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BACKGROUND: There is a lack of representation of most racial and ethnic populations in clinical trials in ophthalmology. In 2017,
Roche/Genentech began to introduce a range of initiatives to improve the diversity of trial participants.
OBJECTIVE: To assess whether company initiatives improved the racial/ethnic representation of participants in Roche/Genentech-
sponsored phase 3 trials for the indications of neovascular age-related macular degeneration (nAMD)/geographic atrophy (GA),
retinal vein occlusion (RVO), and diabetic retinopathy (DR)/diabetic macular oedema (DMO).
METHODS: Proportions for each group were calculated and a Chi-Square test with continuity correction used to determine the
statistical significance of difference between pre-2017 (2003–2017) and post-2017 (2018–2021) proportions (based on first-patient-
in dates). Analyses were conducted for United States (US) sites only and for all global sites (including US).
RESULTS: The noted significant improvements in enrolment were: in the global population, the proportion of Asians/Native
Hawaiians/Pacific Islanders included in the trials for each indication increased significantly from pre-2017 to post-2017 (for nAMD/
GA by eight-fold, for RVO by seven-fold, for DR/DMO by two-fold); for nAMD/GA trials, both the US and global populations had a
significant (about four-fold) increase in the proportion of Black/African American participants from pre-2017 to post-2017, although
the proportion was still very low (0.8%); for RVO trials, the proportion of Hispanic participants increased from pre-2017 to post-2017
both in the US and globally.
CONCLUSIONS: Company initiatives have improved the racial/ethnic diversity of participants in Roche/Genentech-sponsored
phase 3 trials for ophthalmology. Roche/Genentech will continue efforts to enhance the representation of underserved populations
in clinical trials.

Eye Open; https://doi.org/10.1038/s44440-025-00002-8

INTRODUCTION
In 2022, the United States Food and Drug Administration (FDA)
released their “Diversity Plans” [1], thus highlighting the need to
improve racial and ethnic representation in clinical trials. Since
2015, the FDA has released Drug Trials Snapshots (for example [2])
of approved therapies to give clear insight into the patient
diversity included in these clinical trials and ensure clinicians can
provide the most appropriate treatment option for each
individual. In addition, both the FDA [1] and the European
Medicines Agency (EMA) [3] have recommended that clinical trials
include participants who “closely represent the diverse popula-
tions for which the drug is intended.” Achieving diversity and
inclusion in clinical trials that match disease prevalence is an
important step to (i) ensure applicability of trial results and
learnings to the wider population and (ii) confirm safety and
efficacy among subgroups, which in turn could improve treatment
outcomes for all patients.

The increasing awareness of the lack of representation of most
racial and ethnic populations in clinical trials [4] has recently
extended to the field of ophthalmology. Berkowitz et al. [5]
examined clinical trials for FDA-approved drugs for neovascular
age-related macular degeneration (nAMD), open-angle glaucoma,
and diabetic retinopathy (DR) from 2000 to 2020 (31 trials, 13
drugs, 18,410 participants) [5]. The study found both (i) that the
racial/ethnic distribution was different from that expected based
on disease prevalence, with non-White participants under-
represented, and (ii) that despite increases in enrolment for some
races/ethnicities for some conditions from 2000–2010 to
2010–2020 (for example, Asian participants in nAMD and DR
trials, Hispanic participants in nAMD and open-angle glaucoma
trials), the authors expected under-representation to worsen
based on the trends they observed. In support, Kaakour et al. [6]
found a discrepancy between demographic data in diabetic
macular oedema (DMO) and retinal vein occlusion (RVO) in United
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States-based trials run from 2004 to 2020 and the 2010 United
States census population [6]. These reports are especially
concerning given that Black and Hispanic patients have higher
rates of prevalence and severity of diabetes and related DR and
DMO compared with White Americans [7–11]. Furthermore, in a
meta-analysis of five clinical trials of ranibizumab, Black patients
with DMO had a significantly lower improvement in best-
corrected visual acuity following 24 months of treatment
compared with White patients (although this difference was not
seen after propensity matching) [12], suggesting that in addition
to greater morbidity, evidence for a treatment response to
ranibizumab in Black patients is currently inconclusive.
To address these concerns, Roche/Genentech has prioritised

