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Narcolepsy Treatment Pathway for Adults

1. Introduction

Narcolepsy is a rare neurological condition estimated to affect 1 in every 2500 individuals in
the UK' and is usually diagnosed in individuals aged between 20 and 40 years of age,
although the symptoms often begin during adolescence. This condition is categorised into
type 1 (with cataplexy) and type 2 (without cataplexy). Approximately 70% of people with
narcolepsy also experience cataplexy and fall into the type 1 narcolepsy.

In people with narcolepsy, the brain is unable to regulate sleep and waking patterns normally,
which can result in:

» excessive daytime sleepiness: feeling very sleepy throughout the day, and having
difficulty concentrating and staying awake

« sleep attacks: falling asleep suddenly and without warning
« sleep paralysis: a temporary inability to move or speak when waking up or falling asleep

e excessive dreaming: dreams often come when falling asleep (hypnogogic
hallucinations) or just before or during waking (hypnopompic hallucinations)

 disturbed nocturnal sleep: frequent waking in the night.

Additionally in type 1 narcolepsy, cataplexy involves a sudden temporary loss of muscle
strength and control during wakefulness resulting in weakness and possible collapse, often
in response to emotions such as laughter and anger. Symptoms can range from a quick
head nod or weak knees to dropping objects or, in severe instances, collapsing to the
ground.

Although many individuals may remain undiagnosed, narcolepsy can affect all aspects of
daily life and with no current cure, non-pharmacological and pharmacological interventions
aim to manage an individual’'s symptoms to enable them to lead as full a life as possible.

Over recent years there has been notable development in the understanding of the aetiology
and clinical characteristics of narcolepsy which has led to further development of new
treatment options.

In 2021, the American Academy of Sleep Medicine (AASM)? and the European Academy of
Neurology, European Sleep Research Society, European Narcolepsy Network® updated
their guidelines on the management of narcolepsy using evidence-based medicines.
Following this, National Institute for Health and Care Excellence (NICE) have recently
approved novel pharmaceuticals for the treatment of narcolepsy in the UK, such as
solriamfetol and pitolisant, however, there are currently no UK guidelines on the
management of narcolepsy.

2. Purpose of the pathway and service provision

This clinical pathway is for use within a specialist sleep service to guide treatment options
for adult patients with narcolepsy (types 1 and 2), improving fair and consistent access to
specialist treatments across Greater Manchester (GM).
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Trafford General Hospital, Wythenshawe Hospital (Manchester University NHS Foundation
Trust) and Salford Royal Hospital (Northern Care Alliance NHS Foundation Trust) provide
specialist sleep services for GM. It is the responsibility of the consultants, pharmacists, and
other healthcare professionals working within the sleep service to read and follow this
pathway.

The pathway is also relevant to clinicians involved in prescribing and monitoring narcolepsy
medicines suitable for prescribing in primary care.

3. Diagnosis
Diagnosis of narcolepsy should be made by a consultant working within a GM sleep service.

As per the International Classification of Sleep Disorders (ICSD)* the diagnosis is based on:

a. Medical history

b. Suggestive physiology: sleep onset rapid eye movement (REM) on =2 of the naps,
polysomnography (PSG) and multiple sleep latency test (MSLT) and <8 minutes average
sleep latency on MSLT) for both narcolepsy type 1 and type 2, or sleep onset REM on PSG
and cataplexy for narcolepsy type 1

c. And/or reduced orexin levels in cerebrospinal fluid (<110 picograms/mL) for narcolepsy

type 1.

Specialist sleep services within GM acute trusts will evaluate and manage patients who,
while not meeting established diagnostic criteria, present with a strong clinical suspicion of
narcolepsy. Each case will be considered individually, drawing on multidisciplinary team
input and clinicians' professional judgment and expertise.

4. Non-pharmacological interventions

Lifestyle modifications such as ensuring a good sleep routine with strict bedtime and planned
naps during the day are recommended as part of the management of narcolepsy. Patients
should be signposted to Narcolepsy UK' who provide additional non-pharmacological
strategies. Counselling and wellbeing support may also be important for people to come to
terms with the sleep disorder and its implications.

