
UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 6-K

REPORT OF FOREIGN PRIVATE ISSUER PURSUANT TO RULE 13a‑16 OR 15d‑16
UNDER THE SECURITIES EXCHANGE ACT OF 1934

FOR THE MONTH OF MARCH 2022

COMMISSION FILE NUMBER 001-39081

BioNTech SE
(Translation of registrant’s name into English)

An der Goldgrube 12
D-55131 Mainz

Germany
+49 6131-9084-0

(Address of principal executive offices)

Indicate by check mark whether the registrant files or will file annual reports under cover Form 20‑F or Form 40‑F: Form 20‑F ☒ Form 40‑F ☐

Indicate by check mark if the registrant is submitting the Form 6‑K in paper as permitted by Regulation S‑T Rule 101(b)(1): ☐

Indicate by check mark if the registrant is submitting the Form 6‑K in paper as permitted by Regulation S‑T Rule 101(b)(7): ☐



DOCUMENTS INCLUDED AS PART OF THIS FORM 6-K

On March 30, 2022, BioNTech SE (the “Company”) issued a press release announcing its full year 2021 financial results and corporate update and details of a conference call to be held at
8:00 am EST on March 30, 2022 to discuss the results. The press release and the conference call presentation are attached as Exhibits 99.1 and 99.2, respectively, and incorporated by reference
herein.

The information contained in Exhibits 99.1 and 99.2 shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or
incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act, unless expressly set forth by specific reference in such a filing.



SIGNATURE

Pursuant to the requirements of s the registrant has duly caused this report to be signed on its behalf by the undersigned, thereunto duly authorized.

BioNTech SE

By: /s/ Jens Holstein
Name: Jens Holstein
Title: Chief Financial Officer

Date: March 30, 2022



EXHIBIT INDEX

Exhibit Description of Exhibit

99.1 BioNTech Announces Full Year 2021 Financial Results and Corporate Update

99.2 Fourth Quarter and Full Year 2021: Corporate Update and Financial Results



Exhibit 99.1

BioNTech Announces Fourth Quarter and Full Year 2021 Financial Results and Corporate Update

• Fourth quarter and full year revenues of €5.5 billion  and €19.0 billion , respectively
• Full year net income of €10.3 billion and fully diluted earnings per share of €39.63 ($46.87 )
• Expect to authorize a share repurchase program of up to $1.5 billion over the next two years and will propose a special cash dividend of €2.00 per share, pending approval at the Annual

General Meeting
• Approximately 2.6 billion doses of COMIRNATY /BNT162b2 delivered to more than 165 countries and regions worldwide in 2021, including more than 1 billion doses to low- and middle-

income countries
• Reiterate BioNTech COVID-19 2022 vaccine revenue guidance of €13 billion to €17 billion
• Signed orders for 2022 delivery increased to 2.4 billion COVID-19 vaccine doses
• Expanded clinical stage oncology pipeline to 16 clinical programs with initiation of nine clinical trials, including four randomized Phase 2 trials
• Initiated expansion of Phase 3 clinical trials to include Omicron-based vaccine candidates, and expanded mRNA vaccine pipeline with multiple preclinical programs addressing high-need

infectious diseases expected to advance into the clinic this year
• Focused on driving further transformation in 2022 by reinvesting COVID-19 vaccine profits to accelerate oncology and infectious disease programs, broaden pipeline and scale-up

business

Conference call and webcast scheduled for March 30, 2022 at 8:00 am ET (2:00 pm CET)

MAINZ, Germany, March 30, 2022 (GLOBE NEWSWIRE) -- BioNTech SE (Nasdaq: BNTX, “BioNTech” or “the Company”) today reported financial results for the three months and full year
ended December 31, 2021 and provided an update on its corporate progress.

“Looking back, 2021 was an exceptional year during which BioNTech had a momentous impact on human health and the global economy with our first approved vaccine based on our mRNA
technology,” said Ugur Sahin, M.D., CEO and Co-Founder of BioNTech. “To continue our industry leadership, we intend to build on our 2021 success and rapidly advance multiple programs,
including our mRNA-based immunotherapies, cell therapies, and bi-specific antibodies. At the same time, we are investing in our second growth pillar, infectious diseases, and intend to advance
our influenza and shingles vaccine candidates together with our partner Pfizer. In parallel, we intend to invest heavily in regenerative medicine and autoimmune diseases with the aim to develop
further therapeutic innovations addressing high unmet medical need. Our core vision remains the foundation for all our activities: harnessing the power of the immune system to improve the
health and lives of billions of people worldwide.”
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Key Fourth Quarter and Full Year 2021 Financial Results

in millions, except per share data Fourth Quarter 2021 Fourth Quarter 2020 Full Year 2021 Full Year 2020

Total Revenues €5,532.5 €345.4 €18,976.7 €482.3

Net Profit €3,166.2 €366.9 €10,292.5 €15.2

Diluted Earnings per Share €12.18 €1.43 €39.63 €0.06

“Driven by the continued global delivery of our COVID-19 vaccine, we are delighted to report a strong financial performance in both the fourth quarter and for the full year of 2021. Our 2021
COVID-19 vaccine revenues were significantly influenced by the extraordinary circumstances of the ongoing pandemic,” said Jens Holstein, CFO of BioNTech. “The financial success of 2021
allows us to redeploy meaningful investments into our R&D engine in the years to come. We expect to spend €1.4 billion to €1.5 billion in R&D during the 2022 financial year, which represents an
increase of about 50%  compared to 2021. In subsequent years we intend to increase R&D investments further to continue to exploit the many prophylactic and therapeutic opportunities offered
by our technologies. Moreover, we expect to initiate a share repurchase program of up to $1.5 billion as we would like to share our successes with our shareholders and provide for upcoming
settlement obligations under share-based payment arrangements. In addition, we will propose a special cash dividend of €2.00 per share at our forthcoming 2022 Annual General Meeting."

Outlook for the Full Year 2022

The Company's full year 2022 outlook includes the following components:

BioNTech COVID-19 Vaccine Revenues for the 2022 Financial Year:

Estimated BioNTech COVID-19 vaccine revenues for the full 2022 financial year €13 billion - €17 billion

This revenue estimate reflects expected revenues related to BioNTech's share of gross profit from COVID-19 vaccine sales in the collaboration partners' territories, from direct COVID-19 vaccine
sales to customers in BioNTech’s territory and expected revenues generated from products manufactured by BioNTech and sold to collaboration partners.

Planned 2022 Financial Year Expenses and Capex:

R&D expenses €1,400 million - €1,500 million

SG&A expenses €450 million - €550 million

Capital expenditures €450 million - €550 million

The ranges reflect current base case projections and do not include potential effects caused by or driven from additional collaborations or potential M&A transactions.
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Estimated 2022 Financial Year Tax Assumptions:

BioNTech Group estimated annual effective income tax rate ~28%

Capital Allocation Framework

The broad success of BioNTech's COVID-19 vaccine has paved the way to a new era of mRNA technology and synthetic biology. The Company’s position today reflects a rich pipeline including
multiple potentially first-in-class approaches positioning BioNTech to potentially redesign the therapeutic landscape, enable personalized and individualized therapeutic solutions, and drive
superior patient outcomes across diseases.

The current capital allocation of BioNTech places the Company in an exceptional position to drive a multi-platform strategy and continue to build a fully integrated global biotechnology company,
supported by the following goals:

R&D activities

• Develop next generation COVID-19 vaccines to maintain leadership and pandemic preparedness as well as broaden label and access to vaccine

• Scale-up Global Development Organization with clinical and regulatory expertise

• Accelerate clinical development, bolstering mid- and late-stage oncology presence

• Broaden pipeline through start of new programs in oncology and infectious diseases

• Diversify therapeutic area footprint to fully leverage potential of all technology platforms across autoimmune diseases, inflammatory diseases, cardiovascular disease, neurodegenerative
diseases, and regenerative medicines

M&A and business development

• Strengthen technology platforms and digital capabilities through select strategic partnerships and acquisitions

• Enhance capabilities through complementary acquisitions, technologies, infrastructure and manufacturing

Corporate and infrastructure

• Grow organization and expand team while developing global footprint in key regions including Europe, the United States, Asia and Africa

• Invest in manufacturing capabilities for key technologies

• Deploy pandemic response capabilities

Return capital to shareholders

• The Management Board and Supervisory Board expect to authorize a share repurchase program of ADSs, pursuant to which the Company may repurchase ADSs in the amount of up to
$1.5 billion over the next two years. The Company expects to
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use all or a portion of the ADSs it repurchases and holds in treasury to satisfy upcoming settlement obligations under its share-based payment arrangements.

• Given that BioNTech had an extraordinary year 2021, the Management Board and Supervisory Board will propose a special cash dividend of €2.00 per ordinary share (including those
held in the form of ADSs), which corresponds to an aggregate of approximately €486.0 million, based on the shares outstanding as of March 30, 2022, pending approval at the Annual
General Meeting to be held in June 2022, which the Company expects to serve as the record date for the dividend.

Detailed Fourth Quarter and Full Year 2021 Financial Results

• Revenues: Total revenues reported were €5,532.5 million  for the three months ended December 31, 2021, compared to €345.4 million  for the comparative prior year period. For the year
ended December 31, 2021, total revenues reported reached €18,976.7 million  compared to €482.3 million  for the comparative prior year period. The increase was mainly due to the high
demand for BioNTech's COVID-19 vaccine.

Under the collaboration agreements, territories have been allocated between BioNTech, Pfizer and Fosun Pharma based on marketing and distribution rights. During the three months
ended December 31, 2021, BioNTech’s commercial revenues included €4,582.2 million  gross profit share and €43.8 million of sales milestones. During the year ended December 31,
2021, €14,352.1 million  gross profit share and €476.6 million of sales milestones were included in BioNTech’s commercial revenues. BioNTech’s share of the collaboration partners’ gross
profit is based on COVID-19 vaccine sales in Pfizer’s and Fosun Pharma’s territories and represents a net figure.

In addition, during the three months and the year ended December 31, 2021, respectively, €456.6 million and €970.9 million sales of products manufactured by BioNTech for its
collaboration partners, as well as €421.0 million and €3,007.2 million direct COVID-19 vaccine sales to customers in BioNTech’s territory, Germany and Turkey, have been recognized.

• Cost of Sales: Cost of sales was €583.2 million for the three months ended December 31, 2021, compared to €41.0 million for the comparative prior year period. For the year ended
December 31, 2021, cost of sales was €2,911.5 million, compared to €59.3 million for the comparative prior year period. During the three and twelve months ended December 31, 2021,
cost of sales of €565.5 million and €2,855.6 million, respectively, was recognized with respect to BioNTech’s COVID-19 vaccine sales and include the share of gross profit that BioNTech
owes to its collaboration partner Pfizer based on its sales.

• Research and Development Expenses: Research and development expenses were €271.5 million for the three months ended December 31, 2021, compared to €257.0 million for the
comparative prior year period. For the year ended December 31, 2021, research and development expenses were €949.2 million, compared to €645.0 million for the comparative prior
year period. The increase was
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mainly due to increased research and development expenses from the BNT162 COVID-19 vaccine clinical trials initiated and conducted in the year ended December 31, 2021. The
increase was further driven by an increase in wages, benefits and social security expenses resulting from an increase in headcount, recording expenses incurred under BioNTech's share-
based-payment arrangements as well as from recognizing inventor remuneration expenses.

• General and Administrative Expenses: General and administrative expenses were €130.9 million for the three months ended December 31, 2021, compared to €35.9 million for the
comparative prior year period. For the year ended December 31, 2021, general and administrative expenses were €285.8 million, compared to €94.0 million for the comparative prior year
period. The increase was mainly due to an increase in wages, benefits and social security expenses resulting from an increase in headcount and expenses incurred under the share-
based-payment arrangements, increased expenses for purchased management consulting and legal services as well as higher insurance premiums caused by the increased business
volume. The Company's M&A and business development transactions also contributed to the increase in general and administrative expenses.

