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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions:

· Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

· Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

· Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

· Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:

	Title of each class
	Trading
	Name of each exchange
	

	
	symbol(s)
	on which registered
	

	Common Stock, $0.001 par value per share
	
	KALV
	
	The Nasdaq Stock Market LLC
	



Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

Emerging growth company  ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act.  ☐
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Item 7.01[image: ]	Regulation FD Disclosure.

On July 7, 2025, KalVista Pharmaceuticals, Inc. (the “Company”) issued a press release titled “KalVista Pharmaceuticals Announces FDA Approval of EKTERLY® (sebetralstat), First and Only Oral On-demand Treatment for Hereditary Angioedema.” A copy of the press release is attached hereto as Exhibit 99.1.

On July 7, 2025, the Company also updated its corporate presentation. A copy of the updated presentation is attached as Exhibit 99.2 to this report.

The information in this Item 7.01, including Exhibits 99.1 and 99.2 to this report, shall not be deemed to be “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section or Sections 11 and 12(a)(2) of the Securities Act of 1933, as amended (the “Securities Act”). The information contained in this Item 7.01 and in the accompanying Exhibits 99.1 and 99.2 shall not be incorporated by reference into any other filing under the Exchange Act or under the Securities Act, except as shall be expressly set forth by specific reference in such filing.

Item 8.01	Other Events.

On July 7, 2025, the Company announced that the U.S. Food and Drug Administration (the “FDA”) approved EKTERLY® (sebetralstat), a novel plasma kallikrein inhibitor, for the treatment of acute attacks of hereditary angioedema (“HAE”) in adult and pediatric patients aged 12 years and older. EKTERLY is the first and only oral on-demand treatment for HAE.

The FDA approval was based on data from the phase 3 KONFIDENT clinical trial, published in the New England Journal of Medicine. EKTERLY achieved significantly faster symptom relief, reduction in attack severity and attack resolution than placebo, and was well-tolerated with a safety profile similar to placebo. The trial randomized 136 HAE patients from 66 clinical sites across 20 countries, making it the largest clinical trial ever conducted in HAE. These results were further supported by the KONFIDENT-S open-label extension trial, which as of September 2024, showed that 600 mg of sebetralstat enabled patients to treat attacks in a median of 10 minutes following onset. The most recent data from KONFIDENT-S shows that beginning of symptom relief occurred in a median of 1.3 hours among attacks involving the larynx, the abdomen, and for breakthrough attacks among patients receiving long-term prophylaxis, and demonstrated a favorable safety profile consistent with KONFIDENT.

Cautionary Note Regarding Forward-Looking Statements[image: ]

This Current Report on Form 8-K contains “forward-looking” statements within the meaning of the “safe harbor” provisions of the Private Securities Litigation Reform Act of 1995, including, but not limited to: plans regarding commercialization of EKTERLY, expectations from current clinical trials, the execution of the Phase 3 clinical trial for sebetralstat as designed, any expectations about safety, efficacy, timing and ability to complete clinical trials, release data results and to obtain additional regulatory approvals for sebetralstat and other candidates in development, and the ability of sebetralstat to treat HAE.

Statements including words such as “believe,” “plan,” “continue,” “expect,” “will,” “develop,” “signal,” “potential,” or “ongoing” and statements in the future tense are forward-looking statements. These forward-looking statements involve risks and uncertainties, as well as assumptions, which, if they do not fully materialize or prove incorrect, could cause our results to differ materially from those expressed or implied by such forward-looking statements.

Forward-looking statements are subject to risks and uncertainties that may cause the Company’s actual activities or results to differ significantly from those expressed in any forward-looking statement, including risks and uncertainties in this press release and other risks set forth in the “Risk Factors” section of the Company’s Form 10-K for the year ended April 30, 2024 and the Company’s other filings with the Securities and Exchange Commission, including the Company’s ability to develop, obtain additional regulatory approval for or commercialize any product candidate, the Company’s ability to protect intellectual property, the potential impact of global business or macroeconomic conditions, including as a result of inflation, rising interest rates, actual or perceived instability in the global banking system, geopolitical conflicts and the sufficiency of the Company’s cash, cash equivalents and investments to fund its operations. These forward-looking statements speak only as of the date hereof and the Company specifically disclaims any obligation to update these forward-looking statements or reasons why actual results might differ, whether as a result of new information, future events or otherwise, except as required by law.
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Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

KALVISTA PHARMACEUTICALS, INC.

