-English references do make it to full-text screening, reviewers can try using free translation programs like Google Translate(opens in a new tab) or DeepL(opens in a new tab) to determine whether a study meets their eligibility criteria.
If English translation is not possible for any full-text sources that appear to meet the eligibility criteria, this should be mentioned as a limitation of the review, and those studies can be referenced as potentially eligible non-English articles not included in the review.
Publication Type
When identifying eligible studies for a systematic review, researchers should look beyond peer-reviewed journal articles and should also include unpublished studies, which better captures a broad range of research evidence. This helps minimize publication bias, as studies with positive results are more likely to be published.16-18 Often referred to as grey literature, examples of unpublished literature include:  
· Clinical trial data from registries (such as ClinicalTrials.gov(opens in a new tab), WHO International Clinical Trials Registry Platform(opens in a new tab), EU Clinical Trials Register(opens in a new tab) etc.);
· Conference proceedings, abstracts, and papers; 
· Preprint articles; 
· Dissertations and theses; 
· Government or regulatory agency reports; 
· Technical reports.

Let’s take a closer look at eligibility criteria using our example on statin therapy and ischemic stroke recurrence: 
"In adults with a previous history of ischemic stroke (P), how does use of statin therapy (I) compare to no use of statin therapy (C) in terms of ischemic stroke recurrence (O), as measured by randomized controlled trials and cohort studies (S)?" 
Based on this question, let’s imagine we decide on the following eligibility criteria: 
	Inclusion Criteria
	Exclusion Criteria

	· Population: Adults with a previous history of ischemic stroke 
· Intervention: Statin therapy 
· Comparison: No use of statin therapy 
· Outcome: Recurrence of ischemic stroke 
· Study Design: Randomized controlled trials and cohort studies 
	· Publication Type: Reviews, commentaries, editor



Refining the Review Question
In the previous section, we gave some examples of various considerations for determining eligibility criteria for a review. Review authors should also consider the breadth of the review question, i.e., how ‘broad’ vs. ‘narrow’ the question is. This could have implications for creating the review question and the subsequent PICOS criteria and eligibility criteria. 
It is generally recommended that the scope for including studies in systematic reviews be broad enough to capture a variety of relevant studies yet narrow enough to ensure a meaningful conclusion can be drawn when studies are combined. Deciding exactly how ‘narrow’ or ‘broad’ your PICOS criteria and eligibility criteria should be requires balancing precision, scope and generalizability.

Broad Vs. Narrow Approach
	
	 Benefits
	 Trade-offs

	Broad
	· Broader data capture: A broadly defined question captures a wider range of evidence, including from multiple sources (e.g., grey literature, peer-reviewed journals, etc.). This can allow for a more comprehensive summary of the evidence. 
· Broader generalizability: Including a wider range of studies may make the review’s findings more applicable to real-world settings, as the population, interventions and outcomes are less restricted.
	· Heterogeneity: Greater variability in study designs, populations, and outcomes can complicate data synthesis, making conclusions less clear-cut and harder to interpret. 
· Time-consuming: By increasing the number of studies, this can make the screening and data extraction process more time-consuming and complex. 

	Narrow
	· Homogeneity: A narrowly defined question makes comparisons easier and can simplify data synthesis (e.g., a meta-analysis) since the studies are likely to be more similar in terms of the setting, population, intervention, etc. 
1. Efficiency: This approach may limit the number of studies included in the review, which can reduce the number of studies that need to undergo the screening and data extraction process. 
	· Limited generalizability: Conclusions of a narrowly defined question might apply well to a very specific population but may not be extendable to a broader group of populations or settings. 
· Missed studies: Having a narrowly defined question increases the potential to exclude relevant studi



Knowledge Check
When discussing with your research team, you think of the following scenarios you may encounter when searching for studies. Do you think these scenarios warrant the creation of additional eligibility criteria (either inclusion or exclusion criteria) that could refine the review question? 
1. Experimental studies examining statin use on ischemic strokes in mouse models.
· Yes
· No 
· It depends 
Correct answer: No.
Our population is defined as adults (implying a human population), and thus we do not need an additional exclusion criterion detailing the exclusion of animal studies.

2. In adults aged 50 and older, strokes are primarily linked to traditional risk factors such as high blood pressure and diabetes. In contrast, strokes in those under 50 are more often associated with non-traditional risk factors, which typically do not respond to statin therapy.
· Yes
· No 
· It depends
Correct answer: Yes.
Given that the causes of stroke seem to differ by age, it is logical to add an inclusion criterion that limits our review to adults aged 50 and older. We can do this by updating our population criteria to be “Adults aged 50 and older with a previous history of ischemic stroke”. 

