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Abstract

Background: A vision center (VC) isasignificant eye care service model to strengthen primary eye care services. VCs have
been set up at the block level, covering a population of 150,000-250,000 in rural areas in North India. Inadequate use by rural
communities is a major challenge to sustainability of these VCs. This not only reduces the community’s vision improvement
potential but also impacts self-sustainability and limits expansion of servicesin rura areas. The current literature reports alack
of awareness regarding eye diseases and the need for care, social stigmas, low priority being given to eye problems, prevailing
gender discrimination, cost, and dependence on caregivers as factors preventing the use of primary eye care.

Objective: Our organization is planning an awareness-cum-engagement intervention—door-to-door basic eye checkup and
visual acuity screening in V Cs coverage areas—to connect with the community and improve the rational use of VCs.

Methods: In this randomized, parallel-group experimental study, we will select 2 VCs each for the intervention arm and the
control arm from among poor, low-performing VCs (ie, wak-in of <10 patients/day) in our 2 operational regions (Vrindavan,
MathuraDistrict, and Mohammadi, Kheri District) of Uttar Pradesh. Intervention will include door-to-door screening and awareness
generation in 8-12 villages surrounding the V Cs, and control VCswill follow existing practices of awareness generation through
community activities and health talks. Datawill be collected from each VC for 4 months of intervention. Primary outcomes will
be anincrease in the number of walk-in patients, spectacle advise and uptake, referral and uptake for cataract and specialty surgery,
and operational expenses. Secondary outcomes will be uptake of refraction correction and referrals for cataract and other eye
conditions. Differences in the number of walk-in patients, referrals, uptake of services, and cost involved will be analyzed.

Results. Background work involved planning of interventions and selection of V Cs has been compl eted. Participant recruitment
has begun and is currently in progress.
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Conclusions: Through this study, we will analyze whether our door-to-door intervention is effective in increasing the number
of visitsto aVC and, thus, overall sustainability. We will also study the cost-effectiveness of this intervention to recommend its

scalahility.
Trial Registration:
International Registered Report Identifier (IRRID):

(JMIR Res Protoc 2021;10(11):e€31951) doi: 10.2196/31951

Clinical Trials.gov NCT04800718; https://clinicaltrials.gov/ct2/show/NCT04800718
DERR1-10.2196/31951
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Introduction

Primary careisthe cornerstone of the global health system and
isrooted in the 1978 Declaration of AlmaAta[1], encompassing
disease prevention and the equitable distribution of health care
[2]. Derivativeto this, the Global Action Planfor Universal Eye
Health [3] emphasizes the importance of providing basic eye
careto al individuals, and the communities they constitute, at
affordable rates[4]. An application of the bottom-up approach,
primary eye careisanintegral part of comprehensive eye care:
promoting eye health, increasing accessibility, and linking
individuals and the community to health care systems [5-8].

In India, primary eye care is delivered through two main
mechanisms:

- Transient screening camp-scheduled, community-based
activities that screen patients, provide glasses to those
requiring them at the camp itself, and transport those
needing surgery to the base hospital [9].

«  Permanent facilities: Vision centers (VCs) with catchment
areas of roughly 50,000 people, mostly located in rural
areas and urban slums and accessible by public transport
[10,11]. They refract, diagnose, and treat minor eye
conditions and refer cases needing further care to their
nearest base hospital [12].

Globally, awareness regarding eye health [13], need-based
demand [13], financial issues and cost [13,14], and poor
communication from providers [14] are the major barriers to
primary eye care use. The literature on barriersto primary eye
carein Indiaislimited but pointsto alack of knowledge about
eye diseases, detrimental social stigmas, low priority being
accorded to eye problems, gender discrimination,
unaffordability, a lack of perceived need, and immobility and
dependence on escorts[15-18]. These barriersto the accessand
use of services have the potentia to affect the overall operational
sustainability of the VCs, affected in large part by the number
of walk-in patients[19].

