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ABSTRACT
Background The ILUVIEN Registry Safety Study was a 
multicentre, open- label, non- randomised, observational, 
phase 4 study designed to assess the safety and 
effectiveness of the fluocinolone acetonide (FAc) implant 
in all indications in real- world practices in Europe.
Methods The study included data collected 
prospectively and retrospectively. Patients receiving FAc 
implants between 2013 and 2017 were included and 
monitored until the last patient reached ≥3 years of 
follow- up. Mean intraocular pressure (IOP) data over the 
course of the study, along with IOP events, use of IOP- 
lowering therapy, mean change in visual acuity (VA) and 
information on supplemental therapy use were analysed 
post- FAc implantation.
Results Six hundred and ninety- five eyes from 
556 patients, with a mean±SD follow- up of 
1150.5±357.36 days, were treated with a FAc implant. 
96.7% of eyes had chronic diabetic macular oedema 
(cDMO). IOP lowering was achieved in 34.5% of eyes 
using topical agents and 4.3% by surgery. Seventy- 
three eyes (64.6% of 113 phakic) required cataract 
surgery during follow- up. Mean VA increased from a 
baseline of 52.2 letters to 57.1 letters at month 36, with 
improvement observed up to month 48. Supplementary 
therapies were given in 43.7% of eyes. When classified 
by length of cDMO less than or greater than the median 
duration those with a shorter history experienced greater 
VA gains than those with a longer history.
Conclusion This study confirms the favourable, long- 
term benefit- to- risk profile of the FAc implant in eyes 
with cDMO, with an additional benefit in patients when 
this therapy is administered earlier.

INTRODUCTION
Diabetic macular oedema (DMO) is a major cause 
of vision loss among patients with diabetic retinop-
athy.1 2 As the age of the wider population and life 
expectancy increases, the prevalence of diabetes and 
DMO is expected to rise.2 Effective management of 
DMO is important as visual impairment has a signif-
icant impact on quality of life3 4 and, without treat-
ment, nearly half of those who develop DMO will 
lose two or more lines of visual acuity (VA) within 
2 years.5 Early diagnosis as well as early, effective 
therapy are therefore essential to avoid the detri-
mental effects of vision loss. The goal of therapy is 
to maintain or improve vision by reducing macular 

swelling.6 7 Current treatment options include laser 
photocoagulation, anti- vascular endothelial growth 
factor (anti- VEGF) therapy and intravitreal corti-
costeroids; the latter two options are preferred 
for centre- involving DMO (where the fovea at the 
centre of the macula is affected).8

Inflammation plays an important role in the 
pathogenesis of DMO9 and serves as an early 
contributor to vascular change and consequent 
oedema formation.10 It is on this basis that intravit-
real corticosteroids have gained a role as important 
therapies in reducing oedema, as they target several 
cytokines and chemokines involved in the patho-
physiology of DMO.11

The ILUVIEN 190 µg implant (Alimera Sciences, 
Hampshire, UK) was designed as a non- bioerodible 
implant that can release a sustained, low daily 
dose (0.2 µg per day) of fluocinolone acetonide 
(FAc) over a 3- year period.12 Its indications in 
Europe include both DMO and non- infectious 
uveitis. In DMO, it is indicated for the treatment 
of vision impairment associated with chronic DMO 
(cDMO) that is considered insufficiently respon-
sive to available therapies, that is, DMO that has 
persisted or recurred despite treatment.13 In uveitis, 

WHAT IS ALREADY KNOWN ON THIS TOPIC
 ⇒ The safety and efficacy of the 190 µg 
fluocinolone acetonide (FAc) implant in diabetic 
macular oedema (DMO) has previously been 
established in the pivotal, phase 3 FAME 
studies. Real- world reports on the use of FAc 
are sparse and conducted in limited patient 
numbers.