3. Newer formulations of statins that are currently prescribed today have fewer adverse side effects, relative to older formulations.
· Yes
· No
· It depends
Correct answer: It depends.
If older studies may not reflect current clinical guidelines, then the authors could include an additional criterion to exclude studies before a certain publication date. In general, date restrictions should only be used when there is strong reason to do so (e.g., using the approval date for an intervention for the population of interest) and need to be reported and justified.8
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Lesson 3: Systematic Review Protocols
Systematic Review Protocols
A systematic review protocol is a strategic plan for a systematic review where researchers describe their proposed approach in detail. In general, it outlines the review question, the rationale, the hypothesis, and the planned methods for the review.19
In good practice, protocols should be detailed, developed before the review starts, made publicly available, and formally registered in a registry such as PROSPERO(opens in a new tab).
Having a detailed protocol before the review starts helps guide the review process by giving the authors a clear plan of action. It also helps to promote accountability and transparency of the completed review. 

Purpose of a Protocol
The main purpose of a systematic review protocol is to:
1. Describe the review question,
2. Provide the rationale,
3. Describe the methods of the review in such a way as to make the review process more transparent and replicable, and
4. Minimize bias through details of transparent and replicable methods, in addition to authors’ beliefs and prior knowledge. Transparent and replicable methods can also help readers to assess bias within a protocol.

Key Features of a Protocol
REVIEW QUESTION
As discussed previously in this module, it is important to have a clear and focused research question. This research question should be written in sufficient detail and explicitly list a review question. 
A clear and explicit review question lays the groundwork for creating a clear and concise plan of action in the protocol, which includes the rationale and methods. In protocols, the review question is listed by stating the objective(s) of the review, and the hypotheses. 
RATIONALE
Within the protocol, one of the key components that is included is the rationale. The rationale briefly describes the research area in the context of what is already known and provides reasoning for why a systematic review needs to be conducted for a given research question. 
It is important that the proposed review builds on prior knowledge in the research area. The authors should also explain to readers the motivation for conducting the review. 
By explicitly stating the rationale, it allows readers to assess the validity, applicability and importance of the proposed review to the research area. A detailed rationale can also be used as a double check that ensures your review question is appropriate and clinically or biologically important. 
METHODS
The methods section of a protocol provides an overview of the methods that will be used in the upcoming systematic review. It is the longest part of the protocol, and details the eligibility criteria, information sources, search strategy, quality assessments tools, data synthesis, and more. 
MINIMIZING BIAS
The process of designing and conducting a systematic review involves many decisions. By human nature, our decisions have the possibility to influence the review process. These judgments can lead to ‘bias’ either within the results or inferences of a review. 
Bias is defined as "any systematic error, or deviation from the truth, that occurs in results or inferences."20
In order to minimize the potential for bias in the review process, these judgements should be made in ways that do not depend on the findings of the studies included in the review. 
A review author’s beliefs or prior knowledge of certain studies can influence the definition of a systematic review question, the subsequent criteria for study eligibility or the choice of interventions or outcomes to be analyzed. Or, preliminary results of the systematic review may influence the direction of a systematic review once it has already begun.20
Protocols that explicitly list and justify the authors’ proposed methods are one way we can help to mitigate bias in reviews. 

Framing the Rationale
The rationale should describe the research area in the context of what is already known and provide reasoning for why a systematic review needs to be conducted for a given research question. It is important that systematic reviews build on prior knowledge in the research area.
If a systematic review on the topic has been conducted before, are there limitations that need to be addressed? An updated review might not be reason enough to do a systematic review.

Knowledge Check
Check your knowledge by answering these questions: 
1. What is the most important reason to conduct a protocol? 
· To minimize bias
· To describe the research question and rationale
· To describe the methods in detail
· All of the above
Correct answer: All of the above.
Conducting a protocol is important for numerous reasons, including those listed above. Protocols are important because they allow review authors to carefully plan their review, create explicit plans for their methods, and document the plan of the review so that other researchers can reproduce their methods and assess for bias.