Date: July 7, 2025	By:	/s/ Brian Piekos
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Brian Piekos

Chief Financial Officer

Exhibit 99.1

KalVista Pharmaceuticals Announces FDA Approval of EKTERLY® (sebetralstat), First and Only Oral On-demand Treatment for Hereditary Angioedema

First new on-demand HAE treatment in over a decade, with potential to transform management of the disease

Data demonstrated rapid symptom relief and attack resolution regardless of attack severity, location, age, or use of long-term prophylaxis, and well-

established safety profile

Management to host conference call today at 8:30 a.m. ET

CAMBRIDGE, Mass. & SALISBURY, England – July 7, 2025 – KalVista Pharmaceuticals, Inc. (Nasdaq: KALV) today announced that the U.S. Food and Drug Administration (FDA) has approved EKTERLY® (sebetralstat), a novel plasma kallikrein inhibitor, for the treatment of acute attacks of hereditary angioedema (HAE) in adult and pediatric patients aged 12 years and older. EKTERLY is the first and only oral on-demand treatment for HAE.

“The FDA approval of EKTERLY is a defining moment for people living with HAE,” said Ben Palleiko, CEO of KalVista. “EKTERLY enables people to treat attacks the moment symptoms begin, wherever they are. This approval affirms the strength of our science and deep commitment to the HAE community. I am profoundly grateful to the KalVista team for their dedication and perseverance, and to the patients and healthcare providers, as well as the HAEA and HAEi, for making this possible. EKTERLY has the potential to become the foundational treatment for HAE and our focus now is on delivering it to the people who need it.”

“As the first orally administered on-demand therapy for HAE attacks, EKTERLY provides patients and physicians with an important and welcome advance in HAE treatment options,” said Anthony J. Castaldo, chief executive officer of the U.S. Hereditary Angioedema Association.

Prior to EKTERLY’s approval, all on-demand HAE treatment options approved in the U.S. required intravenous or subcutaneous administration, which carries a significant treatment burden.1 Even with the use of long-term prophylaxis as a preventative therapy, most people living with HAE continue to have unpredictable attacks and require ready access to on-demand medication.2

“This is an important moment for patients, giving people living with HAE a treatment option that could provide greater independence and control over managing their condition,” said Marc A. Riedl, MD, Professor of Medicine and Clinical Director, U.S. Hereditary Angioedema Association Center at the University of California, San Diego, and an investigator for the KONFIDENT phase 3 trial. “Until now, on-demand treatment relied on injectable subcutaneous or intravenous administration, often resulting in delayed intervention. Having an oral option empowers patients to treat attacks early, which aligns with treatment guidelines and advances our goal as physicians to reduce the overall burden of disease.”
[image: ]

· Busse PJ, et al. J Allergy Clin Immunol Pract. 2021;9(1):132–150.e3. doi:10.1016/j.jaip.2020.08.046.
· Riedl MA, et al. Oral sebetralstat for on-demand treatment of hereditary angioedema attacks. N Engl J Med. 2024;391(1):32–43.

The efficacy and safety of EKTERLY was established by the results from KalVista’s phase 3 KONFIDENT clinical trial, which was the largest clinical trial program ever conducted in HAE. Data from KONFIDENT was published in the [image: ]New England Journal of Medicine in May 2024, showing that EKTERLY achieved significantly faster symptom relief, reduction in attack severity and attack resolution than placebo, and was well-tolerated with a safety profile similar to placebo.2 The trial randomized 136 HAE patients from 66 clinical sites across 20 countries. These results were further supported by the more real-world KONFIDENT-S open-label extension trial, which as of September 2024, showed that EKTERLY enabled patients to treat attacks in a median of 10 minutes following onset. The most recent data from KONFIDENT-S shows that beginning of symptom relief occurred in a median of 1.3 hours among attacks involving the larynx, the abdomen, and for breakthrough attacks among patients receiving long-term prophylaxis. The safety profile of EKTERLY 600 mg in KONFIDENT-S, in a much larger number of attacks (>1700), was consistent with that observed in KONFIDENT.

KalVista will launch EKTERLY in the U.S. immediately and physicians can begin writing prescriptions today. As part of the Company’s commitment to supporting patients, KalVista has established KalVista Cares™, a comprehensive patient support program that offers personalized services and resources for eligible individuals. This includes assistance with navigating insurance coverage, access support, and ongoing help throughout the treatment journey.

For more information, visit EKTERLY.com.