• Income Taxes: Income taxes were accrued in an amount to €1,547.7 million of tax expenses for the three months ended December 31, 2021, compared to €161.3 million of tax income for
the comparative prior year period. For the year ended December 31, 2021, income taxes accrued were €4,753.9 million of tax expenses, compared to €161.0 million of tax income for the
comparative prior year period. The derived annual effective income tax rate for the year ended December 31, 2021 was 31.6%.

• Net Profit: Net profit was €3,166.2 million for the three months ended December 31, 2021, compared to €366.9 million for the comparative prior year period. For the year ended
December 31, 2021, net profit was €10,292.5 million, compared to €15.2 million for the comparative prior year period.

• Cash, Cash Deposits and Trade Receivables: As of December 31, 2021, cash and cash equivalents were €1,692.7 million and cash deposits, which were returned to cash in January and
February 2022, were €375.2 million. In addition, trade receivables remained outstanding as of December 31, 2021 mainly due to the contractual settlement of the gross profit share under
the COVID-19 collaboration with Pfizer, which has a temporal offset of more than one calendar quarter. As Pfizer’s fiscal quarter for subsidiaries outside the United States differs from
BioNTech’s financial reporting cycle, it creates an additional time lag between the recognition of revenues and the payment receipt. Trade receivables for example include the gross profit
share for the third quarter of 2021 (as defined by the contract) for which the settlement payment was received subsequent to the end of the reporting period in January 2022. Of the total
trade receivables of €12,381.7 million which were outstanding as of December 31, 2021, €4,693.6 million were received in cash by January 16, 2022.
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• Shares Outstanding: Shares outstanding as of December 31, 2021 were 242,521,489.

The full audited consolidated financial statements can be found in BioNTech’s 20F, filed today with the SEC and available at https://www.sec.gov/.

BioNTech's profit share is estimated based on preliminary data shared between Pfizer and BioNTech as further described in the Annual Report on Form 20-F for the year ended December 31, 2021. Any changes in the estimated share of the collaboration partner's

gross profit will be recognized prospectively.

Calculated applying the average foreign exchange rate for the year ended December 31, 2021 as published by the German Central Bank (Deutsche Bundesbank).

Comparing R&D expenses planned for the 2022 financial year to the R&D expenses incurred during the 2021 financial year.

Fourth Quarter 2021 and Subsequent Program Updates

COVID-19 Vaccine Program – BNT162b2

BNT162b2, the first ever approved mRNA-based product, is ushering in a new class of medicines. This was one of the fastest pharmaceutical products ever developed and one of the most
successful pharmaceutical product launches. BioNTech's efforts resulted in more than one billion people being vaccinated with BNT162b2 around the globe. BioNTech and Pfizer continue to
execute on plans for global COVID-19 vaccine leadership with multiple new product launches, including label expansions, pediatric dosage forms and potentially variant-based vaccines.

Commercial updates

As of the beginning of March 2022, BioNTech and Pfizer delivered more than 3.1 billion doses of BNT162b2 to more than 170 countries and regions around the world. By early March 2022, as
part of BioNTech and Pfizer’s commitment towards equitable and affordable access to COVID-19 vaccines globally, approximately 1.3 billion doses had been delivered to low- and middle-income
countries. As of mid-March 2022, BioNTech and Pfizer have signed orders for approximately 2.4 billion doses in 2022. Further discussions for additional dose commitments are ongoing for 2022
and beyond.

• BioNTech and Pfizer launched a new product formulation of their COVID-19 vaccine that simplifies vaccine handling and has improved storage and transport conditions. Vials can be
stored for 10 weeks at refrigerator temperatures from 2°C to 8°C, and after first puncture, can be stored and transported at 2°C to 30°C and used within 12 hours. The new formulation
was rolled out in November 2021 in the United States and in December 2021 in the European Union. To date, this formulation has been delivered to more than 50 countries.

• In December 2021, BioNTech and Pfizer announced an agreement with the European Commission (EC) and its member states, pursuant to which the EC exercised its option to purchase
more than 200 million additional doses of vaccine.
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The 200 million doses are in addition to the 450 million doses already planned to be delivered in 2022, based on an agreement signed in May 2021. The number of doses to be delivered
to EC member states in 2022 will now total more than 650 million doses. In sum, the total number of potential doses delivered to the EC, inclusive of all agreements, is expected to be up
to 2.4 billion by end of 2023.

Manufacturing updates

The companies’ global COVID-19 vaccine supply chain and manufacturing network includes 20 manufacturing facilities spanning four continents.

Clinical development and research updates

In 2021 and 2022 to-date, BioNTech and Pfizer generated clinical data to expand COVID-19 vaccination to broader populations, including children. The companies are conducting a robust
booster development program to address waning efficacy, and partial escape variants and to ensure continued protection by the vaccine.

Additionally, BioNTech and Pfizer continue to monitor protection offered by BNT162b2 against emerging SARS-CoV-2 variants. BNT162b2 offers a high level of protection against variants of
concern, including Alpha, Beta, and Delta, and recent laboratory studies published in Science demonstrated three doses of BNT162b2 neutralize the SARS-CoV-2 Omicron variant.

BioNTech and Pfizer are evaluating variant-based versions of the vaccine, including Omicron-based candidates, and are also evaluating bivalent vaccines, directed against the Omicron and
Wuhan strains of SARS-CoV-2. The studies are part of ongoing efforts to assess durability of efficacy and to determine the need for variant-based vaccines.

• In November 2021, BioNTech and Pfizer announced longer-term follow-up data from a pivotal Phase 3 clinical trial in 2,228 individuals 12 to under 16 years of age where 100% efficacy
was observed from seven days to four months after the second dose. This was during a time when the Delta variant was the dominant circulating strain. The adverse event profile was
favorable and generally consistent with other clinical safety data for the vaccine.

• In December 2021, after review by the Independent Data Monitoring Committee, the trial in children 6 months to under 5 years of age was amended to include a third dose of 3µg at least
two months after the two-dose series to provide high protection in this age group. The companies expect to have three dose protection data in this age group available in April 2022. The
data will be submitted to the U.S. Food and Drug Administration (FDA) and other regulators to support expansion of authorizations and approvals for this age group.

BioNTech and Pfizer are also evaluating a third dose of the 10µg formulation in children 5 to under 12 years of age.
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• In January 2022, BioNTech and Pfizer announced the initiation of clinical trials to evaluate the safety, tolerability, and immunogenicity of an Omicron-based vaccine in healthy adults 18 to
less than 56 years of age and adults greater than 55 years of age. The study is evaluating approximately 2,150 participants across multiple cohorts examining different regimens of the
current COVID-19 vaccine or an Omicron-based vaccine in both vaccine experienced and naive subjects. The study was expanded to include multiple new cohorts, including a cohort
evaluating combination of an Omicron-based vaccine and BNT162b2, as well as an exploratory cohort evaluating a bivalent Omicron vaccine. BioNTech has scaled-up manufacturing and
has started producing its Omicron-based vaccine at risk. The trial recruitment is on track and the Company expects to publish data in April 2022 supporting potential regulatory
submissions for an Omicron-adapted vaccine. In addition, BioNTech intends to continue to evaluate other follow-on COVID-19 vaccines candidates, including combination and bivalent
vaccines.

Regulatory updates

BioNTech and Pfizer’s COVID-19 vaccine has received multiple regulatory approvals worldwide including label expansions, a new formulation, and updated storage conditions. The label
expansions include use as a booster dose in individuals 12 years and older and pediatric vaccinations in children 5 years and older.

• In November 2021, the U.S. FDA expanded the Emergency Use Authorization (EUA) to include a booster dose of the companies’ COVID-19 vaccine in individuals 18 years of age and
older given six months after the second dose of the primary regimen.

• In November 2021, the EC approved a variation to the Conditional Marketing Authorization (CMA) for the use of the companies’ COVID-19 vaccine in children 5 to less than 12 years of
age, following a positive European Medicines Agency’s (EMA) Committee for Medicinal Products for Human Use (CHMP) opinion. The approval was based on results from a Phase 2/3
trial that included approximately 4,500 children 5 to less than 12 years of age. BNT162b2 showed a favorable safety profile, robust immune responses as well as a vaccine efficacy rate of
90.7% in participants without prior SARS-CoV-2 infection, during a period when Delta was the prevalent strain.

• In December 2021, BioNTech and Pfizer announced that the U.S. FDA expanded the EUA to include a booster dose for individuals 16 years of age and older given at least six months
after completion of the primary series.

• In January 2022, BioNTech and Pfizer announced that the U.S. FDA expanded the EUA to include a booster dose for individuals 12 years of age and older, to be given at least 5 months
following completion of the primary series.

• The EUA was also expanded to include administration of a third primary series dose at least 28 days following the second dose for immunocompromised individuals 5 to less than 12
years of age.
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• In February 2022, BioNTech and Pfizer announced that, following a request from the U.S. FDA, the companies initiated a rolling submission seeking to amend the EUA to include children
6 months to less than 5 years of age in response to the urgent public health need in this population. The application is for the authorization of a three-dose primary series in this age
group.

• In February 2022, the EC approved a variation to the CMA to include the administration of BNT162b2 as a booster dose (30µg) at least six months after the second dose in adolescents
12 to less than 18 years of age.

• In February 2022, the EU Product Information of COMIRNATY  was updated to include the use of the vaccine during pregnancy. A large amount of data from pregnant women showed no
increase in pregnancy complications. Although data in the first trimester of pregnancy are more limited, no increased risk of miscarriage was seen. The EU Product Information was also
updated to include the use during breast-feeding. Data from women who were breast-feeding after vaccination have not shown a risk of adverse effects in breast-fed babies.

• In March 2022, BioNTech and Pfizer announced that the U.S. FDA expanded the EUA for the COVID-19 vaccine to include a second booster dose for individuals aged 50 years and older
who have previously received a booster of any authorized or approved COVID-19 vaccine. The U.S. FDA also authorized a second booster dose for individuals 12 years of age and older
who have been determined to have certain kinds of immunocompromise and who have received a first booster dose of any authorized or approved COVID-19 vaccine. The second
booster is to be administered at least four months after the first booster and is the same formulation and strength as prior doses.

Additional Infectious Disease programs

Infectious diseases are a long-term growth pillar for BioNTech. The Company’s objective is to be a leader in mRNA vaccines for infectious diseases. With investments in multiple programs to
address diseases with major impact on global population health and on people in lower income countries, the Company is advancing its pipeline of mRNA vaccines and therapeutics to address
multiple high-need indications, including influenza, shingles (herpes zoster), malaria, tuberculosis, herpes simplex virus 2 (HSV 2), and HIV.

Influenza Vaccine Program

BioNTech is collaborating with Pfizer to develop an influenza vaccine based on the Company's suite of mRNA platforms.

• BNT161 – BioNTech and Pfizer expect data from the Phase 1 clinical trial of BNT161, a modified mRNA vaccine, to evaluate the safety, tolerability and immunogenicity of a single dose
quadrivalent mRNA influenza vaccine in the first half of 2022.

®
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• BioNTech and Pfizer also plan to start a clinical study to develop a self-amplifying mRNA, or saRNA, influenza vaccine. This planned dose-finding study will evaluate safety, tolerability,
and immunogenicity in healthy adults 18 to less than 50 years of age.

