South Central Priorities Committee
(Southampton, Hampshire, Isle of Wight and Portsmouth PCTs)
Policy Recommendation 111:

New pharmacological treatments for diabetic
macular oedema (An update)

Date of Issue:

September 2011

The Southampton, Hampshire, Isle of Wight and Portsmouth Priorities Committee has
considered the evidence of clinical and cost-effectiveness for new pharmacological treatments
for diabetic macular oedema recommends that NHS funding for ranibizumab, bevacizumab,
pegaptanib and fluocinolone should be considered LOW PRIORITY due to limited evidence of
their clinical effectiveness, lack of evidence of cost-effectiveness and lack of clarity regarding
treatment pathway and affordability.













The NICE Final Appraisal Determination (FAD) document published on 15th July 2011 does
not recommend ranibizumab for DMO, however this recommendation may change in the
technology appraisal guidance due to be released later in 2011.
The efficacy of ranibizumab has been studied in a number of RCTs; two phase III trials DRCR.net and RESTORE and two published phase II trials (RESOLVE and READ-2). A
Cochrane review on anti-VEGF modalities for DMO included three studies of bevacizumab
and one of pegaptanib. The BOLT study, published after the Cochrane review evaluated the
efficacy of bevacizumab in a narrowly defined group of patients with DMO.
Overall, the published data suggest that pharmacological treatments with or without laser
therapy are more effective than laser therapy alone in improving BVCA. However despite
the relative improvements, the effects are fairly modest equating to, on average one or two
lines of sight chart, with more than half of patients still failing to achieve a gain of at least
three lines (15 ETDRS letters).
The anti-VEGFs have not been directly compared with each other, indirect comparisons are
not appropriate because of differences in trial design and patient selection.
No new safety issues arose during studies of intravitreal anti-VEGF therapies in the
treatment of DMO. The most common adverse effects included transient local irritation
effects and those related to administration.
There is currently a lack of evidence from clinical studies and a lack of clinical consensus on
the place of these interventions in the treatment pathway, in particular whether they should
be offered as an alternative to laser or only where there has been a failure of response to
laser. There is also a lack of evidence or consensus regarding whether, in patients with
bilateral DMO, treatment should be offered for both eyes or, if one eye only, whether this
should be the better or poorer sighted eye. These uncertainties make costing and
assessing the affordability of these treatments in South Central difficult.
If 10% of people with DMO across the South Central SHA are treated; the cost of
ranibizumab will be £5,796,000 for three months of treatment. The cost of bevacizumab will
be £945,000 for three months of treatment. The cost of pegaptanib will be £3,880,800 for
three months of treatment. Any subsequent doses will have to be factored in.
No published evidence of cost-effectiveness on the use of anti-VEGFs in DMO was
identified.

NOTES:
1. Exceptional circumstances may be considered where there is evidence of significant health impairment and there is also evidence
of the intervention improving health status.
2. This policy will be reviewed in the light of new evidence or guidance from NICE.
3. South Central policies can be viewed at http://www.sph.nhs.uk/priorities/policy-statements

