HOOKIPA Pharma Reports Third Quarter 2021 Financial Results and Recent Highlights
November 10, 2021
Clinical collaboration with Merck & Co., Inc., Kenilworth, NJ, USA, set to evaluate HB-201 in combination with
pembrolizumab in 1st- and 2nd-line HNSCC patients
Based on recent strong data updates, HOOKIPA advancing HB-201 to Phase 2, prioritizing immuno-oncology pipeline
across numerous cancers
NEW YORK and VIENNA, Austria, Nov. 10, 2021 (GLOBE NEWSWIRE) -- HOOKIPA Pharma Inc. (NASDAQ: HOOK, ‘HOOKIPA’), a company
developing a new class of immunotherapeutics based on its proprietary arenavirus platform, today reported financial results and business highlights
for the third quarter of 2021.
“Our team remains focused on optimizing the potential of our versatile arenaviral platform to redefine success in cancer immunotherapy by driving
strong tumor-specific T cell responses. Third quarter highlights include our clinical collaboration with Merck & Co., Inc., Kenilworth, NJ, USA, on our
HB-200 program in head and neck cancer and the publication of our pre-clinical data in melanoma in Nature Communications, both of which offered
external validation of the promise of our technology,” said Joern Aldag, Chief Executive Officer at HOOKIPA. “Given our recent HB-200 data update,
we’re even more energized about the start of our Phase 2 combination study of HB-201 with pembrolizumab as a 1 st- or 2nd-line treatment in head and
neck cancers, as well as progressing and expanding our oncology pipeline with candidates for prostate and KRAS-mutated cancers.”
Quarter Highlights

In August, pre-clinical data on HOOKIPA’s arenaviral immunotherapeutic in melanoma was published in the peer-reviewed
journal, Nature Communications. The data showed that HOOKIPA’s replicating Lymphocytic choriomeningitis
(LCMV)-based vector, designed to target melanoma, modulated the tumor micro-environment and induced potent, antigenspecific T cell responses, resulting in tumor regression and tumor eradication in the pre-clinical setting. The data reinforce
the potential of HOOKIPA’s arenaviral immunotherapeutic technology to activate and mobilize anti-tumor T cells for
effective control and eradication of established tumors.
In September, HOOKIPA announced a clinical collaboration and supply agreement with Merck & Co, Inc., Kenilworth, NJ,
USA (known as MSD outside of the United States and Canada) to evaluate the combination of HB-200, a novel arenaviral
immunotherapeutic, and KEYTRUDA® (pembrolizumab) as 1st-line treatment for patients with advanced head and neck
cancer.
Business updates
On November 9, 2021 HOOKIPA provided a data update across its clinical development program. HOOKIPA announced it is advancing HB-201 to
Phase 2, to be evaluated in combination with pembrolizumab as 1st- or 2nd-line treatment for Human Papillomavirus 16 Positive (HPV16+) squamous
cell head and neck cancers (HNSCC). Interim Phase 1 data in heavily pre-treated patients continue to show HB-200 monotherapy (both HB-201 alone
and HB-202/HB-201) is highly effective at expanding T cells, has a favorable tolerability profile and promising, early anti-tumor activity. As of
November 1, 2021, among 28 patients dosed intravenously, HB-200 resulted in a 75 percent disease control rate and shrinkage of target lesions in
53 percent of patients. In these patients, HOOKIPA has observed three partial responses (including one confirmed and one unconfirmed in an ongoing
patient) and one ongoing patient with a near partial response (29 percent tumor shrinkage). Based on the strength of the HB-200 data, HOOKIPA has
prioritized its oncology portfolio, including HB-300 for prostate cancer and HB-700 for KRAS-mutated cancers, and plans further development of its
infectious disease programs to be done in partnership with other companies.
Upcoming Milestones

Phase 1 HB-200 HPV16+ HNSCC additional data: mid-year 2022
Phase 2 HB-201 + pembrolizumab HPV16+ HNSCC 1st-line initial data: second half of 2022
Phase 2 HB-201 + pembrolizumab HPV16+ HNSCC 2nd-line initial data: second half of 2022
Randomized Phase 2 HB-200 + pembrolizumab HPV16+ HNSCC 1st-line trial initiation: first half of 2023
Investigational New Drug application for HB-300 in metastatic prostate cancer: third quarter 2022
Third Quarter 2021 Financial Results
Cash Position: HOOKIPA’s cash, cash equivalents and restricted cash as of September 30, 2021 was $82.7 million compared to $143.2 million as of
December 31, 2020. The decrease was primarily attributable to cash used in operating activities.
Revenue was $3.9 million for the three months ended September 30, 2021, and $4.0 million for the three months ended September 30, 2020.

