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S I G N 

Methodology Checklist 2: Controlled Trials 

Study identification  (Include author, title, year of publication, journal title, pages) 

 

Guideline topic:  Key Question No:  Reviewer: 

Before completing this checklist, consider: 

1. Is the paper a randomised controlled trial or a controlled clinical trial? If in doubt, check the 
study design algorithm available from SIGN and make sure you have the correct checklist. If it is a 
controlled clinical trial questions 1.2, 1.3, and 1.4 are not relevant, and the study cannot be rated 
higher than 1+ 

2. Is the paper relevant to key question? Analyse using PICO (Patient or Population Intervention 
Comparison Outcome). IF NO REJECT (give reason below). IF YES complete the checklist. 

Reason for rejection: 1. Paper not relevant to key question    2. Other reason   (please specify): 

Note: Please specify the reason for rejecting the article (for example, a descriptive study). If a study is 
excluded, there is no need to continue, but do indicate the motive(s) for the exclusion: 

 

No for age group reasons  

No continuous abstinence or no evidence of continuous abstinence from 
smoking (≥6 months) 

 

No primary care setting  

No biochemical confirmation  

No complex intervention  

Not acceptable statistics (no intention to treat analysis)  

No interventions for smoking cessation. 

E.g., multiple or multicomponent interventions (diet + exercise + smoking cessation) that 
specify almost nothing about the tobacco aspect 

 

Only observational/descriptive analysis  

Other reasons (specify): 

E.g.: no control group 
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SECTION 1:  INTERNAL VALIDITY 

In a well conducted RCT study… Does this study do it? 

1.1 The study addresses an appropriate and clearly focused question.i 

 

Yes   

Can’t say  

No  

 

1.2 The assignment of subjects to treatment groups is randomised.
ii
 

 

Yes   

Can’t say  

No  

 

1.3 An adequate concealment method is used.
iii
 

 

Yes   

Can’t say  

No  

 

1.4 Subjects and investigators are kept ‘blind’ about treatment 

allocation.
iv
 

Yes   

Can’t say  

No  

 

1.5 The treatment and control groups are similar at the start of the 

trial.
v
 

Yes   

Can’t say □ 

No  

 

1.6 The only difference between groups is the treatment under 

investigation.
vi
 

Yes   

Can’t say  

No  

 

1.7 All relevant outcomes are measured in a standard, valid and 

reliable way.
vii

 

Yes   

Can’t say  

No  

 

1.8 What percentage of the individuals or clusters recruited into each 
treatment arm of the study dropped out before the study was 

completed?
viii

 

 

1.9 All the subjects are analysed in the groups to which they were 

randomly allocated (often referred to as intention to treat analysis).
ix
 

Yes   

Can’t say  

No  

Does not 
apply  

1.10 Where the study is carried out at more than one site, results are 

comparable for all sites.x 
 

Yes   

Can’t say  

No  

Does not 
apply  

SECTION 2:   OVERALL ASSESSMENT OF THE STUDY 

2.1 How well was the study done to minimise bias?  
Code as follows:xi 

 

High quality (++) 

Acceptable (+) 

Unacceptable – reject 0  

2.2 Taking into account clinical considerations, your 
evaluation of the methodology used, and the 
statistical power of the study, are you certain 
that the overall effect is due to the study 
intervention? 

 

2.3 Are the results of this study directly applicable to 
the patient group targeted by this guideline? 

 

2.4 Notes. Summarise the authors’ conclusions. Add any comments on your own assessment of the 
study, and the extent to which it answers your question and mention any areas of uncertainty raised 
above. 
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i
  Unless a clear and well defined question is specified, it will be difficult to assess how well the study has met its 
objectives or how relevant it is to the question you are trying to answer on the basis of its conclusions. 
 
ii
 Random allocation of patients to receive one or other of the treatments under investigation, or to receive either treatment 

or placebo, is fundamental to this type of study. 
 
iii
 Allocation concealment refers to the process used to ensure that researchers are unaware which group patients are 

being allocated to at the time they enter the study. Research has shown that where allocation concealment is inadequate, 
investigators can overestimate the effect of interventions by up to 40%. 
 
iv
 Blinding refers to the process whereby people are kept unaware of which treatment an individual patient has been 

receiving when they are assessing the outcome for that patient. It can be carried out up to three levels. Single blinding is 
where patients are unaware of which treatment they are receiving. In double blind studies neither the clinician nor the 
patient knows which treatment is being given. In very rare cases studies may be triple blinded, where neither patients, 
clinicians, nor those conducting the analysis are aware of which patients received which treatment. The higher the level of 
blinding, the lower the risk of bias in the study. 
 
v
 Patients selected for inclusion in a trial must be as similar as possible. The study should report any significant 

differences in the composition of the study groups in relation to gender mix, age, stage of disease (if appropriate), social 
background, ethnic origin, or co-morbid conditions. These factors may be covered by inclusion and exclusion criteria, 
rather than being reported directly. Failure to address this question, or the use of inappropriate groups, should lead to the 
study being downgraded. 
 
vi
 If some patients received additional treatment, even if of a minor nature or consisting of advice and counselling rather 

than a physical intervention, this treatment is a potential confounding factor that may invalidate the results. If groups 
were not treated equally, the study should be rejected unless no other evidence is available. If the study is used as 
evidence it should be treated with caution. 
 
vii

 The primary outcome measures used should be clearly stated in the study. If the outcome measures are not stated, 
or the study bases its main conclusions on secondary outcomes, the study should be rejected. Where outcome 
measures require any degree of subjectivity, some evidence should be provided that the measures used are reliable and 
have been validated prior to their use in the study. 
 
viii

 The number of patients that drop out of a study should give concern if the number is very high. Conventionally, a 20% 
drop out rate is regarded as acceptable, but this may vary. Some regard should be paid to why patients dropped out, as 
well as how many. It should be noted that the drop out rate may be expected to be higher in studies conducted over a 
long period of time. A higher drop out rate will normally lead to downgrading, rather than rejection of a study. 
 
ix
 In practice, it is rarely the case that all patients allocated to the intervention group receive the intervention throughout 

the trial, or that all those in the comparison group do not. Patients may refuse treatment, or contra-indications arise that 
lead them to be switched to the other group. If the comparability of groups through randomisation is to be maintained, 
however, patient outcomes must be analysed according to the group to which they were originally allocated irrespective of 
the treatment they actually received. (This is known as intention to treat analysis.) If it is clear that analysis was not on an 
intention to treat basis, the study may be rejected. If there is little other evidence available, the study may be included but 
should be evaluated as if it were a non-randomised cohort study. 
 
x
 In multi-site studies, confidence in the results should be increased if it can be shown that similar results were obtained at 

the different participating centres. 
 
xi
 Rate the overall methodological quality of the study, using the following as a guide: High quality (++): Majority of criteria 

met. Little or no risk of bias.  Results unlikely to be changed by further research. Acceptable (+): Most criteria met. Some 
flaws in the study with an associated risk of bias, Conclusions may change in the light of further studies. Low quality (0): 
Either most criteria not met, or significant flaws relating to key aspects of study design. Conclusions likely to change in the 
light of further studies. 


