[bookmark: _Toc425773756]EPI 214 - Systematic Reviews - 2022
Assignment #1 - Protocol Template (35%)
Instruction: Students should use this template (below) to develop a brief systematic review protocol. Important notes: 

-The protocol should include a clear definition of the research question(s) and related PICO(s).
-The aim of your review should be assessing the effectiveness of a ‘narrowly defined’ medical or public health intervention, such as a specific treatment or treatment modality, thus possible for you to define PICOs.
- The topic should not significantly overlap with an existing protocol indexed in Prospero or the Cochrane library. You must conduct a research of those databases to verify it and include screenshot(s) of your searches as a supportive document. 
- Ideally, there should be no published systematic reviews on your topic in the past 10 years either. This will be part of your justification (under background) of why you are doing this review, and it should be clearly stated there.

Protocol components and grading rubric: Below, we have provided key headings and subheadings for your protocol as well as allocated % grade in “[x]”. This is not an exhaustive list of all potentially relevant topics. You should try to follow these topics but ok to add more if necessary if appropriate/relevant to your systematic review. 

Formatting requirements: The final/complete protocol should not exceed 5 double-spaced pages (including cover page & references), 1 inch margin on all sides, font: 11 Calibri/ Arial. You should use at least 5-7  references including existing systematic review on your topic of interest that you are for example updating or expanding.

Note: Please send a copy of your protocol (assignment #1) to your peer reviewer on the same day that you submit to us.

Follow formatting requirements and inclusion of heading/subheadings. You should keep all bolded headings/subheadings[2]
Sending the assignment #1 file to your peer-reviewer on time. [1]
Follow file-naming format (Lastname_EPI214-Assignment-1) for the assignment 1. [0.5]
Include your name on the first page of document.[ 0.5]

PROTOCOL COMPONENTS
REVIEW TITLE /RESEARCH QUESTION (< 90 characters – informed by PICO – see class slides for how to formulate research question using PICO) [1]
[bookmark: _Toc425773758]INTRODUCTION (200- 250 words) 
· Background [2] – Should explain the context and also help reader to understand the disease or health condition under study. Include some basic statistics about the disease / burden of the disease, etc. Cite properly.
· Public health significance [1]. This can include public health significance of the disease, and intervention, as well as how your review impacts it.
· Rationale /Justification [2]. Clearly explain why your proposed systematic review is important. What gaps in knowledge or policy will be addressed after this review is completed. Include screenshots of your database searches verifying that a similar review protocol does not exists in Prospero and Cochrane. Add as appendix and not in the middle of your protocol.
OBJECTIVES [1] (2-3 lines). What will be accomplished if this review is completing. 
[bookmark: _Toc425773759]METHODS 
· Inclusion/exclusion criteria. Break this down by PICO. Be as specific and detailed as you can. Make sure that you also discuss/add exclusion criteria when appliable.
· Population , Interventions, Comparator, Outcomes. [1 each, total 4]
· Study Design. [1] 
· [bookmark: _Toc425773762]Other criteria (such as publication timing, study type, geography, etc). [1]
· Search methods for identifying studies
· PubMed search strategy. 
· Clearly explain how you developed search strategy [1]
· Make sure you provided sufficient keywords that demonstrates that you have given it a good thinking. Make sure you don’t miss obvious keywords. Include both MeSH terms and free text. [2]
· Properly use Boolean syntaxes and run your searches and report initial hits for each keyword group/these and combination of them. Consult with class slides from Module 2. Properly organize your search strategy in a table by theme/PICO/topic [2]
· Explain the process to develop search strategy for other databases [1]
· Databases to be searched and search dates [2]. Clearly state all search databases and anticipated search dates (at least 4).
· Strategies to search the Grey literature and other methods to find relevant data/studies [2]. Explain how will you search the grey literature? Or if you will not, justify why. Include name of databases and  how you will use keywords since it’s not the same process.
· [bookmark: _Toc425773766]Selection of studies
· Citation management process [1]. Need to explain next steps once all searches are done, and how will you manage citations and get them ready for screening and address duplicates. Need to say what software will be used. 
· Study selection process [1]. Clearly state how you use PICO to inform the process and also step-wise screening. Explain software or methods to be used.
· [bookmark: _Toc425773767]Data extraction and standardization [2]. Explain what variables you will extract and provide details and data categories that are relevant to your review. Avoid saying generic terms like population or outcome, rather for example for outcome: hypertension, myocardial infarction, death. Etc. What software/form/methods you will use to collect data. What is the process, who will do that. What data you anticipate to need standardization.
· Dealing with missing data. [1] How will you address studies that didn’t report outcome, such as searching for supplemental documents and contacting authors.
· 
[bookmark: _Toc425773770]DECLARATION of INTERESTS [ 0.5]. Should have a statement about no conflict of interest or whatever declaration they have.
REFERENCES. Include 5-7 citations, Vancouver style. [1.5]
APPENDICES

***************************** STOP ****************************
Topics listed below are not part of Assignment # 1 and are not counted toward 5-page limit. If you are interested, you may include them in your protocol and receive up to 3% extra credit if this is done properly. This section should not exceed 2 pages.
· [bookmark: _Toc425773769]Risk of bias assessment 
· Explain what methods/tools used to assess risk of bias
· Briefly how you will apply it at PICO level.
· Briefly mention risk domains and how the judgment process will take place.
· Who will conduct risk of bias assessment, and process such as dual assessment or not, a brief statement about how it will be applied.
DATA SYNTHSIS
· Descriptive analysis
· Meta-analysis methods. Explain what methods you will use including software, mixed vs. random effects, and use of forest plots.
· Unit of analysis issues. Should explain if this is patient level data or group level data, and what kinds of metrics you will use (OR, MD, SMD, etc), and if you will create. Common metrics.
· Assessment of heterogeneity. How you will assess heterogeneity, how it will affect your choice of model.
· Assessment of reporting biases . How you will assess reporting bias, methods to use
· Subgroup analysis. How they plan to perform sub-group analysis, what are some of the variables, 
· Sensitivity analysis. How they plan to perform sensitivity analysis, will they use specific criteria, what method will they use.