2. Which scenario(s) do you think can influence or create bias in a review? 
· Authors’ personal beliefs
· Knowledge of the preliminary review results
· Prior knowledge of eligible studies
· All of the above
Correct answer: All of the above.
It is always possible to introduce bias into the review in a number of ways. This can happen if the authors make choices that align with their beliefs or their prior knowledge about eligible studies for inclusion and if the authors alter methods and analyses after seeing preliminary results. Protocols that explicitly list and justify the authors’ proposed methods are one way we can help to mitigate bias in reviews.
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Lesson 4: Guidelines for Reporting Protocols
Protocol Reporting Guidelines
PRISMA-P (Preferred Reporting Items for Systematic Review and Meta-Analysis Protocols) is a checklist(opens in a new tab) that contains essential components that should be included in a systematic review protocol.21
PRISMA-P was developed to guide the development of protocols of systematic reviews and meta-analyses evaluating therapeutic efficacy. However, it can be used as a template for protocols that are not evaluating efficacy, as there is a lack of existing protocol guidance overall.
It is strongly recommended that this checklist be used in conjunction with the PRISMA-P Explanation and Elaboration(opens in a new tab) article, which provides important clarifications and examples of how to apply each of the checklist items when creating your protocol.19

Sections of the PRISMA-P Checklist
The PRISMA-P checklist is divided into three sections:
1. Administrative Information
2. Introduction
3. Methods

Section 1: Administrative Information
The administrative section includes information that is necessary to identify and register the protocol such as the title, registration number, author information, amendments (if applicable), and funding sources. A list of information and details can be found in the figure above, taken from the PRISMA-P checklist.
[image: Image of the administration information section of the PRISMA-P checklist.]
Protocols can be amended after publication. While the intention should be that a review will adhere to the published or registered protocol, changes in a protocol are sometimes necessary. Amendments in the protocol should be documented and reported within the completed review.

Section 2: Introduction
The introduction section of the protocol should include the background and rationale for why the review is being conducted, in the context of what is already known.
An explicit statement of objectives should be listed in the PICOS framework described earlier in this module.
[image: Image of the introduction section of the PRISMA-P checklist.]

Section 3: Methods
The methods section of the protocol should include a detailed plan of the methods and analysis strategy for the review. This includes information on eligibility criteria, search strategy, management of data, quality assessment (commonly referred to as risk of bias), data synthesis methods, and assessment of cumulative evidence.   
The required information for the methods section can be found in the checklist criteria below, taken from PRISMA-P. We will go into more detail about search strategy, risk of bias, data synthesis and assessment of cumulative evidence using the GRADE approach in the next modules. 
[image: Images of the methods section of the PRISMA-P checklist.]

Knowledge Check
Check your knowledge by answering these questions: 
1. Which of the following is not included in a review protocol?
· A citation list of all eligible studies
· Details about how the authors intend to manage/store the study data in the review
· Statistical analysis methods that will be used to pool study data in the review (if applicable)
· Definitions of all eligible outcomes
· Information sources to use in the search for eligible studies
Correct response: A citation list of all eligible studies.
The protocol is a strategic plan for a systematic review where researchers describe their proposed approach in detail. While the authors may have an idea of which eligible studies currently exist in the literature for a given research question, the literature search has yet to be conducted.

2.   After a protocol is registered or published, the authors cannot deviate from any proposed methods.
· True
· False
· It depends
Correct answer: It depends. 
While any deviation from the protocol should be avoided as much as possible, sometimes it’s necessary. For e.g., it is possible that since publication of a protocol, a new intervention that is relevant to the research question might be available for study. It is important that any changes in methods that occur since the protocol is published must be justified in a protocol amendment and in the final review paper.

Publication of the Protocol
After the review protocol is completed, it should be made publicly available. Various international organizations such as Cochrane and JBI require protocols for their systematic reviews, which are published in their respective journals/databases.
Authors of reviews conducted outside of these organizations can freely publish systematic review protocols on PROSPERO(opens in a new tab), an international database dedicated to registering systematic reviews. Other avenues to publish include a preprint server (e.g., medRxiv(opens in a new tab), OSF(opens in a new tab)), or traditional journals (e.g., Systematic Reviews(opens in a new tab), BMJ Open(opens in a new tab)).
In many cases, systematic review protocols undergo peer review before they are published online. This can be another way to ensure that the systematic review protocol has a well-formulated research question, rationale and plan of methods before the review is undertaken.