WHAT THIS STUDY ADDS
 ⇒ This study adds real- world evidence in a 
large patient population from across Europe 
demonstrating the safety and effectiveness 
of the FAc implant in DMO, with evidence in 
support of earlier treatment.

HOW THIS STUDY MIGHT AFFECT RESEARCH, 
PRACTICE OR POLICY

 ⇒ These data will assist in the identification of 
patients suitable for therapy with the FAc 
implant and deciding on the appropriate time 
to administer treatment.
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it is indicated for the prevention of relapse of recurrent non- 
infectious uveitis affecting the posterior segment of the eye.14–16

The safety and efficacy of the FAc implants were first estab-
lished in the pivotal, phase 3 FAME studies in which they were 
shown to improve best- corrected VA (BCVA) when compared 
with sham treatment. In these studies, two important adverse 
events were identified, namely raised intraocular pressure (IOP) 
and the development of cataract.17 These findings are supported 
by multiple subsequent real- world studies; however, to date, 
these studies have comprised relatively small patient popula-
tions, retrospectively studied over limited follow- up periods.18 19

The ILUVIEN Registry Safety Study (IRISS; NCT01998412) 
post- approval study was designed as part of a European regula-
tory requirement following the licensing of the FAc implant in 
Europe. Its aim was to address these limitations by providing 
high- quality data regarding real- world outcomes from the use 
of the FAc implant. The study included any patient treated with 
the FAc implant in countries where a marketing authorisation 
had been granted such that broader safety and usage informa-
tion could be obtained in a real- world setting. The study was 
also designed to examine the effect of the FAc implant on visual 
acuity.

An interim report from IRISS was published in 2018, after a 
mean follow- up of 1.2 years.13 The study has now completed; 
here, we describe the safety outcomes and VA changes in 556 
patients (695 eyes) studied for up to 5.5 years and enrolled from 
31 sites in the UK, 11 in Germany and 5 in Portugal. Our find-
ings should help in identifying suitable patients for this therapy 
and deciding on the appropriate time to administer.

MATERIALS AND METHODS
Patient population
Patients were included if they had been treated with the 0.2 μg/
day slow- release FAc implant (ILUVIEN 190 µg) for any clinical 
indication, including the licensed indication Fof cDMO. Data 
were collected from patient records from each participating 
site, and ethics committee approval was obtained in all coun-
tries prior to study inception. Real- world safety and tolerability 
data—including incidence and management of IOP rise, and the 
change in VA—and functional outcomes were acquired from 
patients receiving the 0.2 µg/day FAc implant.

Study design
IRISS (NCT01998412) is a European, multicentre, open- 
label, observational registry study of patients treated with the 
FAc implant for any reason. Data were collected prospectively 
when patients were enrolled at the time of FAc implantation. 
Subsequently following an amendment to the protocol clin-
ical sites were permitted to retrospectively enrol participants 
who fulfilled the following requirements: (1) treatment with 
ILUVIEN no more than 36 months prior to their first study visit; 
(2) met the data requirements as specified in the protocol, that 
is, baseline data collected within 7 days prior to treatment with 
ILUVIEN and additional data subsequently collected approxi-
mately every 6 months thereafter until enrolment into the study 
and (3) follow- up for at least 1 year prior to the planned end of 
the study. Patients who were unable to understand and sign the 
informed consent form were excluded from the study.

IRISS was a post- regulatory approval study designed as part of 
the regulatory requirement within European countries where the 
FAc implant is currently marketed.

The observational phase had a planned duration of follow- up 
of 5 years and the sample size was calculated (n=550) to give an 

80% probability of detecting events with a true 5- year incidence 
of 0.3%.

The study involved 31 sites in the UK, 11 in Germany and 5 
in Portugal and ran from January 2014 to January 2020 when 
the last patient reached 3 years of follow- up. The first enrolled 
patient was screened on 27 July 2013 and treated on 13 August 
2013. The last patient treated with FAc implant was screened 
and treated on 20 January 2017 and completed the study on 9 
January 2020.

