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Editorial

Safety and Efficacy of Nicotine Replacement Treatment During Pregnancy

Seguridad y efectividad del tratamiento sustitutivo con nicotina durante el embarazo 
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The scientific community agrees that tobacco smoke is the main 
avoidable cause of morbidity and mortality. Prevention of active 
consumption and exposure to environmental tobacco smoke are 
priority aims in public health policies. The main strategies for the 
control of smoking include reducing exposure to environmental 
tobacco smoke, delaying the start of smoking and increase in quitting. 
In this last section, treatment of the nicotine addiction with the use 
of replacement therapy is one of the main interventions.1

Active tobacco consumption during pregnancy and maternal 
exposure to environmental smoke involve risks to the foetus due to 
the possible harmful effects of nicotine on the perinatal results, the 
health of the new born and throughout childhood.2,3 In particular, 
maternal tobacco consumption increases the risk of miscarriage, 
placenta previa, placental abruption, low birth weight, pre-term birth, 
perinatal death, cleft palate, sudden infant death syndrome and 
neonatal abstinence syndrome. Furthermore, it has been associated 
with cognitive deficiencies and childhood behavioural disorders.4

Tobacco smoke contains numerous toxins that can explain these 
negative results to exposure, including carbon monoxide, nicotine, 
cyanide, cadmium and a variety of carcinogens. Carbon monoxide is 
considered the major biologically present toxin in tobacco smoke for 
the foetus. It reduces the supply of oxygen to the foetus and its 
exposure during pregnancy is a well-established cause of abnormal 
foetal brain development and foetal growth delay. Nicotine can 
reduce the oxygen and nutrients available to the foetus by reducing 
placental blood flow which can also directly affect the development 
of neurons and other cells.3-8

The main recommendation to prevent foetal exposure to the toxic 
substances found in tobacco smoke is to avoid active smoking and 
protect the pregnant woman from passive exposure to environmental 
tobacco smoke. In this respect, the most effective strategies that aid 
in smoking cessation during pregnancy are based on structured 
interventions of medical advice supplemented, in cases of major 
dependence meeting specific criteria, with nicotine replacement 

therapy; all within the context of preventive programs carried out by 
sexual, reproductive and maternity health professionals that include 
a gender perspective.9-11

The recommendation of prescribing nicotine replacement treatment 
during pregnancy is not uniformly reported in all the clinical practice 
guides available to professionals, which could lead to confusion. In 
summary, 2 practical questions are presented: the effectiveness and 
safety of the intervention during gestation. In this respect, there are 
recent revisions of the scientific evidence with respect to the 
effectiveness and safety of interventions for the reduction of smoking 
during pregnancy that help in clarifying the subject.12-16

These publications summarise the evidence from systematic 
revisions of the effectiveness and safety of smoking cessation during 
pregnancy and are specified in two reports by the National Institute 
for Health and Clinical Excellence (NICE).12,13

As far as effectiveness, the main conclusions of the revision are, 
firstly, that as a whole the cessation interventions are effective in the 
late stage of pregnancy and significantly reduce incidences of low 
birth weight and pre-term births. Secondly, interventions based on 
cognitive behaviour therapy for cessation and nicotine replacement 
therapy during pregnancy have also proven to be effective.

As far as safety is concerned, there is no evidence that nicotine 
replacement therapy increases incidences of low birth weight and 
there is insufficient data on the impact on neonatal mortality or 
other negative perinatal results.

Nicotine replacement treatment can have two potential benefits 
during pregnancy. It can reduce or eliminate foetal exposure to 
others toxins present in tobacco smoke (specially carbon monoxide) 
and facilitates the overall reduction of the dose and duration of 
nicotine exposure (if used following controlled treatment guidelines 
and the end result is smoking cessation).

Furthermore, there is solid theoretical reasoning that recommends 
the use of pharmacological intervention given that nicotine 
replacement therapy is probably much safer than continued tobacco 
consumption during pregnancy.17

According to the currently available evidence, the use of nicotine 
replacement therapy is an intervention that can be recommended 
during pregnancy for women who are heavy smokers and want to 
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quit, who have tried and failed, after quantifying it along with the 
level of nicotine dependence.9,11-13,18-21 Prescription should be based 
on the context of treatment based on active smoking cessation and 
avoiding passive exposure, as a supplement to medical advice and 
with the woman’s consent.
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