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The impact of insomnia is not trivial
• Professor Adrian J Williams FRCP DipAASM, 

Professor of Sleep Medicine, King’s College, London •

The impact of insomnia is not trivial. There 
are well understood adverse effects resulting 
from inadequate, unrefreshing sleep. These 
include impaired quality of life, increased 
risk of hypertension, and increased risk of 
work-related, and automobile accidents.

Alongside behavioural modifications, 
pharmacotherapy is often indicated for 
insomnia. Benzodiazepine hypnotics and the 
related Z-drugs are most commonly prescribed. 
However, these therapies have been associated 
with adverse effects such as dependency 
and the next day ‘hangover’ effect, the results 
of which have contributed to increases in 
road-traffic accidents and falls, possibly 
contributing to the worrying excess mortality 
associated with their use. This association with 
mortality has been demonstrated in several 
studies, highlighted most recently by a matched 
cohort survival study of 10,529 patients who 
received hypnotic prescriptions and in whom 
the hazards of dying were substantially elevated 
and not attributable to pre-existing disease.1

The use of an alternative and chemically unrelated 
sleep aid in the form of a slow release synthetic 
melatonin is an attractive alternative strategy, in 
part because of the reduction in the secretion 
of endogenous melatonin seen with ageing, along 
with evidence of increased quality and quantity of 

sleep, no dependency,2–4 lack of hangover effects;5 
and it could also help to reduce the risk of falls and 
fractures as it has no effect on postural stability.6

Thus, in an older patient especially, the use 
of prolonged-release melatonin has practical 
advantages, and in my own practice, it has 
become an early treatment option due to its’ 
licensed period of 13 weeks, during which time 
behavioural treatment can be introduced.

A working party guideline on the Diagnosis and 
management of insomnia in primary care follows 
this article. I hope you find this supplement 
helpful in managing patients with insomnia.
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Diagnosis and management of insomnia in primary care
• Working Party – Shneerson, Bromly, Cannon, Feetam, 

Idzikowski, Oatway, Taylor, Venn & Williams •

This working party guideline was developed 
by a multidisciplinary panel: Shneerson et 
al with the support of a grant from Flynn 
Pharma. See page 7 for full disclaimer

Initial assessment

•	 In a patient reporting sleeping difficulties, 
seek to establish the history and to classify 
the insomnia. Co-morbid illness may be 
obvious at this stage or become apparent at 
follow-up when more information is available. 
The following should be addressed: 
 – brief history of sleep difficulties
 – exclude transient and short-term insomnia
 – begin consideration and management 
of possible secondary causes, 
especially depression and anxiety

 – provide sleep hygiene (sleep health) advice
 – provide the patient with an 
Epworth Sleepiness Scale 

 – give the patient a sleep diary to 
complete for a fortnight

 – establish what over-the-counter 
(OTC) medicines and other remedies 
the patient may be taking

•	Sleep assessment questions should include:
 – how have you been sleeping lately?
 – do you have difficulty falling asleep?
 – do you have difficulty staying asleep?
 – do you feel refreshed in the morning?
 – do you feel tired during the day?
 – do you feel low and/or hopeless?
 – has anyone told you that you snore 
or stop breathing in your sleep?

 – has anyone said your legs twitch 
when you are asleep?

Sleep hygiene (sleep health)

•	Strategies that promote sleep 
hygiene over 24 hours:

 – regular awakening time
 – take exercise (between 4 and 7pm)
 – resolve daytime stresses and 
plan for the next day

 – establish regular wind down 
habits before bedtime 

 – have a light snack and/or milky 
drink before bedtime 

 – ensure that bed is comfortable, room 
temperature is neither too cold nor too 
hot and the room is quiet and dark 

 – go to bed when drowsy and at a regular time 
 – turn the light off as soon as you are in bed
 – put intrusive ideas to one side until morning

•	Poor sleep hygiene; factors 
to avoid over 24 hours:
 – exercising too late in the evening (after 7pm)
 – drinking more than six caffeinated 
drinks a day

 – going to sleep hungry
 – consuming a significant volume 
of fluid near to bedtime 

 – having a late, heavy (sugary/fatty) meal
 – drinking alcohol late in the evening
 – carrying out stimulating activities late 
or close to bedtime, such as working, 
texting or using bedroom as an office, 
watching exciting TV while in bed

 – worrying over events when you can not sleep
 – having a clock visible 
 – getting up, having caffeine or smoking 
if awoken

Causes of insomnia

Physical

•	 Insomnia can be caused by an underlying 
physical condition such as:
 – primary sleep disorder, e.g. 
restless legs syndrome (RLS)

 – arthritis, headaches, back pain
 – menopausal symptoms 
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 – Parkinson’s disease
 – gastrointestinal disorders, including acid reflux
 – pregnancy
 – asthma

Environmental

•	Disruptions within the sleeping environment 
or to bedtime routines can cause insomnia:
 – noise – light 
 – jet lag – shift work
 – uncomfortable mattress 
 – bed partner moving or snoring 

