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Item 7.01    Regulation FD Disclosure.

On December 18, 2024, Krystal Biotech, Inc. (the “Company”) issued a press release announcing initial clinical results from its ongoing KYANITE-1 study
evaluating inhaled KB707 in patients with solid tumors of the lung demonstrating early evidence of monotherapy activity in heavily pre-treated patients
with advanced non-small cell lung cancer. A copy of the press release is attached hereto as Exhibit 99.1 and is incorporated by reference herein.

The information in this Item 7.01 of this Current Report on Form 8-K and in Exhibit 99.1 attached hereto shall not be (i) deemed to be “filed” for purposes
of Section 18 of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that section, or (ii) incorporated into any
registration statement or other document filed with the Securities and Exchange Commission by the Company, whether made before or after the date
hereof, regardless of any general incorporation language in such filing, except as shall be expressly set forth by specific reference in such filing.

Item 9.01    Financial Statements and Exhibits.

(d) Exhibits.

Exhibit
 No. Description

99.1 Press Release dated December 18, 2024
104 Cover Page Interactive Data file (embedded within the Inline XBRL document)



SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, as amended, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.
 
Date: December 18, 2024   KRYSTAL BIOTECH, INC.

  By: /s/ Krish S. Krishnan
  Name: Krish S. Krishnan
  Title: Chairman and Chief Executive Officer



Krystal Biotech Announces Early Evidence of Monotherapy Ac�vity in Heavily Pre-Treated
Pa�ents with Advanced Non-Small Cell Lung Cancer

Preliminary clinical data in post-an�-PD-1 NSCLC pa�ents demonstrated a 27% ORR and 73% DCR in monotherapy trial

Monotherapy ac�vity with inhaled KB707 provides further evidence of successful repeat administra�on of HSV-1 based inhaled
lung gene delivery and builds on recent clinical data update for CF and AAT deficiency respiratory disease programs

PITTSBURGH, December 18, 2024 (GLOBE NEWSWIRE) – Krystal Biotech, Inc. (the “Company”) (NASDAQ: KRYS), a commercial-
stage biotechnology company, announced today ini�al clinical results from its ongoing KYANITE-1 study evalua�ng inhaled
KB707 in pa�ents with solid tumors of the lung. KB707 administered via inhala�on demonstrated early evidence of

monotherapy ac�vity that was most pronounced in pa�ents with advanced non-small cell lung cancer (NSCLC), where an
objec�ve response rate (ORR) of 27% and disease control rate (DCR) of 73% were observed as of data cut-off on December 6,
2024.

“The inhaled local delivery of cytokine that maximizes efficacy and limits systemic toxicity is truly innova�ve,” said Wen Wee

Ma, MBBS, Vice Chair of Research and Director of the Novel Cancer Therapeu�cs Center at Cleveland Clinic. “To see poten�al
benefit as a monotherapy in NSCLC pa�ents who have progressed a�er standard of care treatments is very encouraging and
provides much needed hope.”

KYANITE-1 is an ongoing, open-label, mul�center, dose escala�on and expansion study evalua�ng inhaled KB707 for the

treatment of solid tumors of the lung. Treatments of either 10  PFU or 10  PFU of KB707 were evaluated in dose escala�on,
following which 10  PFU was selected for dose expansion. Frequency of KB707 administra�on has been consistent throughout
dose escala�on and expansion, with pa�ents receiving KB707 via inhala�on once weekly for the first three weeks, then once
every three weeks. Trial objec�ves include evalua�on of safety, tolerability, and tumor response measured using RECIST v1.1

criteria. Addi�onal details of the KYANITE-1 study can be found at www.clinicaltrials.gov under NCT iden�fier NCT06228326.

The first pa�ent in KYANITE-1 was dosed on April 17, 2024. A total of 37 pa�ents were enrolled and received at least one dose of
inhaled KB707, including 17 pa�ents with a diagnosis of advanced NSCLC. All pa�ents had malignant lesions in the lung at
baseline.
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Inhaled KB707 has been safe and generally well tolerated to date in this diverse, heavily pre-treated pa�ent popula�on with
advanced disease, and amenable to administra�on in an outpa�ent se�ng. Treatment-emergent adverse events have been
predictable and consistent with both the underlying disease and known adverse event profiles of interleukin-2 and interleukin-

12. The majority of treatment-related adverse events have been mild to moderate in severity and transient, with no Grade 4 or
5 adverse events observed.

Clinical ac�vity observed to date in the KYANITE-1 study has shown the most therapeu�c benefit in pa�ents with advanced
NSCLC. As of the data cut-off, 11 NSCLC pa�ents were evaluable for response with at least one radiographic scan and RECIST

v1.1 evalua�on. Pa�ents included in the analysis were heavily pre-treated with 4 median lines of prior therapy and all had
received at least one line of prior immunotherapy. In this NSCLC pa�ent analysis cohort, an ORR of 27%, with three par�al
responses, has been achieved. DCR to date has been 73% with 7 out of 11 pa�ents s�ll remaining on treatment. Dura�on of
treatment for pa�ents included in the analysis ranged from 10.3 to 33.3 weeks as of data cut-off.