Final Tips
· Use accessible language when writing a protocol, i.e., language that is easy to read and understand by someone who is not an expert. It is also recommended that you use a future tense and an active voice.
· The protocol should be written by the whole systematic review team, not just the first author. This usually includes content experts in the research area, experts in statistics, librarians, information specialists, and even students who might help with study screening and data extraction. Publishing of the protocol will also require you to list all team members as co-authors, and thus it is important to have your team assembled before starting the protocol.
· Need an example? Check out this protocol of a systematic review.(opens in a new tab)

Module Summary
In summary, several important steps must be taken in the initial stages of developing a systematic review. These include creating a well-formulated review question using the PICOS framework, establishing eligibility criteria, and writing and publishing a systematic review protocol. Careful consideration of each of these steps is essential for creating a rigorous and well-designed review. Here are some key points: 
1. Developing a clear and focused review question is crucial for guiding the review process. This foundational step shapes the direction of the review, influencing key aspects such as inclusion and exclusion criteria, search strategy, data collection, and presentation of findings. 
2. Establishing eligibility criteria are important because it helps to generate objective and accurate results, by ensuring that the literature evaluated is relevant to the review and assessed consistently. Well-defined criteria reduce the risk of errors and bias, while inconsistent application can lead to the inclusion of irrelevant studies and potentially bias the results. 
3. Creating a systematic review protocol is vital, as it outlines the methodology and ensures transparency and reproducibility. A detailed protocol serves as a roadmap for the review process, providing the review authors with a clear plan of action and helping to maintain methodological integrity throughout the process. 
 Together, these elements form the foundation for conducting rigorous and impactful systematic reviews. 
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Congratulations! You have completed Module 2: Formulating Review Questions and Protocols.
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Section and topic Item No Checklist item

ADMINISTRATIVE INFORMATION

Title:
Identification la  Identify the report as a protocol of a systematic review
Update 1b_ Ifthe protocolis for an update of a previous systematic review, identify as such
Registration 2 If registered, provide the name of the registry (such as PROSPERO) and registration number
Authors:
Contact 3a Provide name, institutional affliation, e-mail address of all protocol authors; provide physical mailing address of
corresponding author
Contributions 3b  Describe contributions of protocol authors and identify the guarantor of the review
Amendments 4 Ifthe protocol represents an amendment of a previously completed or published protocol, identify as such and list changes;
otherwise, state plan for documenting important protocol amendments
Support:
Sources Sa Indicate sources of financial or other support for the review
Sponsor b Provide name for the review funder and/or sponsor

Role of sponsor or funder ¢ Describe roles of funder(s), andlor ), if any, in ping the protocol
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INTRODUCTION

Rationale 6 Describe the rationale for the review in the context of what is already known

Objectives 7 Provide an explicit statement of the question(s) the review will address with reference (o participants, interventions,
comparators, and outcomes (PICO)
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Selection process b State the process that will be used for selecting studies (such as two independent reviewers) through each phase of the
review (that s, screening, eligibility and inclusion in meta-analysis)
Data collection process 1lc  Describe planned method of extracting data from reports (such s piloting forms, done independently, in duplicate), any
processes for obtaining and confirming data from investigators
Data items 12 Listand define all variables for which data will be sought (such as PICO items, funding sources), any pre-planned data
assumptions and simplifications
Outcomes and prioritization 13 Listand define all outcomes for which data will be sought, including prioritization of main and additional outcomes, with
rationale
Risk of bias in individual studies. 14 Describe anticipated methods for assessing risk of bias of individual studies, including whether this will be done at the
outcome or study level, or both; state how this information will be used in data synthesis
Data synthesis 158 Describe criteria under which study data will be quantitatively synthesised
156 If data are appropriate for quantitative synthesis, describe planned summary measures, methods of handling data and
methods of combining data from studies, including any planned exploration of consistency (such as I, Kendall’s 1)
15c  Describe any proposed additional analyses (such as sensitivity or subgroup analyscs, meta-regression)
154 If quantitative synthesis is not appropriate, deseribe the type of summary planned
Meta-bias(es) 16 Specify any planned assessment of meta-bias(es) (such as publication bias actoss studies, selective reporting within studies)
Confidence in cumulative evidence 17 Describe how the strength of the body of evidence will be assessed (such as GRADE)
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Background

Older adults are at increased risk of both falls and fall-related injuries. Falls have multiple causes and many interventions exist to
try and prevent them, including educational and psychological interventions. Educational interventions aim to increase older
people’s understanding of what they can do to prevent falls and psychological interventions can aim to improve
confidence/motivation to engage in activities that may prevent falls. This review is an update of previous evidence to focus on
educational and psychological interventions for falls prevention in community-dwelling older people.

Objectives

To assess the benefits and harms of psychological interventions (such as cognitive behavioural therapy; with or without an
education component) and educational interventions for preventing falls in older people living in the community.

Search methods

We searched CENTRAL, MEDLINE, Embase, four other databases, and two trials registries to June 2023. We also screened
reference lists and conducted forward-citation searching.

Selection criteria

We included randomised controlled trials of community-dwelling people aged 60 years and older exploring the effectiveness of
psychological interventions (such as cognitive behavioural therapy) or educational interventions (or both) aiming to prevent falls.