5. Pharmacological treatment®

Several medicines are used to treat the symptoms of narcolepsy. These include stimulants
such as modafinil, dexamfetamine or methylphenidate; specialist treatments such as
pitolisant, solriamfetol and sodium oxybate. Antidepressants including serotonin reuptake
inhibitors (SSRIs), serotonin—noradrenaline reuptake inhibitors (SNRIs) or tricyclic
antidepressants can be used for coexisting cataplexy symptoms. Many of these medicines
are not licensed for the treatment of narcolepsy/cataplexy and while they are widely used in
UK clinical practice, evidence for these indications may be limited.

This treatment pathway is based on global clinical expertise and recommendations
published by expert bodies such as American Academy of Sleep Medicine? and the
European Academy of Neurology, European Sleep Research Society, European Narcolepsy
Network3:


https://www.narcolepsy.org.uk/
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Treatment options should be based on clinical considerations (e.g. cautions,
contraindications, and tolerability) and informed consent.

Table 1 provides an overview of each drug included in the narcolepsy treatment pathway. It
reflects current clinical practice by the GM Sleep Specialist services in their approach of
medication use for managing excessive daytime sleepiness (EDS) or cataplexy, including
each drug’s red, amber, or green (RAG) status on the GMMMG formulary, and any relevant
safety or regulatory information. For dosing, cautions, contraindications see individual drug
monographs in Chapter 8.

Various combination strategies may be used in narcolepsy, although there is limited
published evidence to direct specific sequencing. In GM practice, treatment is typically
escalated according to response to prior therapies and the patient’'s symptom profile, for
example by adding a stimulant to modafinil at second line and introducing pitolisant at third
line.

All treatments within the Narcolepsy Treatment Pathway including combination, regardless
of line of treatment, must be recommended and initiated by the sleep specialist in secondary
care setting. In communications to primary care, a treatment plan must be clearly stipulated
including any combination treatments, particularly where prescribing takes place across
multiple care settings.

5.1. First-line treatments
Modafinil is recommended as the first line narcolepsy therapy.

In cases of significant cataplexy, sleep hallucinations or sleep paralysis, an antidepressant
(venlafaxine, clomipramine, sertraline, fluoxetine) can be added.

5.2. Second-line treatments

If suboptimal response or intolerance to first-line treatment despite dose escalation,
treatment with an alternative stimulant, methylphenidate or dexamfetamine, can be
considered and titrated to optimal response.

Second-line treatment depends on suboptimal response in sleepiness or alertness. If there
is suboptimal improvement in sleepiness or alertness, alternative reason for these
symptoms should be considered (e.g. occurrence of obstructive sleep apnoea or side effect
of medications).

There is limited evidence to support the use of stimulant drugs in cataplexy. Therefore, in
rare cases where cataplexy is the predominant symptom, third-line treatment may be
considered sooner by the specialist.

5.3. Third-line treatments

Third line and subsequent treatment options within the pathway can only be prescribed in
secondary care and must be initiated by a sleep specialist based on clinical expertise, to
manage the symptoms of narcolepsy on an individual patient basis.

The decision to initiate a third-line treatment is based on clinical expertise, and expert body
recommendations. Third-line treatment options depend on suboptimal response in
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sleepiness or alertness, cataplexy, sleep paralysis/hallucinations or disturbed nocturnal
sleep. Refractory cases should be discussed at sleep service MDT.

Solriamfetol is recommended only if treatment with modafinil and methylphenidate or
dexamfetamine have not worked well enough or are not suitable, in accordance with NICE
TA758.

Solriamfetol is not effective in treatment of cataplexy. Pitolisant may be considered over
solriamfetol if the patient also has cataplexy as a main symptom.

Pitolisant is recommended if treatment with modafinii and methylphenidate or
dexamfetamine have not worked well enough or are not suitable for patient, e.g.
contraindication or intolerance, and where predominant symptom is cataplexy or the
response in sleep paralysis or hallucinations is suboptimal.

In rare cases patients who do not benefit from stimulants due to tolerance may also be
considered for pitolisant.

5.4. Fourth-line treatments

Pitolisant is recommended if treatment with modafinil and methylphenidate or
dexamfetamine, and solriamfetol have not worked well enough or are not suitable for patient,
e.g. contraindication or intolerance.

