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 Abstract 
  Background:  The ‘Asia-Pacific Expert Panel (APEX) for donepezil 23 mg’ met in November 
2015 to review evidence for the recently approved high dose of donepezil and to provide rec-
ommendations to help physicians in Asia make informed clinical decisions about using done-
pezil 23 mg in patients with moderate-to-severe Alzheimer’s disease (AD).  Summary:  In a 
global phase III study (study 326) in patients with moderate-to-severe AD, donepezil 23 mg/
day demonstrated significantly greater cognitive benefits versus donepezil 10 mg/day, with a 
between-treatment difference in mean change in the Severe Impairment Battery score of 2.2 
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points (p < 0.001) in the overall population and 3.1 points (p < 0.001) in patients with advanced 
AD. A subanalysis of study 326 demonstrated that the benefits and risks associated with do-
nepezil 23 mg/day versus donepezil 10 mg/day in Asian patients with moderate-to-severe AD 
were comparable to those in the global study population.  Key Message:  Donepezil 23 mg is 
a valuable treatment for patients with AD, particularly those with advanced disease. The APEX 
emphasized the importance of patient selection (AD severity, tolerability of lower doses of 
donepezil, and absence of contraindications), a stepwise titration strategy for dose escalation, 
and appropriate monitoring and counseling of patients and caregivers in the management of 
patients with AD.  © 2016 The Author(s)
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  Methodology 

’ 

  Scientific Rationale for Donepezil 23 mg 

  Efficacy and Safety of Donepezil 23 mg in Study 326 
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  Efficacy and Safety of Donepezil 23 mg in an Asian Population 

 Table 1.

 Table 2.
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  Translation of Benefits Seen in Clinical Trials to Routine Clinical Practice 

  Treatment Response in Severe Cognitive Impairment 
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  Impact on Language Function 

  Assessment of Benefits in Clinical Practice 
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  Donepezil 23 mg in Clinical Practice 

 Patient Selection 
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  Mitigating Side Effects 

 

  Managing Caregiver Expectations 

Fig. 4.
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  Patients with Severe AD – Stop Treatment or Continue? 

  Conclusion 
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