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Background study 

• two forms of smoking cessation treatment 

1. behavioral support 

2. medication 

• evidence for effectiveness from multiple RCTs 

– high internal validity  

– low external validity (do not reflect the "real world")  
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Background study 

• previous observational studies 

– few studies, inconsistent results 

– methodological limitations 

• small sample size 

• no representative sampling of population 

• unclear definition / incomplete description of treatment 
methods (medication, behavioural support) 

• inadequate control for confounding (nicotine dependence)  
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Background study 

• aim: estimate "real world" effectiveness of 
common smoking cessation treatments 

• using data from the English "Smoking Toolkit 
Study" 



• monthly 

• national representative sample  

• N~1,800 

• face-to-face survey 



Baseline  
interview 

6 month 
questionnaire 

Quit attempt Smoker 
 

N = 1,560 
 

(Nov 2006 – March 2012) 

Methods 

(Response 21%) 



Methods 

Baseline  
interview 

6 month 
questionnaire 

1: Medication on prescription 
+ specialist behavioral support  

2: Medication on prescription 
+ brief advice 

3: NRT bought over-the-
counter 

4: None of the above 
(reference) 

• Medication on prescription (method 1, 2): NRT, varenicline, or bupropion 
 
• Specialist behavioral support  (method 1): 1-to-1 or group behavioral support by a 

National Health Service Stop Smoking Service 
• Brief advice (method 2): advice delivered by the prescribing health care professional 

Non-smoker 
(yes/no) 



Methods 

Baseline  
interview 

6 month 
questionnaire 

1: Medication on prescription 
+ specialist behavioral support  

2: Medication on prescription 
+ brief advice 

3: NRT bought over-the-
counter 

4: None of the above 
(reference) 

Method used during quit attempt 
(1, 2, 3, or 4) 

Non-smoker 
(yes/no) 

Confounder 

• dependence (urges) 
• social grade  
• age 
• sex 
• time since attempt started 
• no. of previous attempts 
• abrupt vs. cutting down first 

 



Baseline characteristics 

 



Main findings 

1: Medication on prescription 
+ specialist behavioral support  

2: Medication on prescription 
+ brief advice 

3: NRT bought over-the-
counter 

4: None of the above 
(reference) 

aOR=2.58  
(95%CI=1.48-4.52)  

aOR=1.55 
(95%CI=1.11-2.16)  

aOR=0.68 
(95%CI=0.49-0.94) 

(reference) 

4.8% (N=75) 

20.8% (N=324) 

29.9% (N=467) 

44.5% (N=694) 

Users / method: 
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Discussion 

• our findings compared with RCTs 
– two effect estimates for medication on 

prescription with specialist behavioural support 
(OR=2.58) or brief advice (OR=1.55) similar to 
meta-analyses 1-3  

– estimate for NRT over-the-counter (OR=0.68) 
conflicts with meta-analysis (OR=2.5) 4 
 inappropriate usage an low adherence? 

 

 

1Stead (Cochrane 2012); 2Hughes (Cochrane 2011); 3Cahill (Cochrane 2012) 
4Hughes (Tob Control 2003) 
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Discussion 

• RCTs on NRT over-the-counter cannot mimic "real life" 

• e.g., largest RCT acknowledges that "complete 
reproducibility of the over-the-counter setting was 
impossible" 1 
– participants were asked to set a quit date within 7 days 

– they were given instructions on how to use the medication 

– the first use was under supervision 

– adverse events were monitored 

– adherence was maintained during several site visits 

 
1Davidson (Arch Fam Med 1998) 
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Limitations 

• low response to 6-month follow-up (21%), but 
no indication for biased relative effectiveness  

• potential residual confounding  
(e.g. co-morbidity, psychological distress) 

• outcome (non-smoking) not biochemically 
validated 

• no data on actual use of, adherence to, 
medication and support  
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Strengths 

• first study comparing prescription medication 
when offered with/without specialist 
behavioral support 

• representative sample of English population 

• sufficient power to detect effect of specialist 
behavioral support despite low prevalence 

• monthly aggregated data over a 5-year period 
reduces potential seasonal bias  
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Conclusion 

In the "real world"... 

• combination of specialist behavioral support + 
medication on prescription most successful  

• medication on prescription + brief advice also 
effective 

more smokers should be guided into these 
forms of treatment 
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Conclusion 

In the "real world"... 

• NRT bought over-the-counter may be 
associated with reduced success rate 

research needed on underlying causes and 
consequences 
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