Sodium oxybate is recommended if treatment with modafinil and methylphenidate or
dexamfetamine, and pitolisant have not worked well enough or are not suitable for patient,
e.g. contraindication or intolerance, and where predominant symptom is cataplexy or the
response in sleep paralysis or hallucinations is suboptimal. Before treatment ensure other
co-morbidities, which may also affect sleep, are adequately managed (e.g. moderate to
severe obstructive sleep apnoea or restless leg syndrome).

5.5. Sodium oxybate

Sodium oxybate should be prescribed in accordance with the GMMMG sodium _oxybate
commissioning statement.

Sodium oxybate is classified as a controlled drug and has a significant potential for
dependence and abuse. Due to this safety profile, it is reserved as a last line therapy. Careful
assessment of the patient's mental, physical, and social factors is essential prior to
prescribing, and initiation of treatment necessitates close and ongoing monitoring.

Sodium oxybate is also commissioned by NHS England for use in children and
adolescents aged 7 to 19 years for the treatment of narcolepsy with cataplexy®. GM
Specialist Sleep services must follow national and local guidance for supporting young
people to transition from paediatric to adult care, ensuring timely transfer and
uninterrupted treatment when clinically appropriate”2.

5.6. Safety warning for women of childbearing potential

It is the responsibility of the specialist sleep service to discuss the benefits and risks of
pharmacological treatment, including use in pregnancy and breast-feeding.

No narcolepsy treatments are currently recommended for use during pregnancy. It is the
responsibility of the initiating prescriber to ensure, where indicated, that the patient is using


https://www.nice.org.uk/guidance/ta758
https://www.nice.org.uk/guidance/ta758
https://gmmmg.nhs.uk/wp-content/uploads/2026/09/GM-Sodium-Oxybate-Commissioning-Statement-FINAL-v1.0-.pdf
https://gmmmg.nhs.uk/wp-content/uploads/2026/09/GM-Sodium-Oxybate-Commissioning-Statement-FINAL-v1.0-.pdf

GMYMG

Greater Manchester

dicines Manag ent Group

effective contraception prior to commencing treatment. Where applicable, the
recommendation to start contraception should be provided to primary care, ensuring
confirmation of benefits and risks of treatment, and contraception have been discussed with
the patient.

Further information can be found at: FSRH statement: Contraception for women using
known teratogenic drugs (Feb 2018) | CoOSRH °

6. Ongoing review and follow-up

Initial clinical review within the specialist sleep service every 1-3 months is recommended
based on severity and impact of symptoms. This should include symptom monitoring,
assessment of treatment efficacy and medicine-related adverse effects. Ongoing review
may be conducted virtually or in person; however, if follow-up is conducted virtually,
treatment monitoring as specified in the individual drug monographs must be arranged
locally.

Once patient is clinically stable, ongoing review is recommended every 6-12 months, with
patient-initiated follow-up if required sooner.

Once established and on a stable dose of pharmacological treatments, prescribing and
monitoring of modafinil, antidepressants, methylphenidate and dexamfetamine may be
handed over to primary care as per GM formulary status and approved shared care
protocols, whilst the patient remains under the care of the specialist sleep service.

Review of treatment with solriamfetol, pitolisant and sodium oxybate is the responsibility of
specialist sleep services.

It is unlikely that patients diagnosed with narcolepsy will have their treatment discontinued
unless no longer effective or clinically appropriate. There is currently no evidence to support
stopping treatment. However, treatment choices may change over time and be affected by
factors such as, age, lifestyle, severity, tolerance, and comorbidities. Clinicians should
therefore regularly reassess treatment efficacy and safety during follow-up visits®. Clinicians
may consider drug holidays if there is evidence of tolerance, or when switching between
treatments.

7. Tariff excluded high cost drugs

Solriamfetol, pitolisant and sodium oxybate are tariff excluded high cost drugs and
reimbursed by commissioner only if prescribed as per GM narcolepsy pathway and within
specified eligibility criteria.


https://www.cosrh.org/Public/Documents/fsrh-ceu-statement-contraception-for-women-using-known-teratogenic-drugs.aspx?WebsiteKey=f858b086-d221-4a83-9688-824162920b1b
https://www.cosrh.org/Public/Documents/fsrh-ceu-statement-contraception-for-women-using-known-teratogenic-drugs.aspx?WebsiteKey=f858b086-d221-4a83-9688-824162920b1b
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Table 1. Summary of medicines included in the GM Narcolepsy Treatment Pathway for Adults

Safety, regulatory and other information

MHRA Modafinil (Proviqil): increased risk of congenital
malformations if used during pregnancy

GMMMG: Modafinil - Information for primary care
MFT has information leaflet for patients.

