Trial of Crenezumab in People with Early Memory Problems to Mild Alzheimer’s Disease
Study director: John Olichney, M.D. 

Sponsor: Roche/Genentech
Enrolling: Yes

Official study title: A PHASE III, MULTICENTER, RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED, PARALLEL-GROUP, EFFICACY AND SAFETY STUDY OF CRENEZUMAB IN PATIENTS WITH PRODROMAL TO MILD ALZHEIMER’S DISEASE
ClinicalTrials.gov identifier: NCT02670083
Conditions studied: Prodromal to Mild Alzheimer's disease

Intervention Drugs: Crenezumab (RO5490245) and placebo control. Study drug (Crenezumab or placebo) is administered as an intravenous infusion, once every 4 weeks.

Phase: Phase III
Purpose: The production and deposition of extracellular amyloid plaques in the brain is thought to contribute to the development and progression of Alzheimer’s disease (AD). Crenezumab is hypothesized to reduce accumulation of amyloid plaques and thus slow the progression of AD. The primary purpose of the study is to determine if Crenezumab will slow cognitive and functional decline in participants with prodromal to mild AD.

Duration of participation: Approximately 3 years and 2 months (if you do not participate in the extension study)
· Screening

· Infusion of Crenezumab or placebo every four weeks for 2 years*
· Three follow-up visits at 1 month, 4 months, and 1 year after the last dose
*After taking the study drug (Crenezumab or Placebo) for 100 weeks, subjects may then be eligible to participate in an extension to this study where all subjects will receive Crenezumab (no placebo). If you are eligible and decide to participate, the approximate length of your participation in the double-blind study will be 2 years and 2 months instead of 3 years and 2 month.
Eligibility

Inclusion criteria: Subjects must be between the ages of 50 and 85 years old, demonstrate abnormal memory function at screening, and meet diagnostic criteria for prodromal AD or probable AD. Subjects must also have a Mini Mental State Examination (MMSE) score of 22 or greater and Clinical Dementia Rating-Global Score (CDR-GS) of 0.5 or 1.0 at the screening visit. Subjects must be willing and able to have brain MRIs periodically during the study. A florbetapir PET scan will be performed during the screening process. Only persons with scans consistent with the presence of amyloid pathology will be admitted to the study. Subjects must have a study partner who has at least 10 hours of contact with them per week, and is willing to complete study-related questionnaires.

Exclusion criteria: Subjects must not show any evidence of conditions, other than AD, that may affect cognition. Furthermore, subjects must not have a history or presence of vascular disease that could affect the brain and cognition. Subjects must not have a current serious or unstable illness that could interfere with analyses of safety and efficacy of the study. Subjects must also not have a history of stroke, severe head trauma, infections that affect the brain, HIV, autoimmune disorders associated with cognitive deficits, mental disorder, and substance abuse or dependence. Subjects with cardiovascular disorders, hepatic/renal disorders, immune disorders, and/or metabolic/endocrine disorders may be eligible, but will require further review. Subjects with a history of cancer may be eligible if it is cured or not being actively treated anti-cancer therapy or radiotherapy. Subjects should not have a history of allergies to humanized monoclonal antibodies, severe drug allergies, or severe post-treatment hypersensitivity reactions. Subjects must not be currently enrolled in another clinical trial.

What is involved?

Testing: Brain MRIs, florbetapir PET scans, neurological and physical examinations, cognitive testing and neuropsychiatric assessments, ECGs, infusions, blood and urine specimen collection, vital signs.

Costs: No costs will be charged for any of the study procedures. 

You will be reimbursed for travel and parking cost.
Contact information

Contact the Clinical Trials Team at 916-734-3170
Coordinators:

Maria Levallois
Eric Leung

