Brief reports

Should smoking cessation cost a packet? A
pilot randomized controlled trial of the cost-
effectiveness of distributing nicotine ther apy
free of charge

PAOLA DEY ‘purchase’ group).
Subjects were asked to reattend one, four, and eight weeks
ROBBIE FOY after randomization for further counselling and prescriptions.
Final assessment of smoking status was undertaken after 14
MIRIAM WOODMAN weeks (two weeks after stopping NRT); subjects not attending
were followed up by questionnaire. Salivary cotinine levels and
BRENDA FULLARD expired air carbon monoxide (ECO) levels were measured
on subjects reporting abstinence. Success was defined as self-
ALAN GIBBS reported abstinence between eight and 14 weeks, validated by a

salivary cotinine level <14 ng/ml and ECO levels <10 ppm.

SUMMARY

This pilot study suggests that changes in prescribing policy
for nicotine replacement patches should be made only
when evidence of cost-effectiveness can be adduced from
a randomized controlled trial.

Results

A total of 129 subjects were eligible and 122 agreed to partici-
pate; 64 were allocated to the free group and 58 to the purchase
group. Those in the purchase group were more likely to report
that other household members smoked, and members of the free
group were more likely to be owner-occupiers. Other baseline
characteristics were similarly distributed between study groups
(Table 1). Sixty-two (97%) and 28 (48%) subjects in the free and
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Introduction purchase groups, respectively, exchanged at least one weekly
Transdermal nicotine replacement therapy (NRT) has beeprescription. _
proved effective in helping smokers to quome observers Information on self-reported smoking status at 14 weeks was

believe that providing patches through the National Healthavailable for 58 subjects (91%) in the free group and 39 (67%) in
Service (NHS) will lead to a further reduction in smokirithis the purchase group. Fourteen (24.1%) of the subjects allocated
paper reports on a pilot evaluation to investigate whether dree’ patches and seven (17.9%) of those allocated ‘purchase’
change in prescribing policy is warranted. patches reported abstaining between eight and 14 weeks — a dif-
ference between the groups of 6.2% (95% confidence interval =
-10.1% to 22.5%).
Method Salivary cotinine levels were available for 16 of the 21 self-
Eight general practices in East Lancashire agreed to participateported abstainers; one subject using nicotine gum at final fol-
The study was approved by the local research ethics committeyy-up had only ECO levels measured. Self-reported abstinence
Subjects aged 25 to 64 years who smoked more than 15 Cig@as validated in 11 of these 17 subjects. Excluding the four sub-
rettes a day and who expressed a desire to quit were recruitReits for whom validation was not available, six (10.7%) of the
during 1996. Excl_u§ion_ criteria included contraindications Osybjects in the free group and five (13.5%) of those in the pur-
NRT and the participation of another household member. Algpase group were validated abstainers — a difference between
subjects received standardized brief counselling from the pragpe groups of -2.8% (95% confidence interval = -16.5% to
tice nurse and were then randomly allocated by an off-site rangg gop).
domization office to either the intervention or the control arm.
Subjects in the intervention arm were given prescriptions for
Nicorette patches, which were dispensed free of charge at nonfdiscussion
nated pharmacies (these subjects constituted the free’” groupghis study found similar validated abstinence rates in the free
Subjects in the control arm were given private prescriptions fopnd the purchase groups, despite higher self-reported abstinence
Nicorette patches, which were dispensed at nominated pharmgs the free group. More subjects in the free group collected their
cies at slightly less than the retail charge (these subjects were thgtches from the pharmacy. A similar pilot trial of nicotine gum
also indicated increased self-reported abstinence and use of

P Dey,mrpHM lecturer in public health medicine; and A Gibbsstats, patches among those receiving free NRT, but biochemical vali-
lecturer in medical statistics, Centre for Cancer Epidemiology, dation was not undertakén

Manchester. R FoyFPHM, senior registrar in public health medicine, i . .
National Primary Care Research Centre, Manchester. M Woodman, The study was not designed to determine conclusively the
MFPHM, consultant in public health medicine, Manchester Health effectiveness of providing free NRT. The sample size is small

ﬁ:g}?r{ik'utﬁoﬁﬁgaﬁél';gﬁ“h of the Nation coordinator, East Lancashire ang only short-term outcomes are reported. However, the find-
Submitted: 8 Ma'y 1998: final acceptance: 21 August 1998. ings of this study cast doubt on the idea that providing NRT

— - _ patches free of charge is more effective than suggesting pur-
© British Journal of General Practice, 1999,49, 127-128. chase: a more substantial study is warranted.
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Table 1. Baseline characteristics of the 122 recruited subjects

Characteristics ‘Free’ group ‘Purchase’ group
n = 64 (% in brackets)? n = 58 (% in brackets)?
Age: mean (sd) 44 years (11.7) 42 years (10.2)
Sex
Male 28 (44%) 26 (45%)
Female 36 (56%) 32 (55%)
Marital status
Married/cohabiting 38 (68%) 37 (70%)
Single/divorced/widowed 18 (32%) 16 (30%)
Unknown 8 5
Home owner 39 (70%) 31 (58%)
Unknown 8 5
Access to car 38 (68%) 37 (70%)
Unknown 8 5
Number of cigarettes smoked per day
20 or fewer 28 (50%) 25 (46%)
21 or more 28 (50%) 28 (54%)
Unknown 8 6
Number of years smoked
20 or less 23 (42%) 25 (47%)
21 or more 32 (58%) 28 (53%)
Unknown 9 5
Previous attempts to quit smoking
Fewer than two 14 (25%) 14 (26%)
Two or more 41 (75%) 39 (74%)
Unknown 9 5
Used NRT before 16 (29%) 20 (38%)
Unknown 9 5
Others who smoke in house 24 (44%) 33 (62%)
Unknown 9 5
Time of first cigarette of the day
Up to 15 mins after waking up 38 (69%) 35 (66%)
More than 15 mins after waking up 17 (31%) 18 (34%)
Unknown 9 5

aPercentages exclude unknowns.

The differential response rate is disappointing. We were reliant ~ Stationery Office, 1998.
on practice nurses to follow up non-attenders. More rigoroug\cknowledgements N )
assessment of non-attenders by an independent research assistaatauthors thank the general practitioners, nurses, and pharmacists who

; ; ; ; ticipated; Professor Woodman, Dr Haworth, Dr Steele, Dr Morton, and
might have increased the response rate. The possible impact @{erssor Walley for their advice and support; Mrs Ejysmontt for help

the non-responders was explored further by assuming, as othgih data collection; and Pharmacia & Upjohn for supplying the Nicorette
studies have done, that all non-responders were still smbking. patches. The study was funded by East Lancashire Health Authority.

On this assumption, 9.4% in the free group and 8.6% in the pur-
chase group were validated quitters. Addressfor correspondence
Some health authorities already invest in schemes to distributgr paola Dey, Centre for Cancer Epidemiology, Kinnaird Road,
‘free’ NRT. The recent White Paper on tobacco promises that th&ithington, Manchester M20 4QL.
NHS will provide one week of NRT free of charge to the ‘worse
off .4 Randomized controlled trials of the cost-effectiveness of
such policies are both feasible and acceptable, and should be
undertaken before they become widespread practice.
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