Our organization isanetwork of eye care delivery mechanisms
based on the pyramidal model [10] and spread across North
India. Currently, 36 VCs (9 urban and 27 rural) are under
operation, raising awareness; providing refraction, recognition,
and referral services to their catchment population; and
increasing contact of those in need of services with doctors
through teleophthalmology. For the majority of people, these
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primary eye care centers are the first point of contact when
accessing or attempting to access eye care services. Moreove,
gender differences have been established in the use of VC
services, with the proportion of women among the walk-in
patients being higher compared to men in urban V Csand lower
inrural ones[12].

Thus, generating awareness, developing trust, and improving
access to these VCs, amongst the entire catchment popul ation
they service, is essential not only for the overall sustainability
of these centers but aso to bring more and more people under
the ambit of primary care delivery. Previously, a door-to-door
screening model was posited to eliminate avoidable blindness
[15]. This research protocol aims to study the effect of an
intervention combining door-to-door screening with regular
awareness activitiesin the catchment popul ation on service use
at VCs. The overall cost-effectiveness of such an intervention
will also be analyzed.

Methods

Study Design and Process

This study is arandomized, parallel-group experimental study
in which we selected four VCs, two each in the intervention
and control arms (one each from a particular operational area).

Our organization has six secondary centers, of which four are
located in the state of Uttar Pradesh, namely Meerut, Mathura,
Saharanpur, and Kheri. These regions have a total of 23 VCs
operating in rural and semiurban areas, together serving around
1 million people. Of these four secondary centers, two were
selected (Vrindavan in Mathura District and Mohammadi in
Kheri District) for this study based on feasibility and the
demographic profile of their catchment population.

The Vrindavan region has eight V Csdelivering eye care services
in its semiurban areas, while the Mohammadi region has six
VCs (five rural and one semiurban). Most of these VCs have
been operational for over 3 years. However, data from the
previous year indicated that 80% of the VVCs are suboptimal in
their performance. The VCs performing suboptimally were
listed. From atotal of 10 VCs (5 in each region, meeting the
inclusion/exclusion criteria), 2 were randomly selected from
each region using the RAND function in Microsoft Excel (ie,
1 each for the control and the intervention arm). The processis
illustrated in detail in Figure 1.
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Figure 1. Selection process used to identify the study vision centers (VCs). OPD: outpatient department.
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The VCsin the two blocks of Mathura District are located at
Chhataand Raya, whilethetwo V Csin the two blocks of Kheri
District werelocated at Mitauli and Pashgaon. Dueto the nature
of the study, it was not possible to mask the field staff to the
intervention.

Inclusion/Exclusion Criteria

The regional team gathered detailed information regarding all
V Csoperating in the Vrindavan and Mohammadi regions. VCs
were included in the study based on the following inclusion
criteria:

+  Low performance (walk-in OPD < 10 per day)

+  Duration of operation > 1 year

+  Presence of one VC in each arm from selected VCs

https://www.researchprotocols.org/2021/11/e€31951
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V Cswith walk-in outpatient department (OPD) numbers greater
than 10 per day and thosein operation for lessthan 1 year were
excluded.

Study Setting

Mathura District has a population of about 2.5 million, 70% of
whom are resident in rural areas [20]. Kheri District has a
population of around 4 million, of which 88% reside in rural
areas[21].

Per our existing data, around 75% of the patients visiting our
VCsin these 2 districts reside within 10 km of our VCs. The
Chhata block, in Mathura, has 81 villages, with around 30 of
those being within 10 km of the VC. These 30 villages have a
combined population of around 70,000. In contrast, the Raya
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block has 124 villages, with around 90 of these being within 10
km of the V C, having acombined population of around 130,000.

In Kheri District, the Mitauli block has 138 villages, of which
75 are within 10 km of the VC. The combined population of
these villages is around 111,000. The Pashgaon block has 230
villages, with around 85 of these being within 10 km of the VC,
having a combined population of around 110,000.

