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Chemo-Associated
Cognitive Dysfunction

‘Chemobrain,” ‘chemofog’ common

16-75% suffer some cognitive Impairment
Impairment can be chronic

Significant impact on QOL

Donepezil efficacious with cancer pts (91105)

97211 demonstrated feasibility with this population
o 10 subjects/month
o Retention at 24 weeks was 72%

o Ofthose who completed study adherence to drug and all
assessments was 95%



Study Design

\Women selected for subjective symptoms of cognitive
impairment (FACT-Cog)

Stratification factors ﬂ,
1) Hormonal therapy e
2) Age >60yrs - Bas?‘eis“”g ______
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Donepezil Dose / \
5mg/d x 6 wk +
10 mg/d x 18 wk Placebo (x 6 months) Donipezil (x 6 months)
Outcomes 3 month assessment

19 :Verbal memory
20: Cog sxs, cog perf,
QOL
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6 month (final) assessment




Eligibility Criteria

Women with invasive breast cancer who received
adjuvant chemotherapy between 1-5 years previously

Subjective report of cognitive sxs related to
cancer/treatment

> 4 cycles of adjuvant chemotherapy:
No clinical evidence of recurrent disease
No history of dementia or CVA

Use of psychotropic meds Is permitted I dose has been
stable for prior 6 months



Pre-Eligibility Screen

> FACT- Cognition (Version 3)
Perceived Cognitive Impairment (Pl)
subscale

> An entry level score of < 63 IS
required.
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Study Status

oeing finalized
submission to NCI — 11/201.3
N =178

> Projectec

duration = 3 yr.
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