For the overall study population, 562 patients were enrolled; 
556 of these received ILUVIEN (N=695 eyes) and had a 
follow- up visit. Maximum follow- up was 1978 days (65.03 
months). The data extract for this final analysis was performed 
on 28 April 2020.

Safety outcome measures
The key safety outcome was treatment- induced raised IOP. 
Specific parameters included: change in IOP over time; cumu-
lative incidence of raised IOP events; an increase in IOP of ≥10 
mm Hg; IOP >30 mm Hg at any point; percentage of patients 
receiving IOP- lowering medication; IOP- lowering surgery and 
time to first IOP- lowering medication or to first IOP- lowering 
surgery (Kaplan- Meier estimation).

Other safety outcomes included: cataract- related events in eyes 
that were phakic at baseline; diagnosis of cataract; occurrence 
of cataract extraction surgery and time to cataract extraction 
surgery.

VA outcomes
The key efficacy outcome was VA and assessments were 
performed using standard ETDRS charts or the investigator’s 
standard procedure. In the study protocol, patients were to 
be tested with their own (if any) habitual spectacle correction 
and repeated at every visit. Specific measures of VA included: 
changes in VA over time; absolute VA ≥6/12 Snellen fraction 
over time; percentage of eyes with stable vision or improvement 
(defined as any gain, or any loss ≤4 letters from baseline7; and 
the percentage of eyes achieving ≥15 letter changes in VA from 
baseline.

For eyes with DMO (N=672) and a DMO duration (N=641; 
not all eyes with DMO had a duration available (N=31)), the 
median duration of cDMO in the eligible cohort was calculated 
as 3.6 years. Participants with a DMO duration ≤3.6 years 
were classified as ‘short- term cDMO’ (N=319), while a dura-
tion >3.6 years (N=322) was classed as ‘long- term cDMO.’

Supplementary treatments given after FAc implantation were 
also analysed.

Data analyses
The above measures (eg, IOP) and outcomes (VA) were analysed 
at 12, 24, 36 and 48 months post- FAc implantation. Data are 
presented as descriptive statistics with values being reported as 
mean±SD, median or as a percentage of eyes or patients, unless 
otherwise stated.

Kaplan- Meier curves were used to assess the mean time (in 
months) to the second FAc implant, first IOP- lowering medi-
cation, first IOP- lowering procedure and to cataract extraction 
post- treatment with the FAc implant.

In the full group and subgroup analyses, changes in VA were 
compared with baseline. Changes in VA over time by median 
duration of cDMO (ie, short- term vs long- term cDMO) were 
also analysed.
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For all comparisons, a statistically significant difference was 
taken as a p<0.05. Tests were performed using SAS V.9.4.

RESULTS
Full population
Baseline characteristics
The baseline characteristics of the registry population are 
presented in table 1. Data are presented from 556 patients 
(695 eyes) with a mean follow- up period of 1150 days (range, 
21–1978 days) or 37.8 months (range, 0.7–65.0 months). 
Around one half of the data was solely from the prospectively 
observed group of participants. Six hundred and seventy- two 
(96.7%) eyes had an indication for DMO.

Prior to implant administration, the population history 
included records of ocular hypertension (n=27, 3.88%), trabec-
uloplasty (n=3, 0.43%) and trabeculectomy (n=3, 0.43%). 
None of the eyes had had an IOP >30 mm Hg at baseline.

Indications for treatment
The main indication for treatment in 96.7% of the cohort was 
DMO. A small number of eyes had more than one diagnosis. 
Indications are presented in table 1.

Number of FAc implants
A mean of 1.07 FAc implants per eye were administered over the 
duration of the study (online supplemental table S2). Most eyes 
(N=648; 93.2%) received only one implant during the study. 
A small number of eyes (N=46; 6.6%) received two implants 
and a single patient (N=1; 0.1%) received three implants. 
In those that received a second implant, this occurred after 
986.1±318.0 days (range 224–1742). The mean follow- up time 
for the 47 eyes with ≥2 implants was 1387±219.3 days and 

the mean follow- up time for the 648 eyes with 1 implant was 
1142±357.8 days.

