KalVista Pharmaceuticals Reports Phase 2 Clinical Trial Results in Patients with Diabetic Macular
Edema
December 9, 2019
– KVD001 Does Not Meet Primary Endpoint –
– Pre-Planned Analyses Show Clinical Benefit on Vision –
– KVD001 Generally Safe and Well Tolerated –
CAMBRIDGE, Mass. & SALISBURY, England--(BUSINESS WIRE)--Dec. 9, 2019-- KalVista Pharmaceuticals, Inc. (NASDAQ: KALV), a clinical stage
pharmaceutical company focused on the discovery, development, and commercialization of small molecule protease inhibitors, today announced
results of the Phase 2 clinical trial evaluating the use of KVD001 in patients with diabetic macular edema (DME).
The KVD001 Phase 2 clinical trial study was designed to evaluate patients who were poor responders to previous treatment with anti-VEGF therapy.
The primary efficacy endpoint in the trial was change in best corrected visual acuity (BCVA) at 16 weeks compared to sham. The 6μg dose showed a
difference of +2.6 letters versus sham, which was not statistically significant (p=0.223), and the 3μg dose showed a difference of +1.5 letters
(p=0.465). No significant differences were observed in the secondary endpoints of central subfield thickness (CST) or the diabetic retinopathy severity
scale (DRSS). KVD001 was generally safe and well tolerated with no drug-related serious adverse events.
“This was the first study to evaluate the efficacy of a plasma kallikrein inhibitor in DME,” said Andrew Crockett, Chief Executive Officer of KalVista.
“There is a significant population of DME patients who do not respond sufficiently to anti-VEGF therapies, and we want to express our gratitude to
these patients as well as the healthcare providers and others who participated. Although the study did not meet the primary endpoint, KVD001
demonstrated what we believe is an important dose responsive clinical benefit on vision in the overall population. In addition, we identified a
substantial proportion of patients who experienced a more robust response to treatment, that we believe warrants further study. These data and the
safety profile also support continued evaluation of oral plasma kallikrein inhibitors as a treatment for DME.”
In the overall study population, KVD001 demonstrated a protection against vision loss. In the sham treated group 54.5% of patients experienced a
reduction in vision compared to 32.5% in the 6μg dose (p=0.042). The study also included a pre-specified subgroup analysis investigating the impact
of baseline visual acuity on response. After excluding those patients with the most severe vision loss (visual acuity of <55 letters at baseline), the
remaining 70% of the total patient population showed a difference in BCVA compared to sham of 4.9 letters (p=0.056) at the 6μg dose.
“This trial studied a challenging DME patient population with significant persistent vision loss despite prior therapies,” said Lloyd Paul Aiello, MD, PhD,
Professor of Ophthalmology, Harvard Medical School. “These study data support the possibility that plasma kallikrein inhibition prevents worsening
vision in patients with DME and that KVD001 warrants additional study in this regard as a method to treat this disease.”
KVD001 is a small molecule plasma kallikrein inhibitor administered by intravitreal injection. The Phase 2 trial consisted of 129 patients who had
previously been treated with anti-VEGF therapy, and still had significant edema and reduced visual acuity. The sham-controlled, double-masked
clinical trial evaluated two dose levels of KVD001, 3μg and 6μg. Four intravitreal injections or sham were administered over three months with a three
month follow up period. The study was conducted at 38 sites in the United States.
KVD001 is subject to an option agreement with Merck, signed in 2017. Under the terms of the agreement, KalVista will provide to Merck a package of
clinical and other data, after which Merck will have a specified period of time to determine whether to exercise the option. Exercise of the option by
Merck will result in a payment due to KalVista, as well as future potential milestone and royalty payments. KalVista will provide further public updates
once Merck has notified KalVista of its decision or the option exercise period has expired.
A summary presentation of the KVD001 data findings has been posted to the investors section of the KalVista website, and will be available for the
next 30 days.
About KalVista Pharmaceuticals, Inc.
KalVista Pharmaceuticals, Inc. is a pharmaceutical company focused on the discovery, development, and commercialization of small molecule
protease inhibitors for diseases with significant unmet need. The initial focus is on inhibitors of plasma kallikrein, which is an important component of
the body’s inflammatory response and which, in excess, can lead to increased vascular permeability, edema and inflammation. KalVista has
developed a proprietary portfolio of novel, small molecule plasma kallikrein inhibitors initially targeting hereditary angioedema (HAE) and diabetic
macular edema (DME). The Company has created a structurally diverse portfolio of oral plasma kallikrein inhibitors and is advancing multiple drug
candidates for HAE as well as DME. The Company has selected KVD900 as its program to be advanced as an on-demand therapy for acute HAE
attacks and commenced a Phase 2 proof-of-concept study in HAE patients in late 2018. In DME, an intravitreally administered plasma kallikrein
inhibitor known as KVD001, completed a Phase 2 clinical trial in 2019.
For more information, please visit www.kalvista.com.
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