Conference Call and Webcast

KalVista will host a live conference call and webcast to discuss the FDA approval of EKTERLY today, July 7, 2025, at 8:30 a.m. ET. The webcast will be accessible through the Investors section of the Company’s website at ir.kalvista.com. A replay will be available shortly after the conclusion of the live event.

About Hereditary Angioedema

Hereditary angioedema (HAE) is a rare genetic disease resulting in deficiency or dysfunction in the C1 esterase inhibitor (C1INH) protein and subsequent uncontrolled activation of the kallikrein-kinin system. People living with HAE experience painful and debilitating attacks of tissue swelling in various locations of the body that can be life-threatening depending on the area affected. Treatment guidelines recommend treating attacks as early as possible to prevent progression of swelling and shorten the time to attack resolution, and to consider treatment for all attacks, regardless of anatomic location or severity.

About EKTERLY® (sebetralstat)

EKTERLY (sebetralstat), a novel plasma kallikrein inhibitor, is the first and only oral on-demand therapy approved by the U.S. FDA for the treatment of acute attacks of hereditary angioedema (HAE) in people 12 years of age and older. With ongoing studies exploring its use in children aged two to 11 and multiple regulatory applications under review in key global markets, EKTERLY has the potential to become the foundational therapy for HAE management worldwide.

INDICATION AND IMPORTANT SAFETY INFORMATION[image: ]

What is EKTERLY® (sebetralstat)?

EKTERLY is a prescription medicine used to treat sudden (acute) attacks of hereditary angioedema (HAE) in adults and children aged 12 years of age and older. It is not known if EKTERLY is safe and effective in children under 12 years of age.

IMPORTANT SAFETY INFORMATION

Before taking EKTERLY, tell your healthcare provider about all of your medical conditions, including if you:

· Are pregnant or planning to become pregnant. It is not known if EKTERLY can harm your unborn baby.

· Are breastfeeding or plan to breastfeed. It is not known if EKTERLY passes into your breast milk. Talk to your healthcare provider about the best way to feed your baby while taking EKTERLY.

· Have liver problems.

Tell your healthcare provider about all of the medicines you take, including prescription and over-the-counter medicines, vitamins, and herbal supplements. Taking EKTERLY with certain other medicines can cause side effects or affect how well EKTERLY or the other medicines work. Especially tell your healthcare provider if you take any of the following, as their use with EKTERLY is not recommended: itraconazole, phenytoin, efavirenz.

Know the medicines you take. Keep a list of them to show your healthcare provider or pharmacist when you get a new medicine.

What are the possible side effects of EKTERLY?

The most common side effects of EKTERLY include headache. For more information, ask your healthcare provider or pharmacist. Talk to your doctor for medical advice about side effects.

You are encouraged to report side effects related to KalVista products by calling 1-855-258-4782. If you prefer, you may contact the U.S. Food and Drug Administration (FDA) directly. Visit www.fda.gov/medwatch or call 1-800-FDA-1088.

Please click here for full Prescribing Information, including Patient Information.

About KalVista Pharmaceuticals, Inc.

KalVista Pharmaceuticals, Inc., is a global biopharmaceutical company dedicated to developing and delivering life-changing oral therapies for individuals affected by rare diseases with significant unmet needs. In the U.S., KalVista markets EKTERLY®, the first and only oral on-demand treatment for hereditary angioedema (HAE). The Company has multiple regulatory applications under review in key global markets. For more information about KalVista, please visit www.kalvista.com and follow us on LinkedIn, X, Facebook and Instagram.

Forward-Looking Statements

This press release contains “forward-looking” statements within the meaning of the safe harbor provisions of the U.S. Private Securities Litigation Reform Act of 1995. Forward-looking statements can be identified by words such as: “anticipate,” “intend,” “plan,” “goal,” “seek,” “believe,” “project,” “estimate,” “expect,” “strategy,” “future,” “likely,” “may,” “should,” “will” and similar references to future periods. These statements are subject to numerous risks and uncertainties that could cause actual results to differ materially from what we expect. Examples of forward-looking statements include, among others, information relating to our business and business plans, the success of our efforts to commercialize EKTERLY® (sebetralstat), our

ability to successfully obtain foreign regulatory approvals for sebetralstat, our expectations about the safety and efficacy of sebetralstat and our other product candidates, the timing of clinical trials and their results, our ability to commence clinical studies or complete ongoing clinical studies, including our KONFIDENT-S and KONFIDENT-KID trials, and the ability of EKTERLY to treat HAE. Further information on potential risk factors that could affect our business and financial results are detailed in our filings with the Securities and Exchange Commission, including in our annual report on Form 10-K for the year ended April 30, 2024, our quarterly reports on Form 10-Q, and our other reports that we may make from time to time with[image: ]

the Securities and Exchange Commission. We undertake no obligation to publicly update any forward-looking statement, whether written or oral, that may be made from time to time, whether as a result of new information, future developments or otherwise.