IOP-related events
Mean IOP increased slightly during the first 12 months, but then 
declined to near baseline levels by month 48 (online supple-
mental figure 1). This was reflected in the absolute IOP changes. 
Throughout the 48- month period, mean IOP remained within 
normal limits (<21 mm Hg).

Cumulative IOP- related events for all (N=695), DMO 
(N=672) and non- DMO (N=23) eyes over the entire follow- up 
are presented in table 2. Outcomes were similar when comparing 
all eyes with DMO eyes.

In patients with DMO, 35.1% of eyes (n=236) required 
IOP- lowering medication (table 2); the mean time to first IOP- 
lowering medication was 13.3±11.6 months (median, 10.2 
months). A rise in pressure of ≥10 mm Hg was observed in 
15.3% of eyes (n=103) and a reading of >30 mm Hg recorded 
in 14.7% of eyes (n=99). A small proportion (4.3% of eyes 
(n=29)) required surgery to lower IOP (table 2); the mean 
time to the first procedure (surgery or non- penetrating) was 
25.9±10.6 months (median, 23.7 months).

While the safety profiles were similar, the IOP- related adverse 
events were generally less common in non- DMO eyes compared 
with DMO eyes (table 2).

Cataract-related events
From the total population, 113 eyes (16.3% of eyes) were phakic 
at baseline (table 1). Thirty- three (29.2% of phakic eyes) under-
went cataract extraction when the FAc implant was administered. 
Following therapy with the implant, 73 of the phakic eyes (64.6%) 
underwent cataract extraction at a mean of 13.6±7.6 months.

VA changes
Following FAc implantation, improved relative to baseline 
(52.2±19.1 letters) at all timepoints through to month 48 (figure 1). 
When looking at years 1–4, the highest mean value was recorded at 
month 36 (57.1±18.9 letters) and statistically significant increases 
were seen at the 12- month, 24- month and 36- month timepoints 
(p=0.0022, 0.0040 and 0.0010, respectively).

For other VA outcomes (figure 1), there was improve-
ment in the number of eyes having ≥6/12 VA with the largest 
change seen at Month 36 (34.8% vs 22.8% at baseline). VA 

Table 1 Baseline characteristics and indications for use

Characteristics Patients (N=556)

Male, % (n) 55.8 (310)

Mean age, years±SD 67.4±10.8

Prospective/retrospective data collection, % (n) 51.6/48.4 (287/269)

  Lens status, % (n)
  Pseudophakic
  Phakic
  Aphakic
  Missing

  82.3 (572)
  16.3 (113)
  0.7 (5)
  0.7 (5)

Mean duration of follow- up, days±SD (range) 1150.5±357.4 (21–1978)

Mean visual acuity (letters) (SD) 52.2±19.1

Mean IOP (mm Hg)* (SD) 15.4±3.1

Indications Study eye (N=695), % (n)

Any disease/condition indicated for treatment† 100.0 (695)

Chronic diabetic macular oedema 96.7 (672)

Cystoid macular oedema 5.3 (37)

Macular oedema secondary to neovascular age- related 
macular degeneration

0.1 (1)

Macular oedema secondary to retinal vein occlusion 1.0 (7)

Posterior uveitis 0.6 (4)

Other 1.9 (13)

No disease/condition indicated 0.7 (5)

Eyes presented as a percentage of the total study eyes and not the sum of all eyes.
*4.2% of eyes had IOP >21 mm Hg at baseline.
†An eye could have multiple disease history terms so these numbers will sum to 
more than 695.
IOP, intraocular pressure.

