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(p = 0.0001, Wilcoxon rank­sum test) (Vitravene Study Group, 
2002b).

Two further clinical trials were conducted to compare 
two different dosing regimens of fomivirsen in patients with 
CMV retinitis in whom the virus was reactivated or was per­
sistently active even while they were being treated with sys­
temic CMV antiviral drugs (Vitravene Study Group, 2002c). 
As in the previously mentioned study, efficacy assessment in 
these trials consisted of masked evaluations of fundus photo­
graphs. Because the patients in these studies had CMV reti­
nal disease that was more advanced (i.e. persistently active), 
the dose of fomivirsen used (330 μg/0.05 ml) was double that 
used for newly diagnosed patients. These studies compared a 
more aggressive treatment schedule: an induction phase of 
three weekly injections followed by a maintenance schedule 
of injections every other week with an induction phase of 
two injections given 2 weeks apart followed by monthly injec ­ 
tions as maintenance therapy (see Table 224.1).

The results from these studies evaluated a total of 106 eyes 
in 93 patients and demonstrated that there was no difference 
in treatment outcome between the two regimens. The median 
time to progression ranged from 106 days in one study to 403 
days in the other (Vitravene Study Group, 2002c).

Fomivirsen is approved only for CMV retinitis associated 
with HIV infection, and it is almost always reserved as second­ 
line therapy for this condition. Fomivirsen may also be con­
sidered (off­label use) to treat selected patients with CMV 
retinitis secondary to other causes of immunosuppression. 
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