Contacts:

Ryan Baker Head,

Investor Relations

(617) 771-5001 ryan.baker@kalvista.com

Molly Cameron

Director, Corporate Communications

(978) 339-3378 molly.cameron@kalvista.com
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Forward-looking statements %ﬂ

This presentation and the accompanying oral commentary contain forward-looking statements that are based on our management's beliefs and assumptions and on information
currently available to our management. For this purpose, any statements that are not statements of historical fact may be deemed forward-looking statements. Forward-looking
statements are inherently subject to risks and uncertainties, some of which cannot be predicted or quantified. In some cases, you can identify forward-looking statements by
terminology such as “may,” “will," "should,” “could,” “expect,” *plan,” anticipate,” “believe,” “estimate,” “predict,” ‘intend,” “potential,” ‘would," “continue.” “ongoing’, "seek", "future”,
“likely", "goal", "strategy", "project’, or the negative of these terms or other comparable terminology. These forward-looking statements include statements contained in this
presentation, including, among others, those relating o: information regarding the potential commercial success and growth of EKTERLY, including market size, acceptance, demand,
and adoption rate for EKTERLY (sebetralstat), our ability to successfully implement our patient and provider outreach campaign, whether EKTERLY will receive foreign approval when
‘expected or at all, information relating to our general business plans and objectives, the timing and success of our planned nonclinical and clinical development activities, the timing
and results of nonlinical studies and clinical trials, the efficacy and safety profiles of our product candidates, any expectations about safety, the efficacy of EKTERLY, the ability of
EKTERLY to treat hereditary angioedema (HAE), the potential therapeutic benefits and economic value of our product candidates, statements regarding potential market and growth
‘opportunities, our competitive position, the industry environment as a whole, our ability to protect intellectual property and the impact of global business or macroeconomic conditions,
including as a result of inflation, fising interest rates, instability in the global banking system, and geopolitical conficts, including the conflicts in Ukraine and the Middle East, on our
business and operations.

Forward-looking statements are subject to known and unknown risks, uncertainties, assumptions and other factors. It s not possible for our management to predict allrisks, nor can
we assess the impact of all factors on our business or the extent to which any factor, or combination of factors, may cause actual results to differ materially from those contained in
‘any forward-looking statements we may make. These factors, together with those that are described under the heading “Risk Factors” contained in our most recent Annual Report on
Form 10-K filed with the Securities and Exchange Commission ("SEC") on July 11, 2024, as updated by our subsequent filings with the SEC, including our Quarterly Reports on Form
10-Q, as well as other documents we fle from time to time with the SEC, may cause our actual results, performance or achievements to differ materially and adversely from those
anticipated or implied by our forward-looking statements.

In addition, statements that “we believe” and similar statements reflect our beliefs and opinions on the relevant subject. These statements are based upon information available o us
s of the date of this presentation, and although we believe such information forms a reasonable basis for such statements, such information may be limited or incomplete, and our
statements should not be read to indicate that we have conducted a thorough inquiry into, or review of, all potentially available relevant information. These statements are inherently
uncertain, and investors are cautioned not to unduly rely upon these statements. Furthermore, if our forward-looking statements prove to be inaccurate, the inaccuracy may be
material. In light of the significant uncertainties in these forward-looking statements, you should not regard these statements as a representation or warranty by us or any other person
that we will achieve our objectives and plans in any specified time frame, or at all. We undertake no obligation to publicly update any forward-looking statements, whether as a result
of new information, future events or otherwise, except as required by law.

‘This presentation also contains estimates and other statistical data made by independent parties and by us relating to market size and growth and other data about our industry. This
data involves a number of assumptions and limitations, and you are cautioned not to give undue weight to such estimates. In addition, projections, assumptions and estimates of our
future performance and the future performance of the markets in which we operate are necessarily subject to a high degree of uncertainty and risk.
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EKTERLY® now approved by U.S. FDA

Eterly:
(sebetralstat) tablets 300mg

What is EKTERLY?

EKTERLY (sebetralstat) is indicated for the treatment of
acute attacks of hereditary angioedema (HAE) in adult
and pediatric patients aged 12 years and older.

Please see Prescribing Informaton at KalVista.com.
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Prescribing information highlights

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
EKTERLY safely and effectively. See full prescribing information
for EKTERLY.