Schedule 2 controlled drug (prescribing restrictions — max
30 days’ supply)

To be prescribed by a sleep specialist only. Status will be
updated to AMBER once the GM Shared Care Protocol for
methylphenidate in adults has been updated.

SmPC: Not recommended for use during pregnancy unless
a clinical decision is made that postponing treatment may
pose a greater risk to the pregnancy.

Schedule 2 controlled drug
GMMMG Shared Care Protocols
SmPC: Contraindicated in pregnancy and lactation

NICE TA758 Solriamfetol for treating excessive daytime
sleepiness caused by narcolepsy

SmPC: Not recommend during pregnancy and in women of
childbearing potential not using contraception.

NICE Evidence summary 8, Narcolepsy with or without
catalepsy in adults

SmPC: Women of childbearing age must use effective
contraception during treatment and up to 21 days after
discontinuation. Contraindicated in breastfeeding

Potential for abuse
Schedule 2 controlled drug
GMMMG Sodium oxybate Commissioning Statement

Avoid abrupt cessation
See SmPC for pregnancy and breastfeeding advice

Avoid abrupt cessation

Not recommended during pregnancy and in women of
childbearing potential not using contraception

Avoid abrupt cessation
See SmPC for pregnancy and breastfeeding advice

Avoid abrupt cessation
See SmPC for pregnancy and breastfeeding advice

*NB: This table outlines the current clinical practice of GM specialist sleep services; it reflects the primary symptom (EDS or cataplexy)
for which a drug may be considered in practice, this may differ from the licensed indications as described in the summary of product

characteristics (SmPC).



https://www.gov.uk/drug-safety-update/modafinil-provigil-increased-risk-of-congenital-malformations-if-used-during-pregnancy
https://www.gov.uk/drug-safety-update/modafinil-provigil-increased-risk-of-congenital-malformations-if-used-during-pregnancy
https://gmmmg.nhs.uk/wp-content/uploads/2026/02/GMMMG-Modafinil-primary-care-info-leaflet_Nov-22-approved.pdf
https://gmmmg.nhs.uk/shared-care/gmmmg-approved-shared-care-protocols/
https://gmmmg.nhs.uk/shared-care/gmmmg-approved-shared-care-protocols/
https://www.nice.org.uk/guidance/ta758
https://www.nice.org.uk/guidance/ta758
https://www.nice.org.uk/advice/es8/resources/narcolepsy-with-or-without-cataplexy-in-adults-pitolisant-pdf-32181397189
https://www.nice.org.uk/advice/es8/resources/narcolepsy-with-or-without-cataplexy-in-adults-pitolisant-pdf-32181397189
https://gmmmg.nhs.uk/wp-content/uploads/2026/09/GM-Sodium-Oxybate-Commissioning-Statement-FINAL-v1.0-.pdf

GMIMG

Greater Manchester

Medicines Management Group

8. Drug monographs

A) Modafinil (POM)

Dose

Initially 200mg daily in single or divided dose. Increase
according to response up to a maximum of 400mg daily in
single or divided doses after at least 7 days.

Dose to be taken in the morning +/- noon.

Please see SPC / BNF for most up to date cautions and contraindications

Cautions

eElderly (>65 years). Consider an initial lower dose of 100
mg daily.

e\Women of childbearing potential: see MHRA Drug Safety
Update below.

eHistory of alcohol abuse; history of depression; history of
drug abuse; history of mania; history of psychosis;
possibility of dependence

eRenal impairment: eGFR <10ml/min start with 50% of
recommended dose and titrate according to response™°

eHepatic impairment: in severe hepatic impairment reduce
recommended dose by 50%.

