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Summary

1. Use simplified RoB assessment: ROBUST-RCT
> Search and Report on registered studies +/- subgroup analysis
5. Automation tools for flagging of possibly fraudulent studies

4. Automation for better (abstract) communication, eg
PRISMA4Abstracts



GRADE: Quality of Evidence — Is bias < effect size?
B

Cochrane Database of Systematic Reviews | Review - Intervention

Pulmonary rehabilitation following exacerbations of chronic
obstructive pulmonary disease
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Heterogeneity: Tau®= 0,74, Chi*= 28,80, df=7 (P = 0.0001), F=77%
Test for overall effect Z=2.20 (P =0.03)
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Risk of bias legend
(A) Random sequence generation (selection bias)
(B) Allocation concealment (selection hias)

(C) Blinding (performance bias and detection bias): Hospital admiss
(D) Incomplete outcome data (attrition bias)

(E) Selective reporting (reporting bhias)
(F) Other hias

3. Precision

5. Publication & Reporting Bias

4. Directness

Figure 3 Forest plot of comparison: 1 Rehabilitation versus control, outcome: 1.1 Hospital readmission (to end of follow-up).




Development of ROBUST-RCT: Risk Of Bias instrument for Use in
SysTematic reviews-for Randomised Controlled Trials
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1. Risk of Bias

Table 2 | ROBUST-RCT core items and two step approach

Core items and response options Step 1 Evaluate what happened
Core items:
Item 1 Random sequence generation Was the allocation sequence adequately generated?
Item 2 Allocation concealment Was the allocation adequately concealed?
Item 3 Blinding of participants Were participants blinded?
Item 4 Blinding of healthcare providers Were healthcare providers blinded?
Item 5 Blinding of outcome assessors Were outcome assessors blinded?
Item 6 Outcome data not included in analysis  Extract the number of participants who were not included in
analysis in each group <= Intention-to-Treat “omitted”
Response options Definitely yes, probably yes, probably no, definitely no
(except for item 6)
ROBUST-RCT=Risk Of Bias instrument for Use in SysTematic reviews-for Randomised Controlled Trials.

(RAMbo — Randomized? Attrition? (Outcome) Measurements — blinded OR Obijective)

Wang et al. BMJ 2025;388:€081199 hitp://dx.doi.org/10.1136/ bmj-2024-081199

Supported by Wang Y, ..., Guyatt GH. Compelling evidence from meta-epidemiological studies
demonstrates overestimation of effects in randomized ftrials that fail to optimize randomization and blind
patients and outcome assessors. J Clin Epidemiol. 2024 Jan;165:111211.



http://dx.doi.org/10.1136/

Analysis by Registered vs Published Studies

Question: Ovarian Cancer chemotherapy: single v combined

- 5. Publication Bias

Published Registered

No. studies 16 13
Survival ratio 1.16 1.05
95% (I 1.06-1.27 0.98-1.12
P-Value 0.02 0.25

Simes RJ. Publication bias: The case for an international registry of clinical trials. J Clin Oncol. 1986:1529-41
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5. Publication Bias
Publication bias: some options /_

M Search and report on registered studies — eg number unpublished
2 Do a sub-group analysis of registered versus unregistered studies

X Do only an analysis of registered studies

Standard 3.2 Take action to address potentially biased ref

research results
Required elements:
3.2.1 Search grey-literature databases, clinical trial registries, and

other sources of unpublished information about studies

And report on ...



“Problematic” studies

INSPECT-SR —Uses 21 structured checks across four domains:

1.

2.

post-publication notices
study conduct, governance and transparency
text and figures

study results

G) Cochrane About us Our evidence Get involved Learn Products and services For authors
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New tool detects problematic trials before
they distort evidence

A new tool has been developed to help researchers detect problematic clinical trials before
including them in systematic reviews.

Friday, September 5,2025 « By Mia Parkinson



Automated Flagging of potentially fraudulent papers:

(Model trained on Retraction Watch).

