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Reference 103 

Intervention: Mycophenolate sodium (mycophenolic acid) 360mg tablets for autoimmune 
rheumatic and dermatological conditions in patients unable to tolerate 
mycophenolate mofetil 
(Mycophenolate sodium  is an immunosuppressant) 

Date of Decision August 2019 

Date of Issue: September 2019 

Recommendation: 
AMBER 3 – Initiation and minimum 3 months’ prescribing and supply 
by the hospital team 

Further Information  Mycophenolate mofetil is the standard salt of mycophenolate used as a
treatment option (off-label) for autoimmune connective tissue disorders in line
with the SEL Joint Medicines Formulary (see list of indications below).

 Mycophenolate sodium (mycophenolic acid) in the 360mg enteric coated tablet
formulation is supported for use in South East London as 2nd line to
mycophenolate mofetil  where the following criteria are met:
- There is intolerance to mycophenolate mofetil due to gastrointestinal

adverse effects such as nausea, vomiting, abdominal pain, diarrhoea,
dyspepsia and constipation. AND

- A reduction in the dose of mycophenolate mofetil has been trialled to
mitigate the adverse effects but is unsuccessful. AND

- Alternative immunosuppressant treatment options have been considered
but are not suitable for the patient and the next step would otherwise be
treatment with a biologic agent.

 Mycophenolate sodium is not licensed for use in this setting. Informed consent
should be gained from the patient before treatment is started.

 The indications covered by this recommendation are in line with the indications
for mycophenolate mofetil, as per the SEL Joint Medicines Formulary:

- Severe immunobullous disease
- Severe atopic dermatitis
- Severe psoriasis
- Systemic lupus erythematosus and vasculitis (SLE)
- Chronic urticaria
- Behcet’s disease
- Dermatomyositis
- Granulomatosis with polyangitis
- Scleroderma
- Takayasu’s arteritis

Shared Care/ 
Transfer of care 
required:   

Yes – refer to non-biological immunomodulator medicines shared care guidance 

Cost Impact for 
agreed patient group 

 The local acute trusts estimate that approximately 40 people might be suitable for
treatment with mycophenolate sodium per year in SEL.

 For Myfortic® and/or Ceptava®, this equates to a drug treatment cost per patient
being in the range of £1,152 to £3,456 per annum (depending on dosage), which
is a cost per annum of £46,080 to £138,240 for SE London.

 As mycophenolate sodium is now generic, further price reductions are anticipated
as more generic versions enter the market.

 Inclusion of mycophenolate sodium may also delay the need for a biologic agent.

Usage Monitoring & 
Impact Assessment 

Acute Trusts: 

 Monitor use and report back to APC when required.

 Audit use upon request to ensure use is in line with this recommendation.

http://www.selondonjointmedicinesformulary.nhs.uk/default.asp
www.selondonics.org/selimoc-sharedcare
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CCGs:  

 Monitor Epact 2 data. 

 Monitor exception reports from GPs if inappropriate prescribing requests are 
made to primary care. 
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NOTES:  

a) Area Prescribing Committee recommendations and minutes are available publicly via the APC 
website. 

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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