Contraindications

e Arrhythmia

e History of clinically significant signs of CNS stimulant-
induced mitral valve prolapse (including ischaemic ECG
changes, chest pain and arrhythmias)

e History of cor pulmonale

e History of left ventricular hypertrophy

e Moderate to severe uncontrolled hypertension

Monitoring eBaseline ECG, weight, blood pressure and heart rate.
e Consider baseline pregnancy test if necessary
e Monitor blood pressure and heart rate every 6-12 months
as well as when dose is increased, or another stimulant is
added.
e Monitoring to be undertaken either in clinic, by GP,
community pharmacy or patient
Treatment Tapering down by 100 mg every 3 days
cessation
GMMMG RAG GREEN following specialist initiation Initial prescribing to
status be completed by sleep specialist until patient is stable.

Once stable prescribing can be undertaken by GPs if in
Greater Manchester. Other areas may require a shared
care protocol.

Before starting modafinil, women of childbearing age must be informed of the risk
of teratogenicity and contraception methods discussed. Effective contraception
must be used during treatment and for 2 months after stopping. As modafinil may reduce
the effectiveness of oral contraception, alternative additional methods of contraception
are required if the patient is using oral contraception. This should be re-discussed at
each review. See MHRA DSU: Modafinil (Provigil): increased risk of congenital
malformations if used during pregnancy. If available, provide modafinil in women of

childbearing potential leaflet.



https://www.gov.uk/drug-safety-update/modafinil-provigil-increased-risk-of-congenital-malformations-if-used-during-pregnancy
https://www.gov.uk/drug-safety-update/modafinil-provigil-increased-risk-of-congenital-malformations-if-used-during-pregnancy
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Methylphenidate immediate release (POM, CD2)

Dose

Narcolepsy is an off-label indication

Immediate-release tablets: 10—60 mg daily in divided doses;
usual dose 20-30 mg daily in divided doses.

Dose to be taken before meals.

Note — some patients transferred from paediatrics or other
centres may be prescribed modified-release preparations.
These patients can be switched to immediate release
preparations, seek pharmacist advice as needed.

Please see SPC / BNF for most up to date cautions and contraindications

Cautions

¢ Agitation, alcohol dependence, anxiety, bipolar disorder,
drug dependence, epilepsy (discontinue if increased
seizure frequency), family history of Tourette syndrome,
susceptibility to angle-closure glaucoma, tics.

¢ Monoamine oxidase (MAO) inhibitors: Do not initiate
during treatment with non-selective, irreversible MAO
inhibitors, or within a minimum of 14 days of
discontinuation, due to the risk of hypertensive crisis.

¢ Renal impairment: No experience in these patients,
exercise caution.

¢ Hepatic impairment: No experience in these patients,
exercise caution.

Contraindications e Anorexia nervosa e Phaeochromocytoma
e Arrhythmias ¢ Psychosis
¢ Cardiomyopathy e Severe depression
e Cardiovascular disease e Severe hypertension
e Cerebrovascular e Structural cardiac
disorders abnormalities
¢ Glaucoma ¢ Suicidal tendencies
e Heart failure e Uncontrolled bipolar
o Hyperthyroidism disorder
e Mania o VVasculitis
Monitoring e Baseline ECG, weight, blood pressure and heart rate
¢ Monitor weight, blood pressure, heart rate and mental
health every 6-12 months as well after dose increase.
¢ Monitoring of vitals to be undertaken either in clinic, by
GP, community pharmacy or patient.
Treatment Avoid abrupt withdrawal. Consider reduction by 5mg every
cessation 3-4 days.
GMMMG RAG RED Hospital only medication, prescribing by sleep
status specialist only.

The status will be updated to AMBER in accordance with the
revised GMMMG shared care protocol for methylphenidate use in
adults.

Controlled drug
restrictions

Schedule 2 controlled drug. Maximum 30 day supply on
prescription.
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C) Dexamfetamine (POM, CD2)

Dose

Initially 10 mg daily in divided doses, increased in steps of
10 mg every week, maintenance dose to be given in 2—4
divided doses; maximum 60 mg per day

Please see SPC / BNF for most up to date cautions and contraindications

Cautions

Elderly. Initially 5 mg daily in divided doses, increased in
steps of 5 mg every week

History of epilepsy (discontinue if seizures occur); mild
hypertension; susceptibility to angle-closure glaucoma;

tics; Tourette syndrome
e Renal impairment: No experience in these patients,
exercise caution
e Hepatic_impairment: No experience in these patients,
exercise caution

