South East London Area Prescribing Committee
Formulary recommendation

Reference

028

Intervention:

Sodium Cromoglicate capsules for gastrointestinal symptoms

due to food allergy in adults and children aged 2 years and over
(Sodium cromoglicate inhibits the release from mast cells of mediators of the
allergic reaction)

Date of Decision:

March 2015, updated May 2017 to include adults

Date of Issue:

April 2015, June 2017 (update)

Recommendation:

Amber 2 - Initiation and first month’s supply from specialist allergy
clinic. A clinic letter should be provided to the patient’'s GP
detailing the individual management plan if requesting the GP to
continue the prescribing.

Further
Information:

e Sodium Cromoglicate (Nalcrom®) capsules are licensed for use in
adults and children aged 2 years and over for the treatment of food
allergy in conjunction with restriction of the causative allergens.

e There are no other products specifically licensed for the treatment of
gastrointestinal symptoms due to food allergy

e The starting dose is 100mg 4 times a day for children aged 2-14
years and 200mg 4 times a day for adults and children aged over 14
years. If satisfactory control is not achieved, the dose may be
increased after 2-3 weeks to a maximum of 40mg/kg daily and then
reduced according to response (the minimum required to maintain
the patient free from symptoms).

e The capsules should be taken before meals. Capsules may be
swallowed whole or the contents dissolved in hot water and diluted
with cold water before taking

e Initiation is restricted to specialist adult and paediatric allergy teams
with a minimum of 1 month’s initial supply from the hospital.
Ongoing prescribing may be requested through the patient's GP
provided there is a clinic letter detailing the individual management
plan

e Sodium cromoglicate inhibits the release from mast cells of
mediators of the allergic reaction. In gastrointestinal allergy the
release of mediators can result in gastrointestinal symptoms or may
allow absorption of antigenic material leading to systemic allergic
reactions. There are, however, no specific randomised controlled
trials detailing the efficacy of sodium cromoglicate for the treatment
of gastrointestinal symptoms in food allergy.

Shared
Care/Transfer of
care document
required:

No but clinic letter containing individualised management plan must be
sent to GP.
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NHS!

Cost Impact for
agreed patient

group

Paediatric specialists indicated there may be around 50 paediatric
patients in South East London that would fit the criteria for use of sodium
cromoglicate for this indication. This would equate to a potential of
£43K/year for South East London for patients requiring a maintenance
dose of 4 capsules per day, though potential usage may vary.

In May 2017, the APC considered and approved use in adults following
an abbreviated request from allergy teams. It is anticipated that there will
be 10 adult patients eligible for treatment across SEL per year. Based on
a maintenance of 8x100mg capsules per day, the cost per patient is
~£1,200 per year, this would equate to a cost of £12K across SEL.

Usage Monitoring
& Impact
Assessment

Trusts
Audit usage as required

CCGs
Epact data monitoring and exception reporting as needed of inappropriate
use to Trust via medicines/formulary teams.
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NOTES:

a. Area Prescribing Committee recommendations and minutes are available publicly on
member CCG websites.

b. This Area Prescribing Committee recommendation has been made on the cost
effectiveness, patient outcome and safety data available at the time. The
recommendation will be subject to review if new data becomes available, costs are
higher than expected or new NICE guidelines or technology appraisals are issued.

c. Not to be used for commercial or marketing purposes. Strictly for use within

the NHS
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