Table 2 IOP- related events for all, DMO and non- DMO eyes over 
the full duration of the study

IOP- related event
All eyes, % 
(n) (N=695)

DMO eyes, % 
(n) (N=672)

Non- DMO eyes, % 
(n) (N=23)

Treatment- emergent IOP- 
lowering medication

34.5 (240) 35.1 (236) 17.4 (4)

IOP increase of ≥10 mm Hg 15.0 (104) 15.3 (103) 4.3 (1)

IOP increase to >30 mm Hg 14.4 (100) 14.7 (99) 4.3 (1)

IOP- lowering procedures*
 ► Trabeculoplasty†
 ► Trabeculectomy‡
 ► Other procedure‡

5.5 (38)
1.2 (8)
1.9 (13)
2.4 (17)

5.5 (37)
1.2 (8)
1.9 (13)
2.4 (16)

4.3 (1)
0.0 (0)
0.0 (0)
4.3 (1)

*IOP- lowering procedures (non- penetrating and penetrating) included: Ahmed valve, 
Baerveldt tube, cyclophotocoagulation, canaloplasty, cyclodiode laser, Express Implant, 
Glaukos iStent, Xen implant, laser trabeculoplasty, trabeculectomy, surgical iridectomy, 
Molteno implant and viscocanalostomy.
†Non- surgical/penetrating procedures.
‡Surgical procedures.
DMO, diabetic macular oedema; IOP, intraocular pressure; N, total number; n, subgroup 
number.
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was stabilised (any gain, or any loss ≤4 letters from baseline) 
or improved in ≥71% of eyes over 48 months. The proportion 
of eyes achieving a change in VA of ≥15 letters from baseline 
ranged from 18% to 22% between months 12 and 48.

Prior and supplementary treatments
Most patients had received laser and/or intravitreal treatments 
prior to FAc implant injection. Intravitreal anti- VEGF was the 
most common therapy administered (n=548; 78.8% of eyes) 
(online supplemental table S3); 56.3% of eyes did not receive 
supplemental therapy following implant injection. The mean 
times to administration of additional treatments (eg, laser, corti-
costeroid or anti- VEGF) are shown in online supplemental table 
S4. When limited to the 36- month period, the largest proportion 
of additional therapies were given in year 2 (44.1%), followed 
by year 1 (35.6%) and year 3 (20.3%).

Duration of cDMO
IOP-related events
Over 36 months, eyes with short- term cDMO (participants with 
a median DMO duration ≤3.6 years) had a marginally lower 
frequency of IOP- related events compared with eyes with long- term 
cDMO (median DMO duration >3.6 years; online supplemental 
table S5).

VA changes by cDMO subgroups
On analysing the change in mean VA by duration of cDMO, 
eyes in the short- term group experienced statistically signifi-
cant improvements at all timepoints from month 24 onwards 
(p<0.05; figure 2). In the long- term cDMO group, there is an 

initial statistically significant rise in mean VA by Month 12, but 
this gain is subsequently lost through to month 48.

Analyses of proportions of eyes that (1) achieved ≥6/12 vision; 
(2) experienced maintained or improved VA compared with 
baseline and (3) achieved an increase in VA of ≥15 letters from 
baseline showed that all three favourable outcomes occurred 
in higher proportions in short- term cDMO than in long- term 
cDMO (table 3).

DISCUSSION
The present analysis from the IRISS is the longest and largest 
real- world study to date on the outcomes of FAc implantation 
in European clinical practice. In this cohort of 556 patients 
deemed as suboptimal responders to previous therapies (most 
had cDMO), treatment with the FAc implant identified no new 
or unexpected safety signals, and was associated with clinically 
meaningfully improvements in VA. These effectiveness benefits 
were largely achieved with a single implant (93.2% of patients, 
online supplemental table S2). Visual benefits were particu-
larly evident in eyes with a shorter duration of cDMO prior 
to treatment, thereby positively tilting the benefit–risk profile 
when patients are treated earlier with the FAc implant. An obser-
vation that is in accord with other real- world findings where 
the implant is used earlier in the treatment pathway to manage 
inflammation.20

Increased IOP and the development of cataract remain the 
primary safety signals in patients receiving an intravitreal corti-
costeroid. These risks are well- documented following therapy 
with all corticosteroids, including the FAc implant, and routine 
risk- minimisation activities are mostly sufficient to manage 

Figure 1 VA changes following treatment with the FAc implant in all 
eyes. N/A, not available.

