Assessing risk of bias: Package-specific guidance 

This guidance provides more information on the specific learning package, related to the didactic input, interactive exercises and any important discussion points. For general information on planning and implementing a workshop/session, please consult the Trainers’ Guide. 
1. About the learning package
This learning package contains the following learning material: 
· PowerPoint presentation on theoretical concepts
· CHOCC-ATT Exercise – Designing a trial
· Introductory PowerPoint presentation
· Trainers’ notes
· DROPLET Exercise – Undertaking a RoB2 assessment
· Trainers’ notes
· Main paper (DROPLET study)
· Supplementary data linked to main paper
· DROPLET study protocol
· DROPLET registry entry
· RoB template
· Completed RoB 2 assessment 
· Multimedia 
· Links to YouTube videos on:
· What is bias and what is risk of bias?
· Allocation concealment – central randomization 
· Allocation concealment – sealed, opaque envelopes
· Allocation concealment – open list
· Allocation concealment – open envelopes
· Blinding outcome assessors – does it matter?
· Additional resources
· Link to the current version of the Risk of bias 2 tool
· Link to recorded Risk of bias (RoB2) webinar series 
· Link to the Cochrane Interactive Learning module 5
· Link to Cochrane Handbook Chapter 8
· Links to the relevant MECIR standards 
2. Using the presentation
The PowerPoint presentation contains the didactic input for this learning package. The Trainers’ Guide provides general information and guidance on using the PowerPoint presentations (section 3.1). The presentation contains detailed notes and suggestions for discussion points. As this is quite a long presentation that contains a lot of new information, we suggest that you include enough breaks so that participants are not overwhelmed. 
3. Implementing interactive exercises
3.1 CHOCC-ATT Exercise: Designing a trial 
This learning package contains detailed Trainers’ notes on implementing the CHOCC-ATT exercise. The aim of the exercise is ‘to identify methodological issues with the design and implementation of clinical trials that influence the risk of bias, including three elements of the risk of bias assessment tool: random sequence generation, allocation concealment and blinding.’ It is recommended that the exercise is conducted as an introduction to the session, i.e. before presenting the didactic content.
The Trainer’s notes contain a detailed description of the materials required, as well as the steps to implementing the exercise. At the end of the exercise, you can hand out chocolates to the placebo group as well.   
3.2 DROPLET Exercise: Undertaking a RoB 2 assessment
This learning package contains detailed Trainers’ notes on implementing the DROPLET exercise. The aim of this exercise is to ‘gain experience in undertaking an assessment of risk of bias in a randomized trial using RoB 2’ and to ‘gain experience of discussing disagreements in RoB 2 assessments with a fellow reviewer’. The exercise is based on the study: Doctor Referral of Overweight People to Low Energy total diet replacement Treatment (DROPLET): pragmatic randomised controlled trial.[footnoteRef:1] Materials available to the participants include the published manuscript, the published protocol, the trial registry entry and the RoB 2 assessment template. The RoB 2 template is available as an electronic file (Word or Excel) on the RoB website (https://www.riskofbias.info/welcome/rob-2-0-tool/current-version-of-rob-2). You can ask participants to download the Word or Excel file and complete these electronically, or you can print the Word templates to hand out as paper-based worksheets. If you are planning to use the electronic files during the workshop, make sure that all participants have a laptop with access to the file. Paper-based worksheets might work better in settings where there can be power outages, and where all participants will not necessarily have access to a laptop.  [1:  Astbury NM, Aveyard P, Nickless A, Hood K, Corfield K, Lowe R, Jebb SA. Doctor Referral of Overweight People to Low Energy total diet replacement Treatment (DROPLET): pragmatic randomised controlled trial BMJ 2018; 362 :k3760 BMJ. doi: 10.1136/bmj.k3760.
] 

Although this exercise can be done individually, in pairs or in small groups, we suggest making use of small groups so that participants have the opportunity to discuss their assessments with others as. This collaborative learning approach enhances understanding of new and complex concepts and also mirrors the process of discussing and agreeing on judgements when conducting a systematic review. Small groups should not exceed 4 participants, so that everyone has a chance to contribute to the discussions. 
This exercise requires a lot of time. We suggest allowing at least one, but ideally two hours for participants to read the trial and complete the risk of bias assessment. Facilitators can assist small groups by moving through the room and engaging with individual groups, to clarify concepts and answer questions (Trainer’s guide Section 3.1). Once all the groups have completed their RoB assessment, allow about 30-40 minutes for feedback. Depending on the number of groups, you can ask each group to share and explain their assessment of one of the domains. At the end of the feedback session, you can distribute the suggested RoB 2 assessment for the DROPLET trial, which is also included in this package. You should emphasise that this is illustrative of a completed RoB assessment and should not be seen as a ‘solution sheet’. RoB assessment requires a lot of judgements, and as long as these are substantiated, there is seldom a right or wrong answer. 
We suggest that you include this exercise after you have completed the didactic input, as this will help participants apply the new knowledge that they acquired during the presentation. However, you can also break up the exercise into sections so that participants assess the risk of bias in the DROPLET study after the relevant domain was covered in the presentation. 
4. Discussion points 
This is usually one of the more difficult topics to cover. On the one hand there are complex new concepts that are being introduced, and on the other hand, participants are required to apply these concepts when making judgements about risk of bias in a trial. The PowerPoint presentation of didactic input contains a lot of useful notes and tips for discussion points, such as clarifying the difference between allocation concealment and blinding. 
It is important to highlight that risk of bias assessment is not a straightforward process. It requires thorough reading and understanding of the study being assessed, making judgements and discussing and agreeing on these with other authors. As mentioned, it is important to highlight that there is seldom a right or wrong answer to risk of bias. However, authors need to be transparent in how and why they made judgments. 
To illustrate the complexity of assessing risk of bias, it is useful for facilitators to integrate as many examples as possible when explaining concepts. These can be personal experiences as review authors, but also a variety of illustrative examples of existing trials. 
 