In addi�on to preliminary evidence of abscopal effect and treatment benefit outside of the lung, treatment responses in lesions
of the lung were especially notable. Among the same 11 evaluable NSCLC pa�ents, the ORR in target lung lesions specifically
was 36%, with three par�al responses and one complete response, and DCR was 82%.

“Signals of monotherapy ac�vity with inhaled KB707, although early, are an exci�ng milestone for our program and highlight the

significant poten�al of our vectorized cytokine approach in the treatment of difficult cancers,” said Suma Krishnan, President of
Research and Development of Krystal Biotech. “These data add to a rapidly growing clinical dataset, generated across mul�ple
programs and pa�ent popula�ons, demonstra�ng that our HSV-1 pla�orm can safely and repeatedly deliver func�onal gene�c
material to the lung and impact the course of disease. We are excited about the implica�ons for our pla�orm and the prospect
of delivering meaningful clinical benefit to pa�ents suffering from rare and serious lung diseases.”

Based on posi�ve ini�al results in monotherapy, the Company has amended the KYANITE-1 protocol to add two cohorts
evalua�ng inhaled KB707 for the treatment of advanced NSCLC in combina�on with either an�-programmed cell death protein
1 (PD-1) therapy or an�-PD-1 therapy and chemotherapy. No pa�ents have been enrolled in the combina�on expansion cohorts
to date.



The Company expects to disclose detailed and updated results of KYANITE-1 at future scien�fic conference(s).

About IL-2, IL-12, and KB707

IL-2 and IL-12 are secreted cytokines with complementary func�ons promo�ng cell-mediated immunity in humans. Both IL-2

and IL-12 have been shown to elicit an�-tumor immune responses in preclinical or clinical models and have been extensively
studied for their poten�al in cancer immunotherapy. Despite promising signs of efficacy, it has proven difficult to effec�vely
harness IL-2 and IL-12 for therapeu�c benefit, as systemic administra�on is o�en poorly tolerated, and their inherently short
half-lives necessitate high dose levels and extremely frequent dose intervals. KB707 is a modified HSV-1 vector designed to

deliver genes encoding both human IL-12 and IL-2 directly to a pa�ent’s tumor(s) and promote systemic immune-mediated
tumor clearance. KB707 targets solid tumors that are accessible via intratumoral injec�on or inhala�on.

About Krystal Biotech, Inc.

Krystal Biotech, Inc. (NASDAQ: KRYS) is a commercial-stage biotechnology company focused on the discovery, development and

commercializa�on of gene�c medicines to treat diseases with high unmet medical needs. VYJUVEK® is the Company’s first
commercial product, the first-ever redosable gene therapy, and the first medicine approved by the FDA for the treatment of
dystrophic epidermolysis bullosa. The Company is rapidly advancing a robust preclinical and clinical pipeline of inves�ga�onal
gene�c medicines in respiratory, oncology, dermatology, ophthalmology, and aesthe�cs. Krystal Biotech is headquartered in

Pi�sburgh, Pennsylvania. For more informa�on, please visit h�p://www.krystalbio.com, and follow @KrystalBiotech on LinkedIn
and X (formerly Twi�er).

Forward-Looking Statements

Any statements in this press release about future expecta�ons, plans, and prospects for Krystal Biotech, Inc., including
statements about the significant poten�al of the Company’s vectorized cytokine approach in the treatment of difficult cancers;

the Company’s HSV-1 pla�orm and its ability to safely and repeatedly deliver func�onal gene�c material to the lung and impact
the course of disease; the Company’s expecta�on that it will disclose detailed and updated results of KYANITE-1 at future
scien�fic conference(s); and other statements containing the words “an�cipate,” “believe,” “es�mate,” “expect,” “intend,”
“may,” “plan,” “predict,” “project,” “target,” “poten�al,” “likely,” “will,” “would,” “could,” “should,” “con�nue,” and similar

expressions, cons�tute forward-looking statements within the meaning of The Private



Securi�es Li�ga�on Reform Act of 1995. Actual results may differ materially from those indicated by such forward-looking
statements as a result of various important factors, including uncertain�es inherent in the ini�a�on and conduct of clinical trials
and such other important factors as are set forth under the cap�on “Risk Factors” in the Company’s annual and quarterly

reports on file with the U.S. Securi�es and Exchange Commission. In addi�on, the forward-looking statements included in this
press release represent the Company’s views as of the date of this press release. The Company an�cipates that subsequent
events and developments will cause its views to change. However, while the Company may elect to update these forward-
looking statements at some point in the future, it specifically disclaims any obliga�on to do so. These forward-looking

statements should not be relied upon as represen�ng the Company’s views as of any date subsequent to the date of this press
release.

CONTACT
Investors and Media:
Stéphane Paque�e, PhD
Krystal Biotech
spaque�e@krystalbio.com


