
Assessments

• For PK assessments of all participants, blood samples were obtained predose
and at specified timepoints postdose. 

– PK parameters evaluated included:

§ Maximum (max) observed plasma concentration at steady state (ss)
(Cmax,ss; week 5)

§ Minimum (min) observed nonzero plasma concentration over a 
dosage interval at steady state (Cmin,ss; week 5)

§ Area under the plasma concentration versus time curve during a 
1-week period at steady state (AUC0-168,ss)

§ Time to reach Cmax,ss (Tmax)

§ Percent peak-to-trough fluctuation (FLUCPss) at steady state in week 5

• AEs were continuously monitored from the administration of the first dose of 
study drug until either the follow-up visit or early termination from the study. 

Statistical Analysis

• For the comparison of 5-mg/d and 10-mg/d donepezil TDS versus oral donepezil, 
the analysis was performed using an analysis of variance model.

• The PK parameter values for 5-mg/d donepezil TDS were dose normalized 
(by multiplying with 2) before the analysis.

• The relative bioavailability at steady state of the 5- and 10-mg/d donepezil TDS 
(tests) relative to oral donepezil (reference), plasma donepezil exposure 
characterized by Cmax,ss and AUC0-168,ss, was assessed and compared using 
bioequivalence criteria. Bioavailability for donepezil was concluded if the 90% CIs 
of the least-squares geometric means for the log-transformed AUC0-168,ss and 
Cmax,ss ratios fell within the acceptable range of 0.80 to 1.25. 

RESULTS
Participant Demographics

• Participant characteristics are shown in Table 1.

Table 1. Demographics and baseline characteristics of participants by treatment.

INTRODUCTION
• Donepezil, a reversible acetylcholinesterase inhibitor, is the most prescribed 

medication for the treatment of dementia of the Alzheimer’s type in patients 
with mild, moderate, and severe disease.1

• The initial dose of donepezil is 5 mg/d for mild to moderate dementia, which 
can be increased to 10 mg/d after 4 weeks. Both doses are administered orally 
once a day.1