efforts to enrol diverse populations in clinical trials across all
therapeutic areas and is committed to advancing inclusive research
to recruit more representative populations and address barriers to
clinical trial participation. In 2017, several years before the FDA
published the “Diversity Plans,” Genentech, Inc. launched the
Advancing Inclusive Research Initiative [13], to underscore the
importance of greater representation in clinical research. The
initiative expanded by establishing an External Council for
Advancing Inclusive Research, where experts in the field help
devise solutions to overcome barriers and shape inclusive research.
In addition, a range of initiatives within the ophthalmology
programme have been introduced over time to enhance diversity
among trial participants. As presented in Table 1, initiatives included
prioritising diversity by redesigning trials to include disease-specific
inclusion/exclusion criteria and study design (that might otherwise
have directly or indirectly excluded underserved populations),
including a focus on patient-reported outcomes, preparing inclusive
patient materials to prevent bias, partnering with external patient
advocacy groups to reach additional populations, and selecting new
principal investigators at new locations and sites with access to
different populations, especially under-represented communities. In
ophthalmology, efforts have specifically focused on improving
representation of underserved populations for diseases in which
there is disproportionate representation. However, the impact of
these initiatives has not yet been assessed.

Therefore, the objective of this study was to evaluate the racial/
ethnic representation of participants in phase 3 clinical trials
sponsored by Roche/Genentech from 2003 to 2021 for the
indications of nAMD/geographic atrophy (GA), RVO, and DR/DMO.
We assessed whether company initiatives introduced in 2017
improved diversity by comparing clinical trial enrolment demo-
graphics pre-2017 to post-2017, and we compared recent clinical
trial enrolment to disease prevalence.

METHODS
The aim of this study was to assess demographic data (self-reported race
and ethnicity) of all patients enroled in all Roche/Genentech phase 3
clinical trials for ophthalmology indications and evaluate the impact of
company initiatives that began in 2017. All trials from the ophthalmology
programme were included in the study. For nAMD/GA (note that GA was
included with nAMD because of the Centers for Disease Control and
Prevention [CDC] classification of late-stage AMD [14]) – CHROMA and
SPECTRI for lampalizumab (GA), MARINA, ANCHOR, PIER, HARBOR, and
ARCHWAY (by port delivery system) for ranibizumab (nAMD), and TENAYA
and LUCERNE for faricimab (nAMD). For RVO – BRAVO, CRUISE, and SHORE
for ranibizumab, and BALATON and COMINO for faricimab. For DR/DMO –
RISE, RIDE, PAGODA (by port delivery system), and Pavilion (by port
delivery system) for ranibizumab, and YOSEMITE and RHINE for faricimab.
Clinicaltrials.gov registration numbers and first-patient-in dates are
provided in Supplementary Table 1.

Outcomes
Statistical analyses examined the change in the proportion of each
population subgroup from pre-2017 trials to post-2017 trials for race
(American Indian, Asian, Black, and White) and ethnicity (Hispanic or non-
Hispanic). Classification of a study as pre- or post-2017 was based on first-
patient-in date for 2002–2017 and 2018–2021. All patients with non-
missing demographic data were included. Analyses were conducted by
indication.
Proportions for each group were calculated by dividing a number of

patients by the total number of patients enroled in each set of studies. Chi-
square tests with continuity correction were used to determine the
significance of the difference between the pre-2017 proportions and post-
2017 proportions, and 95% confidence intervals were calculated. P values

Table 1. Roche/Genentech recruitment strategies to improve diversity of ophthalmology clinical trials.

Strategy Examples

Site feasibility and targeted selection

• Select investigators at sites with access to diverse
populations

• Select investigators from under-represented communities

• Expanded site selection to other regions across the United States, including
Puerto Rico and Hawaii (PAGODA, Pavilion trials)

Investigator engagement

• Improving awareness of disparities and clinical trial
availability

• Presentations at investigator meetings about commitment to diversity and
request support for this effort

Protocol content

• Diversity plan for each molecule that outlines strategies
• Update of inclusion/exclusion criteria
• Focus on patient-centred outcomes

• Updated HbA1c criteria to 12% (Pavilion trial), contrary to historic regulatory
guidance

Patient support and engagement

• Inclusive patient materials
• Partner and sustain engagement with community
stakeholders and patient advocacy groups

• In the diabetic eye disease space, support patients with
broad diabetes care

• Curated educational resources to encourage diverse populations to participate
in the trial (PAGODA, Pavilion trials)

