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DORSET MEDICINES ADVISORY GROUP 

 

COMMISSIONING STATEMENT ON THE USE OF FLUOCINOLONE ACETONIDE INTRAVITREAL 
IMPLANT FOR TREATING CHRONIC DIABETIC MACULAR OEDEMA AFTER AN INADEQUATE 

RESPONSE TO PRIOR THERAPY (NICE TA301) 

SUMMARY  

NHS Dorset Clinical Commissioning Group commissions the use Fluocinolone acetonide intravitreal 
implant for treating chronic diabetic macular oedema after an inadequate response to prior therapy:  

Fluocinolone acetonide intravitreal implant is recommended as an option for treating chronic 
diabetic macular oedema that is insufficiently responsive to available therapies only if: 

 the implant is to be used in an eye with an intraocular (pseudophakic) lens and 

 the manufacturer provides fluocinolone acetonide intravitreal implant with the discount 
agreed in the patient access scheme. 

BACKGROUND 

Fluocinolone acetonide intravitreal implant (Iluvien®, Alimera Sciences) 

contains a corticosteroid that has anti‑inflammatory and anti‑vascular 

endothelial growth factor (anti‑VEGF) properties. It is administered by 
intravitreal injection.  

Each implant contains 190 micrograms of fluocinolone acetonide, 
releasing 0.2 micrograms/day for approximately 36 months.  

Fluocinolone acetonide intravitreal implant has a marketing 
authorisation for 'the treatment of vision impairment associated with 
chronic diabetic macular oedema considered insufficiently responsive 
to available therapies'.  

The summary of product characteristics states that administration in 
both eyes concurrently is not recommended. 

RELEVANT NICE 
GUIDANCE 

Fluocinolone acetonide intravitreal implant is recommended as an 
option for treating chronic diabetic macular oedema that is 
insufficiently responsive to available therapies only if: 

 the implant is to be used in an eye with an intraocular 
(pseudophakic) lens and 

 the manufacturer provides fluocinolone acetonide intravitreal 
implant with the discount agreed in the patient access scheme. 

FORMULARY STATUS Red 

PBR STATUS Excluded, high cost drug 

COMMISSIONING 
IMPLICATIONS 

This is anticipated to be a small patient cohort but they will be eligible 
for an additional treatment within the care pathway.  

RELEVANT CLINICAL 
COMMISSIONING 
PROGRAMME  

General Medical and Surgical, included as part of the discussions 
between local clinicians and commissioners on the implementation of 
all NICE TAs. However further specific information on the management 
of patients locally and actual patient numbers is being explored. 
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PATIENT PATHWAY 
IMPLICATIONS 

Whilst this involves small patient numbers these patients will be eligible 
for further treatment within the existing care pathway. 

SUMMARY OF EVIDENCE 
TO SUPPORT 
FORMULARY STATUS 

The Committee recognised the impact of visual impairment on people 
with diabetic macular oedema, particularly those with chronic diabetic 
macular oedema that is not responsive to available therapies. The 
Committee noted that the main sources of evidence were the FAME A 
and B randomised controlled trials. 

The Committee understood that there are significant side effects 
associated with the use of a steroid in the eye, especially the 
acceleration of cataract development and increased rates of raised 
intraocular pressure, and that these still occur with fluocinolone 
acetonide intravitreal implant. Fluocinolone acetonide intravitreal 
implant is recommended as an option for treating chronic diabetic 
macular oedema that is insufficiently responsive to available therapies 
only if the implant is to be used in an eye with an intraocular 
(pseudophakic) lens. 

ASSESSMENT OF COST 
IMPLICATIONS  

The Committee considered that the lowest of ICERs with the patient 
access scheme for people with chronic diabetic macular oedema 
remained over £30,000 per QALY gained and therefore outside the 
range normally considered cost-effective (£20,000–£30,000 per QALY 
gained). The Committee concluded that fluocinolone acetonide 
intravitreal implant was not recommended as a cost-effective use of 
NHS resources for treating people with chronic diabetic macular 
oedema that is insufficiently responsive to available therapies. 

The Committee noted that for the pseudophakic subgroup, the ICERs 
with the patient access scheme checked by the ERG were between 
£30,000 per QALY gained using the utilities from Brown et al. (1999) 
and £17,500 per QALY gained with the utilities from Brown et al. (2000). 
It was persuaded that the technology had been shown to meet a clinical 
need in people whose disease is unresponsive to available therapies. 
The Committee concluded that fluocinolone acetonide intravitreal 
implant was a cost-effective use of NHS resources. 

For NHS Dorset CCG the NICE costing template suggests 22 patients 
may be eligible for treatment, with a net resource impact of £92,820 for 
the drug and administration costs.  
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