Psychological

•	Psychological, e.g.:
 – bereavement – relationship problems 
 – exam stress – work worries

Psychiatric

•	Psychiatric, e.g.:
 – depression – dementia
 – anxiety – bipolar disorder
 – schizophrenia – substance/alcohol misuse

Pharmacological

•	Pharmacological, e.g.:
 – some antidepressants, anxiolytics 
and antipsychotics

 – appetite suppressants – decongestants
 – beta-blockers – corticosteroids
 – caffeine – drug/substance withdrawal

Patient tools and information

•	Useful websites include:
 – www.sleepwelllivewell.co.uk

Follow up

•	After the initial assessment, follow up 
(2–4 weeks later) should cover the following:
 – review sleep diary, encourage and 
monitor appropriate behavioural change

 – advise and help the patient plan 
for better sleep hygiene

 – further consideration of co-morbid causes 
 – manage appropriate co-morbid 
cases in primary care

 – refer suspected co-morbid cases to an 
appropriate specialist if necessary

 – manage primary insomnia in primary care (e.g. 
behavioural and psychological advice) or refer 
suspected primary sleep disorder to specialist

 – advise continuation of sleep diary

Non-pharmacological management

•	Advice on good sleep health is fundamental. 
In addition, patient self-help intervention 
can be a useful and inexpensive addition to 
existing treatment options, particularly when 
integrated in a stepped care approach

•	Access to cognitive behavioural therapy 
(CBT), and other non-pharmacological 
interventions, may be restricted by a lack of 
resources such as suitably trained providers 
and cost. CBT for insomnia is the gold 
standard non-pharmacological intervention

Step 1: 

Step 2: 

Step 3: 

Step 4: 

Step 5: 

General sleep education and promotion of 
sleep hygiene provided in primary care by a 

general practitioner or practice nurse

Supportive self help (sleep hygiene advice 
accompanied by simple behavioural 
plan) provided in primary care by a 

general practitioner or practice nurse

Discuss potential dysfunctional 
beliefs and attitudes to be 

provided by appropriately skilled 
practitioner in primary care

Cognitive behavioural 
therapy provided 

by specialist

Sleep 
investigation/s 
by specialist

Stepped non-pharmacological 
approach to insomnia care
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Main interventions

SLeeP hygIene ADVICe AnD 
SeLF-heLP MATeRIALS

Supported self help 
Changing 
behaviour plans
Coping strategies
Counselling
Family therapy
Problem solving
Relaxation techniques

Sleep restriction
Stimulus control
Light therapy

Pharmacological treatment

•	None of the medicines used to treat insomnia 
is licensed for children. The doses prescribed 
should be those recommended within the 
Summary of Product Characteristics

hypnotics

•	Hypnotics provide symptomatic relief and a 
number are licensed to treat insomnia, including 
the benzodiazepines and the Z-hypnotics. 
They should be prescribed for short-term use 
and intermittent dosage is often preferred

•	The BNF states that hypnotics should be 
avoided in the elderly because they are 
at greater risk of becoming ataxic and 
confused, leading to falls and injury

Benzodiazepine hypnotics

•	 The Committee on Safety of Medicines 
recommends that the use of benzodiazepines for 
the treatment of insomnia should be restricted to 
severe insomnia. Treatment should be at the lowest 
dose possible and not continued beyond 4 weeks

•	 Recent evidence has shown a possible association 
of an increased risk of cancer with benzodiazepines

Z-hypnotics 

•	The Z-hypnotics are non-benzodiazepine 
compounds with differing licensed 
indications and durations of treatment:

 – zaleplon is licensed for people with 
insomnia who have difficulty falling asleep, 
and only when the disorder is severe, 
disabling or subjecting the patient to 
extreme distress. Treatment should be for 
a few days to a maximum of 4 weeks

 – zolpidem is licensed for the short-term 
treatment of insomnia that is debilitating 
or is causing severe distress for the 
patient. Treatment should be a few 
days to a maximum of 4 weeks

 – zopiclone is licensed for the short-term 
treatment of insomnia (including difficulties 
falling asleep, nocturnal awakening, early 
awakening, transient, situational or chronic 
insomnia, and insomnia secondary to 
psychiatric disturbances) and if the insomnia 
is debilitating or causing severe distress 
for the patient. Long-term, continuous use 
is not recommended. A single period of 
treatment should not exceed 4 weeks

•	 Recent evidence has shown a possible association 
of an increased risk of cancer with z-hypnotics

Prolonged-release melatonin

•	Melatonin is a naturally occurring hormone 
that is important in the regulation of circadian 
rhythm and sleep function. Prolonged-
release melatonin is licensed as short-term 
(up to 13 weeks) monotherapy for primary 
insomnia in patients aged 55 years or over

Other medicines

•	Sedative antihistamines, antidepressants, 
and antipsychotics are not recommended 
to treat primary insomnia:
 – a sedative antidepressant or antipsychotic 
may, however, be useful when insomnia 
is related to a psychiatric disorder