Contraindications

Psychiatric disorders:

e Severe depression

e Schizophrenia

¢ Borderline personality disorder and uncontrolled bipolar
disorder

¢ Manufacturer advises if new psychiatric symptoms
develop or exacerbation of psychiatric disorders occurs,
continue use only if benefits outweigh risks

e Pregnancy

Monitoring e Baseline ECG, weight, blood pressure and heart rate
¢ Monitor weight, blood pressure, heart rate and mental
health every 6-12 months as well as after dose increase
¢ Monitoring of vitals to be undertaken either in clinic, by
GP, community pharmacy or patient
Treatment Avoid abrupt withdrawal. Consider reduction by 5mg every
cessation 3-4 days
GMMMG RAG when patient established on treatment.
status GMMMG shared care protocol for dexamfetamine in adults

available on GMMMG website

Controlled drug
restrictions

Schedule 2 controlled drug. Maximum 30 day supply on
prescription.



https://gmmmg.nhs.uk/shared-care/gmmmg-approved-shared-care-protocols/
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D) Solriamfetol ¥ (POM)

Dose Initially 75mg once daily, increased according to response
up to 150mg once daily after at least 3 days. A starting dose
of 150mg once daily may be considered in patients with
severe symptoms

Dose to be taken upon awakening and not within 9 hours of
bedtime.

Eligibility criteria As per NICE TA 758 and ‘GM Narcolepsy Treatment
Pathway for Adults’

Please see SPC / BNF for most up to date cautions and contraindications

Cautions e Elderly (>65 years)

e History of alcohol or stimulant abuse; history of, or
concurrent psychosis or bipolar disorder; increased intra-
ocular pressure; patients at risk of angle-closure glaucoma;
patients at risk of major cardiovascular events

¢ Women with childbearing potential: Manufacturer advises
females of childbearing potential, or their male partners
should use contraception during treatment.

¢ Renal impairment: Manufacturer advises a starting dose of
37.5 mg once daily, increased if necessary, after 5 days to
a maximum of 75 mg once daily, in moderate impairment
(CrClI 30-50ml/min); a dose of 37.5 mg once daily should
not be exceeded in severe impairment (CrCl 15-29ml/min).
Not recommended for use in patients with end stage renal
disease (CrCl <15ml/min).

Contraindications ¢ Cardiac arrhythmias

e Hypertension (uncontrolled)

¢ Myocardial infarction (within the past year)

¢ Unstable angina pectoris

e Concomitant use of monoamine oxidase inhibitors (MAOI)
or within 14 days after MAOI treatment has been
discontinued

Monitoring eBaseline ECG, weight, blood pressure and heart rate

¢ Monitor weight, blood pressure, and heart rate every 6-12
months as well as after dose increase

¢ Monitoring of vitals to be undertaken either in clinic, by GP,

community pharmacy or patient

Black triangle All side effects should be managed and reported as per local

(V) protocol; additionally, notification via MHRA yellow card
scheme (www.mhra.gov.uk/yellowcard) should be
undertaken.

GMMMG RAG RED Hospital only medication, prescribing by sleep

status specialist only.



https://www.nice.org.uk/guidance/ta758

E) Pitolisant ¥ (POM)
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Dose

Initially 9 mg once daily for 1 week, then increased if
necessary to 18 mg once daily for 1 week, then increased
if necessary to max 36 mg once daily. Dose to be taken in
the morning with breakfast. Dose can be decreased (down
to 4.5 mg per day) or increased (up to 36mg per day)
according to response and tolerance.

Eligibility criteria

As per ‘GM Narcolepsy Treatment Pathway for Adults’

Please see SPC / BNF for most up to date cautions and contraindications

Cautions

¢ Acid-related gastric disorders; epilepsy; history of
psychiatric disorders; severe anorexia; severe obesity

¢ Women with childbearing potential: Manufacturer advises
effective contraception in women of childbearing potential
for at least 21 days after treatment discontinuation—
pitolisant may reduce the effectiveness of hormonal
contraceptives.