Shingles Vaccine Program

In January 2022, Pfizer and BioNTech signed a new global agreement to develop the first mRNA-based shingles vaccine candidate. Under the terms of the agreement the companies will
leverage a proprietary antigen technology identified by Pfizer’s scientists and BioNTech's proprietary mRNA platform used in the companies’ COVID-19 vaccine. The goal is to develop an mRNA
vaccine with a favorable safety profile and high efficacy, utilizing a scalable manufacturing technology to support global access.

Clinical trials are planned to start in the second half of 2022.

Malaria Vaccine Program

BioNTech plans to develop an mRNA vaccine candidate to potentially prevent malaria and disease-associated mortality. The Company will assess several vaccine candidates, featuring known
targets such as circumsporozoite protein (CSP) as well as newly discovered antigens.

A clinical trial for an mRNA-based malaria vaccine is planned to start in the second half of 2022.

Tuberculosis Vaccine Program – BNT164

BioNTech has collaborated with the Bill and Melinda Gates Foundation since 2019 to develop vaccine candidates aimed at preventing tuberculosis infection and disease.

There is still a high unmet medical need for a safe, effective, and durable vaccine to prevent the development and spread of pulmonary tuberculosis.

The collaboration will initially develop first mRNA vaccine candidates targeting tuberculosis. A clinical trial for a tuberculosis vaccine candidate is planned to begin in the second half of 2022, just
two years after the tuberculosis program was initiated.

HSV 2 Vaccine Program

BioNTech is developing an HSV 2 vaccine candidate under a preclinical collaboration with the University of Pennsylvania.

A clinical trial is expected to start in the second half of 2022.
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Oncology

BioNTech’s immuno-oncology strategy is based on pioneering approaches to modulate the immune response to treat cancer. BioNTech has multiple assets across different therapeutic classes
with potential to tackle tumors using complementary strategies, either by targeting tumor cells directly, or by modulating the immune response against the tumor. The Company’s oncology pillars
include mRNA therapeutic vaccines, CAR-T immunotherapies, cell therapies, individualized neoantigen specific immunotherapies, RiboMabs, next-generation checkpoint immunomodulators,
anti-tumor antibodies and small molecules. Many product candidates have the potential to be combined with other pipeline assets or previously approved therapies.

This diverse toolkit of different technologies and modes of action has potential to address a broad range of solid tumors in different disease stages, using both off-the-shelf and individualized
approaches. BioNTech has assembled libraries of more than 300 proprietary or known shared antigens and has developed predictive algorithms capable of efficiently identifying multiple
neoantigens on an individualized basis for any patient.

BioNTech drove strong clinical execution in 2021 with the advancement of four immuno-oncology programs into randomized Phase 2 studies, and five first-in-human trial starts, bringing the
Company’s clinical pipeline to a total of 16 product candidates in 20 ongoing clinical trials. BioNTech’s clinical stage oncology pipeline now includes five randomized Phase 2 clinical trials: two
FixVac programs (BNT111 and BNT113), two indications for the iNeST product candidate autogene cevumeran (BNT122, RO7198457), and the bispecific antibody checkpoint immunomodulator
BNT311 (GEN1046). Also, a first-in-human trial was started in January 2022 for the first product candidate from BioNTech’s RiboMabs program, BNT141. BioNTech expects continued pipeline
advancement and expansion in 2022.

mRNA programs

FixVac

BioNTech’s off-the-shelf FixVac product candidates leverage the Company's proprietary immunogenic mRNA backbone encoding cancer-specific shared antigens in a proprietary RNA-LPX
delivery formulation for intravenous administration. FixVac product candidates may be of clinical utility in combination with anti-PD1 in patients with a lower mutational burden, including those
who have already experienced checkpoint inhibitor (CPI) therapy.

In 2021, two FixVac programs moved into Phase 2 trials: BNT111 in checkpoint inhibitor refractory/relapsed (CPI-R/R) melanoma and BNT113 in HPV16+ PDL1+ head and neck cancer. In
addition, a Phase 1/2 trial is ongoing for BNT112 program in localized and metastatic castrate-resistant prostate cancer.

• BNT111 – A global, three-arm Phase 2 trial evaluating BNT111 in combination with cemiplimab (Regeneron and Sanofi’s Libtayo®), versus both agents as monotherapy, in patients with
anti-PD1-refractory/relapsed, unresectable Stage III or IV melanoma, is ongoing. The trial is being conducted in collaboration with Regeneron.
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In November 2021, the FDA granted Fast Track Designation for BNT111 for the treatment of advanced melanoma. Previously, the FDA granted Orphan Drug Designation for BNT111 for
the treatment of Stage IIB through IV melanoma.

• BNT116 – In March 2022, BioNTech announced the expansion of its strategic collaboration with Regeneron. Under the agreement, the combination of BNT116 and Libtayo is expected to
be advanced into clinical development for the treatment of advanced non-small-cell lung cancer (NSCLC). The first-in-human clinical trial to evaluate the safety, tolerability and preliminary
efficacy of BNT116 alone and in combination with Libtayo is expected to be initiated in the second half of 2022.

Individualized neoantigen specific immunotherapy (iNeST)

iNeSTs are individualized cancer immunotherapies that target patient-specific neoantigens present in the tumor. BioNTech’s iNeST immunotherapy contains pharmacologically optimized uridine
mRNA delivered in the Company’s proprietary RNA-LPX formulation.

Autogene Cevumeran (BNT122) – BioNTech’s lead iNeST product candidate, autogene cevumeran, is being developed by BioNTech and Genentech as part of a co-development and co-
commercialization collaboration.

Individual mRNA cancer vaccines use the patient’s own tumor mutations to generate neoantigen specific CD4 and CD8 T cell responses in vivo. BioNTech believes this modality is well-suited for
use in early-stage cancers and in the adjuvant setting.

• In October 2021, BioNTech announced that the first patient was dosed in a randomized Phase 2 trial of autogene cevumeran in the adjuvant treatment of circulating tumor DNA (ctDNA)
positive, surgically resected Stage II (high-risk)/Stage III colorectal cancer. The trial is expected to enroll about 200 patients to evaluate the efficacy of autogene cevumeran compared to
watchful waiting after surgery and chemotherapy, the current standard of care for these high-risk patients. The primary endpoint for the study is disease-free survival. Secondary
objectives include overall survival and safety. The trial has been initiated in the United States, Germany, Spain and Belgium.

• A data update from the ongoing randomized Phase 2 trial of autogene cevumeran combined with pembrolizumab in patients with 1L metastatic melanoma is expected in the second half
of 2022.

RiboMabs

BioNTech’s RiboMab product candidates, BNT141 and BNT142, encode cancer cell targeting antibodies. These product candidates leverage the Company’s proprietary optimized mRNA
technology combining nucleoside modifications to minimize immunogenicity with BioNTech’s modifications in the mRNA backbone to maximize protein expression. RiboMabs may address the
limitations of recombinant antibodies, including avoidance of protein manufacturing challenges and short plasma half-life.
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• BNT141 – encodes a secreted antibody targeting Claudin-18.2, expressed in high unmet medical need tumors, including multiple epithelial solid tumors, such as gastric and pancreatic
cancers.

In January 2022, the first participant was dosed in an open-label, multi-site, Phase 1/2 dose escalation, safety, and pharmacokinetic trial of BNT141 followed by expansion cohorts in
patients with Claudin (CLDN)-18.2-positive tumors. The trial evaluates dose escalation as monotherapy in patients with unresectable or metastatic cancers, followed by dose escalation in
combination with standard of care in patients with advanced unresectable or metastatic CLDN18.2-positive pancreatic adenocarcinoma or cholangiocarcinoma who are eligible for
treatment with standard of care. After dose escalation, expansion cohorts will be evaluated.

• BNT142 – encodes bispecific antibodies that target CD3, a T cell receptor component that plays a key role in the activation of T cells, and Claudin-6, a highly specific oncofetal cell
surface antigen found in solid tumors.

BioNTech plans to start a Phase 1 clinical trial for BNT142 in the first half of 2022.

Antibodies

Next-generation checkpoint immunomodulators

BioNTech’s next generation immunomodulators are designed to prime and activate anti-tumor T-cell and Natural Killer cell function. BioNTech is developing two bispecific antibody checkpoint
immunomodulators, BNT311 and BNT312, as part of a 50/50 collaboration with Genmab in which development costs and future profit are shared.

• BNT311/GEN1046 – In December 2021, the first patient was dosed in a Phase 2, multicenter, randomized, open-label trial of BNT311 as monotherapy and in combination with
pembrolizumab in subjects with relapsed/refractory metastatic NSCLC after treatment with standard of care therapy with an immune checkpoint inhibitor. This three-arm trial is expected
to enroll up to 132 patients with histologically or cytologically confirmed diagnosis of Stage 4 NSCLC with tumor PD-L1 expression of tumor proportion score (TPS) ≥1% and at least one
prior line of systemic therapy containing an anti-PD-1/PD-L1 monoclonal antibody and has progressed. The primary endpoint of the study is objective response rate (ORR) according to
RECIST v1.1.

10 expansion cohorts in the Phase 1/2 study are currently ongoing, including patients with NSCLC, triple negative breast cancer (TNBC), urothelial cancer, squamous cell carcinoma of
the head and neck (SCCHN), and cervical cancer.

• BNT312/GEN1042 – A Phase 1/2 trial in patients with solid tumors is ongoing. Expansion cohorts in melanoma, NSCLC, pancreatic and head and neck carcinoma are recruiting.
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Cell therapies

CAR-T cell immunotherapy

BNT211, BioNTech’s first CAR-T product candidate, targets CLDN6+ solid tumors in combination with a CAR-T cell-Amplifying RNA Vaccine, or CARVac, encoding the antigen CLDN6. Claudin-6
CAR-T cells are equipped with a second-generation chimeric antigen receptor of high sensitivity and specificity for the tumor-specific carcino-embryonal antigen Claudin-6. CARVac drives in
vivo expansion of transferred CAR-T cells, increasing their persistence and efficacy. BNT211 is designed to overcome CAR-T cell therapy limitations in patients with solid tumors.

• BNT211 – A Phase 1/2 open-label dose escalation and dose expansion trial evaluating BNT211 in patients with Claudin-6-positive solid tumors is ongoing.

At ESMO-IO in December 2021, BioNTech presented a data update from the ongoing Phase 1/2 trial. As of November 18, 2021, 15 patients have been treated, including patients with
testicular, ovarian, endometrial, and fallopian tube cancers, as well as sarcoma. Nine patients received CAR-T cell monotherapy and five patients received CAR-T cells plus CARVac
vaccine combination therapy. Overall, the safety profile for monotherapy and combination therapy was tolerable at the dose levels evaluated. Cytokine release syndrome (CRS) was
observed in four patients in the monotherapy treatment arm and three patients in the combination treatment arm. CRS cases were all Grade one or two, accompanied by IL-6 elevation,
and manageable with tocilizumab if needed.

Robust engraftment of CAR-T cells, resulting in approximately 10  CAR-T cells, was achieved in most patients and suggests the potential for clinical activity. Nine of ten patients evaluable
for efficacy assessment showed initial disease control, including four partial responses and five stable disease cases, of which four showed signs of clinical activity with shrinkage of target
lesions.

An oral presentation was accepted at the American Association for Cancer Research (AACR) conference 2022. Another data update from the ongoing Phase 1/2 trial is expected in the
second half of 2022.

Corporate Updates

• In January 2022, BioNTech announced the design, development and successful testing of an Early Warning System (EWS) in collaboration with InstaDeep. Based on a new
computational method, the EWS analyzes worldwide available sequencing data and predicts high-risk variants of SARS-CoV-2. The advanced computational methods developed use
artificial intelligence (AI) calculated immune escape and fitness metrics and allow to analyze sequence information of the Spike protein and rank new variants according to their predicted
immune escape and ACE2 binding score. Results from a study testing the EWS underline that it is capable of evaluating new variants in minutes and risk monitoring variant lineages
nearly in real-time. It is also fully scalable as new variant data becomes available.

