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Council No.717). Any data and materials that can be shared will be released via a Material Transfer Agreement. The EyePACS dataset is publicly available at https://
www.kaggle.com/c/diabetic-retinopathy-detection/data.

No sample-size calculation was performed. Sample size was determined by the number of subjects enrolled in the development and validation
cohorts. In the development cohort, 173,346 subjects in the Shanghai Integration Model (SIM) cohort who have received fundus examination
and have fundus images were enroll in the study. In the validation cohort, 6,987 subjects in the Nicheng Diabetes Screening Project (NDSP)
and 23,186 subjects in the China National Diabetic Complications Study (CNDCS) who had received fundus examination and have fundus
images before 31 Dec 2018 were enrolled in the study.

No data were excluded from analysis.

The DeepDR system was validated in three independent external validation datasets.

The primary training dataset (referred to as the local dataset in this study) was divided into development and validation datasets. We obtained
a total of 666,383 fundus images in the local dataset from 173,346 patients. Among these, 121,342 subjects (70%) were randomly selected as
the training set, and the remaining 52,004 subjects (30%) were served as the local validation set.

All ophthalmologists who labeled the fundus images were blinded to the group group allocation and analysis. The investigators were not
blinded to group allocation and analysis, because blinding was not relevant to our study due to the inherently blinded nature of test
procedures using deep learning algorithm.