¢ Hepatic impairment: Moderate impairment: maximum
dose of 18 mg, severe impairment: avoid

¢ Renal impairment: maximum dose of 18 mg

Contraindications

¢ Hypersensitivity to the active substance or any of the
excipients

e Severe hepatic impairment (e.g. Child-Pugh C)

¢ Breastfeeding

Monitoring

¢ Baseline ECG, weight, blood pressure and heart rate

¢ Monitor weight, blood pressure, heart rate, alongside
mental health, every 3 months as well as after dose
increase.

¢ Monitoring of vitals to be undertaken either in clinic, by

GP, community pharmacy or patient.

Black triangle
(v)

All side effects should be managed and reported as per
local protocol; additionally, notification via MHRA yellow
card scheme (www.mhra.gov.uk/yellowcard) should be
undertaken.

GMMMG status

RED Hospital only medication, prescribing by sleep
specialist only.




F)

GMIMG

Greater Manchester
INageme

Medicines M snt Grour
Medicines Ma nt Group

Sodium oxybate (POM, CD2)

Dose

Initially 2.25 g daily, dose to be taken on retiring and 2.25 g
after 2.5—4 hours, then increased in steps of 1.5 g daily in 2
divided doses, dose adjusted according to response at
intervals of 1-2 weeks: maximum 9 g daily in 2 divided
doses

If treatment is interrupted for >14 days, restart titration from
the lowest dose.

Eligibility criteria

As per GMMMG commissioning statement, and the ‘GM
Narcolepsy Treatment Pathway for Adults’

Please see SPC / BNF for most up to date cautions and contraindications

Cautions

¢ Manufacturer advises reduce dose by 20 % with concurrent
use of sodium valproate or valproic acid

¢ Body mass index of 40 kg/m2 or greater (higher risk of
sleep apnoea); elderly; epilepsy; heart failure (high sodium
content); history of depression; history of drug abuse;
hypertension (high sodium content); respiratory disorders;
risk of discontinuation effects including rebound cataplexy
and withdrawal symptoms.

¢ Hepatic impairment: dose reduction by 50%

¢ Renal impairment: Reduce sodium intake

¢ Not recommended in pregnancy

Contraindications

¢ Major depression
¢ Succinic semi-aldehyde dehydrogenase deficiency

Monitoring ¢ Baseline ECG, weight, blood pressure and heart rate
¢ Monitor weight, blood pressure, heart rate, alongside
mental health, and adverse effects every 6-12 months as
well as after dose increase.
¢ Monitoring of vitals to be undertaken either in clinic, by GP,
community pharmacy or patient.
GMMMG RAG RED Hospital only medication, prescribing by sleep
status specialist only.
Controlled drug Schedule 2 controlled drug. Maximum 30 day supply on
restrictions prescription.



https://gmmmg.nhs.uk/wp-content/uploads/2026/09/GM-Sodium-Oxybate-Commissioning-Statement-FINAL-v1.0-.pdf
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Dose

Cataplexy is an off-label indication.

Immediate release preparation: start at 37.5 mg once daily
or twice daily, that can be increased at 2-week intervals.
Consider modified release venlafaxine following 75 mg
dose. Maximum dose 300mg total daily dose.

Please see SPC / BNF for most up to date cautions and contraindications

Cautions

e Patients already on antidepressants (may need liaising
with the mental health team if the dose is already at 300
mg)

¢ Conditions associated with high risk of cardiac
arrhythmia; diabetes; heart disease (monitor blood
pressure); history of bleeding disorders; history of
epilepsy; history or family history of mania; susceptibility
to angle-closure glaucoma

¢ Hepatic impairment: Manufacturer advises consider dose
reduction of 50% in mild to moderate impairment and of
more than 50% in severe impairment.

¢ Renal impairment: Use half normal dose if eGFR less
than 30 mL/minute/1.73 m2

¢ History of family history of mania

¢ Serotonin syndrome

Contraindications

¢ Uncontrolled hypertension

Monitoring ¢ Baseline blood pressure and heart rate
e Monitor blood pressure and heart rate every 6-12 months.
¢ Monitoring of vitals to be undertaken either in clinic, by
GP, community pharmacy or patient.
Treatment ¢ High potential for withdrawal effects. Avoid abrupt
cessation cessation as this can result in status-cataplecticus,
withdraw therapy slowly over several weeks.
GMMMG RAG GREEN (off-label indication). Drugs that are suitable for
status initiation and ongoing prescribing within primary care.
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Dose Cataplexy dose: 10-75mg at night (has a prolonged
metabolism and sedative effect). Dose increase gradually
by 10mg every 2 weeks, if needed.