9
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This initiative is a cornerstone of BioNTech’s objective to drive digital transformation in medicine, bringing together scientific and medical understanding with machine learning. Leveraging
this combined expertise will further allow the Company to differentiate its research and discovery capabilities.

• In January 2022, BioNTech entered into a multi-target discovery collaboration with Crescendo Biologics Ltd. to develop novel immunotherapies for the treatment of patients with cancer
and other diseases. Crescendo will contribute its proprietary, transgenic platform to deliver fully human heavy-chain antibody domains (Humabody® VH) against targets nominated by
BioNTech.

• In February 2022, BioNTech entered into an asset purchase and option agreement, in addition to a multi-target research collaboration with Medigene AG to develop novel T cell receptor-
based immunotherapies against cancer. BioNTech will hold exclusive worldwide development and commercialization rights to all T cell receptor (TCR) therapies arising from the
collaboration. The initial term of the collaboration is three years.

Environmental, Social, and Governance (ESG) Overview

BioNTech’s commitment to social responsibility, responsible governance, environmental and climate protection, respecting human rights, and providing equitable access to medicines is intrinsic
to the vision of the Company. To that end, several initiatives to democratize access to our innovative medicines are underway.

• In 2022, BioNTech plans to construct state-of-the-art mRNA manufacturing sites initially in Africa and Asia to establish sustainable local supply that will help to increase the Company’s
manufacturing capacity in the future.

• In February 2022, BioNTech announced its turnkey manufacturing solution, named “BioNTainer,” which is designed to enable scalable mRNA vaccine production in bulk. The novel
approach utilizes a modular manufacturing unit made up of state-of-the-art manufacturing containers. BioNTainers will be equipped to manufacture a range of mRNA-based vaccines,
which can be targeted to local infectious disease needs. With their scalable and modular approach, BioNTainers are intended to enable production of high-quality mRNA vaccine
manufacturing worldwide. The establishment of the first modular mRNA manufacturing facility in the African Union is expected to start in mid-2022 with the first BioNTainer expected to
arrive in Africa in the second half of 2022.

BioNTech will publish its second ESG report (Sustainability Report 2021) in the coming days. The report can be found in the Investor Relations section of BioNTech's website.

Key ESG highlights:

• BioNTech’s ethical business practices include good corporate governance, social and societal responsibility, and sustainability. BioNTech has signed the United Nations Global Compact.
Furthermore, the Management Board variable compensation is
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linked to the achievement of ESG targets, including maintaining a "Prime" rating from the Institutional Shareholder Services (ISS) ESG rating agency.

• A resolution from the Management Board set climate protection targets fulfilling the requirements of the Science Based Targets Initiative (the "SBTi"). For Scope 1 & 2, the Company
targets a greenhouse gas (GHG) emissions absolute reduction of 42% by 2030 against base year 2021. For Scope 3, a supplier engagement target is set to cover at least 2/3 of
BioNTech's Scope 3 GHG emissions by 2026, at the latest.

• The Company pursues continuous enhancement of safety, health and environmental management (SHE).

• BioNTech is committed to continuous strengthening of employee recruiting and development. The Company is well diversified with employees from more than 60 countries.

• As part of BioNTech's pledge to equitable access to medicines, the Company expects to supply more than two billion doses of COVID-19 vaccine to low- and middle-income countries by
the end of 2022.

Upcoming investor and analyst events
• The Annual General Meeting will take place on June 1, 2022.

• BioNTech today announced that it will host a Capital Markets Day for analysts and investors on June 29, 2022.

About BioNTech
Biopharmaceutical New Technologies (BioNTech) is a next generation immunotherapy company pioneering novel therapies for cancer and other serious diseases. The Company exploits a wide
array of computational discovery and therapeutic drug platforms for the rapid development of novel biopharmaceuticals. Its broad portfolio of oncology product candidates includes individualized
and off-the-shelf mRNA-based therapies, innovative chimeric antigen receptor T cells, bispecific checkpoint immuno-modulators, targeted cancer antibodies and small molecules. Based on its
deep expertise in mRNA vaccine development and in-house manufacturing capabilities, BioNTech and its collaborators are developing multiple mRNA vaccine candidates for a range of
infectious diseases alongside its diverse oncology pipeline. BioNTech has established a broad set of relationships with multiple global pharmaceutical collaborators, including Genmab, Sanofi,
Genentech, a member of the Roche Group, Regeneron, Genevant, Fosun Pharma and Pfizer.

For more information, please visit www.BioNTech.de

Forward-Looking Statements
This press release contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995, as amended, including, but not limited to, statements
concerning: BioNTech's expected revenues and net profit related to sales of BioNTech's COVID-19 vaccine, referred to as COMIRNATY  where approved for use under full or conditional
marketing authorization, in territories controlled by BioNTech's

®
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collaboration partners, particularly for those figures that are derived from preliminary estimates provided by BioNTech's partners; BioNTech's pricing and coverage negotiations with governmental
authorities, private health insurers and other third-party payors after BioNTech's initial sales to national governments; the extent to which initial or booster doses of a COVID-19 vaccine continue
to be necessary in the future; competition from other COVID-19 vaccines or related to BioNTech's other product candidates, including those with different mechanisms of action and different
manufacturing and distribution constraints, on the basis of, among other things, efficacy, cost, convenience of storage and distribution, breadth of approved use, side-effect profile and durability
of immune response; the rate and degree of market acceptance of BioNTech's COVID-19 vaccine and, if approved, BioNTech's investigational medicines; the initiation, timing, progress, results,
and cost of BioNTech's research and development programs and BioNTech's current and future preclinical studies and clinical trials, including statements regarding the timing of initiation and
completion of studies or trials and related preparatory work, the period during which the results of the trials will become available and BioNTech's research and development programs; the timing
of and BioNTech's ability to obtain and maintain regulatory approval for BioNTech's product candidates; the collaboration between BioNTech and Pfizer to develop a COVID-19 vaccine (including
a potential booster dose of BNT162b2 and/or a potential booster dose of a variation of BNT162b2 having a modified mRNA sequence); the ability of BNT162b2 to prevent COVID-19 caused by
emerging virus variants; BioNTech's ability to identify research opportunities and discover and develop investigational medicines; the ability and willingness of BioNTech's third-party collaborators
to continue research and development activities relating to BioNTech's development candidates and investigational medicines; the impact of the COVID-19 pandemic on BioNTech's development
programs, supply chain, collaborators and financial performance; unforeseen safety issues and claims for personal injury or death arising from the use of BioNTech's COVID-19 vaccine and
other products and product candidates developed or manufactured by us; BioNTech's ability to progress BioNTech's Malaria, Tuberculosis and HIV programs, including timing for selecting clinical
candidates for these programs and the commencement of a clinical trial, as well as any data readouts; the nature of the collaboration with the African Union and the Africa CDC; the nature and
duration of support from WHO, the European Commission and other organizations with establishing infrastructure; the development of sustainable vaccine production and supply solutions on the
African continent and the nature and feasibility of these solutions; BioNTech's estimates of research and development revenues, commercial revenues, cost of sales, research and development
expenses, sales and marketing expenses, general and administrative expenses, capital expenditures, income taxes, shares outstanding; BioNTech's ability and that of BioNTech's collaborators
to commercialize and market BioNTech's product candidates, if approved, including BioNTech's COVID-19 vaccine; BioNTech's ability to manage BioNTech's development and expansion;
regulatory developments in the United States and foreign countries; BioNTech's ability to effectively scale BioNTech's production capabilities and manufacture BioNTech's products, including
BioNTech's target COVID-19 vaccine production levels, and BioNTech's product candidates; and other factors not known to BioNTech at this time. In some cases, forward-looking statements can
be identified by terminology such as “will,” “may,” “should,” “expects,” “intends,” “plans,” “aims,” “anticipates,” “believes,” “estimates,” “predicts,” “potential,” “continue,” or the negative of these
terms or other comparable terminology, although not all
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forward-looking statements contain these words. The forward-looking statements in this press release are neither promises nor guarantees, and you should not place undue reliance on these
forward-looking statements because they involve known and unknown risks, uncertainties, and other factors, many of which are beyond BioNTech’s control and which could cause actual results
to differ materially from those expressed or implied by these forward-looking statements. You should review the risks and uncertainties described under the heading “Risk Factors” in BioNTech's
annual report on Form 20-F for the quarter and year ended December 31, 2021 and in subsequent filings made by BioNTech with the SEC, which are available on the SEC’s website at
https://www.sec.gov/. Except as required by law, BioNTech disclaims any intention or responsibility for updating or revising any forward-looking statements contained in this press release in the
event of new information, future developments or otherwise. These forward-looking statements are based on BioNTech’s current expectations and speak only as of the date hereof.

Investor Relations

Sylke Maas, Ph.D.

VP Investor Relations & Strategy

Tel: +49 (0)6131 9084 1074

E-mail: Investors@biontech.de 

Media Relations
Jasmina Alatovic

Senior Director Global External Communications

Tel: +49 (0)6131 9084 1513 or +49 (0)151 1978 1385

E-mail: Media@biontech.de
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Consolidated Statements of Profit or Loss
Three months ended 

December 31,
Years ended 
December 31,

2021 2020 2021 2020 2019
(in millions, except per share data)

Revenues

Research & development revenues 6.6 65.4 102.7 178.8 84.4

Commercial revenues 5,525.9 280.0 18,874.0 303.5 24.2

Total revenues €5,532.5 €345.4 €18,976.7 €482.3 €108.6

Cost of sales (583.2) (41.0) (2,911.5) (59.3) (17.4)

Research and development expenses (271.5) (257.0) (949.2) (645.0) (226.5)

Sales and marketing expenses (17.9) (6.7) (50.4) (14.5) (2.7)

General and administrative expenses (130.9) (35.9) (285.8) (94.0) (45.5)

Other operating expenses (67.1) (1.1) (94.4) (2.4) (0.7)

Other operating income 237.8 240.5 598.4 250.5 2.7

Operating income / (loss) €4,699.7 €244.2 €15,283.8 €(82.4) €(181.5)

Finance income 31.9 0.5 67.7 1.6 4.1

Finance expenses (17.7) (39.1) (305.1) (65.0) (2.0)

Profit / (loss) before tax €4,713.9 €205.6 €15,046.4 €(145.8) €(179.4)

Income taxes (1,547.7) 161.3 (4,753.9) 161.0 0.2

Profit / (loss) for the period €3,166.2 €366.9 €10,292.5 €15.2 €(179.2)

Attributable to:

Equity holders of the parent 3,166.2 366.9 10,292.5 15.2 (179.1)

Non-controlling interests — — — — (0.1)

Profit / (loss) for the period €3,166.2 €366.9 €10,292.5 €15.2 €(179.2)

Earnings per share
Basic profit / (loss) for the period per share €12.96 €1.51 €42.18 €0.06 €(0.85)

Diluted profit / (loss) for the period per share €12.18 €1.43 €39.63 €0.06 €(0.85)

    Finance expenses disclosed separately in prior periods have been condensed.
    Capital increase due to 1:18 share split occurred on September 18, 2019. Retroactive effect is reflected in number of shares which relate to the period before the share split.

