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Further Information

Massive pulmonary embolus (PE)

o Alteplase is supported for use in the treatment of massive pulmonary embolus
(PE) and sub-massive PE.

e The use of alteplase 100mg for the treatment of massive PE (haemodynamically
unstable) is licensed and is accepted practice in the UK.

Sub-massive PE

¢ Sub-massive PE is a hameodynamically stable PE which presents with circulatory
collapse, arrthythmia, hypovolaemia or sepsis and there is evidence of right heart
strain and/or myocardial injury.

¢ Alteplase is not licensed for the treatment of sub-massive PE but is used in a low
dose regimen in this indication. Patients will need to be informed of the unlicensed
nature in line with the organisation’s usual consent processes.

¢ Alteplase treatment is administered as a single dose by intravenous injection.

¢ Approval is granted on the condition that Trusts develop robust in-house
guidelines for the management of massive and sub-massive PE and that these are
approved through their Drug and Therapeutic Committees (or equivalent).

¢ In particular, where Trusts decide to adopt the use of alteplase in sub-massive PE
— this is highly specialist and appropriate governance should be in place to enable
safe use of the drug in this setting. This should include a requirement that a
minimum of 2 consultants will be involved in making an informed decision on the
suitability of alteplase treatment on a case by case basis.

Tariff arrangements for alteplase

At time of writing, alteplase is a tariff excluded, CCG commissioned drug. However,
a consultation on national tariff arrangements for 16/17 is underway. This has
proposed that alteplase is no longer tariff excluded (i.e. becomes in-tariff). In view of
this, funding will need to be confirmed at individual Trust level from April 2016
onwards if alteplase is no longer tariff excluded in the final published National Tariff
guidance for 16/17.

Shared Care/
Transfer of care
required:

N/A

Cost Impact for
agreed patient

group

e The cost of treating massive PE with alteplase (100mg) is £864 per patient.

e PE has an incidence of 30-40 per 100,000 population, with 10% presenting
haemodynamically unstable PE. If treated with alteplase, this equates to a cost of
approximately £2,500 per 100,000 population.

e The application to the APC suggests the sub-massive PE cohort would
approximately be the same size as the massive PE cohort. This would result in a
cost of approximately £1,250 per 100,000 population.
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Usage Monitoring &
Impact Assessment

Acute Trusts:

Monitor usage and report back to APC when required.

Develop in house Trust guidelines and audit against these guidelines as
required by the APC.

CCGs:

Monitor monthly tariff excluded high cost drugs invoicing submitted by Trusts to
the South East CSU
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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.

¢) Not to be used for commercial or marketing purposes. Strictly for use within the NHS.
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