Table 12.1 Dose proportionality for last dose of GR3027: AUCtau 0 to 12h, Part A (PKASA)

Parameter Proportionality |90% confidence
ID Parameter constant (B) interval Model R-Squared
AUCTAU AUC Over Dosing {0.96 0.63;1.29 In AUCTAU =4.76 + 0.96 x [In Dose] |0.74

Interval (h*ng/mL)

The following model was used per parameter to estimate 8 and corresponding 90% confidence intevals: In[Parameter] = In[Intercept] + 3xIn[
Dose].
Dose linearity assessed for last dose in [GR3027 50 mg bid] and [GR3027 100 mg bid] only..

Source: Listing 16.2.4.3. PK parameters. Dataset: ADAM.ADPP 2018-03-06|5:55.