(1)

(2)

(1)

(2)
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Consolidated Statements of Financial Position
December 31, December 31,

(in millions) 2021 2020
Assets

Non-current assets
Intangible assets €202.4 €163.5

Property, plant and equipment 322.5 227.0

Right-of-use assets 197.9 99.0

Other financial assets 21.3 —

Other assets 0.8 1.0

Deferred expenses 13.6 —

Deferred tax assets — 161.2

Total non-current assets €758.5 €651.7

Current assets
Inventories 502.5 64.1

Trade and other receivables 12,381.7 165.5

Other financial assets 381.6 137.2

Other assets 64.9 61.0

Income tax assets 0.4 0.9

Deferred expenses 48.5 28.0

Cash and cash equivalents 1,692.7 1,210.2

Total current assets €15,072.3 €1,666.9

Total assets €15,830.8 €2,318.6

Equity and liabilities

Equity
Share capital 246.3 246.3

Capital reserve 1,674.4 1,514.5

Treasury shares (3.8) (4.8)

Retained earnings / (accumulated losses) 9,882.9 (409.6)

Other reserves 93.9 25.4

Total equity €11,893.7 €1,371.8

Non-current liabilities
Loans and borrowings 171.6 231.0

Other financial liabilities 6.1 31.5

Income tax liabilities 4.4 —

Provisions 184.9 5.5

Contract liabilities 9.0 71.9

Other liabilities 12.8 0.7

Deferred tax liabilities 66.7 0.2

Total non-current liabilities €455.5 €340.8

Current liabilities
Loans and borrowings 129.9 9.1

Trade payables 160.0 102.3

Other financial liabilities 1,190.4 74.1

Government grants 3.0 92.0

Refund liabilities 90.0 —

Income tax liabilities 1,568.9 —

Provisions 110.2 0.9

Contract liabilities 186.1 299.6

Other liabilities 43.1 28.0

Total current liabilities €3,481.6 €606.0

Total liabilities €3,937.1 €946.8

Total equity and liabilities €15,830.8 €2,318.6
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Consolidated Statements of Cash Flows
Three months ended 

December 31,
Years ended 
December 31,

2021 2020 2021 2020 2019
(in millions)

Operating activities
Profit / (loss) for the period €3,166.2 €366.9 €10,292.5 €15.2 €(179.2)

Income taxes 1,547.7 (161.3) 4,753.9 (161.0) (0.2)

Profit / (loss) before tax €4,713.9 €205.6 €15,046.4 €(145.8) €(179.4)

Adjustments to reconcile profit / (loss) before tax to net cash flows:

Depreciation and amortization of property, plant, equipment, intangible assets and right-of-use assets 26.0 12.5 75.2 38.7 33.9

Share-based payment expense 18.1 7.3 80.5 32.1 30.2

Net foreign exchange differences (92.0) 41.3 (387.5) 41.3 0.1

Gain on disposal of property, plant and equipment 4.2 (0.1) 4.6 0.6 0.5

Finance income (0.3) (0.5) (1.5) (1.6) (1.8)

Finance expense 2.2 13.6 305.2 22.3 2.0

Movements in government grants 20.6 100.5 (89.0) 92.0 —

Other non-cash income (2.2) 1.9 (2.2) 1.7 —

Net loss on derivative instruments at fair value through profit or loss 32.4 — 57.3 — —

Working capital adjustments:

Decrease / (Increase) in trade and other receivables, contract assets and other assets (1,712.9) (193.0) (11,808.1) (247.9) 2.9

Increase in inventories (109.1) (49.3) (438.4) (49.8) (5.8)

(Decrease) / Increase in trade payables, other financial liabilities, other liabilities, contract liabilities, refund liabilities and provisions 362.2 110.1 1,516.1 204.6 (80.6)

Interest received 0.2 0.6 1.2 1.4 1.3

Interest paid (6.1) (2.0) (12.2) (3.6) (2.0)

Income tax received / (paid), net (3,456.9) 0.7 (3,457.9) 0.5 0.2

Net cash flows from / (used in) operating activities €(199.7) €249.2 €889.7 €(13.5) €(198.5)

Investing activities
Purchase of property, plant and equipment (39.3) (25.3) (127.5) (66.0) (38.6)

Proceeds from sale of property, plant and equipment 2.0 1.2 3.4 1.2 —

Purchase of intangibles assets and right-of-use assets (14.0) (14.2) (26.5) (19.4) (32.5)

Acquisition of subsidiaries and businesses, net of cash acquired (20.8) (61.5) (20.8) (60.6) (6.1)

Investment into equity instruments designated at fair value through OCI (19.5) — (19.5) — —

Investment into cash deposit with an original term of six months (375.2) — (375.2) — —

Net cash flows used in investing activities €(466.8) €(99.8) €(566.1) €(144.8) €(77.2)

Financing activities
Proceeds from issuance of share capital and treasury shares, net of costs — 72.9 160.9 753.0 375.4

Proceeds from loans and borrowings — 53.6 — 156.0 11.0

Repayment of loans and borrowings (50.7) (0.7) (52.6) (1.6) —

Payments related to lease liabilities 1.8 (9.5) (14.1) (12.7) (3.1)

Net cash flows from / (used in) financing activities €(48.9) €116.3 €94.2 €894.7 €383.3

Net increase / (decrease) in cash and cash equivalents (715.4) 265.7 417.8 736.4 107.6

Change in cash and cash equivalents resulting from exchange rate differences 15.4 (46.0) 64.7 (45.3) —

Cash and cash equivalents at the beginning of the period 2,392.7 990.5 1,210.2 519.1 411.5

Cash and cash equivalents at December 31 €1,692.7 €1,210.2 €1,692.7 €1,210.2 €519.1
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Titelmasterformat durch Klicken bearbeitenThis Slide Presentation Includes Forward-looking Statements 2 This presentation contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995, as amended, including, but not limited to, statements concerning: BioNTech's expected revenues and net profit related to sales of BioNTech's COVID-19 vaccine, referred to as COMIRNATY® where approved for use under full or conditional marketing authorization, in territories controlled by BioNTech's collaboration partners, particularly for those figures that are derived from preliminary estimates provided by BioNTech's partners; BioNTech's pricing and coverage negotiations with governmental authorities, private health insurers and other third-party payors after BioNTech's initial sales to national governments; the extent to which initial or booster doses of a COVID-19 vaccine continue to be necessary in the future; competition from other COVID-19 vaccines or related to BioNTech's other product candidates, including those with different mechanisms of action and different manufacturing and distribution constraints, on the basis of, among other things, efficacy, cost, convenience of storage and distribution, breadth of approved use, side-effect profile and durability of immune response; the rate and degree of market acceptance of BioNTech's COVID-19 vaccine and, if approved, BioNTech's investigational medicines; the initiation, timing, progress, results, and cost of BioNTech's research and development programs and BioNTech's current and future preclinical studies and clinical trials, including statements regarding the timing of initiation and completion of studies or trials and related preparatory work, the period during which the results of the trials will become available and BioNTech's research and development programs; the timing of and BioNTech's ability to obtain and maintain regulatory approval for BioNTech's product candidates; the collaboration between BioNTech and Pfizer to develop a COVID-19 vaccine (including a potential booster dose of BNT162b2 and/or a potential booster dose of a variation of BNT162b2 having a modified mRNA sequence); the ability of BNT162b2 to prevent COVID-19 caused by emerging virus variants; BioNTech's ability to id
development candidates and investigational medicines; the impact of the COVID-19 pandemic on BioNTech's development programs, supply chain, collaborators and financial performance; unforeseen safety issues and claims for personal injury or death arising from the use of BioNTech's COVID-19 vaccine and other products and product candidates developed or manufactured by us; BioNTech's ability to progress BioNTech's Malaria, Tuberculosis and HIV programs, including timing for selecting clinical candidates for these programs and the commencement of a clinical trial, as well as any data readouts; the nature of the collaboration with the African Union and the Africa CDC; the nature and duration of support from WHO, the European Commission and other organizations with establishing infrastructure; the development of sustainable vaccine production and supply solutions on the African continent and the nature and feasibility of these solutions; BioNTech's estimates of research and development revenues, commercial revenues, cost of sales, research and development expenses, sales and marketing expenses, general and administrative expenses, capital expenditures, income taxes, shares outstanding; BioNTech's ability and that of BioNTech's collaborators to commercialize and market BioNTech's product candidates, if approved, including BioNTech's COVID-19 vaccine; BioNTech's ability to manage BioNTech's development and expansion; regulatory developments in the United States and foreign countries; BioNTech's ability to effectively scale BioNTech's production capabilities and manufacture BioNTech's products, including BioNTech's target COVID-19 vaccine production levels, and BioNTech's product candidates; and other factors not known to BioNTech at this time. In some cases, forward-looking statements can be identified by terminology such as “will,” “may,” “should,” “expects,” “intends,” “plans,” “aims,” “anticipates,” “believes,” “estimates,” “predicts,” “potential,” “continue,” or the negative of these terms or other comparable terminology, although not all forward-looking statements contain these words. The forward-looking statements in this presentation are neither promises nor guarantees, and you should not place undue reliance on these forward-looking statements because they in

looking statements. You should review the risks and uncertainties described under the heading “Risk Factors” in BioNTech's annual report on Form 20-F for the quarter and year ended December 31, 2021 and in subsequent filings made by BioNTech with the SEC, which are available on the SEC’s website at https://www.sec.gov/. Except as required by law, BioNTech disclaims any intention or responsibility for updating or revising any forward-looking statements contained in this presentation in the event of new information, future developments or otherwise. These forward-looking statements are based on BioNTech’s current expectations and speak only as of the date hereof.



 

Safety Information 3 COMIRNATY® ▼(the Pfizer-BioNTech COVID-19 vaccine) has been granted conditional marketing authorization (CMA) by the European Commission to prevent coronavirus disease 2019 (COVID-19) in people from 5 years of age. The vaccine is administered as a 2-dose series, 3 weeks apart. In addition, the CMA has been expanded to include a booster dose (third dose) at least 6 months after the second dose in individuals 18 years of age and older. For immunocompromised individuals, the third dose may be given at least 28 days after the second dose. The European Medicines Agency’s (EMA’s) human medicines committee (CHMP) has completed its rigorous evaluation of COMIRNATY®, concluding by consensus that sufficiently robust data on the quality, safety and efficacy of the vaccine are now available. IMPORTANT SAFETY INFORMATION: • Events of anaphylaxis have been reported. Appropriate medical treatment and supervision should always be readily available in case of an anaphylactic reaction following the administration of the vaccine. • Very rare cases of myocarditis and pericarditis have been observed following vaccination with Comirnaty. These cases have primarily occurred within 14 days following vaccination, more often after the second vaccination, and more often in younger men. Available data suggest that the course of myocarditis and pericarditis following vaccination is not different from myocarditis or pericarditis in general. • Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or stress‐related reactions (e.g. dizziness, palpitations, increases in heart rate, alterations in blood pressure, tingling sensations and sweating) may occur in association with the vaccination process itself. Stress-related reactions are temporary and resolve on their own. Individuals should be advised to bring symptoms to the attention of the vaccination provider for evaluation. It is important that precautions are in place to avoid injury from fainting. • The efficacy, safety and immunogenicity of the vaccine has not been assessed in immunocompromised individuals, including those receiving immunosuppressant therapy. The efficacy of COMIRNATY® may be lower in immunosuppressed individuals. • As with any vaccine, vaccination with COMIR
injection site pain (> 80%), fatigue (> 60%), headache (> 50%), myalgia and chills (> 30%), arthralgia (> 20%), pyrexia and injection site swelling (> 10%) and were usually mild or moderate in intensity and resolved within a few days after vaccination. A slightly lower frequency of reactogenicity events was associated with greater age. • The overall safety profile of COMIRNATY® in participants 5 to 15 years of age was similar to that seen in participants 16 years of age and older. • The most frequent adverse reactions in children 5 to 11 years of age were injection site pain (>80%), fatigue (>50%), headache (>30%), injection site redness and swelling (>20%), myalgia and chills (>10%). • The most frequent adverse reactions in clinical trial participants 12 to 15 years of age were injection site pain (> 90%), fatigue and headache (> 70%), myalgia and chills (> 40%), arthralgia and pyrexia (> 20%). • There is limited experience with use of COMIRNATY® in pregnant women. Administration of COMIRNATY® in pregnancy should only be considered when the potential benefits outweigh any potential risks for the mother and fetus. • It is unknown whether COMIRNATY® is excreted in human milk. • Interactions with other medicinal products or concomitant administration of COMIRNATY® with other vaccines has not been studied. • For complete information on the safety of COMIRNATY® always make reference to the approved Summary of Product Characteristics and Package Leaflet available in all the languages of the European Union on the EMA website. The black equilateral triangle ▼ denotes that additional monitoring is required to capture any adverse reactions. This will allow quick identification of new safety information. Individuals can help by reporting any side effects they may get. Side effects can be reported to EudraVigilance or directly to BioNTech using email medinfo@biontech.de, telephone +49 6131 9084 0, or via the website www.biontech.de



