Drug and Form

Naproxen with
Esomeprazole, tablet,
500 mg — 20 mg (as
magnesium
trihydrate), Vimovo®

AstraZeneca Pty Ltd

TGA Indication:
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Vimovo is indicated for rheumatoid arthritis or

patients with an
increased risk of
gastrointestinal

ulceration, who require steroidal anti-

NSAID therapy for
symptomatic
management of
rheumatoid arthritis,
ankylosing spondylitis
and osteoarthritis with
an inflammatory
component AND in
whom lower doses of
naproxen or other
NSAIDS have proven
insufficient. If a daily
dose of 1 g of
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in a patient who the 2. That the  PBAC|decisions through the
requires a non- surrogate amends Part IV of the Committee Minutes and
outcome Guidelines to make noted that the
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naproxen is not five Parts of the/Group as a priority.
required, Vimovo Surrogate to Final
should not be used. Outcomes  Working Details of the Review’s
Group (STFOWG) recommendations
report. specific to Vimovo will be
4. Non-inferiority foravailable with the
drugs with multiple publication of the Review
outcomes and the related Public

For drugs  with Summary Document.
multiple outcomes
and for  which
economic analysis
by cost-
minimisation is
being proposed, it
would be helpful to
have an explicit
process of
considering at least
all  the primary
outcomes and
deciding for which
non-inferiority

needs to be
assessed. This is
particularly

important for

combination drugs,
especially when the
two drugs are being
used to  affect
different outcomes. With regard to the overall
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This process could recommendation, the
be incorporated intoPBAC  confirmed its
PBAC  GuidelinesNovember 2012 rejection
and the cost-of the submission for the

minimisation listing of Vimovo. The
checklist. PBAC agreed with the
Review’s overall
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