Percentage of flagged papers within each research area of cancer

research corpus* thelbmyj
Research areas determined by Al labelling. Each paper could be assigned to multiple

research areas

*Flagged papers are textually similar to retracted paper mill papers

Cancer biology and

fundamental research
Treatment development or

evaluation
Diagnosis and prognosis

Cancer prevention

Survivorship, supportive care,
and end of life

Epidemiology and population
studies

Health systems, policy, and

implementation . . . . '. . | . .

| |
o 1 2 3 4 5 6 7 8 9 10 11 12 13 14

Percentage

Article DOI: 10.1136/bmj-2025-087581 ® Download data

Baptiste Scancar et al. BMJ 2026;392:bmj-2025-087581
©2026 by British Medical Journal Publishing Group

1. Risk of Bias/Fraud

11% FLAGGED
= higher than other estimates




Make Abstracts interpretable (eg direction & size of effects)

_ 4
Poor reporting of effect direction in abstracts
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Interpreting Cochrane systematic reviews: can we do _8
without authors’ conclusions? < 60% d___
Mai Ming Lai', Cheong Lieng Teng?, Cheong Wooi Cheah', Ming Lee fr
Lee? (0] 4 ___
‘E:'narrmem of Paediatrics. International Medical Universitv. Malavsia: : 5 O /0
O
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the direction of effect =
& 20% -+
10% -+
0% -

non-Cochrane (n=118) Cochrane (n=64) Combined (n=182)

Beller EM, Glasziou PP, Hopewell S, Altman DG. Reporting of effect
direction and size in abstracts of systematic reviews. JAMA 2011,



RevMan HAL: Computer-assisted writing

http:/ /szg.cochrane.org /revman-hal

1 Writes draft of the “Effects of intervention” section of a review
automatically using the rm5 file.

1 Combines pre-formed template sentence with results (NOT Al)

Installation manual
. for RevMan HAL .
? TERA

TERA

<4 BT The Evidence Review Accelerator 2WeekSR tools

ot

% spidercite

8% TERA Farmer TERA LinkedIn Group

Sign up to our TERA Linkedin group for information, tool tips and upcoming TERA events.

B cCalculon https://www linkedin.com/groups/18021007/

8 Risk of Bias
Getting started

- . Short (6 min) introductory video: https://voutu.be/HGtBfPbE30s

@ MetaPairwise Short (4 min) on managing files: https://youtu.be/cmKMruSTkTg

AS Metalnsight

Account types
Free

You can access all the tools individually as many times as you like, and create one project.

Revmq n H a I & Replicant You can screen up to 1,000 records per month in the automatic screening tool, MechaScreener. hﬂ-ps. / /1-e ra-too I s.com /

@ MetaDTA



http://szg.cochrane.org/revman-hal
http://szg.cochrane.org/revman-hal
http://szg.cochrane.org/revman-hal
https://tera-tools.com/
https://tera-tools.com/
https://tera-tools.com/

Summary

S
1. Use simplified RoB assessment: ROBUST-RCT

AL IS LA

4.4.4 Assess the sensitivity of conclusions to changes in the proto-
col, assumptions, and study selection (sensitivity analysis)

> Search and Report on registered studies +/- subgroup analysis

Standard 3.2 Take action to address potentially biased reporting of

research results
Required elements:
3.2.1 Search grey-literature databases, clinical trial registries, and

other sources of unpublished information about studies
5. Automation tools for flagging of possibly fraudulent studies

o New ltem — minimum check RetractionWatch

4. Automation for better (abstract) communication, eg PRISMA4Abstracts



	Slide Number 1
	Summary
	GRADE: Quality of Evidence – Is bias < effect size?
	Slide Number 4
	Analysis by Registered vs Published Studies�Question: Ovarian Cancer chemotherapy:  single v combined
	Publication bias: some options
	“Problematic” studies
	Slide Number 8
	�Make Abstracts interpretable (eg direction & size of effects) 
	RevMan HAL: Computer-assisted writing
	Summary