 

Safety Information 4 AUTHORIZED USE IN THE U.S. COMIRNATY® (COVID-19 Vaccine, mRNA) is an FDA-approved COVID-19 vaccine for active immunization to prevent coronavirus disease 2019 (COVID-19) caused by severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) in individuals 16 years of age and older. It is also authorized under EUA to provide a 2-dose primary series to individuals 5 years of age and older, a third primary series dose to individuals 5 years of age and older who have been determined to have certain kinds of immunocompromise, a single booster dose to individuals 12 years of age and older who have completed a primary series with Pfizer-BioNTech COVID-19 Vaccine or COMIRNATY®, a single booster dose to individuals 18 years of age and older who have completed primary vaccination with a different authorized COVID-19 vaccine, a second booster dose to individuals 50 years of age and older who have received a first booster dose of any authorized COVID-19 vaccine; and a second booster dose to individuals 12 years of age and older who have been determined to have certain kinds of immunocompromise and who have received a first booster dose of any authorized COVID-19 vaccine. The booster schedule is based on the labeling information of the vaccine used for the primary series. IMPORTANT SAFETY INFORMATION Individuals should not get the vaccine if they: • had a severe allergic reaction after a previous dose of this vaccine • had a severe allergic reaction to any ingredient of this vaccine Individuals should tell the vaccination provider about all of their medical conditions, including if they: • have any allergies • have had myocarditis (inflammation of the heart muscle) or pericarditis (inflammation of the lining outside the heart) • have a fever • have a bleeding disorder or are on a blood thinner • are immunocompromised or are on a medicine that affects the immune system • are pregnant, plan to become pregnant, or are breastfeeding • have received another COVID-19 vaccine • have ever fainted in association with an injection The vaccine may not protect everyone. Side effects reported with the vaccine include: • There is a remote chance that the vaccine could cause a severe allergic reaction o A severe allergic reaction would usually occur w
severe allergic reaction can include difficulty breathing, swelling of the face and throat, a fast heartbeat, a bad rash all over the body, dizziness, and weakness o If an individual experiences a severe allergic reaction, they should call 9-1-1 or go to the nearest hospital • Myocarditis (inflammation of the heart muscle) and pericarditis (inflammation of the lining outside the heart) have occurred in some people who have received the vaccine, more commonly in males under 40 years of age than among females and older males. In most of these people, symptoms began within a few days following receipt of the second dose of the vaccine. The chance of having this occur is very low. Individuals should seek medical attention right away if they have any of the following symptoms after receiving the vaccine: o chest pain o shortness of breath o feelings of having a fast-beating, fluttering, or pounding heart • Additional side effects that have been reported with the vaccine include: o severe allergic reactions; non-severe allergic reactions such as rash, itching, hives, or swelling of the face; myocarditis (inflammation of the heart muscle); pericarditis (inflammation of the lining outside the heart); injection site pain; tiredness; headache; muscle pain; chills; joint pain; fever; injection site swelling; injection site redness; nausea; feeling unwell; swollen lymph nodes (lymphadenopathy); decreased appetite; diarrhea; vomiting; arm pain; fainting in association with injection of the vaccine • These may not be all the possible side effects of the vaccine. Serious and unexpected side effects may occur. The possible side effects of the vaccine are still being studied in clinical trials. Call the vaccination provider or healthcare provider about bothersome side effects or side effects that do not go away Data on administration of this vaccine at the same time as other vaccines have not yet been submitted to FDA. Individuals considering receiving this vaccine with other vaccines should discuss their options with their healthcare provider. Patients should always ask their healthcare providers for medical advice about adverse events. Individuals are encouraged to report negative side effects of vaccines to the US Food and Drug Administration (FDA) and the Centers for Disease Control and Prevention (CDC)
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Titelmasterformat durch Klicken bearbeiten Our Vision: Harnessing The Power Of The Immune System To Fight Human Diseases 6 Multi-Platform, Technology Agnostic Strategy Diversified Product Pipeline Fully Integrated Biotechnology Company Immunotherapy Powerhouse expanding the therapeutic universe Global Social Responsibility • Focus on high medical needs • Democratize access to novel medicines



 

Titelmasterformat durch Klicken bearbeiten 2021 Key Highlights of Progress Towards Vision STRONG FINANCIAL PERFORMANCE €19.0 Bn Total 2021 Revenues2 €39.63 Diluted EPS2 EXPANDED GLOBAL ORGANIZATION 3,000+ team members >1 Bn to low- and middle- income countries1 Increased footprint with new offices in U.S., Europe and Asia COVID-19 VACCINE GLOBAL LEADERSHIP • 2 FixVac programs • 2 iNeST programs • 1 Bispecific Immunomodulator • RiboCytokines • RiboMabs • CAR-T cell therapy • NEOSTIM individualized neoantigen T cell therapy • Acquired Kite’s cell therapy facility in U.S. • Kite asset acquisition expanded personalized TCR platform • Expanded TCR pipeline with Medigene asset acquisition and research collaboration countries & territories1 >165~2.6 Bn doses delivered in 2021 1 As of end 2021 2 Estimated figures based on preliminary data shared between Pfizer and BioNTech as further described in our Annual Report on Form 20-F for the year ending December 31, 2021 to New platforms entered the clinic DROVE ADVANCEMENT IN ONCOLOGY Strategic M&A to complement existing technologies Multiple randomized Phase 2 trials 7



 

Multi-platform Strategy | Technology Agnostic Innovation Engine Strengthening platform with collaborations and strategic M&A SELECTIVE TLR-7 ANTAGONISM SMALL MOLECULES TARGETED CANCER THERAPIES ANTIBODIES NEXT GEN IMMUNO- MODULATORS • Bispecific antibodies *mRNA encoded cancer-targeting antibodies and Cytokines RIBOLYSINS • Precision Antibacterials (Phagomed) RIBOLOGICALS* • RiboCytokines • RiboMabs OFF-THE-SHELF mRNA CANCER VACCINES • FixVac INFECTIOUS DISEASES VACCINES • Prophylactic vaccines • Therapeutic vaccines INDIVIDUALIZED mRNA CANCER VACCINES • iNeST mRNA TECHNOLOGY PERSONALIZED TCR THERAPY KITE Asset Acquisition INDIVIDUALIZED NEOANTIGEN T CELL THERAPY SOLID TUMOR CAR-T • Ideal CAR-T cell targets CARVac • mRNA Vaccine boosted CAR-T cells CELL & GENE THERAPIES mRNA ENCODED HUMABODIES (Crescendo) MULTI-TARGET TCR RESEARCH COLLABORATION (Medigene) internal technology acquisition collaboration digital & AI capability ARTIFICIAL INTELLIGENCE • mRNA Drug Design • Early SARS-CoV-2 variant detection 8



 

Titelmasterformat durch Klicken bearbeiten 2022 Strategic Priorities 9 POC, proof of concept; FIH, first–in-human; HSV 2, herpes simplex virus type 2 • Initiate 4 FIH vaccine trials: Expand in Infectious Disease • First randomized Phase 2 readout • Prepare for registrational trials • POC data for CAR-T cell therapy Execute in Oncology Continue COVID-19 Vaccine Leadership • Label & geographic expansion • Next-generation vaccines • Innovations for pandemic preparedness Invest in Foundation to Enable Accelerated Innovation and Expansion Digital & AI Capabilities | Technologies | Development Team | Manufacturing | Global Footprint • Autoimmune disease • Regenerative medicine • Cardiovascular disease Advance into New Therapeutic Areas • Shingles • HSV 2 • Tuberculosis • Malaria • 10+ additional mRNA vaccine programs • Precision antibacterials



 

Titelmasterformat durch Klicken bearbeiten Global Social Responsibility at Our Core 10 SBTi, Science Based Targets initiative (in line with Paris agreement) 1 base year: 2021 2 encompasses adhering to ten principles on human rights, the environment and anti-corruption COVID-19 vaccine pledge to COVAX and the world • 2+ bn doses to low- and middle-income countries by end of 2022 Address high medical need diseases such as: • Malaria • Tuberculosis Climate targets under SBTi • Scope 1 & 2: absolute emission reduction of 42% by 20301 Practice good corporate governance and social and societal responsibility • Signed UN Global Compact2 Strengthen recruiting and development • Diversified employee base from 60+ countries Democratize Access to Novel Medicine Pandemic response and access to medicines Launched BioNTainers as modular mRNA manufacturing facilities • Establishment of first mRNA manufacturing facility in African Union is expected to start in mid-2022 • Introduce drone vaccine delivery in Ghana Environmental & Climate Protection Responsible Governance Attractive Employer
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COVID-19 Vaccine Accomplishments Position Company for Continued Success in 2022 12 Pediatrics • 5 to <12 yrs: • Obtained approvals in multiple markets1 for 2-dose regimen for BNT162b2 • Evaluating third dose • 6 mo to <5 yrs: • Evaluating 3-dose regimen; data expected in April 2022 • Data will be submitted to FDA and other regulators • Building state-of-the-art mRNA manufacturing sites in Africa and Asia • BioNTainers designed to enable rapid setup of new mRNA vaccine manufacturing nodes • Comprehensive variant-based vaccine development program • Development of Omicron-based vaccine on track • Scaled up manufacturing and started production • Generating clinical data to support potential regulatory submission; first data expected in April 2022 • Comprehensive research program to investigate evolution of SARS-CoV-2 directed immunity under vaccinations and infections to inform further vaccine development • InstaDeep collaboration to further develop early-warning system for high-risk variants Global Manufacturing Network Preemptive Approach to Variants Boosters • Obtained approvals in multiple markets1 for BNT162b2 booster (3rd dose) in 12 yrs+ • FDA approved 4th dose in 50 yrs+ and in 12 yrs+ with certain kinds of immunocompromise • Evaluating 3rd or 4th dose of variant-based versus wild-type vaccines 1 Includes U.S., EU, Canada and other countries Continued Label Expansion 2022 Order Book as of mid-March: 2.4Bn Doses



 

Need for Pandemic Vaccination Continues 13 1 shot 2 shots 3 or more shots Unvaccinated • ~36% of the world population remains completely unvaccinated • Only 19% of the world population has received a booster vaccination (3+ shots) • Infection rates remain high, driven by Omicron variant • Global weekly infection rate in March 2022 is >170% higher than global weekly infection rate in Q4 2021 • 54 countries reported an R0 >1 3 • 12 countries with cases doubling (or more) every week3 Unvaccinated 36% (2.86 bn) 1 shot 6% (0.46 bn) 3+ shots 19% (1.50 bn) 2 shots 39% (3.08 bn) Global Vaccination Status1 Global Confirmed COVID-19 Cases2 1 New York Times COVID-19 Vaccination Tracker, as of March 22, 2022 2 World Health Organization COVID-19 Dashboard, as of March 25, 2022 3 The Centre for the Mathematical Modelling of Infectious Diseases at the London School of Hygiene & Tropical Medicine, as of March 22, 2022 Week of February 28 Week of March 7 Week of March 14 12.6 bn 10.5 bn 11.6 bn



