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Tayside D&TC Supplement No. 24

March 2003

In this issue:

Scottish Medicines Consortium (SMC) Advice Issued in January 2003

· Fentanyl Transdermal Patches (Durogesic()

· Voriconazole (VFEND()

· Imatinib (Glivec()

· Parecoxib (Dynastat()

· FemSeven Conti(
· Zoledronic acid (Zometa()

Fentanyl transdermal patches (Durogesic()–chronic intractable pain  No.24/02
· Fentanyl is a potent opioid.  The transdermal patch formulation was originally licensed for the management of chronic intractable cancer pain, the licence has now been extended to cover chronic intractable pain in general.

· Fentanyl patches show improved pain control, as assessed by pain intensity scores and use of rescue medication, versus oral sustained release morphine in a short-term open-label study.

Recommended for restricted use. 

Transdermal fentanyl should be considered as a second-line alternative for patients with intractable pain due to non-malignant conditions.  It should be reserved for patients whose pain has initially been controlled by oral means, the pain being relatively stable. Its use should focus on such patients who have difficulty swallowing or have problems with opiate induced constipation.  NB: Transdermal patches are significantly more expensive than oral therapy.

Points for local consideration:

· Transdermal fentanyl is considerably more expensive than oral morphine.

· The transdermal formulation provides an initial slow onset and final slow offset effect.

· Longer-term blinded comparative studies are required to confirm comparative efficacy versus oral morphine.

· There is a lack of evidence from randomised-controlled trials in chronic pain to support the superiority of one opioid over another.

Voriconazole (VFEND() – serious fungal infections                            No.25/02


· Voriconazole is an antifungal agent licensed for the treatment of invasive aspergillosis and other serious fungal infections.

· Voriconazole shows higher survival and response rates in patients with invasive aspergillosis versus amphoterocin B.  It also shows clinical response in patients with serious invasive candida refractory to prior fluconazole in small uncontrolled studies.

Recommended for restricted use.

Voriconazole should be used only in suspected or confirmed cases of invasive aspergillosis; for infections caused by Fusarium spp and Scedosporium spp; or serious invasive candidiasis refractory to fluconazole.  It should be administered primarily to immunocompromised patients with progressive, possibly life-threatening infections.

Points for local consideration:

· Voriconazole is restricted to secondary care, on the recommendation of a consultant in Infectious Diseases or Microbiology.

· The TUH Anti-infectives Committee is currently reviewing local antifungal guidance.  A protocol defining the use of voriconazole in relation to other agents is under development.


Imatinib (Glivec() – chronic myeloid leukaemia (CML)                     No.26/02

· Imatinib is a protein-tyrosine kinase inhibitor previously licensed for second-line treatment of Philadelphia positive CML (and for the treatment of Kit-positive unresectable or metastatic malignant gastro-intestinal tumours).  The license has now been extended to first-line treatment of CML.

Recommended for restricted use.

This licence extension has been granted on the basis of interim analyses which show superiority of imatinib over interferon combination therapy in terms of cytogenetic and haematological response.  Imatinib should be used only by or under the direction of haematologists/oncologists experienced in this field.  There should be a formal process of audit and monitoring with a central registry of all patients receiving it and/or entry into a clinical trial.  

Points for local consideration:

· Imatinib is restricted to secondary care.

Parecoxib (Dynastat() – post-operative pain                                         No.27/02

· Parecoxib is a COX-2 selective parenteral non-steroidal anti-inflammatory drug (NSAID) licensed for the short-term treatment of post-operative pain, either as a sole analgesic or in combination with opioids. 

· Parecoxib shows similar improvements in pain intensity and pain relief as ketorolac in dental, gynaecology and orthopaedic surgery patients.

Parecoxib is not recommended for use.

There is no evidence that the parenteral COX-2 selective NSAID, parecoxib, is associated with a reduction in clinically significant post-operative haemorrhagic or gastro-intestinal complications compared with the non-selective NSAIDs. Parecoxib is substantially more expensive than non selective NSAIDs and should therefore not replace these drugs.  

Points for local consideration:

· Although parecoxib has a morphine sparing effect, reduced frequency and severity of opioid adverse events has not been demonstrated. 

· Parecoxib has not been studied in patients unsuitable for non-selective parenteral NSAIDs (diclofenac, keterolac and lornoxicam).

· Parecoxib is not stocked by the hospital pharmacy

FemSeven Conti((estradiol/levenorgestrol transdermal patch)-HRT No.28/02 

· FemSeven Conti( is a continuous combined hormone replacement therapy (HRT) for the treatment of oestrogen deficiency symptoms in postmenopausal women more than one year after the menopause.

· FemSeven Conti( shows reduction in menopausal symptoms versus placebo.

Recommended for use.

FemSeven Conti® offers an alternative continuous combined hormone replacement therapy (HRT) for the treatment of oestrogen deficiency symptoms in postmenopausal women more than one year after menopause.   It is formulated as a transdermal patch and is the first continuous combined HRT patch to allow once weekly application.    It is not licensed for prophylaxis of osteoporosis.  

HRT patches are in general more expensive than oral preparations.

Points for local consideration:
· FemSeven Conti( is competitively priced with other transdermal HRT products.

· Further advice on the selection of HRT products is available in the Tayside Area Prescribing Guide (TAPG).

Zoledronic acid (Zometa() – bone metastases                                      No.29/02

· Zoledronic acid is a bisphosphonate licensed for the prevention of skeletal related events in patients with advanced malignancies involving bone

Not recommended for use at this time.

SMC assessment was undertaken on a submission made from the applicant company in relation to the above product.  Following assessment, there was insufficient data supplied within the submission to form a definitive conclusion.  

The applicant company has confirmed that a re-submission will be made to the SMC.  The SMC will provide a further recommendation on this product once the new submission has completed the assessment process.

Contact details

Local implementation of SMC recommendations is being taken forward by the Tayside Medicines Unit – contact Jan Jones, Pharmaceutical Prescribing Adviser (jan.jones@tpct.scot.nhs.uk) if you have any queries in relation to the introduction of new drugs within NHS Tayside

This bulletin is based on evidence available to the Tayside Medicines Unit at time of publication
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