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Clopper-Pearson 95%{S§a[X [t]

n =6 =K 95%EFEXAE]

15 3 0.200 (0.043, 0.481)
16 3 0.188 (0.040, 0.456)
17 3 0.176 (0.038, 0.434)
18 3 0.167 (0.036, 0.414)
19 3 0.158 (0.034, 0.396)
20 3 0.150 (0.032, 0.379)
21 3 0.143 (0.030, 0.363)
22 4 0.182 (0.052, 0.403)
23 4 0.174 (0.050, 0.388)
24 4 0.167 (0.047, 0.374)
25 4 0.160 (0.045, 0.361)
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Why is the Bayesian design included among the
limitations of the study?

While this type of design is not used as often as, for
example, Simon's two-stage design, it is a perfectly
reasonable approach.
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Table 2. Primary Outcome of Treatment Success Rate Based on Bayesian Analyses Overall and in Prespecified Subgroups

0.4 mg of intravitreal aflibercept Laser photocoagulation
Estimated success rate, Treated Estimated success rate, Between-group difference,
Treated bilaterally?® Treated unilaterally® % (90% Crl)© Treated bilaterally® unilaterally® % (90% Crl)*© % (1-sided 95% Crl)¢
Primary outcome: proportion of infants without active ROP and unfavorable structural outcomes at 24 wk®
QOverall population 59/71 bilateral 4/4 unilateral 85.5 (78.0t0 91.3) 28/34 bilateral 4/4 unilateral 82.1(70.51t090.8) 3.4 (-8.0to=)
respondersf responders responders? responders
Zone | retinopathy of prematurity™ 11/15 bilateral NA 70.8 (50.7 to 86.6) 4/6 bilateral 1/1 unilateral 64.4 (36.7 to 87.1) 6.2 (-23.5t0o =)
responders? responders responder
Zone Il retinopathy of prematurity” 38/42 bilateral 4/4 unilateral 92.0 (84.1t096.9) 20/23 bilateral 3/3 unilateral 84.9(71.5t094.0) 6.9 (-4.8 to =)
responders' responders responders? responders
Aggressive posterior retinopathy 10/14 bilateral NA 73.3(52.1t089.1) 4/5 bilateral NA 72.2(40.0t0 93.0) 1.1(-28.6to =)
of prematurity responders’ responders
Abbreviations: Crl, credible interval; NA, not applicable. f In addition, 4 patients responded unilaterally only and 2 patients did not have data at week 16 or later and were
2 Both eyes needed to respond to treatment for the primary outcome to be met. handled by multiple imputations.
PThe response in the second eye was considered missing information in the analysis model. €In addition. 1 patient responded unilaterally only.
© Reflects the median of posterior distribution based on the primary (bayesian) analysis model. " Excludes infants with aggressive posterior retinopathy of prematurity.
4The per-protocol-defined noninferiority margin was -5%. ' In addition, 3 patients responded unilaterally only and 1 patient did not have data at week 16 or later and was

handled by multiple imputations.
® Assessed by investigators. Unfavorable structural outcomes included retinal detachment, macular dragging, Y P P

macular fold, and retrolental opacity. The eyes were considered to be nonresponsive if rescue treatment was ¥ Inaddition, 1 patient did not have data at week 16 or later and was handled by multiple imputations.
required and administered.

Stahl et al. (JAMA, 2022)
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