 

Titelmasterformat durch Klicken bearbeiten BNT162b2 Boosters to Address Partial Immune Escape by Omicron 14 Potential to replace traditional treatment modalities Future pandemic preparedness: Monitoring of emerging variants Rapid data-guided vaccine adaptation 1 Collie SH, et al. N Engl J Med 2022; 386:494-496 DOI: 10.1056/NEJMc2119270; 2 UK Health Security Agency. COVID-19 Vaccine Surveillance Report - Week 8. 24 February 2022; 3 Tartof SY, et al. Available at SSRN: https://ssrn.com/abstract=4011905; 4 Hansen CH, et al. MedRXiv. doi: https://doi.org/10.1101/2021.12.20.21267966; 5 Thompson MG, et al. MMWR Morb Mortal Wkly Rep 2022;71:139–145. DOI: http://dx.doi.org/10.15585/mmwr.mm7104e3external icon; 6 Lauring AS, et al. BMJ 2022; 376 doi: https://doi.org/10.1136/bmj-2021-069761; 7 Andrews N, et al. NEJM 2022. DOI: 10.1056/NEJMoa2119451; 8 Ferdinands JM, et al. MMWR Morb Mortal Wkly Rep 2022;71:255–263. DOI: http://dx.doi.org/10.15585/mmwr.mm7107e2external icon;   9 Bar-On YM, et al MedRxiv [Preprint] https://doi.org/10.1101/2022.02.01.22270232. BNT162b2 3rd dose required to reinstall immunity and effectiveness against Omicron1 • Overall infections (~70-80%)1-4 • Symptomatic disease (~50-85%)1-5 • Hospitalizations (~75-90%)2-6 However: Vaccine effectiveness against Omicron starts waning after the first few months post booster7,8 Israel real-world data suggest a 4th dose increases immunogenicity and lowers rates of confirmed infections and severe illness in elderly population9 • In subjects >60 years of age, confirmed infection and severe disease after 4th dose1 was lower compared to individuals who did not receive 4th dose9 • At 12 days+ post 4th dose, reduced risk was demonstrated compared to only 3 doses9: • Infection by a factor of 2.0 (95% CI 2.0 to 2.1) • Severe disease by a factor of 4.3 (95% CI 2.2 to 7.5)



 

Titelmasterformat durch Klicken bearbeitenNeed for Vaccine-Adaptation to Omicron and Potentially Future Emerging Variants Potential to replace traditional treatment modalities Annual and/or seasonal boosters with variant adapted vaccines expected for the foreseeable future for pandemic preparedness13 New variants more likely to arise from variants that cause high infection rates2,3 Omicron comprises almost 100% of sequenced genomes in most parts of the world1 As natural immunity wanes, vaccination extends protection against reinfection6-12 Real-world data suggest that vaccine-induced immunity provides a higher degree of protection than natural immunity4 15 Share of Omicron variant in all analyzed sequences in preceeding 2 weeks 1 Our World in Data. https://ourworldindata.org/grapher/covid-cases-omicron?country=GBR~FRA~BEL~DEU~ITA~ESP~USA~ZAF~BWA~AUS. Accessed 28/3/22; 2 Atlani-Duault L et al Lancet Public Health 6:e199- e200; DOI:https://doi.org/10.1016/S2468-2667(21)00036-0; 3 Otto SP, et al. Curr Biol, 2021; 31(14): R918-R929; 4 Shapira G, et al. Faseba 2022; 4: e22223. doi: 10.1096/fj.202101492R; 5 CDC https://www.cdc.gov/coronavirus/2019-ncov/science/science-briefs/vaccine-induced-immunity.html. Accessed 28/3/22; 6 MRC Centre for Global infectious Disease Analysis Report 49 https://www.imperial.ac.uk/mrc- global-infectious-disease-analysis/covid-19/report-49-Omicron; 7 Hammerman A, et al. NEJM 2022; DOI: 10.1056/NEJMoa2119497; 5; 8 Yu, Y et al. Sci Rep 12, 2628 (2022) https://doi.org/10.1038/s41598-022-06629-2; 9 Lombardi A, et al. Journ Infect Pub Health 2021; 14(8): 1120-1122; 7; 10 Mayo Clinic. https://www.mayoclinic.org/diseases- conditions/coronavirus/in-depth/herd-immunity-and-coronavirus/art-20486808. . Accessed 22 March 2022; 11 Abu-Raddad et l EClinicalMedicine 2021 May;35:100861. doi: 10.1016/j.eclinm.2021.100861. Epub 2021 Apr 28; 12 MRC Centre for Global infectious Disease Analysis Report 49 https://http://www.imperial.ac.uk/mrc-global-infectious-disease-analysis/covid-19/report-49-Omicron/ 6. Accessed 28/3/22; 13 Elliott P, et al [Pre



 

Titelmasterformat durch Klicken bearbeiten Omicron-based vaccine or Clinical Program to Assess Safety, Tolerability and Immunogenicity of an Omicron-Adapted Vaccine 3rd dose or 3rd+4th dose 4th dose Omicron-based vaccine 3-dose primary regimen Omicron-based vaccine 1 BioNTech. Available at: https://investors.biontech.de/news-releases/news-release-details/pfizer-and-biontech-initiate-study-evaluate-omicron-based-covid. Accessed January 2022; 2 ClinicalTrials.gov. Available at: https://www.clinicaltrials.gov/ct2/show/NCT04955626. Accessed March 2022. Evaluating different Omicron monovalent vaccine regimens • N~1500, 18-55 years and >55 years • Vaccine experienced and naïve subjects • N~650, >55 years • Two dosages: 30 µg and 60 µg BNT162b2 BNT162b2 30 µg or 60 µg Vaccine naïve subjects 2 31 16 Evaluating bivalent and combination of Omicron-based vaccine and BNT162b2
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Titelmasterformat durch Klicken bearbeiten Strong Clinical Execution in Oncology in 20211 R/R, refractory/relapsed; HNSCC, head and neck squamous cell carcinoma; NSCLC, non-small cell lung cancer; FPD, first patient dosed; 1 Includes updates through March 30, 2022; 2 BNT311 (Gen1046) and BNT312 (Gen1042) are partnered with Genmab; 3 Partnered with Regeneron; 4 Autogene Cevumeran is partnered with Genentech18 Data Updates Q4 2021 BNT211 – CARVac BNT221 – NEOSTIM BNT151 – RiboCytokines 5 First-in-human Phase 1 Trial Starts ✓ ✓ ✓ ✓ ✓ 4 Randomized Phase 2 Trial Starts BNT111 – R/R Melanoma3 BNT113 – HPV16+ HNSCC ✓ ✓ ✓ ✓ ✓ Milestone achieved in Q4 2021 and early 2022✓ Milestone achieved in full year 2021 BNT311 – R/R NSCLC – FPD Dec 2021 Autogene Cevumeran4 (BNT122) - Adjuvant colorectal cancer ✓ SITC 2021 ESMO-IO 2021 BNT211 Phase 1/2 BNT111 Phase 1 BNT112 Phase 1/2 BNT211 Phase 1/2 BNT3112 Phase 1/2 BNT3122 Phase 1/2 BNT411 Phase 1/2 ✓ ✓ ✓ ✓ ✓ ✓ BNT152+153 – RiboCytokines BNT141 – RiboMabs – FPD Jan 2022



 

Titelmasterformat durch Klicken bearbeiten Peripheral and Tumoral Immunologic Responses Supportive of Proposed Mechanism of Action in CPI-experienced NSCLC Patients • PD-L1 Inhibitor–Pre-treated patients • 25 NSCLC patients with evaluable baseline tumors SITC 2021 BNT311 Phase 1/2: First-in-Human Study of DuoBody-PD-L1x4-1BB Next Generation Immunomodulator designed to prime and activate anti-tumor T cell and NK cell function via • PD-L1 blockade and • Conditional 4-1BB stimulation Program partnered with Genmab; 50:50 profit/loss NSCLC, non-small cell lung cancer; PD-L1, programmed death-ligand 1; NK cell, natural killer cell; CPI, checkpoint inhibitor • Patients with tumor reduction mainly PD-L1+ tumors • Tumor reduction in 7 of 11 patients with PD-L1+ tumors Patient selection by PD-L1 status and combination with anti-PD-L1 may improve efficacy of BNT311 19



 

Titelmasterformat durch Klicken bearbeiten BNT311: Phase 2 Trial Targeting CPI-experienced PD-L1+ R/R NSCLC 20 Partnered with Genmab; 50:50 profit/loss collaboration R/R, refractory/relapsed; NSCLC, non-small cell lung cancer; PD-L1, programmed death-ligand 1; SOC, Standard of Care; CPI, check point inhibitor; TPS, tumor proportion score; ORR; objective response rate; PFS, progression free survival; DoR, duration of response; OS, Overall Survival *Following Safety run-in 1Bray et al., 2018; 2https://www.cancer.net/cancer-types/lung-cancer-non-small-cell/statistics; 3Cancer statistics, 2018.Siegel et al., CA Cancer J Clin. 2018 Jan; 68(1):7-30 2Qu et al., 2022; https://journals.sagepub.com/doi/10.1177/1758835921992968 BNT311 as monotherapy and in combination with Pembrolizumab after treatment with SOC immune checkpoint inhibitor • Stage IV metastatic R/R NSCLC (2L+) • PD-L1 TPS ≥1% Primary Endpoints • ORR per RECIST 1.1 Secondary Endpoints • PFS • DoR N~130 R A: BNT311 monotherapy B*: BNT311 + pembrolizumab • ~1.8 million lung cancer deaths worldwide annually1 • NSCLC is most common type (~85%)2 • 5-year survival only 4% for advanced or metastatic NSCLC3 • CPI therapy fails in majority of NSCLC patients due to evolution of resistance • Poor prognosis for CPI R/R NSCLC • Estimated PFS of < 6 months and OS of <1 year Significant unmet need in R/R NSCLC Standard of Care Benchmark • Docetaxel, ORR: 4-15%2 FPD in December 2021 C*: BNT311 + pembrolizumab (alternative treatment schedule) 1:1:1 Open-label, randomized Phase 2 trial New strategies needed to overcome resistance and maximize efficacy



 

Titelmasterformat durch Klicken bearbeiten BNT311 & BNT312: Phase 1/2 Expansion Cohorts Ongoing 21 Next Generation Immunomodulators designed to prime & activate anti-tumor T-cell and NK cell function • Melanoma • NSCLC • PDAC • HNSCC Combination expansion cohorts are currently recruiting Part 1: Dose Escalation Part 2: Expansion Cohorts n = up to 40 per cohort Expansion dose: 100 mg GEN1042/ BNT312 Anti- 4-1BB Anti- CD40 Phase 1/2 BNT311 and BNT312: Programs partnered with Genmab; 50:50 profit/loss collaboration NK cell, natural killer cell; NSCLC, non-small cell lung cancer; TNBC, triple negative breast cancer; HNSCC, head and neck squamous cell carcinoma; MoA; mode of action; PDAC pancreatic ductile adenocarcinoma GEN1046/ BNT311 Anti- 4-1BB Anti- PD-L1 10 expansion cohorts are ongoing • NSCLC • Urothelial cancer • Endometrial cancer • TNBC • HNSCC • Cervical cancer n = up to 40 per cohort Expansion dose: 100 mg Phase 1/2 Monotherapy Expansion cohorts • Post-CPI melanoma (MoA) n = up to 22 per cohort



 

