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Wales approves new hepatitis C drug while England

deliberates
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A new drug for hepatitis C has been approved for use in Wales
ahead of its appraisal by the National Institute for Health and
Care Excellence (NICE) for use in England and is being made
available to patients in line with the Welsh strategy to prevent
the transmission of the virus.

The All Wales Medicines Strategy Group recommended Epclusa
(sofosbuvir with velpatasvir) for use in the NHS in Wales after
concluding that the treatment would be cost effective for most
patients.' The treatment will be funded under the Welsh patient
access scheme. The price proposed by its manufacturer, Gilead,
is confidential but likely to involve a discount from the UK list
price of about £40 000 (€47 000; $50 000) for a 12 week course
of treatment.

Epclusa is the first single tablet regimen approved to treat all
hepatitis C genotypes, with clinical trial cure rates typically
over 89%.” It is especially welcome for treating genotype 3,
which affects about half of all people infected with hepatitis C
in Wales. Currently patients with genotype 3 hepatitis C who
haven’t developed cirrhosis or advanced fibrosis are treated
with regimens that include interferon, which are associated with
considerable side effects.

Epclusa has been undergoing appraisal by NICE since March
2016, with final guidance scheduled for January 2017. The All
Wales Medicines Strategy Group would not normally assess a
drug that was being appraised by NICE, but in June this year
the Welsh government asked the group to provide accelerated
advice on Epclusa because of the unmet patient need, The BMJ
has learnt.

Pervious NICE appraisals of new hepatitis C drugs Sovaldi
(sofosbuvir) and Harvoni (ledipasvir with sofosbuvir) each took
21 months to complete. An investigation this year by The BMJ
found that the delay was primarily due to unprecedented tactics
on the part of NHS England, including trying to alter the
outcome of the appraisal process.’

The urgent appraisal of Epclusa in Wales is consistent with the
government’s liver disease delivery plan, which emphasises the
role of new treatments in tackling hepatitis C as a public health
problem. The plan recognises that “targeting injecting drug
users represents the biggest opportunity to prevent onward
transmission of hepatitis C.”™

As part of its strategy the Welsh government aims to increase
the number of treated patients to 900 in 2016-17, with £12m
for new hepatitis C drugs in 2015-16.°

Rather than adopting the treatment as a way to prevent hepatitis
C infection, NHS England prioritises treating patients with
cirrhosis and advanced fibrosis and has imposed strict treatment
quotas.® In 2016-17 it allocated funding for 10 011 patients to
be treated, out of 160 000 people in England with hepatitis C.

In its submission to NICE’s appraisal of Epclusa, the charity
Hepatitis C Trust has said that the quotas were in “direct
contravention of NICE technology guidance [on Sovaldi and
Harvoni].”

Commenting on the Welsh decision, Steve Ryder, consultant
in hepatology and gastroenterology at Nottingham University
Hospitals NHS Trust, said, “The Welsh plan is logical: we will
not eliminate HCV until we stop new infections which are in
people who inject drugs.”

NHS England has emphasised that its ability to provide the
revolutionary treatments depends on the industry’s readiness to
negotiate affordable pricing arrangements.’

In 2015 Gilead’s worldwide revenue from hepatitis C drugs
exceeded $19bn.
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