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Researchers

Professors Tappin, Bauld, Briggs, Cameron, Coleman, Tannahill, de Caestecker; Drs McConnachie & Boyd, Mr Radley, Ms Grant, MacAskill, McKell and Sinclair. 
Aims
To run a phase II Randomised Controlled Trial to explore if financial incentives are effective and cost-effective to increase cessation among pregnant smokers. 
Research questions were: 
· What is the likely efficacy? 
· Are incentives potentially cost-effective? 
· Is individual randomization an efficient design? 
· Are incentives feasible and acceptable? 

· Are participants lost to follow-up still smoking? 

· Is there evidence of gaming trial cotinine assays? 

· Are trial participants representative and will results generalise to all pregnant smokers? 

Project Outline/Methodology

This study was a phase II exploratory individually randomized controlled trial comparing standard care for pregnant smokers with standard care plus the additional offer of financial voucher incentives to

engage with specialist cessation services and/or to quit smoking during pregnancy. 
Participants (612) were pregnant smokers identified at maternity booking in Glasgow who, when contacted by specialist cessation services, agreed to having their details passed to the NHS Smokefree Pregnancy Study Helpline who discussed the trial, and were responsible for telephone consent, randomisation and follow-up in late pregnancy. 
£50 in store vouchers were given if a client attended counselling and set a quit date, a further £50 if quit 4 weeks later, £100 at 3 months if still quit, and £200 in late pregnancy if still quit. All self-report was corroborated by carbon monoxide (CO) breath test. 

The primary outcome was self reported smoking in late pregnancy verified by measurement of cotinine (a breakdown product of nicotine which unlike nicotine remains in body fluids for a few days). All participants who provided this information received a £25 voucher for completing the study. An economic evaluation refined cost data collection and assessed potential cost-effectiveness while qualitative research with clients and health professionals assessed the level of acceptance of incentives. 
Key Results
Incentives were generally acceptable to women and professionals. The offer of £400 of shopping vouchers increased the quit from 9% to 23%. Lost to follow-up was equal between groups (15%). Gaming of cotinine tests (reporting no smoking in the last eight weeks, with a negative saliva cotinine test but having a residual routine late pregnancy blood sample cotinine indicating active smoking)  was seen in 1/5(20%) control and 4/18(22%) intervention quitters. Trial participants were representative and the results are likely to generalise to all pregnant smokers in Greater Glasgow & Clyde. Benefits are likely to justify extra costs, but uncertainty about postnatal relapse remains. Standard Operating Procedures have been developed to run a definitive multicentre UK trial.
Conclusions

Financial incentives are acceptable and may at least double the quit rate when added to existing pregnancy smoking cessation services. CPIT Standard Operating Procedures will support a definitive trial in the UK reducing risks to the funder.  
What does this study add to the field?

Small US trials had shown incentives to be effective. This well designed exploratory trial has confirmed acceptability and effectiveness in one UK area linked to one ‘specialist’ pregnancy cessation service. Methodology has been developed to run a definitive multicentre UK trial adding financial incentives to routine Stop Smoking Services in pregnancy. 
Implications for Practice or Policy

Financial voucher incentives can be added to an existing smoking cessation service and are acceptable to pregnant women and carers. Financial incentives were effective but cost benefit and generalisability must be examined prior to dissemination to the rest of the UK.
Where to next?

An appropriately sized multi-centre trial using CPIT methodology is required to confirm cost effectiveness and generalisability. This will include postnatal follow-up to confirm longer term benefits. 
Further details from:

david.tappin@glasgow.ac.uk
http://www.trialsjournal.com/content/13/1/113
http://www.bmj.com/content/350/bmj.h134
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