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e Cardiovascular disease (CVD) describes a range of conditions that affect the
heart and blood vessels caused by the process of atherosclerosis. Ischemic
heart disease falls into this category.

¢ Colchicine tablets are accepted for use in South East London for the secondary
prevention of ischaemic heart disease (including after acute myocardial
infarction and in chronic coronary disease) in high risk patients.

¢ Colchicine may only be considered in this setting if the following criteria are met:
— Use is for the secondary prevention of CVD disease AND
— Established treatments recommended by NICE* have been optimised (for

example: ACE inhibitors, beta blockers, statins) AND

— Use is in high risk patients, defined as:

= Previous spontaneous acute myocardial infarction (diagnosed according
to the universal Ml criteria) with or without persistent ST-segment
elevation OR

= Previous stroke or intervention for peripheral arterial disease (i.e.,
evidence of atherosclerotic disease affecting >1 vascular bed) OR

= Established diagnosis of diabetes mellitus OR

= Systemic Coronary Risk Estimation 2 (SCOREZ2) or Systemic Coronary
Risk Estimation 2 — Older Persons (SCORE2-OP) algorithm 10-year risk
of fatal and non-fatal myocardial infarction or stroke >10%

¢ Treatment with colchicine will remain under the supervision of the CVD
specialist.

¢ In line with clinical trials describing the use of colchicine in this setting, colchicine
is recommended at a dose of 500 micrograms once daily.

¢ Colchicine is not licensed* for use in this indication (off-label use). Informed
consent should be gained from the patient before treatment is initiated.

e Treatment with colchicine in this setting would be continued long-term if
tolerated.

¢ When making a decision to initiate colchicine, consideration should also be given
to the polypharmacy aspects and the risks associated with this for individual
patients.

¢ Patients should also be advised to stop colchicine and seek advice from their GP
or CVD specialist in the following scenarios:

- If gastrointestinal symptoms occur (e.g. nausea, vomiting, abdominal pain,
diarrhoea) despite a low or lactose free diet and / or

- There are symptoms suggestive of infection (e.g. fever, stomatitis, sore
throat, prolonged bleeding, bruising or skin disorders)

Further Information

If after assessment by the GP it is deemed that the only cause is colchicine, then
colchicine should be discontinued by the GP and the initiating CVD specialist
informed of the discontinuation due to adverse effects.
¢ Colchicine has a narrow therapeutic index and is extremely toxic in overdose.
Refer to the summary of product characteristics for colchicine for further
information.
¢ This approval is time limited to 12 months, to enable experience of use. A
report summarising outcomes with colchicine over this period will be presented
back to the committee after 12 months. This report will be coordinated across
all Trusts in SEL by the original formulary applicant and will include:
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- The total number of patients initiated on colchicine (including the proportion
from SEL) for the secondary prevention of ischaemic heart disease

- Whether the use of colchicine is in line with this formulary recommendation
and the rationale for any deviation.

- Reporting on patient related outcomes, including:

(i) Adverse effects reported and their themes

(ii) Number of patients discontinuing treatment due to adverse effects

* NICE guidance includes: NICE guideline 185 (Acute Coronary Syndrome), NICE Guideline 181 (CVD)

Shared Care/

Transfer of N/A

care required:

Cost Impact for e The application estimates that ~ 3,850 patients in SEL per annum will be eligible
agreed for treatment with colchicine in this setting. This is a broader patient cohort than
patient group agreed in the “Further Information” section.

e The cost of colchicne is around £9.60 per anum per patient.
¢ This would equate to £37,000 (or ~£1,850 per 100,000 population per year) for
the broader patient cohort.

Usage Monitoring & |Acute Trusts:

Impact Assessment ¢ Monitor and audit usage and outcomes from use of colchicine in this setting as
outlined in the “For information” section and report back the Committee in 12
months (data to be collated and presented no later than December 2024)

SEL Borough Medicines Teams:
¢ Monitor exception reports from GPs if inappropriate prescribing requests are
made to primary care
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NOTES:

a) SEL IMOC recommendations and minutes are available publicly via the website.

b) This SEL IMOC 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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