Assessing risk of bias in included studies
Materials:

· Slide presentation

· Handouts

· Practical exercises

1. Planning a trial (CHOC-ATT) – demonstrating risk of bias arising in RCT methods

2. Application of RoB tool

· Ingle, Wound healing with honey

· Chappell, Antioxidants & pre-eclampsia (see BMG docs & slides)

Content map:
	Content addressed
	Handbook reference
	Slide(s)
	Notes

(examples, pictures, order, omissions)

	Title
	
	1
	

	Steps of a Cochrane systematic review
	
	2
	

	Outline
	
	3,10,34,38
	

	Chapter 4
	
	
	

	Main text
	4.5
	41,44-45
	See also Writing a protocol, Defining a review question, Searching, Selecting studies, Dichotomous, Continuous, Intro to meta-analysis, Non-standard data, Heterogeneity, Reporting Bias and Interpreting Results presentations

	Tables
	4.6
	
	

	Risk of bias
	4.6.2
	7-8, 36-37
	

	RevMan plots and graphs
	4.9.1 and Table 4.9.a
	42-43
	See also Searching for studies, Selecting studies, Intro to meta-analysis, Reporting biases and Interpreting results presentations

	Chapter 8
	
	
	

	Introduction
	8.1
	4
	

	What is bias? 
	8.2
	
	

	‘Bias’ and ‘risk of bias’
	8.2.1
	4-5,32
	

	‘Risk of bias’ and ‘quality
	8.2.2
	5,32
	

	Establishing empirical evidence of biases
	8.2.3
	4,8
	

	Tools for assessing quality and risk of bias 
	8.3
	
	

	Types of tools 
	8.3.1
	6,7
	

	Reporting versus conduct 
	8.3.2
	5
	

	Quality scales and Cochrane reviews 
	8.3.3
	6
	

	Collecting information for assessments of risk of bias 
	8.3.4
	35-36,44-45
	See also Collecting data presentation

	Introduction to sources of bias in clinical trials
	8.4 & Table 8.4.a
	11-12,14,16-17,19-20,23-24,29-30
	See CHOC-ATT exercise

	Selection bias
	8.4.1
	8,11-12,14
	See CHOC-ATT exercise

	Performance bias
	8.4.2
	16-17
	See CHOC-ATT exercise

	Detection bias
	8.4.3
	19-20
	See CHOC-ATT exercise

	Attrition bias
	8.4.4
	23-24
	See CHOC-ATT exercise

	Reporting bias
	8.4.5
	29-30
	

	Other biases
	8.4.6
	32-33,39
	

	The Cochrane Collaboration’s tool for assessing risk of bias 
	8.5 
	
	

	Overview 
	8.5.1
	7-8,22,27,32, 36-37
	

	The Cochrane Collaboration’s tool for assessing risk of bias
	Table 8.5.a
	7-8,11-33
	See CHOC-ATT exercise

	Differences between the ‘Risk of bias’ tool described in Handbook versions 5.0.1/5.0.2 and the revised ‘Risk of bias’ tool described in Handbook version 5.1.0 (this version)
	Table 8.5.b
	
	Not included

	The support for judgement 
	8.5.2 & Table 8.5.c
	7,36-37
	

	The judgement 
	8.5.3
	7, 36-37
	

	Criteria for judging risk of bias in the ‘Risk of bias’ assessment tool
	Table 8.5.d
	13,15,18,21,28,31,33
	

	Presentation of assessments of risk of bias
	8.6 & Fig 8.6.a & Fig 8.6.b & Fig 8.6.c
	7,36-37,42-43
	See also Interpreting results presentation

	Summary assessments of risk of bias 
	8.7 & Table 8.7.a
	6,39,40,42-43
	See also Interpreting results presentation

	Incorporating assessments into analyses 
	8.8
	
	

	Introduction
	8.8.1
	41
	

	Exploring the impact of risk of bias 
	8.8.2
	
	