• Informed consent forms and study materials in Spanish (and other languages
as requested by sites)

Vendor selection

• Utilisation of innovative recruitment vendors to screen for
potential patients and refer them to sites

• Partner with primary care facilities located in communities with reduced access
to specialised eye care and provided them with diagnostic systems to identify
patients for referral to nearest clinical site (PAGODA, Pavilion trials)

Trial accessibility

• Covering out-of-pocket patient costs • Transportation costs
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are provided for the differences in outcomes between the two cohorts
included in the model (pre-2017 and post-2017); a value of < 0.05 was
considered statistically significant. Analyses were conducted for United
States sites only and for all global sites (including the United States). Note,
for the purpose of this manuscript, the global data include all sites for each
trial and do not include all countries/continents of the world.
The disease prevalence for each population subgroup in post-2017 trials

was compared with the most recently reported prevalence in the United
States by the CDC. For nAMD/GA, prevalence rates were obtained from the
CDC Vision and Eye Health Surveillance System (VEHSS) report based on
estimates from 2019 [14]. For RVO, prevalence rates were obtained from
the CDC VEHSS using 2019 estimates for “other eye disorders,” “other
retinal disorders,” “diagnosed by type,” and “diagnosed BRVO or CRVO”
[15]. For DR/DMO, prevalence rates were obtained from the CDC VEHSS
report based on estimates from 2021 [16].

RESULTS
The Roche/Genentech phase 3 ophthalmology clinical trials included
first-patient-in dates from 2003 to 2021, with about half occurring
after 2017 (Fig. 1A). Most trials included global enrolment sites,
although some were based in the United States only (Fig. 1B). All the
clinical trials for nAMD/GA, RVO, and DR/DMO included sites in
select countries around the world in addition to the United States.

Race
American Indian/Alaskan Native. The proportions of American
Indian/Alaskan Native participants included in Roche/Genentech
ophthalmology trials were low and were similar across the
indications (Table 2). The proportion of American Indian/Alaskan
Native participants included in the trials for each indication did
not change from pre-2017 to post-2017.

Asian/Native Hawaiian/Pacific Islander. In the United States, the
proportions of Asian/Native Hawaiian/Pacific Islander participants
included in the trials for each indication did not change from pre-
2017 to post-2017 (Table 2). In contrast, in the global population,
the proportions of Asian/Native Hawaiian/Pacific Islander partici-
pants included in the trials for each indication increased
significantly from pre-2017 to post-2017 (Table 2). For nAMD/GA,
the proportion increased by about eight-fold, for RVO by seven-
fold, and for DR/DMO by two-fold. Note that because of data
coding and patient responses we are unable to separate the Asian,
Native Hawaiian, and Pacific Islander groups.

Black/African American. For nAMD/GA trials, both the United
States and global populations had a significant (about four-fold)
increase in the proportion of Black/African American participants
from pre-2017 to post-2017 (Table 2), although the proportion was
still very low (0.8%). For both RVO and DR/DMO trials, the
proportion of Black/African American participants included in the
trials did not change from pre-2017 to post-2017; however, there
was a decrease globally (Table 2). For all indications, the
proportions of non-Hispanic Black/African American participants
included in recent trials appear to be lower than the estimated
prevalence in the United States population (Fig. 2).

White. For nAMD/GA and RVO trials, the proportion of White
participants did not change from pre-2017 to post-2017 in the
United States but did decrease globally (Table 2). For DR/DMO
trials, the proportion of White participants did not change from
pre-2017 to post-2017 either in the United States or globally
(Table 2). For all indications, the proportion of non-Hispanic White
participants included in recent trials appears to be higher than the
estimated prevalence in the United States population (Fig. 2).

Ethnicity
For nAMD/GA trials, the proportion of Hispanic participants did
not change from pre-2017 to post-2017 in the United States but

did increase in the global population (Table 2). For RVO trials, the
proportion of Hispanic participants increased from pre-2017 to
post-2017 both in the United States and globally (Table 2). For DR/
DMO trials, the proportion of Hispanic participants did not change
from pre-2017 to post-2017 in the United States and decreased
slightly in the global population (Table 2). For RVO and DR/DMO,
the proportion of Hispanic participants included in recent trials
appears to be lower than the estimated prevalence in the United
States population (Fig. 2).