Sample Size

The average OPD attendance at theintervention centersis 7 per
day at present. We expect to achieve 14 after the intervention,
failing which, theintervention will not be considered a success.
Therefore, the primary objective of the statistical analysiswould
be to estimate the average attendance, postintervention, with
extreme precision, which will lead usto assess whether we have
been able to achieve the target (14 per day, on average). We set
the confidenceinterval (Cl) to £1 for the postintervention sample
mean (the narrowest-possible Cl in thiscase). To check whether
at least 20 per day on average has been achieved, we expect a
sample mean of at least 21 (ie, the CI will be 20-22). The
number 20 has been determined based on a feasibility study
conducted to project VC sustainability. We assume that the
probability of the Cl is 95% and the daily OPD attendance has
aPoisson distribution. Thus, we expect that the postintervention
daily attendance will have a Poisson distribution with a mean
of at least 21. Thisimplies that the variance of the distribution
will also equal 21 (or more), and we want to estimate the mean
with a 95% ClI of +1. This requires a minimum sample size of
81 days.

We used the following formulato calculate the sample size:

Samplesize = (1.96%/d?) x Variance of the distribution

where 1.96 is the 97.5 percentile point of the standard normal
distribution and d is the length of the CI (on one side of the
estimate). If d = 1 and variance = 21, we obtain sample size =
81. We set atarget of 20 per day in the pre-CODIV-19 time,
but due to the pandemic, we revised our desired target to 14 per
day to consider the intervention a success. We persisted with
the additional daysin the sample size (instead of 58 days for a
target of 14) to be able to estimate up to 14 per day OPD
attendance with precision.

Intervention Arm

Our VC team includes a technical person (a trained vision
technician) and a community health worker (a VC attendant).
Although the vision technician is responsible for patient
examination, the V C attendant assists the vision technician and
carries out community engagement activities. In addition, each
region hasaV C coordinator to superviseall VCsinthat region.
The intervention will include door-to-door screening and
awareness generation in 8-12 villages in the catchment area of
the intervention VC. We will leave the villages adjacent to the
VCs and instead approach a mix of near and distant villages
within our catchment area. A list of surrounding villages (within
10 km) will be prepared by the VC coordinator and the VC
attendant. The V C coordinator will meet each village leader to
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take permission for the door-to-door intervention survey to be
carried out in the village. After having received the necessary
permissions, a priority list of survey villages will be prepared
to initiate the intervention.

The VC attendant will be trained to use the Peek acuity
application [22] for measuring visual acuity and using the data
collection software Taraka on Android platforms. They will
also betrained to use the devel oped information, education, and
communication (IEC) material. In the intervention villages, the
VC attendant will go from door to door. During the screening,
if any house islocked or family members are not available, the
V C attendant will attempt to contact those missing at |east three
times. TheV C attendant will explain theintervention and obtain
verbal consent for participation in the survey. Household or
family members who are unwilling or not interested to
participate in the survey will also be recorded separately.

After obtaining verbal consent for the screening, the VC
attendant will communicate regarding the need for eye carein
genera and share the IEC material. For each family member
above 5 years of age, the visual acuity of each eye will be
measured and recorded using the PEEK acuity application on
a smartphone. Demographic data, ocular complaints, and
information regarding any previous eye checkup will also be
recorded in the Android application.

Any person with a visual acuity of <6/12 (cutoff) or other eye
issues will be counseled and referred for a comprehensive
examination to the VC. A referral slip will be provided to the
patient when referred, mentioning the reason for referral.
Referred patients' records will be accessible to the vision
technician (optometrist) through the software. Patientsreporting
to the VC for a comprehensive checkup and treatment, due to
the door-to-door intervention, will be recorded using vision
center management software (VCMS). Any patient requiring
surgical treatment or further care will be referred to the
respective secondary center. Free cataract services will be
provided to patients unable to afford the same. Follow-up of
referred patients will be performed by the coordinators in the
field.

Control Arm

The control arm V C will continueitsroutine awareness activities
and health talk sessions in the community. The VC attendant
will prepare a monthly activity plan and organize activities in
the surrounding 8-10 villages. Persons with eye issues will be
recorded and referred to the VC for further evaluation and
treatment. Patients reporting to the VC will beregistered in the
VCMS. For surgical intervention or further care, patients will
be referred to the respective secondary center. Follow-up of
referred patients will be performed by the coordinators in the
field.

A comparison of the activities of the community health workers
in the two arms is summarized in Table 1. The activities will
be the same in both the arms and will also be standardized in
the same manner; only their mode and reach will be different.
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Table 1. Comparison of activities of community health workers in the two study arms.

