89bio Initiates Phase 1b/2a Proof of Concept Clinical Trial of Investigational Therapy BIO89-100 for
the Treatment of NASH
August 8, 2019
- Company Strengthens Leadership Team with Three Executive Hires: CFO, CTO, and VP of Biometrics and Development Strategy SAN FRANCISCO, and HERZLIYA, Israel, Aug. 8, 2019 /PRNewswire/ -- 89Bio Ltd. (89bio), a clinical-stage biopharmaceutical company, today
announced that the first patients have been screened in its proof of concept Phase 1b/2a clinical trial evaluating its investigational product candidate,
BIO89-100, a glycoPEGylated analog of fibroblast growth factor 21 (FGF21), in patients with nonalcoholic steatohepatitis (NASH) or patients with
nonalcoholic fatty liver disease (NAFLD) and high risk of NASH.
The proof of concept clinical trial is designed to evaluate the safety, tolerability, and pharmacokinetic properties of BIO89-100 as well as key imaging
and biomarker assessments. The trial is a multicenter, randomized, double-blind, placebo-controlled, multiple ascending dose-ranging study in
patients with NASH or patients with NAFLD, and high risk of NASH. Eighty-three patients will be randomized to receive weekly or every other week
subcutaneous dosing of BIO89-100 or placebo for up to 12 weeks. Changes from baseline in liver fat will be assessed, as measured by Magnetic
Resonance Imaging – Proton Density Fat Fraction (MRI-PDFF), as well as changes from baseline in lipid parameters, transaminases, and other
pharmacodynamic parameters and biomarkers.
"We are pleased to advance our clinical development program for BIO89-100 with the initiation of this proof of concept trial following closely on our
positive Phase 1a data announced in May," said Hank Mansbach, M.D., chief medical officer, 89bio. "We believe that BIO89-100 has the potential to
become a mainstay of NASH therapy by addressing both liver pathologies and the underlying metabolic dysregulation that results in NASH
progression. BIO89-100 may also be well suited for extended interval dosing in patients, which could be a convenient option for patients in the
treatment of a chronic condition."
89bio also announced the continued expansion of its leadership team with the appointment of three seasoned leaders to support key functions:

Ryan Martins joins 89bio as chief financial officer (CFO). Most recently, he was CFO at privately held Revolution Medicines
and prior to that was vice president, head of corporate strategy and investor relations at Ultragenyx. Mr. Martins'
transaction experience includes strategic financings and acquisitions with an aggregate transaction value in excess of $1
billion. Prior to Ultragenyx, Mr. Martins spent nearly 10 years as a biotechnology analyst at Jefferies, Lazard, and
Barclays/Lehman Brothers.
Quoc Le-Nguyen joins 89bio as chief technical operations officer and head of quality. Mr. Le-Nguyen is a seasoned
executive with extensive knowledge in biologics technical operations and product supply and has worked on multiple
programs through various stages of clinical development to licensure. Most recently, Mr. Le-Nguyen was senior vice
president, global head of technical operations & quality for Aduro BioTech, and prior to that, he was vice president,
manufacturing operations for Bayer Healthcare.
Dr. Chao-Yin Chen joins 89bio as vice president, biometrics and development strategy. Most recently, Dr. Chen was
executive director, head of biostatistics at Ultragenyx, where she built and led the biostatistics department and was a key
strategic contributor to its first two approved products. Dr. Chen also spent a decade at Amgen, where she worked as
global statistical lead for multiple products leading to successful approvals.
"The addition of these strong leaders has established a firm foundation to scale our business and execute on our corporate strategy of developing
differentiated medicines for patients with NASH and other liver and cardio-metabolic diseases," said Rohan Palekar, CEO, 89bio.
About NASH
NASH is a severe form of NAFLD, characterized by inflammation and fibrosis in the liver that can progress to cirrhosis, liver failure, hepatocellular
carcinoma, and death. NASH affects more than 16 million adults in the United States. Excessive caloric overload, metabolic dysregulation, cardiometabolic comorbidities and genetic risk factors increase the likelihood of developing NASH, and NASH is commonly found in people with obesity and
type 2 diabetes. It is predicted that by 2020, NASH will surpass hepatitis C as the leading cause of liver transplant, and by 2030, its prevalence is
expected to increase by 63 percent in the United States. While there are currently no approved products for the treatment of NASH, the
biopharmaceutical industry is actively involved in addressing this unmet medical need.
About BIO89-100
BIO89-100 is a glycoPEGylated analog of FGF21 being developed for the treatment of NASH. It was engineered using a proprietary glycoPEGylation
technology designed to prolong the biological activity of native FGF21. In preclinical studies, BIO89-100 demonstrated significant improvements in
hepatic steatosis, injury, and fibrosis. In 89bio's Phase 1a clinical trial in healthy volunteers, BIO89-100 demonstrated a favorable tolerability profile
and dose-proportional pharmacokinetics. BIO89-100 also demonstrated statistically significant improvements in key lipid parameters for two weeks
after a single dose, which supports the potential for once a week or once every two-week dosing.
About 89bio
89bio is a clinical-stage biopharmaceutical company focused on the development and commercialization of innovative therapies for the treatment of

liver and cardio-metabolic diseases. The company's lead product candidate for the treatment of NASH is BIO89-100. Currently in a Phase 1b/2a
clinical trial, BIO89-100 is a glycoPEGylated analog of FGF21. 89bio is headquartered in San Francisco with operations in Herzliya, Israel. Visit
89bio.com for more information.
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