DISCUSSION
In 2017, Roche/Genentech introduced the company-wide Advan-
cing Inclusive Research Initiative [13], focused on addressing
disparities in clinical research, and over time, additional strategies
have been implemented within the ongoing ophthalmology
clinical development programmes. The findings of this study
suggest that the plan is starting to bring about changes in the
conduct of clinical trials, although there is more work to be done.
We found that in the United States, although the proportions
remain low, there were significant increases in the proportion of
Black/African American participants enroled in nAMD/GA trials
and in the proportion of Hispanic participants enroled in RVO trials
from pre-2017 to post-2017, which we hope is the direct result of
our efforts. In addition, although the meta-analysis did not identify
any significant changes in DMO/DR enrolment, the recent Pavilion
trial includes 41% of participants who identify as Hispanic as a
result of initiatives such as targeted site selection [17]. We also
observed global increases in Asian enrolment because of
increased clinical trial locations in the Asia-Pacific region. However,
with a trend to concomitant decreases in Black/African American
enrolment, we acknowledge that focusing recruitment on one
population may impact another. Overall, we showed that White
individuals continue to be overrepresented, and all other races/
ethnicities are underrepresented compared with estimated pre-
valence and overall disease burden in the United States, which is
in line with a recent analysis of all ophthalmology trials [18], and is
a particular issue for Black Americans who continue to be
inadequately represented in all clinical trials [19]. Although some
of these findings are encouraging, our study confirms that
improving clinical trial participation for underserved populations
will remain a high priority and urgent goal.
Improving enrolment disparities will be challenging because

there are many barriers to participation, especially among
underserved populations. A recent comprehensive literature
review assessed factors affecting participation in clinical trials in
the United States [20]. The barriers to participation (excluding
personal interest) included language barriers, perceived risk, trust
in the medical community, cultural background, relationship with
healthcare providers, lack of education about clinical trials, time
commitment, costs, and comorbidities. In addition, a study linked
clinical trial site location to driving time and United States census
data and found geographic and socio-economic disparities in
access to clinical trial sites for rural and non-Northeastern
locations and for poorer populations and those with lower
education levels [21]. Of note, access to clinical trial sites was
also limited for patients with higher levels of self-reported visual
impairment, which may be a factor to consider in the future. These
barriers are omnipresent for all industry-sponsored clinical trials. A
review of clinical trial enrolment by race/ethnicity over a range of
clinical trials for other therapies for similar indications (Supple-
mentary Table 2) highlights that the challenges faced by Roche/
Genentech are reflected by a similar low representation of
underserved populations in trials from other sponsors. Although
enroling new sites and increasing the diversity of participants will
be complex, Roche/Genentech has plans to overcome barriers and
improve equity in clinical trials. Given the challenges of running a
global ophthalmology clinical trial, planned and future Roche/
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Fig. 1 Roche/Genentech Ophthalmology Clinical Trials. A Timeline of Roche/Genentech ophthalmology clinical trials and B Map of Roche/
Genentech ophthalmology clinical trials. DMO diabetic macular oedema, DR diabetic retinopathy, GA geographic atrophy, nAMD neovascular
age-related macular degeneration, RVO retinal vascular occlusion.
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Genentech clinical trials are to be focused on expansion of clinical
trial sites to include global locations and to recruit suitable patient
numbers in each country (to allow subanalyses of data, rather than
have country-specific studies) and focused on specific patient
populations. The SALWEEN and ELEVATUM studies were initiated
to better understand the potential of these initiatives and address
inclusion and exclusion criteria that may limit participation
(Table 3).
Roche/Genentech initiatives apply to both clinical trials and

the broader healthcare community, and match proposals from
other stakeholders, including trial sponsors [22–24]. One aspect
of particular importance is the expansion of trial sites and the
addition of new principal investigators (Table 1), especially from
under-represented communities, as this enhances the ability to
enrol diverse participants. Other considerations include support
in multiple languages and differential engagement of caregivers
(who may be of different ages, depending on the condition).
Interestingly, in a global online survey of all clinical research,