Serial number Activity Intervention arm Control arm

1 «  Meeting with key stakeholders Yes Yes

2 o Health talk sessionsin community No Yes

« Refer patientsto VC
3 «  Awareness activity through |EC distribution Yes (door-to-door) Yes (cluster meeting in village
during visits)
4 o  Permission for door-to-door survey intervention Yes No
5 «  Door-to-door screening Yes No

o  Refer patientsto VC

Project Timelines

The study period will be 12 months, of which 2 monthswill be
spent preparing the study intervention and obtaining approvals,
3 months will be needed for preintervention work (ie, training
theteam, field preparation, finalizing the data collection format,
and |EC development), and 4 months for the intervention and
data collection; after data collection, the remaining 3 months
will be used for data analysis and writing.

Data Collection, Management, and Analysis

Data Collection and Variables

We will collect both electronic and manual data for both study
arms. In the intervention arm, field-level data (door-to-door
surveys) will be captured through software, while field-level
activity in the control arm will be manually recorded in the
activity register. VC-level data will be extracted from the
VCMS, whichwill contain datafor both control and intervention
VCs. In both arms, programmatic datawill be collected, which
will include data of the villages screened, door-to-door
screening, walk-in OPD visits, those reporting after referrals
from the field, and spectacles advised and their uptake, as well
asreferralsfor cataract, specialty, and surgical follow-up (Figure
1 and Multimedia Appendix 1). Cost datawill be collected for
direct, indirect, and opportunity costs, such as rent, human
resources, overheads, and community activities (Multimedia
Appendix 2). We will also collect data for revenue from the
OPD, spectacles, and surgeries done.

Most of the datafor analysiswill be directly extracted from the
existing software at the VCs. The rest of the data pertaining to
the cost will be entered, collected, and monitored as part of
regular processesinthefield. Thiswill makethedatacollection
process streamlined and integrated into the regular operations.
Although the costs incurred in running any program may vary
for different providers, we fedl that the detailed checklists will
help in disaggregating that data for use by different service
providers.

Quality Assurance

There will be three sources of data in this research. The data
from the door-to-door screening will be collected using a
customized Android application, the data of patients visiting
VCs will be captured through the VCMS, and the additional
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data pertaining to activities from the control VCs and the visits
of various members of the staff will be collected in theregisters.

Checksand balances have been built into the software to ensure
completion of data collection. A comprehensive checklist has
been prepared to standardi ze the manual data collection. Random
visitswill be made periodically to thefield to monitor screening,
awareness generation activities, and data collection. Data
collected during the day will be uploaded to the cloud server at
least once at the end of the day, and that would be available for
review. Thus, the quality of datawill be ensured by the clearly
defined roles of theteam membersinvolved in theintervention,
appropriate resource allocation, and regular meetings with the
team members. A regular review process will be followed to
maintain quality assurance of the collected data, and at least
10% of the collected datawill be cross-checked/verified by field
supervisors. Surgery-related data of the patients referred from
V Cswould be extracted from the el ectronic medical records of
the secondary hospital. Datawill be collated monthly as part of
routine program monitoring and independently audited. The
composition of the data-monitoring committee is provided as
Multimedia Appendix 3.

No adverse eventsfor the screener or the participants undergoing
screening are anticipated, as services being provisioned are per
standard hospital protocols and no experimental treatment is
being given. Any complicationsin this scenario will be reported
and dealt with per standard hospital policies.

Data Analysis

The collected data will further be tabulated and analyzed by
each study arm: distance of the village, age, gender, eyeissues,
visua acuity, compliance with treatment (medicine, surgery,
glasses), and revenue and expenditure of VCs. The difference
from baselinein the number of walk-in patients, referrals, uptake
of services, and costsinvolved in intervention will be analyzed.
The Z test for proportions will be performed to compare the
change in walk-in patients between the two arms. P<0.05 will
be considered statistically significant. Subgroup analysis with
respect to age and gender will also be carried out.

Cost-Effectiveness Analysis

Codt-effectiveness analysis and incremental cost-effectiveness
analysis will be performed, and the incremental cost for every
additional beneficiary attending the VC will be calculated. To
calculate the increase in the number of patients, the average
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number of patients visiting per day during the same monthsin
the previous year will be subtracted from the average in the
study period. A changein the control VCs, if any, will be further
deducted from this before using this as the denominator for
calculating cost-effectiveness.