Figure 2 Mean change in VA following treatment with the FAc 
implant in eyes with short- term and long- term chronic DMO.
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them. Furthermore, despite inclusion of patients who would not 
have fulfilled the eligibility criteria for the FAME pivotal studies 
(eg, patients with ocular hypertension, an IOP >21 mm Hg, or 
using IOP- lowering eye- drops12), the frequency of safety signals 
observed in routine clinical care remain consistent with these 
studies17 and with those of recent real- world experience.13 20 21

Indeed, the IOP- related events observed in this study are 
consistent with the results of the phase 3 Fluocinolone Acetonide 
for Diabetic Macular Edema (FAME) studies, in which 38.4% 
of patients treated with the FAc implant needed IOP- lowering 
medication and 4.8% required IOP- lowering surgeries.17 This is 
consistent with the findings for other intravitreal corticosteroids, 
including dexamethasone22 and triamcinolone acetonide (used 
off- label),23 supporting the understanding that this is a class 
effect of intravitreal corticosteroids.

Overall, these findings are encouraging. IOP has been a 
concern with intravitreal corticosteroids, but the low average 
increase in IOP seen over the follow- up period, and the manage-
able numbers of patients requiring IOP- lowering drops, suggest 
that even in this real- world population, whose characteristics are 
broader than those included in the pivotal trials, the need for 
IOP- lowering drops and surgery to manage IOP- lowering is not 
substantially increased. Because mean IOP remained <21 mm 
Hg for the entire duration of the study, and few required invasive 
surgery, our data show that IOP rise can be effectively managed 
with topical agents. However, quarterly IOP checks and close 
monitoring (as shown by the time to first IOP- lowering medi-
cation after 1 year, and the mean time to IOP- lowering surgery 
at the end of year 2) are necessary to detect treatment- emergent 
adverse ocular events and to avoid related complications.24

Cataract development, and need for cataract surgery, were 
the most common treatment- related adverse events in the 
FAME studies, and have been documented in real- world find-
ings.13 21 25 The proportion of phakic patients who needed 
cataract extraction after FAc implantation was lower in the 
current study than in the FAME studies, which, along with many 
other study parameters, highlights some significant differences 
between patients treated in real- world practice versus those in 
a controlled clinical trial setting. One explanation for this is the 
high proportion of pseudophakes enrolled into IRISS. Most 
patients in IRISS were from sites in the UK where use of the FAc 
implant is restricted to pseudophakic patients as this is a require-
ment based on the commissioning guidance from the National 
Institute for Health and Care Excellence (NICE).26 Furthermore, 
one report suggests that FAc implantation carried out before 
cataract surgery, leading to continuous low- dose corticosteroid 
exposure, may protect from inflammation in the period directly 
after cataract surgery (although, in the UK, NICE guidelines do 
not cover this use).27

While the key objective was to demonstrate safety, a further 
important objective was to examine whether early treatment 
had any additional benefit. Subgroup analysis showed that eyes 
with a shorter duration of cDMO experienced improvements 
in mean VA that were statistically significant, as well as clini-
cally relevant (roughly ≥5 letters over an extended time period, 
figure 2). Further visual benefits were observed in the short- term 
cDMO group, as they tended to have a higher proportion of eyes 
gaining ≥15 letters from baseline, attaining driving vision and 
achieving stable or improved VA. We observed that IOP- related 
lowering procedures were needed less frequently in eyes with 
short- term cDMO compared with those with long- term cDMO 
(2.5% vs 6.2%, respectively; online supplemental table S5), but 
as this was not a prespecified objective we did not test for signif-
icance. Overall, we contend that there is an improved benefit- 
to- risk profile of treating patients with DMO earlier before 
chronicity leads to tissue damage and permanent vision loss.