Getz et al. [25] found a significant correlation between site
personnel diversity and patient enrolment diversity [25].
Furthermore, in a retrospective study of ophthalmic clinical
trials, Bains et al. [26] found that concordance between research
staff and patients for race and ethnicity was linked to improved
enrolment [26]. These studies propose that hiring and supporting
investigators and site staff who reflect the patient community
may be valuable. Indeed, Woreta et al. [27] have outlined a range
of programmes that aim to increase ophthalmology workforce
diversity [27]. Roche/Genentech is an invested supporter of this
approach with sponsorship and mentoring in the Minority
Ophthalmology Mentoring Program run by the American
Academy of Ophthalmology and other programmes that are
highlighted in Table 3. Another consideration that could improve
workplace diversity is investment in and support of residency
education programmes [28, 29]. Efforts to improve workforce
diversity will also continue to consider the employment of
women in key positions.

Table 2. Race and ethnicity in ophthalmology clinical trials.

United States Only Global

% (95% CI) patients N of patients P-value % (95% CI) patients N of patients P-value

American Indian/Alaskan Native

nAMD/GA Pre-2017 0.2% (0.1, 0.5) 3483 0.9788 0.3% (0.1, 0.5) 4230 0.5985

Post-2017 0.3% (0.1, 0.9) 1005 0.4% (0.2, 0.8) 1707

RVO Pre-2017 0.3% (0, 0.1) 757 0.6332 0.3% (0, 1.0) 757 0.5283

Post-2017 0.6% (0.1, 1.8) 496 0.6% (0.2, 1.1) 1440

DR/DMO Pre-2017 0.1% (0, 0.8) 683 0.1063 0.5% (0.1, 1.4) 737 0.2406

Post-2017 0.8% (0.4, 1.4) 1554 1.1% (0.7, 1.6) 2603

Asian/Native Hawaiian/Pacific Islander

nAMD/GA Pre-2017 0.9% (0.7, 1.3) 3483 0.2396 0.9% (0.6, 1.2) 4230 <0.0001

Post-2017 0.5% (0.2, 1.2) 1005 7.4% (6.2, 8.8) 1707

RVO Pre-2017 3.7% (2.5, 5.3) 757 0.2407 3.7% (2.5, 5.3) 757 <0.0001

Post-2017 5.2% (3.5, 7.6) 496 25.8% (23.5, 28.1) 1440

DR/DMO Pre-2017 5.3% (3.7, 7.2) 683 0.7337 5.0% (3.6, 6.9) 737 0.0007

Post-2017 4.8% (3.8, 6.0) 1554 9.0% (7.9, 10.1) 2603

Black/African American

nAMD/GA Pre-2017 0.2% (0.1, 0.5) 3483 0.0186 0.2% (0.1, 0.4) 4230 0.0007

Post-2017 0.8% (0.3, 1.6) 1005 0.8% (0.4, 1.4) 1707

RVO Pre-2017 9.4% (7.4, 11.7) 757 0.6673 9.4% (7.4, 11.7) 757 < 0.0001

Post-2017 10.3% (7.8, 13.3) 496 4.2% (3.3, 5.4) 1440

DR/DMO Pre-2017 13.6% (11.1, 16.4) 683 0.8156 12.6% (10.3, 15.2) 737 0.0048

Post-2017 14.1% (12.4, 15.9) 1554 9.0% (8.0, 10.2) 2603

White

nAMD/GA Pre-2017 98.4% (97.9, 98.8) 3483 0.8438 98.5% (98.0, 98.8) 4230 <0.0001

Post-2017 98.2% (97.2, 98.9) 1005 91.2% (89.7, 92.5) 1707

RVO Pre-2017 86.1% (83.5, 88.5) 757 0.2642 86.1% (83.5, 88.5) 757 <0.0001

Post-2017 83.7% (80.1, 86.8) 496 69.4% (66.9, 71.7) 1440

DR/DMO Pre-2017 81.0% (77.8, 83.8) 683 0.6574 81.8% (78.8, 84.5) 737 0.5199

Post-2017 80.1% (78.0, 82.0) 1554 80.7% (79.1, 82.2) 2603

Hispanic/Latino

nAMD/GA Pre-2017 2.6% (1.9, 3.3) 3229 0.1424 4.2% (3.5, 5.0) 2933 <0.0001

Post-2017 3.6% (2.5, 4.9) 1012 8.5% (7.2, 9.9) 1721

RVO Pre-2017 8.8% (6.9, 11.0) 773 0.0495 8.8% (6.9, 11.0) 773 <0.0001

Post-2017 12.4% (9.6, 15.5) 510 17.4% (15.5, 19.5) 1453

DR/DMO Pre-2017 16.5% (13.8, 19.5) 690 0.0650 22.8% (19.8, 25.9) 747 0.0291

Post-2017 19.9% (18.0, 22.0) 1607 19.1% (17.6, 20.6) 2654

The proportion of each race and ethnicity in clinical trials for each indication was calculated and 95% CI was estimated. Chi-Square tests compared the pre-
2017 proportions and post-2017 proportions; p < 0.05 was considered statistically significant.
Bold numbers are statistically significant improvements.
CI confidence interval, DMO diabetic macular oedema, DR diabetic retinopathy, GA geographic atrophy, nAMD neovascular age-related macular degeneration,
RVO retinal vascular occlusion.
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Fig. 2 Reported prevalence of indications in the United States versus prevalence in Roche/Genentech ophthalmology clinical trials. For
nAMD/GA prevalence rates were obtained from the CDC VEHSS report based on estimates from 2019 [14]. For RVO, prevalence rates were
obtained from CDC VEHSS using 2019 estimates for “other eye disorders,” “other retinal disorders,” “diagnosed by type,” “diagnosed BRVO or