Outcomes

The primary outcome for this study will be an increase in the
number of walk-in patients at the VCs from baseline (7-8
walk-in patients to 14 per day after the intervention period of
4 months). The secondary outcomeswill be uptake of spectacles
and uptake of surgery among those advised. If the intervention
proves effective in terms of the number of people visiting the
VCs, cost-effectiveness will also be a secondary outcome.

Ethical Considerations

This study was approved by the institutional review board of
Dr. Shroff’s Charity Eye Hospital (IRB/2020/APR/54), has
beenregistered asaclinical trial (NCT04800718) [23], and will
follow thetenetslaid out in the Declaration of Helsinki. Protocol
amendments will be shared with all relevant parties via email,
and approval will be sought again.

Datawill be encrypted and kept confidential. These confidential
datawill be anonymized, and personal datawill only bevisible
to those responsible for implementation. The final data set will
only be accessible to the research team. Tria results will be
disseminated via publication.

Results

Background work involved in planning the interventions and
selecting V Cs has been completed. Participant recruitment has
begun and is currently in progress. We estimate the primary
completion date (ie, the date on which participant enrollment
ends) to be November 30, 2021, and the study completion date
to be December 30, 2021.

Discussion

Importance of Principle Findings

To the best of our knowledge, there is no previous study
assessing the impact of door-

to door intervention on the sustainability of VCs. VCs are
evolving as an important model for primary eye care[7,10,19].
Any such model needs to be sustainable for it to be universally
adopted. Uptake of glasses and uptake of surgery by patients
are the major contributors to the sustainability of these VCs
[24]. Both these parameters are dependent on the number of
patients visiting the VC, and that will be assessed in our study.

Addressing the Barriersto Uptake of Services

In their study describing barriers to the uptake of eye care
services among the rural population, Marmamula et a [17]
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reported alack of felt need asthe most important person-rel ated
barriers. Thus, when designing our intervention package, we
have included awareness generation as one of the key
components. Other barriers detected in that population are the
absence of someone to accompany, lack of accessibility, and
affordability. Taking the preliminary screening to people’sdoors
in our intervention should manage, to some extent, the barriers
to accessibility and the absence of an accompanist. We have
also madethefirst examination at the VCs, free of cost for those
reporting after a preliminary screening.

Cost-Effectiveness of the Model

In addition to evaluating the effect on the number of patients
visiting the VCs, our study will provide evidence for the
cost-effectiveness of such anintervention. Although community
engagement has been established as an important element of
primary care [1], the evidence for the cost-effectiveness of a
door-to-door screening model will help in decision making
regarding the scalability of such an intervention.

Generalizability of the Results

In Indig, like in many low-to-middle-income countries, the
majority of the population resides in rural areas [25]. With an
unegual distribution of doctors, including ophthalmologists, in
rura locations [26], the need for primary care is greater there.
All the VCs included in our study belong to such locations;
thus, the learning can be used in other similar settings.

Limitations

Although we randomly selected the VCs from our two
operationa regions, thefact that we operate only in North India
can be one limitation of our study. We had planned this study
before the COVID-19 pandemic, and even after reasonable
delay dueto the unrelenting nature of the pandemic, we planto
start this study during the ongoing pandemic. Due to this, the
target for the number of patients visiting the V Cs has reduced.
Although the conditions may not be near normal during data
collection, we do not anticipate any difference in the way in
which the intervention and control VCs would be affected by
the prevalent conditions. Due to the nature of the intervention,
it is not possible to mask the personnel on ground, and this may
bring in some short-term behavior change, which may not be
sustained. Another limitation of our study would be the short
duration of datacollection following theintervention. To analyze
the long-term impact of the intervention, another study will be
planned subsequently in case the results of this study show a
positive impact.

Conclusion

We believe our results will provide evidence for the impact of
the door-to-door screening model of community engagement,
on VC sustainability. The cost-effectiveness analysis would
help the community care organizations like us to decide the
feasibility and scalability of such an intervention.
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