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Study Overview 

• Design
• 24-week, double-blind comparison of donepezil 23 mg/day 

with donepezil 10 mg/day
• Study powered for superiority
•



6

Patient Disposition
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SIB: Change from Baseline
(ITT Population)

P=0.0001
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CIBIC+: Overall Change Score 
at Week 24 (ITT Population)

The mean difference between the 23 mg/day and 10 mg/day treatment 
groups was 0.06 units.  This difference was not statistically significant.
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Potentially Important Pharmacokinetic 
Differences

• Both tablets administered once daily
– Consistent with half-life >70 hours

• PK of Aricept 23 mg/day versus Aricept 10 mg/day  (population 
PK from Study 326)
– Peak plasma concentration is achieved for Aricept 23 mg 

tablets in approximately 8 hours, compared with 3 hours for 
Aricept 10 mg tablets.

– Peak plasma concentrations were almost 2-fold higher for 
Aricept 23 mg tablets than Aricept 10 mg tablets

• The 23 mg tablet should not be crushed or chewed because 
this may increase its rate of absorption
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Summary

• The study showed that patients on 23 mg/day experienced important 
clinical benefit on both measures compared to 10mg/day

– Increasing the donepezil daily dose to 23 mg/day provided 

statistically significant cognitive benefit (SIB) compared to 

continuing 10 mg/day in patients with moderate to severe AD

– Donepezil 23 mg/day did not provide statistically significant 

incremental benefit compared to 10 mg/day on global function 

(CIBIC+) in the overall ITT population
• In the pivotal study there were no important differences in the type of 

adverse events in patients taking donepezil with or without memantine
• The most frequent adverse events for Aricept 23 mg/day were nausea, 

vomiting, diarrhea and anorexia
• Aricept may not be for everyone.  Please see the full Important Safety 

Information and Prescribing Information at the end of this presentation.
14
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Important Safety Information

Aricept may not be for everyone.  People at risk for stomach ulcers or who
take certain other medicines should tell their doctors because serious 
stomach problems, such as bleeding, may get worse. 

People at risk for certain heart conditions should tell their doctor before 
starting Aricept because they may experience fainting.  People with serious 
lung conditions and difficulty breathing, bladder problems or seizures should 
tell their doctor before using Aricept. Aricept 23 mg/day is associated with 
weight loss.  Check with the doctor if this is a concern.  Inform the doctor if the 
patient needs surgery requiring anesthesia while taking ARICEPT.

Some people may have nausea, diarrhea, difficulty sleeping, vomiting or 
muscle cramps. Incidence of nausea and vomiting were markedly greater in 
patients taking Aricept 23 mg/day versus patients taking Aricept 10 mg/day. 
Some people may feel tired or may have loss of appetite.  If they persist, 
please talk to the doctor.

For Full Prescribing and Patient Information, please visit www.aricept.com.
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Important Updates – Aricept 23 mg Tablets

• FDA approval has occurred for U.S. market

• Eisai / Pfizer commercial organizations prepared and ready to 
launch with 1300 medical representatives in U.S.
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Aricept 23 mg Tablets May Address Unmet 
Needs in the Market

• Caregivers of moderate-to-severe Alzheimer’s Disease patients 
are continually searching for additional therapeutic options

• Aricept 23 mg tablets may provide greater cognitive efficacy for 
moderate-to-severe Alzheimer’s Disease as compared to Aricept 
10 mg tablets

• Aricept may not be for everyone. Please see the full Important 
Safety Information and Prescribing Information at the end of this 
presentation
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• 63% of all AD patients are currently on Aricept 5 mg or 10 mg 
tablets

• Over 75% of Aricept patients are currently on the 10 mg dose

• Approximately 70% of patients on Aricept 10 mg/day are 
moderate-to-severe and may gain additional benefit by 
increasing to once-daily 23 mg tablets

• Target peak U.S. sales: $600M+ by 2012

• Aricept may not be for everyone. Please see the full 
Important Safety Information and Prescribing Information at 
the end of this presentation

Data Sources:  IMS NPA, IMS Retail Patient Tracker

Opportunity at Launch
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Summary

• New market opportunity created for patients who would have to choose no 
therapy or expensive combination therapy

• Study results showed that patients on 23 mg/day experienced important clinical 
benefit on both measures compared to 10 mg/day 
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Aricept may not be for everyone.  People at risk for stomach ulcers or who 
take certain other medicines should tell their doctors because serious 
stomach problems, such as bleeding, may get worse. 

People at risk for certain heart conditions should tell their doctor before 
starting Aricept because they may experience fainting.  People with serious 
lung conditions and difficulty breathing, bladder problems or seizures should 
tell their doctor before using Aricept. Aricept 23 mg/day is associated with 
weight loss. Check with the doctor if this is a concern.  Inform the doctor if 
the patient needs surgery requiring anesthesia while taking ARICEPT.

Some people may have nausea, diarrhea, difficulty sleeping, vomiting or 
muscle cramps. Incidence of nausea and vomiting were markedly greater in 
patients taking Aricept 23 mg/day versus patients taking Aricept 10 mg/day. 
Some people may feel tired or may have loss of appetite.  If they persist, 
please talk to the doctor.

For Full Prescribing and Patient Information, please visit www.aricept.com.

Important Safety Information