CRVO” [15]. For DR/DMO, prevalence rates were obtained from the CDC VEHSS report based on estimates from 2021 [16]. BRVO branched
retinal vascular occlusion, CDC Centers for Disease Control and Prevention, CRVO central retinal vascular occlusion, DMO diabetic macular
oedema, DR diabetic retinopathy, GA geographic atrophy, nAMD neovascular age-related macular degeneration, RVO retinal vascular
occlusion, VEHSS Vision and Eye Health Surveillance System.
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As a company-wide approach to addressing disparities in
clinical research, Roche/Genentech formed an External Council for
Advancing Inclusive Research, and the council recently published
their recommendations for the future of clinical trials, which
address issues at the system level, patient level, and study level
[13]. Furthermore, in 2021, the Advancing Inclusive Research Site
Alliance was established to enable Roche/Genentech to partner
with selected trial sites to identify best practices and address
barriers to participation [30]. Within the ophthalmology pro-
gramme, in 2023, a Diversity & Inclusion Ophthalmology Mini-
Council was formed to connect and support cross-functional
teams. In line with the FDA “Diversity Plans” recommendations
[31], a Diversity Plan will be developed for each clinical trial for
each therapy to (i) outline specific strategies to address
recruitment barriers and (ii) detail a plan of action to enrol and
retain diverse participants who reflect the prevalence of the
indication. The plan includes items such as site feasibility and
targeted selection, investigator engagement, patient support and
engagement, vendor selection, and trial accessibility (also noted in
Table 1). For ophthalmology, Diversity Plans have been initiated
for vamikibart for uveitic macular oedema (NCT05642312,
NCT05642325) and for satralizumab for thyroid eye disease
(NCT05987423, NCT06106828), and future studies will assess their
benefit. Other outstanding issues to be addressed by Roche/
Genentech in the future may include participation of Native
American individuals in clinical trials (especially given a high
prevalence of DMO [32]), which may require special considera-
tions, for example [33], establishing trust [34]. In addition,

infrastructure challenges in some countries may be difficult to
overcome (for example, sites in African countries may have limited
capacity to support a clinical trial and may lack imaging facilities).
The ELEVATUM study is already addressing these issues with
current sites engaging both Native American populations and
Africans in Kenya.
The main limitation of this study is the accuracy of demographic

reporting, especially for the older studies where patients may have
been grouped together or had limited options to self-report their
race/ethnicity (of note, in line with recent draft FDA guidance [35],
Roche/Genentech have updated the electronic Case Report Form
to better capture race and to enable reporting of multi-racial
patients; Supplementary Table 3). In addition, this was a post hoc
retrospective analysis. We were unable to assess the representa-
tion of clinical trial principal investigators or primary manuscript
authors, which may offer additional insight in the future.
Moreover, we did not consider gender diversity in this manuscript,
which is another important aspect that, for example, may be
addressed through supporting increased training and selection of
female principal investigators. Accurate assessment of the
prevalence and disease burden of each condition in specific
racial/ethnic groups in each country may also help ensure equity,
especially as disease characteristics may be affected by the
culture, diet, and lifestyle of the country. However, given the use
of company-only data over a range of years, indications, and
drugs, we believe that the results are as consistent as possible and
reflect a comprehensive assessment of our ophthalmology
programme. Our findings are also limited because they are not

Table 3. Roche/Genentech ongoing efforts to improve diversity of ophthalmology workforce and clinical trials.

