South East London Area Prescribing Committee
Formulary recommendation

Further Information

e Treatment is delivered in the following regimen:

¢ Clofazimine in combination with clarithromycin and rifabutin is accepted for
use in South East London as an anti-MAP therapy regimen for the treatment
of patients with Crohn’s disease.
¢ The anti-MAP regimen may be considered as a last line option in patients:
- Who have not responded to/have been intolerant of or have a
contraindication to treatment options and strategies for Crohn’s
disease outlined within the SEL IBD Pathways AND do not wish to

have surgery.

- Clarithromycin 250mg in the morning and 500mg at night
- Rifabutin titrated up to a maximum total daily dose of 450mg daily
- Clofazimine 100mg once a day

¢ Clinical response will be assessed at 3-4 months and will be measured on a
case by case basis determined by patient specific factors. These include the
type of Crohn’s disease the patient has, inflammatory markers, and patient
symptoms using the Harvey Bradshaw index (HBI).

¢ In patients with ongoing clinical response, the maximum treatment duration
is 2 years.

o Patients prescribed the anti-MAP regimen will require routine monitoring,
including disease activity, full blood counts and liver function tests. This will
be undertaken in the specialist clinic

¢ Funding will need to be confirmed at individual Trust level as the anti-MAP
regimen will be prescribed and supplied by the hospital.

¢ It should be noted that clofazimine is not licensed in the UK and the use of
clarithromycin and rifabutin in this indication is off-label. This should be
communicated to the patient in line with the organisation’s usual consent
processes.

e The gastroenterology teams in SEL should work collaboratively to develop a
registry for these patients. Outcome data (effectiveness, safety and impact
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e Based on assumptions from the applicant, it is estimated that up to 10
patients per year might be suitable for treatment.

o Ifitis assumed that 50% are from SEL (5 patients), based on a cost of the
regimen of £4,660 per patient per year, this would result in a total cost of
£23,300 across SEL.
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Usage Monitoring &
Impact Assessment

Acute Trusts:

e Develop patient registry

e Monitor and audit use.

e Submit usage data and audit reports upon request to the APC.

CCGs:

= Monitor ePACT data

» Monitor exception reports from GPs if inappropriate transfer of prescribing to
primary care is requested.
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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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