	· Graphing results according to risk of bias 
	8.8.2.1
	41
	

	· Studies at ‘unclear’ risk of bias 
	8.8.2.2
	40-41
	See notes

	· Meta-regression 
	8.8.2.3
	41
	

	· Comparison of subgroups 
	8.8.2.3
	41
	

	Including risk of bias assessments in analyses 
	8.8.3
	41
	

	· Possible analysis strategies
	8.8.3.1
	41
	

	Other methods for addressing risk of bias
	8.8.4
	
	

	· Direct weighting
	8.8.4.1
	41
	See notes

	· Bayesian approaches
	8.8.4.2
	41
	See notes

	Sequence generation 
	8.9
	11-13
	

	Allocation concealment 
	8.10
	11,14-15
	

	Blinding of participants and personnel
	8.11
	16-18,22
	

	Blinding of outcome assessment
	8.12
	19-22
	

	Incomplete outcome data 
	8.13
	23-28
	

	Selective outcome reporting 
	8.14
	29-31
	See also Selecting studies presentation

	Other potential threats to validity 
	8.15
	9,32-33
	

	Chapter 9
	
	
	

	Writing the analysis section of the protocol
	9.1.7
	44-45
	

	Chapter 10
	
	
	

	· Outcome reporting bias
	10.2.2.5
	30
	See also Reporting bias and Interpreting results presentations

	Chapter 13
	
	
	

	Assessing risk of bias in non-randomized studies
	13.5
	9,33
	

	Chapter 16
	
	
	

	Assessing risk of bias in cluster-randomized trials
	16.3.2
	33
	

	Assessing risk of bias in cross-over trials
	16.4.3
	33
	See also Non-standard presentation.

	Take home message
	
	46
	

	Acknowledgements
	
	47
	


What’s new since Version 1.0? [October 2012]
· Minor corrections and updates to Handbook references in the content map.

· Slide 9: New slide to address risk of bias assessment for non-randomised studies for MECIR standard #52.

· Slide 33: Notes edited to address risk of bias assessment for non-randomised studies for MECIR standard #52.
· Slide 35: New dot point added - “define in advance how you will resolve disagreements” and notes edited accordingly for MECIR standard #53.

· Slide 36 – Notes edited to emphasise recording the source of information for MECIR standard #55
· Slides 40 & 41 – order reversed.
Proposals for next version:
1. Practical exercise: Selective outcome reporting

2. Buscemi (review + three included studies, plus handout) (see BMG docs & slides)
3. BMG to reconsider the role of the term ‘quality’ (e.g. Peter Tugwell has concerns, Lucy Turner following up).

4. BMG to consider comprehensive list of acceptable other biases (Lucy Turner following up)

5. Advanced presentation going over empirical evidence for the domains. (Lucy Turner & Steve McDonald suggested).
6. Slides from Bias Methods Training event – Isabelle Boutron’s examples of high & low risk article text; other risks of bias; etc.

7. Add link to Chapter 16 for design-specific risk of bias.

8. Amy Drahota:
Slide 12: I stumbled a bit over the 3rd bullet point, as in my mind stratified randomisation does not actually detail the method for generating the sequence. For example, some-one may choose to stratify by gender, and then alternate within the male and female groups respectively to make sure there’s a balance of both men and women in each group. I realise this is probably very unlikely, but if simply saying ‘randomised’ isn’t sufficient detail, then I’m not sure that this fits the bill for explaining how the randomisation was done. I know the handbook discusses this approach under ‘adequate’ but I also see that it says “Risk of bias may be judged in the same way whether or not a trial claims to have stratified.”, so I just wonder if this is a bit misleading to have it listed under ‘low risk’, or if the speaker notes require some clarification?
Slide 27: This may sound daft, but I also stumbled a bit over the point about ‘reasons being unrelated to the outcomes of the study’; I think perhaps if it said ‘direction of the outcome’ it might be clearer. My first thought was that it was referring to what the choice of outcomes were, rather than whether or not the missing data related to negative or positive outcomes;  And going through my mind was the thought - isn’t it normally that bias would arise if the reasons are related to the effects of the (choice of) intervention(s) rather than the choice of outcomes.
I also had an ME observing the session, who was there to help with the course, and she fed back to me afterwards that she found the use of the word ‘Overview’ on the slides a bit confusing as she now associates that with ‘Overview of Reviews’, so suggested it might be better to  use a different word.