Efforts Examples

Workforce strategies

• Mentorship programmes and sponsorships • American Academy of Ophthalmology (AAO) Minority Ophthalmology Mentoring Program
(grant and direct mentorship support)

• Association for Research and Vision in Ophthalmology underrepresented Minority
Emerging Vision Scientist Career Development Award (grant support)

• American Society of Retinal Specialists (ASRS) Underrepresented in Medicine Mentorship
Program (founding sponsor)

• Vit-Buckle Society’s Fostering Ophthalmology Careers for Underrepresented Superstars
(founding sponsor)

• European Society of Retinal Specialists Mentorship Programme
• Genentech Clinical Research Fellowships

• Diversity of principal investigators and key
opinion leaders

• Gender and racial diversity of external advisors, key opinion leaders, and manuscript
authors

• National Medical Association Ophthalmology (sponsorship)
• ASRS Women in Retina (sponsorship)
• ASRS Women in Retina Clinical Trials Incubator (medical sponsorship)
• AAO’s Women in Ophthalmology (sponsorship)
• AAO’s Women in Ophthalmology Clinical Trials support (medical sponsorship)
• AAO’s OUT (LGBTQ+ ) support (sponsorship)
• Retina World Congress (sponsorship and faculty support of Women Global Committee)

Clinical trial strategies

• Ongoing clinical trials focus on under-
represented populations

• Advancing Inclusive Research (AIR) Site Alliance for partnering with selected trial sites with
the aim of fostering diverse recruitment

• The phase 3 POYANG trial of faricimab is being conducted in patients with myopic choroidal
neovascularisation, which has a high incidence in Asian people

• Phase 4 trials
• The ELEVATUM trial of faricimab for DMO (NCT05224102) is specifically recruiting patients
who self-identify as Black/African American, Hispanic, Native American, or Asian Indian
people, and includes a higher HbA1c inclusion criterion of 12% (from 10%)

• The SALWEEN trial of faricimab (ISRCTN69073386) is being conducted in patients with
nAMD and polypoidal choroidal vasculopathy, which has a high incidence in Asian
people

• Non-interventional trials
• CATORI aims to characterise access to specialty care (not limited to ophthalmology) for
American Indian/Alaska Native patients, including patient-reported barriers to referral
completion

FDA US Food and Drug Administration.
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generalizable to other industry-sponsored programmes, which
would be impacted by their own diversity initiatives. A future
study evaluating changes in enrollment in retinal clinical trials
across sponsors may help to better understand disparities.
In conclusion, Roche/Genentech’s efforts to improvethe diver-

sity of clinical trial participants have been progressing since 2017
and reflect a genuine concern for accurate treatment assessment.
Our efforts, although promising, highlight that we have more work
to do. In the United States, the proportion of Black/African
American participants in nAMD trials and the proportion of
Hispanic participants in RVO trials increased, but we did not see
any changes in DR/DMO trial enrolment in the meta-analysis, and
the extent of any changes did not meet the current disease
prevalence. However, we did observe global increases in
enrolment of Asian participants because of the addition of clinical
trial sites in the region. Roche/Genentech will continue efforts to
enhance representation of underserved populations in ophthal-
mology clinical trials, particularly with the novel ELEVATUM trial,
and we hope other government agencies and industry sponsors
see this study as an example of positive changes in the
pharmaceutical industry, as the field pursues equality, optimised
treatment outcomes, and (ultimately) personalised healthcare
for all.

DATA AVAILABILITY
For up to date details on Roche’s Global Policy on the Sharing of Clinical Information
and how to request access to related clinical study documents, see here: https://
go.roche.com/data_sharing. Anonymised records for individual patients across more
than one data source external to Roche cannot, and should not, be linked due to a
potential increase in risk of patient re-identification. Requests for the data underlying
this publication require a detailed, hypothesis-driven statistical analysis plan that is
collaboratively developed by the requestor and company subject matter experts.
Direct such requests to Roche for consideration.
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