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Youth with T1D (11-21 years) or T2D (8-21 years) were eligible for inclusion if they met criteria for DED screening per
American Diabetes Association (ADA) 2021 guidelines,16 had no known DED, and had not had a diabetic eye exam within the
last 6 months.

Potential study participants were approached in the diabetes clinic to confirm eligibility and then recruited by a study
coordinator with written informed consent.

The study was approved by the Johns Hopkins IRB, the tenets of th e Declaration of Helsinki were followed, and an
independent Data Safety and Monitoring Board was established. Potential study participants were approached in the
diabetes clinic to confirm eligibility and then recruited by a study coordinator with written informed consent.

ACCESS is a hypothesis-driven, pre-registered, prospective parallel, RCT with a 1:1 allocation ratio that was conducted at the Johns
Hopkins Pediatric Diabetes Center at two sites (Johns Hopkins Hospital and Mount Washington Pediatric Hospital) in Baltimore,
Maryland, which serves a racially and ethnically diverse population.

164 participants completed informed consent and were randomized. Baseline characteristics were similar in the two groups (Table
1): mean age 15.2y (SD 2.8), 58% female, 35% Black, 6% Hispanic, 47% Medicaid insurance, 34% with household income <$50,000,
38% with parental education of up to high school completion, 73% had T1D, median duration of diabetes was 5.8 years, and mean
HbA1c was 8.6%.

The sampling strategy was based on a convenience sample of youth seen for diabetes care in the two recruitment sites. If eligible,
participants were consented and then randomized.

We assumed that a 20% difference in DED screening completion rates (care gap closure) would be clinically relevant. Based on our
prior study,30 where baseline screening rates before AI were 49%, we assumed that with the educational intervention, screening
rates for usual care would be closer to 60% in this study, and demonstrating a difference of 20% would be clinically relevant for AI
screening. We calculated that a sample size of 164 (n=82, n=82 AI) would provide 80% power with a 2-tailed type-1 error of 0.05.
Since randomization and study visit occurred at the same time there was little risk of attrition and thus the sample size was not
expanded to account for attrition.

Data were collected from the electronic health record, specifically age, date of birth, sex at birth, race, ethnicity, type of diabetes,
date of diabetes diagnosis, medication use (insulin, metformin, GLP1 agonist, etc.), form of insulin administration, use of continuous
glucose monitor (CGM) and CGM data, blood pressure, height, weight, body mass index (BMI), presence of other diabetes-related
complications (hyperlipidemia, hypertension, macroalbuminuria), abnormal thyroid function, past four hemoglobin A1C readings (if
available), diabetic eye exam history, medical history, family medical history, health insurance, and zip code. Parental education
status and household income were self-reported by participants using a paper/pencil form. The researcher was masked to the
experimental conditions until randomization.

Participants were enrolled from November 24, 2021, through June 6, 2022, and follow-up was completed by Dec 6, 2022.

There were 3 participants in the control arm who did not return for clinic visits, were not able to be reached by phone or EHR-based
messaging, and thus their eye exams were considered incomplete. Sensitivity analysis was performed excluding these 3 participants,
and also assuming they completed their eye exams, and the results were unchanged.

Six patients who were approached declined participation.




