
INFORMATION FOR HCPS

About the GRADUATE I study
A Phase III clinical study to assess the safety and efficacy of gantenerumab  
in patients with early (prodromal to mild) Alzheimer’s disease.

Background
Many researchers now believe that amyloid-beta 
(Aβ) accumulation is a primary factor driving the 
pathogenesis of Alzheimer’s disease (AD). This Aβ 
accumulation in the brain begins well before the 
development of clinical symptoms in AD. Therefore, 
treatments that prevent, slow, or decrease the 
accumulation of brain Aβ are being tested as 
therapeutic agents in AD. In particular, growing  
clinical evidence suggests that monoclonal Aβ 
antibodies can bind to Aβ and trigger a meaningful 
reduction of Aβ plaques.

About gantenerumab
Gantenerumab is a fully human monoclonal antibody 
designed to achieve specific and highly sensitive 
recognition of the assembly structure of major 
components in Aβ plaques. This hypothesis has been 
supported by the results of preclinical studies.

Gantenerumab has been investigated in eight 
completed Phase I studies and two Phase III studies. 
The results of these have been promising. For example, 
in a positron emission tomography (PET) sub-study, 
gantenerumab decreased amyloid load by 14.9% (an 
increase was seen in the placebo group). The results 
also suggested that higher doses of gantenerumab 
may achieve clinically relevant effect. These Phase III 
studies were subsequently converted to open-label 
extension (OLE) studies to investigate higher doses 
(up to 1200 mg), and are still ongoing. The main risk 
identified was Amyloid Related Imaging Abnormalities 
(ARIA). GRADUATE’s dosing regimens have been 
designed to minimize this risk.

Key eligibility criteria
To be eligible to participate in this 
study, candidates must meet the 
following criteria:

  Age 50-90 years old at  
screening, inclusive

 Evidence of AD pathological process, 
as confirmed during screening by 
cerebrospinal fluid (CSF) tau/Aβ42  
or on amyloid PET scan

 Demonstrated abnormal memory 
function during screening (as 
assessed using the Free and Cued 
Selective Reminding Test (FCSRT))

 Availability of a person (referred to  
as the “Study Partner”) who:

•  Has frequent and sufficient contact 
(e.g.,10 hours per week) with 
the patient to be able to provide 
accurate information regarding the 
patient’s cognitive and functional 
abilities and agrees to provide 
information at clinic visits



For more information, please contact:

or

Study design
Screening period (Up to 12 weeks)

After providing written informed consent, patients who are willing  
to participate in the study will undergo all screening assessments  

within 12 weeks prior to the baseline visit.

The FCSRT and MMSE assessments may also be completed at prescreening. 

Dosing period (2 years)

Patients will be randomized (1:1) to receive either gantenerumab or a placebo.

Months 0–3 (gantenerumab 120 mg vs placebo)

 Injections will be given once every 4 weeks

Months 4–6 (gantenerumab 255 mg vs placebo)

 Injections will be given once every 4 weeks

Months 7–9 (gantenerumab 510 mg vs placebo)

 Injections will be given once every 4 weeks

Month 10 onwards (gantenerumab 1020 mg vs placebo)

 Injections of 510 mg will be given once every 2 weeks  
(1020 mg of gantenerumab per month)

Please note, patients may have the option of taking part in a longitudinal tau PET  
and/or longitudinal amyloid PET sub-study, alongside the main GRADUATE study.

Follow-up visits
(1 year)

Patients will attend  
2 final follow-up visits.

Optional long-term 
extension study

(1 year)

All eligible patients will 
have the opportunity 

to enter an OLE study, 
during which all 

patients will receive 
gantenerumab.
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