Revenues did not materially change compared to the three months ended September 30, 2020 though they included lower deferred revenues from
upfront and milestone payments which were partially offset by higher cost reimbursements.
Research and Development Expenses: HOOKIPA’s research and development expenses were $20.7 million for the three months ended
September 30, 2021, compared to $16.0 million for the three months ended September 30, 2020.
The primary drivers of the increase in direct research and development expenses were an increase in manufacturing and quality control expenses of
$2.1 million, along with a general increase in other direct research and development expenses and laboratory expenses of $1.6 million, partially offset
by a decrease in expenses for clinical studies of $0.6 million. The increase in manufacturing and quality control expenses as well as other direct
research and development expenses was mainly due to the progress in HOOKIPA’s HB-201 and HB-202 clinical trial, in particular for monitoring and
testing activities, and manufacturing and quality control work in preparation of a further extension of the trial. Clinical study expenses decreased
primarily due to the completion of patient enrollment of the Phase 2 study for our CMV vaccine candidate HB-101.
Internal research and development expenses increased by $1.6 million, mainly due to HOOKIPA’s increased research and development headcount.
General and Administrative Expenses: General and administrative expenses for the three months ended September 30, 2021 were $4.3 million,
compared to $4.4 million for the three months ended September 30, 2020. The decrease was primarily due to a decrease in personnel-related
expenses and a decrease in professional and consulting fees. The decrease in personnel-related expenses resulted from decreased stock
compensation expenses, partially offset by a growth in headcount along with increased salaries in our general and administrative functions.
Net Loss: HOOKIPA’s net loss was $20.0 million for the three months ended September 30, 2021, compared to a net loss of $13.6 million for the three
months ended September 30, 2020. The increase was primarily due to an increase in HOOKIPA’s research and development activities.
About HOOKIPA
HOOKIPA Pharma Inc. (NASDAQ: HOOK) is a clinical-stage biopharmaceutical company focused on developing novel immunotherapies that mobilize
and amplify targeted T cells to address unmet needs in cancer.
The company is leveraging its proprietary, versatile platform to engineer a broad pipeline of differentiated arenaviral therapeutics. These novel
immunotherapies induce robust antigen-specific killer T cells to a broad range of self and non-self antigens, including viral antigens, tumor-associated
antigens and neoantigens. HOOKIPA’s platform technology uses replicating viral vectors based on the target cancer, with the potential to induce killer
T cell response levels previously not achieved by other immunotherapy approaches.
HOOKIPA’s pipeline includes wholly-owned investigational arenaviral immunotherapeutics targeting HPV16+ cancers, prostate cancer, KRAS-mutated
cancers (including colorectal, pancreatic and lung), and other undisclosed projects. In addition, the company aims to develop functional cures of HBV
and HIV in collaboration with Gilead.
Find out more about HOOKIPA online at www.hookipapharma.com.
Forward Looking Statements
Certain statements set forth in this press release constitute “forward-looking” statements within the meaning of the Private Securities Litigation Reform
Act of 1995, as amended. Forward-looking statements can be identified by terms such as “believes,” “expects,” “plans,” “potential,” “would” or similar
expressions and the negative of those terms. Such forward-looking statements involve substantial risks and uncertainties that could cause HOOKIPA’s
research and clinical development programs, future results, performance or achievements to differ significantly from those expressed or implied by the
forward-looking statements. Such risks and uncertainties include, among others, the uncertainties inherent in the drug development process, including
HOOKIPA’s programs’ early stage of development, the process of designing and conducting preclinical and clinical trials, the regulatory approval
processes, the timing of regulatory filings, the challenges associated with manufacturing drug products, HOOKIPA’s ability to successfully establish,
protect and defend its intellectual property, risks relating to business interruptions resulting from the coronavirus (COVID-19) disease outbreak or
similar public health crises, the impact of COVID-19 on the enrollment of patients and timing of clinical results for HB-101 and other programs, and
other matters that could affect the sufficiency of existing cash to fund operations and HOOKIPA’s ability to achieve the milestones under the agreement
with Gilead. HOOKIPA undertakes no obligation to update or revise any forward-looking statements. For a further description of the risks and
uncertainties that could cause actual results to differ from those expressed in these forward-looking statements, as well as risks relating to the
business of the company in general, see HOOKIPA’s quarterly report on Form 10-Q for the quarter ended September 30, 2021 which is available on
the Securities and Exchange Commission’s website at www.sec.gov and HOOKIPA’s website at www.hookipapharma.com.
Investors and others should note that we announce material financial information to our investors using our investor relations website
(https://ir.hookipapharma.com/), SEC filings, press releases, public conference calls and webcasts. We use these channels, as well as social media, to
communicate with our members and the public about our company, our services and other issues. It is possible that the information we post on social
media could be deemed to be material information. Therefore, we encourage investors, the media, and others interested in our company to review the
information we post on the U.S. social media channels listed on our investor relations website.
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(4,342)

(16,009)
(4,437)

(60,434)
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