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South East London Integrated Medicines Optimisation Committee
Formulary recommendation

e Apixaban (Eliquis™) 2.5mg tablets is accepted for use in SEL in adults undergoing

Further Information

haemodialysis in the following settings:
i. the prevention of recurrent VTE or
ii. the prevention of stroke or systemic embolism (SSE) in adults with AF with one or
more risk factor such as prior stroke or transient ischemic attack (TIA), age =275
years, hypertension, diabetes mellitus and symptomatic heart failure (NYHA Class =
1))

e Use of apixaban is approved only as a second line option, where VKA therapy (e.g.
warfarin) is considered inappropriate by a consultant nephrologist or a consultant
haematologist.

¢ The following criteria will also apply to the use of apixaban 2.5mg tablets in these settings:

- Patients poorly controlled on a VKA as defined by NICE guidance on AF:

= Time in therapeutic range (TTR) less than 65% over a 6-month period, excluding
the first 6-weeks of VKA therapy

= One international normalised ratio (INR) greater than 8 or two INRs greater than 5
in a 6-month period

= Two INRs less than 1.5 in a 6-month period

- Patients unable to adhere to regular INR monitoring

- Patients unable to safely administer warfarin and manage variable dosing, including

those requiring multi-compartment aids (MCASs) such as dosette boxes

o VKA therapy is not felt to be appropriate due to the high risk of calciphylaxis following a
review by Consultant Nephrologist or Consultant Haematologist. The multiple risk factors
for calciphylaxis include - female gender, history of diabetes mellitus, greater than 5 years
of dialysis, body mass index greater than 35 (i.e. obese) or poor mineral bone control
(indicated by increased calcium, phosphate or parathyroid hormone levels)

e The use of apixaban in this setting is off-label and the recommended dose is 2.5mg twice
daily, informed consent should be gained from the patient before treatment is started. Full
blood count (FBC) and post-dialysis apixaban anti-Xa level should be monitored every 3-
months. Liver function tests (LFTs) should be monitored annually unless more frequent
monitoring is indicated.

¢ Patients should be counselled on the appropriate administration, interactions,
management of missed doses and monitoring requirements as described in the product
information.

e August 2023: A report summarising outcomes with the use of apixaban in this setting was
requested by the Committee after 12 months outlining the total number of patients initiated
on treatment by indication, outcomes and safety data. The total number of patients
initiated on apixaban in this setting was lower than expected but similar proportions were
seen between AF and VTE. The outcomes data presented indicated a small proportion of
patients had to switch back to VKA therapy. Whilst there were no significant major
bleeding episodes, some patients did experience non-major bleeding however apixaban
continued in all cases. Given the small patient numbers, the applicant has confirmed use
of apixaban in this setting should remain as hospital only.
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Shared Care/
Transfer of
care required:

N/A

Cost Impact for
agreed
patient group

e Itis estimated there will be approximately 50 patients across SEL per annum eligible for
treatment with apixaban in this setting:

- Prevention of recurrent VTE: 25 patients
- Prevention of SSE: 25 patients

e The total drug costs anticipated for SEL is approximately £34,200 per annum for 50
patients (~ £1,800 per 100,000 population).

e Areport provided in August 2023 found the actual patient number treated to be lower
than expected. Over the course of 2 and a half years (which included use through non-
formulary processes pre-formulary approval), 34 patients were treated. This equates to
~ 14 patients per year and not all patients are from SEL.

Usage Monitoring &
Impact Assessment

Acute Trusts:
e Monitor and audit usage of apixaban as outlined in the “For information” section and
report back upon request to the Committee.

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