The achievement of UK driving- level vision (≥6/12 Snellen 
fraction; around 70 EDTRS letters) is an important measure of 
vision improvement. In IRISS, the percentage of eyes having 
driving vision increased from just over one- fifth at baseline 
to over one- third in the 3 years following FAc implantation 
(figure 1), with most of this improvement occurring in the first 
year. In the pivotal FAME studies, a comparable proportion of 
patient eyes achieved a similar outcome. This outcome is likely to 
have a significant impact on the quality of life of these patients, 
as at least this level of vision is needed for reading and driving,4 
particularly if the contralateral eye is impaired (ie, worse than 
a Snellen fraction of 6/12). It is worth noting that, over the 
follow- up period, 56.3% of eyes required no additional treat-
ments (online supplemental table S4), thus reducing the burden 
of repeated treatments observed prior to therapy with the FAc 
implant. Our study provides preliminary evidence that the FAc 
implant may confer visual benefit in patients without DMO, 
although numbers of patients treated for indications other than 
DMO were small.

The key strengths of this study are its pre- specified objectives, 
the large sample size with extended duration of monitoring 
without loss to follow- up, the inclusion of participants repre-
senting the profile encountered in routine clinical care, and the 
careful documentation of baseline characteristics and reasons for 
FAc implant use. In addition, duration of DMO was captured in 
over 90% of those enrolled.

As with all data collected during routine clinical care, this 
study has limitations,13 including the absence of BCVA measure-
ment and a control arm. No imaging data were collected in 
IRISS, which would provide information on structural changes 
following treatment with FAc implant in this real- world cohort 
with cDMO. Lastly, analyses were performed for adverse 

Table 3 Other visual acuity outcomes following treatment with the FAc implant in with short- and long- term chronic DMO

Observed eyes with short- term DMO, (N=319) Baseline Month 12 Month 24 Month 36
Month 
48

  ≥6/12 VA, % (n) 23.8 (50) 30.0 (63) 39.2 (65) 40.4 (55) 34.0 (16)

  Stable or improved, % (n) N/A 69.9 (95) 78.1 (89) 79.3 (73) 82.4 (28)

  ≥15 letters gained, % (n) N/A 20.6 (28) 25.4 (29) 28.3 (26) 26.5 (9)

Observed eyes with long- term DMO, (N=322) Baseline Month 12 Month 24 Month 36 Month 
48

  ≥6/12 VA, % (n) 21.4 (44) 29.2 (59) 28.6 (50) 30.5 (46) 22.4 (11)

  Stable or improved, % (n) N/A 78.0 (110) 67.7 (86) 63.5 (66) 58.1 (18)

  ≥15 letters gained, % (n) N/A 15.6 (22) 18.1 (23) 17.3 (18) 12.9 (4)

DMO, diabetic macular oedema; FAc, fluocinolone acetonide; N/A, not applicable (cannot be assessed); VA, visual acuity.
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events and VA changes that were stratified for patients enrolled 
prospectively and retrospectively. Over the duration of the study, 
adverse events and VA outcomes were similar between patients 
when evaluated by enrolment status.

The IRISS clinical repository represents one of the largest and 
longest studies to have assessed the safety of the FAc implant 
in European real- world practice. The study has demonstrated 
the long- term safety and effectiveness of the FAc implant in 
patients predominantly treated for cDMO. For both IOP and 
VA outcomes, this study demonstrates a favourable long- term 
benefit- to- risk profile when patients with cDMO are treated 
earlier with the FAc implant.
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