
DRUG_NAME
PK summary (Preliminary data) – Part 1 (SAD)
PLACEHOLDER_COHORT_DESCRIPTION
 
Title: A first-in-human randomized, double-blind, placebo-controlled study to evaluate the safety, tolerability, and pharmacokinetics of single and multiple ascending oral doses of DRUG_NAME in adult, healthy, male subjects. 

Investigational product: DRUG_NAME

Part 1- single ascending doses [SAD]: 

Table 1. Mean (CV%) PK parameters of DRUG_NAME after a single dose given as PLACEHOLDER_FORMULATION at PLACEHOLDER_AMOUNTS in fed state 
TABLE_NCA_SUMMARY

Figure 1. Mean (SD) plasma concentrations of DRUG_NAME after a single given as PLACEHOLDER_FORMULATION at PLACEHOLDER_AMOUNTS in fed state in linear scale (left) and semi-log scale (right)
PLOT_MEANOBS 

Figure 2. Dose normalized DRUG_NAME of PK parameters after a single dose given as PLACEHOLDER_FORMULATION at PLACEHOLDER_AMOUNTS in fed state with the mean value as a black square.
PLOT_BOXPLOT_PK_D

Figure 3. DRUG_NAME average concentrations after a single dose given as PLACEHOLDER_FORMULATION at PLACEHOLDER_AMOUNTS in fed state compared to mean IC50
PLOT_BOXPLOT_CMAX

Figure 4. Individual plasma concentrations of DRUG_NAME after a single given as PLACEHOLDER_FORMULATION at PLACEHOLDER_AMOUNTS in fed state in linear scale (left) and semi-log scale (right).
PLOT_INDIVOBSs

Table 2. Individual and Mean (CV%) PK parameters of DRUG_NAME after a single dose given as PLACEHOLDER_FORMULATION at PLACEHOLDER_AMOUNTS in fed state 
TABLE_NCA_PARAM
Table 3. Ratio table of metabolite with respect to parent PLACEHOLDER_FORMULATION at PLACEHOLDER_AMOUNTS in fed state 
TABLE_NCA_ACC

Annex
Figure 3. Individual plasma concentrations of DRUG_NAME and the associated lambda-z used for computations
PLOT_LAMBDAZ