Please see SPC / BNF for most up to date cautions and contraindications

Cautions ¢ Patients already on antidepressants (may need liaising
with the mental health team if the dose is already at 75
mg)

o Elderly patients are more susceptible to side effects, start
low and monitor closely.

e Cardiovascular disease; chronic constipation; epilepsy;
history of bipolar disorder; history of psychosis;
hyperthyroidism (risk of arrhythmias); increased intra-
ocular pressure; patients with a significant risk of suicide;
phaeochromocytoma (risk of arrhythmias); prostatic
hypertrophy; risk factors for QT interval prolongation—
correct hypokalaemia before initiating treatment;
susceptibility to angle-closure glaucoma; urinary retention.

e Hepatic impairment: Manufacturer advises consider dose
reduction of 50% in mild to moderate impairment and of
more than 50% in severe impairment.

¢ Renal impairment: Use half normal dose if eGFR less than
30 mL/minute/1.73 m2

e Hypomanic or manic episodes

e Serotonin syndrome

Contraindications e Acute porphyria

e Arrhythmias

¢ During the manic phase of bipolar disorder

e Heart block

¢ Immediate recovery period after myocardial infarction

Monitoring e Baseline blood pressure and heart rate

¢ Monitor blood pressure and heart rate every 6-12 months.

e Monitoring of vitals to be undertaken either in clinic, by
GP, community pharmacy or patient.

Treatment Avoid abrupt cessation, withdraw therapy slowly over at
cessation least 4 weeks.
GMMMG RAG GREEN Drugs that are suitable for initiation and ongoing

status prescribing within primary care.
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Dose

Cataplexy is an off-label indication.

Initiate at 25mg/day. Dose may be increased gradually to
200mg/day.

Please see SPC / BNF for most up to date cautions and contraindications

Cautions

e Patients already on antidepressants (may need liaising with
the mental health team)

¢ Conditions associated with high risk of cardiac arrhythmia;
diabetes; heart disease (monitor blood pressure); history of
bleeding disorders; history of epilepsy; history or family
history of mania; susceptibility to angle-closure glaucoma

¢ Hepatic impairment: consider a lower dose in patients with
mild to moderate liver impairment. Avoid in severe liver
impairment.

¢ Serotonin syndrome

¢ History of mania

Contraindications

¢ Poorly controlled epilepsy
¢ SSRIs should not be used if the patient enters a manic
phase

Monitoring ¢ Baseline blood pressure and heart rate
¢ Monitor blood pressure and heart rate every 6-12 months.
¢ Monitoring of vitals to be undertaken either in clinic, by GP,
community pharmacy or patient.
Treatment Avoid abrupt cessation, withdraw therapy gradually over
cessation several weeks.
GMMMG RAG GREEN (off-label indication). Drugs that are suitable for
status initiation and ongoing prescribing within primary care.
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Dose

Cataplexy is an off-label indication.

Initiate at 20mg/day. Dose may be increased gradually up
to 60mg/day.

Please see SPC / BNF for most up to date cautions and contraindications

Cautions

e Patients already on antidepressants (may need liaising
with the mental health team)

¢ Conditions associated with high risk of cardiac arrhythmia;
diabetes; heart disease (monitor blood pressure); history
of bleeding disorders; history of epilepsy; history or family
history of mania; susceptibility to angle-closure glaucoma

¢ Hepatic impairment: a lower or less frequent dose should
be considered in patients with hepatic impairment.

¢ Serotonin syndrome

e History of mania

Contraindications

e Poorly controlled epilepsy
¢ SSRIs should not be used if the patient enters a manic
phase

Monitoring ¢ Baseline blood pressure and heart rate
¢ Monitor blood pressure and heart rate every 6-12 months.
¢ Monitoring of vitals to be undertaken either in clinic, by
GP, community pharmacy or patient.
Treatment Avoid abrupt cessation, withdraw therapy gradually over
cessation several weeks.
GMMMG RAG GREEN (off-label indication). Drugs that are suitable for
status initiation and ongoing prescribing within primary care.
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