 – a sedative antihistamine may be appropriate 
for when insomnia is secondary to an allergy, 
or there is a tolerance to or dependence on 
benzodiazepine or Z-hypnotics, or when there 
is a history of substance/alcohol misuse

•	Patients presenting with chronic insomnia may have 
been taking herbal preparations, antihistamines, and 
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Interventions
Onset of 
action*

Duration 
of 
action†

hangover 
effects

Effect 
on sleep

Tolerance/
dependence/
withdrawal 
reactions

Rebound 
insomnia

Adverse 
effects

Association 
with falls or 
 driving 
ability/
Road Traffic 
Accidents‡

PhARMACOLOgICAL

Antihistamines 
(Often available 
as OTC insomnia 
remedies 
e.g. Nytol)

Slow Long Yes  REM
Tolerance 
to sedative 
effects

Not known

Dizziness, 
drowsiness 
(particularly 
older drugs) 

Some 
evidence 
that driving 
is impaired 

Benzodiazepines

Fast or 
moderate—
depends on 
formulation

Depends 
on drug

Yes, but 
depends 
on drug

 REM 

Yes—tolerance 
to hypnotic 
effects may 
develop

Yes
Dizziness, 
confusion 
or amnesia 

Yes—strong 
association 
with falls, 
reduced 
driving ability 
and RTAs

Herbal remedies 
(e.g. valerian, 
chamomile, 
hop pillows)

Not known
Not 
known

Not known
Not 
known

Not known Not known

Herbal 
remedies 
are not 
standardised 
and are not 
necessarily 
safer or 
have fewer 
side-effects 
than drugs 
supplied on 
prescription

Not known

Prolonged-
release melatonin

Equivalent to 
Z-hypnotics

Medium No
Normal 
sleep 

Not reported No 
May cause 
drowsiness 

Moderate 
influence on 
driving ability 
and use of 
machinery

Z-hypnotics Fast
Depends 
on drug

Possible with 
zolpidem and 
zopiclone (not 
with zaleplon)

 REM 
(not with 
zaleplon)

Yes 
Possible 
(not with 
zaleplon)

Drowsiness, 
dizziness, and 
metallic taste 
with zopiclone 

Yes—driving 
ability 
possibly 
affected by 
zopiclone 
and also by 
zolpidem 

nOn-PhARMACOLOgICAL 

Psychological 
therapies 

N/A N/A No
Normal 
sleep

Possible but 
managed by 
professional 
delivering 
therapy

No None known No

Sleep hygiene 
(sleep health)

N/A N/A No
Promotes 
normal 
sleep

No No None known No

*Fast = less than one hour, Moderate = one to two hours, Slow = over two hours
†Short = less than two hours, Medium = two to six hours, Long = over six hours
‡Relates to effects on the day after taking drug
OTC=over the counter; REM=rapid eye movement; RTAs=road traffic accidents

Comparison of interventions
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OTC medicines without prescription. It is always 
prudent to ask patients about such preparations

When to refer

•	Referral should be considered for the following:
 – suspected primary sleep 
disorder, such as RLS

 – severe co-morbid (secondary) insomnia
 – failure to improve with primary 
care management

•	The electrophysiological parameters of sleep 
can be assessed objectively in specialist 
sleep centres using polysomnography (PSG). 
Actigraphy can also be useful to monitor 
movement and delineate sleep and awake phases

About this working party guideline
Sponsor: This working party guideline is an update to the first edition published in June 2009. The development of 

the 2009 working party guideline was sponsored by Lundbeck. The development of the 2012 update was 
sponsored by Flynn Pharma. Flynn Pharma was able to comment on the scope and title of the working party 
guideline update with final decisions resting with the Chair. Flynn Pharma had the opportunity to comment on 
the technical accuracy of this guideline but the content is independent of and not influenced by Flynn Pharma.

Working party members: Dr John Shneerson (chair, consultant physician), Dr Julian Bromly (general practitioner),  Dr Peter Cannon 
(general practitioner), Ms Celia Feetam (psychiatric pharmacist), Dr Chris Idzikowski (sleep consultant), 
Dr Helen Oatway (adult psychiatrist), Professor David Taylor (professor of psychopharmacology), 
Dr Peter Venn (consultant in sleep medicine and anaesthesia), Dr Adrian Williams (consultant physician)

Further information: Call Flynn Pharma (01438 727822) CIRC/MED/12/0042 Date of preparation: June 2012

Initial assessment
n Assess:
– sleep pattern – secondary causes
– sleep diary – ESS
– sleep hygiene

Follow up 
n Review: 
– sleep diary – ESS
– sleep hygiene – secondary causes
– simple interventions

Re-assess persisting 
insomnia

Management of 
primary insomnia

Pharmacological Non-pharmacological
– hypnotics – behavioural
– PR-melatonin therapies

Primary care 
management

Referral to 
co-morbidity 

specialist

Referral 
to a sleep 
specialist

Insomnia resolved Persisting insomnia

Management of secondary insomnia 
(Co-morbid)

Insomnia management algorithm in primary care

ESS=Epworth Sleepiness Scale; PR=Prolonged-release
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