Dr. Tom Elliott MBBS, FRCPC
Medical Director

bcdiabetes.ca

Patient Care + Research + Clinical Trials

400 - 210 W Broadway
“Vancouver, BC
VEY 3W2 Canada

604.683.3734
604.628.3821
moai@bcdiabetes.ca

Roche dual agonist GLP1 in T2D with BMI 227 study

Principal Investigator: Dr. Tom Elliott Sublnvestigators: Drs. Dale Clayton & David Lee
Study coordinator & primary contact Hector Com MD P: 604-628-7253 x 7012 with
assistant coordinators Marla Inducil MD & Glaiza Erfe MD

Study location: BCDiabetes: 400 - 210 West Broadway. Vancouver V5Y 3W2

phone:
fax:
email:

Summary: WC45726 is a Phase Ill, multi-center, randomized, double-blinded, placebo-

controlled, parallel group study to evaluate the efficacy and safety of RO7795068, a novel
unimolecular dual GLP-1/GIP RA peptide at 8 mg, 16 mg, and 24 mg weekly subcutaneous doses
compared with placebo,as an adjunct to a reduced-calorie diet and increased physical activity in
participants with Type 2 Diabetes Mellitus (T2DM) who have obesity (body mass index = 30 kg/m2 or
overweight (BMI =27 and < 30 kg/m2).

Hypothesis: RO7795068 is a novel unimolecular dual GLP-1/GIP biased agonist that activates
cyclic adenosine monophosphate (cAMP) signaling but does not recruit B-arrestin or cause Ca2+
release from either receptor. These signaling properties are expected to be important for the clinical
benefits, which include significant weight loss and improved glycemic control.

Eligible Participants include:
e Individuals aged 218 years of age
e BMI 227.0 kg/m2
e Diagnosis of T2DM ( HbA1c 26.5%< 10% ), on stable oral therapy for at least 3 months
prior to screening and naive to GPL-1 and DPP-4 agents - prior use of a GLP-1 or
DPP-4 agent is an exclusion
e History of one self-reported unsuccessful diet/exercise effort to lose body weight
Treatment course and duration: The study has a duration of 79 weeks and will include a
screening period (4 weeks), a treatment period (72 weeks), and a safety follow-up period (3 weeks).
The treatment period has an up-titration phase, where participants will start at 4 mg with the goal to
up-titrate the dose on a monthly basis to achieve the assigned target maintenance dose (8, 16, or 24
mg) and a maintenance phase where participants will continue on their assigned target dose for the
remainder of the treatment period. All enrolled participants will receive dietary and physical activity
counseling every 4 weeks for the first 12 weeks, and then every 12 weeks thereafter. Participants who
complete the treatment period will have the opportunity to continue in a separate long-term extension
(LTE) study.
Odds of receiving active drug = 75% (25% will receive placebo)
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