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General principles



To identify

• The research question
– Which hypothesis is being explored?

• The study design
– Was the study design appropriate for the 

research question
• Where

• Title, abstract, end of the introduction

• This will allow you to know what to look at
– which will depend on the study design



To analyse the methodology I
• Study population

– Where were the individuals enrolled?
– Inclusion and non-inclusion criteria
– Comparability of groups

• Randomization if any
– And how it was performed

• Adapted to answer the research question?
• Enough details for someone to redo the 

study?
• Where? 

– Mainly in the material and method section



To analyse the methodology II

• Methods
– Definition of endpoints (primary and secondary)
– Validity of endpoints, how and when they were 

measured
– Sample size

• details on sample size calculation

• Adapted to answer the research question?
• Enough details for someone to redo the study 

and the analysis?
• Where? 

– Mainly in the material and method section



To analyse the methodology III

• Methods
– Duration and rhythm of follow-up
– Prevention and/or minimization of bias

• For instance, blinding for a RCT

– Appropriate analyses
• For instance ITT for a RCT

– Ethics
• Adapted to answer the research question?
• Enough details for someone to redo the study 

and the analysis?
• Where? 

– Mainly in the material and method section



To criticize result presentation

• Coherence of the number of subjects in the different  
sections

• Appropriate follow-up (lost-to-follow-up, missing data)
• Completeness of endpoint reporting in particular  

effect size calculation together with precision 
estimate (confidence interval, …)

• Clarity of results reporting
– Is the result reported in an interpretable way for a non 

specialist?
• Look at tables and figures and whether the content is 

coherent with the text
• Where? 

– Mainly in the result section/Abstract/Conclusion



To criticize result interpretation

• Correct interpretation of the results?
– Statistical significance does not mean causality

• When the difference is statistically significant, is it 
clinically pertinent?

• Were the potential bias presented and discussed?
– Are the study limits presented and discussed fairly
– Can you think of potential bias that are not discussed

» Useful only if likely to change the results
• Are the results new, are they coherent with the 

literature?
• Are the conclusions supported by the results?
• Where? 

– Mainly in the discussion/conclusion section



Example



Newer Antiretroviral Drugs for HIV
Dolutegravir

Elvitegravir/COBI
Rilpivirine

Study
SPRING-2, SINGLE, 
FLAMINGO

Study 102, 103
Echo-ThriveStudy

Convenience
Small pillonce-daily

Single tabletregimen
Small pill once-daily

Efficacy
(HIV-RNA<50 at 
week48, 96)

•Non-inferior toRAL
(81% vs76%)

•Superior to EFV*     
(80% vs 72%)

•Superior to DRV/r
(81% vs 76%)

•Non-inferior to EFV 
(83% vs 82%)

•Non-inferior to ATV/r 
(84% vs 83%)

•Non-inferior to EFV 
if HIV-RNA <100,000 
(84% vs 80%)

Resistance
NoDTG resistance
detected

2% failurewithEVG/c
resistance

Cross-resistancewith
etravirine

Toxicity
Rapid increasein 
serumcreatinine

Rapid increasein 
serumcreatinine

FewerCNS AE and
rashthanEFV

Interactions
FewDDI

Potential DDI through
COBI

CautionwithPPI, H2-
Blockers

Sax PE, et al. Lancet. 2012; Zolopa A, et al. JAIDS, 2013; Wohl D, et al. ICAAC 2013; DeJesus E, et al. 
Lancet. 2012; Rockstroh J, et al. JAIDS; 2013; Clumeck N, et al. EACS 2013; Cohen CJ, AIDS 2013 

*In the SINGLE trial DTG was combined only with ABC/3TC 



An example



The example: Abstract 1



The last sentence of the introduction



Questions

• Can you tell
– The research question?
– The design?

• RCT or Observational Study
• The type

– Parallel, Cross-over, Cluster
» Superiority, Non-inferiority

– The study population
– Was the study randomized?



But

• So, what is the study 
type?

• Do we have 
information on 
sample size?

• Do we know the 
primary endpoint?

• The secondary 
endpoints?



The example: Abstract 2



Example - Results

Do you think that the design 
and the results were reported 
fairly in the abstract?

Do we know the effect size?



A final thought

• The non inferiority limit was set to 10%
– meaning that a maximum difference of 

10% in the proportion of individuals with a 
viral load <50 copies/mL was considered 
as non inferior

• The effect size was estimated as
– 7% (2-12)
– Is this difference clinically important?

• Do you think that the conclusion of the 
abstract is fair?



To go further



Reporting guidelines
http://www.equator-network.org/

• Consort RCT
• Strobe Observational studies
• Stard Diagnosis accuracy
• Prisma Meta-analysis of RCT
• Moose Meta-analysis of OS
• Cheers Health economics
• Gather Health estimates
• Grade Clinical guidelines
• …