EKTERLY (sebetralstat) tablets, for oral use
Initial U.S. Approval: 2025

—————— INDICATIONS AND USAGE —
EKTERLY?® is a plasma kallikrein inhibitor indicated for the treatment of
acute attacks of hereditary angioedema (HAE) in adult and pediatric
patients aged 12 years and older. (1)

DOSAGE AND ADMINISTRATION-
Recommended Dosage: one dose of 600 mg (2 tablets) taken orally at
the earliest recognition of an HAE attack. (2.1)

« Asecond dose of 600 mg (2 tablets) may be taken 3 hours after
the first dose if response is inadequate, or if symptoms worsen or
recur. (2.1)

+  Maximum Recommended Dosage: 1,200 mg in any 24-hour
period. (2.1)

«  See full prescribing information for dosage modification for
concomitant use with CYP3A4 inhibitors and inducers. (2.2)

«  See full prescribing information for recommended dosage for
patients vith hepatic impairment. (2.3)

DOSAGE FORMS AND STRENGTHS
Tablets: 300 mg (3)

CCONTRAINDICATIONS
None (4)

ADVERSE REACTIONS
‘The most common adverse reaction (incidence 2%) is headache.
(6.1)

To report SUSPECTED ADVERSE REACTIONS, contact KalVista
Pharmaceuticals, Inc. at 1-855-258-4782 or FDA at 1-800-FDA-1088

or www.fda.gov/imedwatch.

———DRUG INTERACTIONS.

«  Strona and Moderate CYP3A4 Inhibitors: Avoid use with strong
CYP3A4 inhibitors. In patients taking moderate CYP3A4 inhibitors,
take one dose of 300 mg. A second dose of 300 mg may be taken
atleast 3 hours after the first dose if response is inadequate, or if
‘symptoms worsen of recur. (2.2, 7.1, 12.3)

«  CYP3A4 Inducers: Avoid use with moderate or strong CYP3A4.
inducers. (2.2,7.1, 12.3)

USE IN SPECIFIC POPULATIONS
Hepatic Impairment: Avoid use of EKTERLY in patients with severe
hepatic impairment (Child-Pugh Class C). In patients with moderate
hepatic impairment (Child-Pugh Class B) take one dose of 300 mg. A
second dose of 300 mg may be taken at least 3 hours after the first
dose if response is inadequate, or if symptoms worsen or recur. (2.3,
86,123

See 17 for PATIENT COUNSELING INFORMATION and FDA-

approved patient labeling.
Revised: 07/2025

K

KalVista
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Primary Endpoint: Alternative Censoring Approach

As shown in Figure 1, the median time to beginning of symptom relief within 12 hours of
first dose was 2.0 hours (95% CI: 1.5, 2.8) in patients administered EKTERLY 600 mg.

Figure 1:

Kaplan-Meier for Time to Beginning of Symptom Relief Within
12 Hours of First Dose Administration with EKTERLY in KONFIDENT

Patients who did not achieve the endpoint, received alterate on-demand therapy, or lacked
atleast 2 consecutive post-baseline assessments were right-censored at 12 hours.

KalVista

Time to beginning of symptom relief
was statistically significantly faster for
EKTERLY compared to placebo

Approved label analysis:

- EKTERLY: median time to beginning of
symptom relief 2.0 hours

+ Placebo: does not reach median within 12 hours

KONFIDENT phase 3 pre-specified
analysis published in the New
England Journal of Medicine:

- EKTERLY 600 mg:
median time to beginning of
symptom relief 1.79 hours

« Placebo: 6.72 hours
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Commercial launch underway
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Access and product support
E !,\t e r I y ® -+ Each EKTERLY pack includes two doses (4 tablets)

* WAC price $16,720 per dose
(sebetralsta) tablets 300mg ~ + Comparable to current branded products $11K-17K per dose

KalVista

C a re S KalVista Cares offers access and patient support services:

Access Services Patient Support Services

* Quick Start Program - Reimbursement support and insurance navigation
- Patient Assistance Program - Patient education and advocacy

- Bridge Program * Work with the specialty pharmacy

- Commercial Drug Access - Navigate insurance coverage

Co-pay Assistance Program

K

KalVista
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Initial view into U.S. launch metrics l.ﬂ
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Pathway to becoming standard of care for HAE K|‘<v’t
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EKTERLY poised for rapid global expansion KKﬂ
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Poised to become the foundational therapy for HAE Kf/f
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