Titelmasterformat durch Klicken bearbeitenBNT211: CAR-T Cell Program with Potential Targeting Multiple High-Need Solid Tumors CLDN6, Claudin-6; CAR-T cells, chimeric antigen receptor engineered T cells; scFv, single chain variable fragment; RP2D, recommended Phase 2 dose; NOS, not otherwise specified; Reinhard K, et al. Science 2020; 367:446-453 BNT211 CAR Structure CLDN6 not present in healthy tissues CLDN6 expressed in multiple cancers 2nd generation CAR-T • Directed against CLDN6 • Cancer specific carcino- embryonic antigen • Expressed in multiple solid cancers with high medical need CARVac • drives in vivo expansion, persistence and efficacy of CAR-T Patients with CLDN6+ relapsed/ refractory solid tumors (up to 36 patients) Part 3 Expansion Cohorts • Ovarian Cancer • Testicular Cancer • Endometrial Cancer • Lung Cancer • Gastric Cancer • Tumors NOS High CLDN6 expression RP2D Part 1 CLDN6 CAR-T dose escalation (3 dose levels) Part 2 CLDN6 CAR-T dose escalation + CLDN6 CARVac 22



 

Titelmasterformat durch Klicken bearbeitenBNT211: CAR-T Engraftment and Tolerable Safety Profile with CLDN6 CAR-T without and with CARVac Data cutoff = NOV 18, 2021; CRS, cytokine release syndrome; DL, dose level; DLT, dose-limiting toxicity; HDCT, high dose chemotherapy; ASCT, autologous stem cell transplant; Haanen J., et al. Oral presentation at the ESMO Immuno-Oncology Congress, December 08–14, 2021; Haanen J. et al. Anals fo Concology (2021) 32 (suppl._7): S1392-S1397 2 Abstract control #8172, Clinical Trials Plenary Session; will be presented by John Haanen, discussant is Vincent K. Lam, Johns Hopkins University, Baltimore; Session Title: Clinical Trials of Cellular Immunotherapies; Session Date and Time: Sunday Apr 10, 2022 1:31 PM - 1:46 PM; Presentation Number: CT002: BNT211: A Phase I trial to evaluate safety and efficacy of CLDN6 CAR-T cells and CARVac- mediated in vivo expansion in patients with CLDN6-positive advanced solid tumors Cohort/Patient Characteristics Part 1 DL1 (n=3) Part 2 DL1 (n=3) Part 1 DL2 (n=6) Part 2 DL2 w/ LD (n=2) Part 2 DL2 w/o LD (n=1) All patients (n=15) Median (range) age, years 33 (25-68) 41 (27-56) 56 (35-66) 53.5 (46-61) 56 54 (25-68) Cancer type, n Testicular Ovarian Endometrial Fallopian tube Sarcoma Gastric 1 1 0 0 1 0 3 0 0 0 0 0 2 1 1 1 0 1 0 2 0 0 0 0 1 0 0 0 0 0 7 4 1 1 1 1 Median (range) CLDN6 II/III+ cells, % 60 (60-80) 90 (90-95) 82.5 (50-90) 95 (90-100) 85 85 (50-100) Median (range) of prior treatment lines 4 (3-5) 4 (3-4) 5 (2-11) 6 (5-7) 4 4 (2-11) • CLDN6 CAR-T cells alone or combined with CARVac well tolerated with only 1 DLT observed • CRS grade 1-2 in 1 patient at DL1 + CARVac and 6 patients at DL2, and was manageable by administration of tocilizumab • Robust engraftment of CAR-T cells resulting in a total amount of around 109 achieved in most patients and seems predictive for clinical activity • 9 of 10 patients showed initial disease control including 4 PRs; 3 in testicular cancer patients with recent relapse after HDCT/ASCT Safety Efficacy Upcoming AACR Presentation, A



 

05 Corporate Outlook Ryan Richardson, Chief Strategy Officer Financial Results Jens Holstein, CFO 03 Oncology Pipeline Update Özlem Türeci, CMO 02 COVID-19 Vaccine Update Özlem Türeci, CMO 01 Fourth Quarter and Full Year 2021 Highlights Ugur Sahin, CEO 24



 

Titelmasterformat durch Klicken bearbeiten €19.0 bn €15.3 bn €39.63 €2.1 bn2 + €12.4 bn 1 BioNTech’s profit share is estimated based on preliminary data shared between Pfizer and BioNTech as further described in the Annual Report on Form 20-F for the year ended December 31, 2021. Any changes in the estimated share of the collaboration partner's gross profit will be recognized prospectively. 2 Includes cash and cash equivalents (€1.7 bn) and cash deposits with an original term of six months which are presented as other financial assets (€0.4 bn). Key Highlights For 2021 Financial Year 25 Total Revenues1 Operating Result Diluted EPS Cash + Cash Deposits and Trade Receivables



 

Titelmasterformat durch Klicken bearbeiten Direct COVID-19 vaccine sales to customers in BioNTech’s territory Share of gross profit and sales milestones from COVID-19 vaccine sales in the Pfizer and Fosun Pharma territory (100% gross margin) €1.0 bn €3.0 bn €14.8 bn FY 2021 1 BioNTech’s profit share is estimated based on preliminary data shared between Pfizer and BioNTech as further described in the Annual Report on Form 20-F for the year ended December 31, 2021. Any changes in the estimated share of the collaboration partner's gross profit will be recognized prospectively. Key Highlights For 2021 Financial Year 26 €18.8 bn COVID-19 Vaccine Commercial Revenues1: €18.8 bn Doses: ~2.6 bn delivered Low- and Middle-Income Countries 40% High-Income Countries 60%COVID-19 Sales to collaboration partners of products manufactured by BioNTech Revenues and margins exceeded expectations



 

Titelmasterformat durch Klicken bearbeiten Key Highlights For 2021 Financial Year Funds to Finance our Growth2 1 Cash deposit with an original term of six months are presented as other financial assets. 2 Additional influencing factors (i.e. cash outlays) as well as certain collection risk with trade receivables exist. Cash and cash equivalents as of December 31, 2021 €1.7 bn Cash Cash deposits as of December 31, 2021 €0.4 bn Cash Deposits1 Trade receivables as of December 31, 2021 €12.4 bn Trade Receivables 27



 

Titelmasterformat durch Klicken bearbeiten Comparison Guidance To Actuals 2021 Financial Year 28 Guidance as of Nov 2021 Actual result FY 2021 Drivers COVID-19 vaccine revenues € 16 - 17 bn € 19 bn • ~2.6bn doses delivered in 2021 vs. up to 2.5bn doses guided • Higher proportion of doses than estimated delivered to HIC R&D expenses € 950 - 1,050 m € 950 m • ~40% related to COVID-19 vaccine clinical program SG&A expenses € 250 - 300 m € 340 m • Increase through organic and inorganic growth of organization Capital expenditures € 175 - 225 m € 180 m • Investment in infrastructure and COVID-19 vaccine production capacity Please refer to the Annual Report on Form 20-F for the year ended December 31, 2021 for further details. HIC, high-income countries



 

Titelmasterformat durch Klicken bearbeiten Q4 2021 And FY 2021 Financial Results – Profit or Loss 29 (in millions, except per share data)1 4Q 2021 4Q 2020 FY 2021 FY 2020 Research & development revenues €6.6 €65.4 €102.7 €178.8 Commercial revenues2 5,525.9 280.0 18,874.0 303.5 Total revenues €5,532.5 €345.4 €18,976.7 €482.3 Cost of sales (583.2) (41.0) (2,911.5) (59.3) Research and development expenses (271.5) (257.0) (949.2) (645.0) Sales and marketing expenses (17.9) (6.7) (50.4) (14.5) General and administrative expenses (130.9) (35.9) (285.8) (94.0) Other operating income less expenses 170.7 239.4 504.0 248.1 Operating income / (loss) €4,699.7 €244.2 €15,283.8 €(82.4) Finance income less expenses 14.2 (38.6) (237.4) (63.4) Income taxes (1,547.7) 161.3 (4,753.9) 161.0 Profit / (loss) for the period €3,166.2 €366.9 €10,292.5 €15.2 Earnings per share Basic profit / (loss) for the period per share €12.96 €1.51 €42.18 €0.06 Diluted profit / (loss) for the period per share €12.18 €1.43 €39.63 €0.06 1 Numbers have been rounded, numbers presented may not add up precisely to the totals and may have been adjusted in the table context. Presentation of the consolidated statements of profit or loss has been condensed. 2 BioNTech’s profit share is estimated based on preliminary data shared between Pfizer and BioNTech as further described in the Annual Report on Form 20-F for the year ended December 31, 2021. Any changes in the estimated share of the collaboration partner's gross profit will be recognized prospectively.



 

Titelmasterformat durch Klicken bearbeiten 2022 Financial Year Guidance 30 1 Ranges reflect current base case projections and do not include potential effects caused by or driven from additional collaborations or potential M&A transactions. 2 BioNTech Group estimated annual effective income tax rate decreased from 31.6% (FY 2021) to ~28% (FY 2022) due to decreasing average trade tax rates. COVID-19 Vaccine Revenues for FY 20221 Estimated BioNTech COVID-19 vaccine revenues € 13 – 17 bn Planned FY 2022 Expenses and Capex1 R&D expenses € 1,400 - 1,500 m SG&A expenses € 450 - 550 m Capital expenditure € 450 - 550 m Estimated FY 2022 Tax Assumptions BioNTech Group estimated annual effective income tax rate ~28%2



 

Titelmasterformat durch Klicken bearbeiten Accelerate R&D activities in the years to come Strengthen technology platforms and digital capabilities by collaborations and potential add-on M&A Develop global footprint and invest in manufacturing capabilities for key technologies Expect to authorize a share repurchase program of up to $1.5 bn over the next two years Will propose a special cash dividend of €2.00 per share, aggregate of ~€0.5 bn1 Capital Allocation Framework 31 1 Based on the shares outstanding as of March 30, 2022 and pending approval at the AGM to be held in June 2022. R&D Activities M&A and Business Development Corporate and Infrastructure Return Capital to Shareholders



 

Corporate Outlook Ryan Richardson, Chief Strategy Officer 04 Financial Results Jens Holstein, CFO 03 Oncology Pipeline Update Özlem Türeci, CMO 02 COVID-19 Vaccine Update Özlem Türeci, CMO 01 Fourth Quarter and Full Year 2021 Highlights Ugur Sahin, CEO 32



 

Titelmasterformat durch Klicken bearbeiten Outlook for 2022 33 Global footprint & organization Corporate Development Expect data updates for up to 3 additional pipeline programs Global Development Organization transformation underway to support pipeline expansion and potential initiation of registration trials Expanding footprint in Europe, U.S., Asia, and Africa Investing to expand global mRNA manufacturing capacity with new production nodes – including deployment of our first BioNTainer Further pipeline expansion & acceleration2 3 4 1 Continued COVID-19 vaccine franchise leadership Multiple data read-outs expected throughout the year On track to submit regulatory data package for Omicron-adapted vaccine pending decision from regulators New partnerships & M&A to accelerate and enable long-term strategy Extend mRNA platform into new “white spaces” and further expand toolkit in synthetic biology following collaborations with Medigene and Crescendo



 

Titelmasterformat durch Klicken bearbeiten Expected Pipeline Milestones in 2022 (1 of 2) 34 BNT162b2 Timing • Data for 4th dose in adults, aged 16 to 65 years ongoing • Data for 3rd dose in children, aged 5 to <12 years ongoing • Data for 3-dose regimen in children, aged 6 months to <5 years April Next-Generation COVID-19 vaccines • Data for Omicron-based vaccine (monovalent) April • Multiple updates: Variant combinations and bivalent vaccines 2H Other pipeline programs • BNT161 – Influenza mRNA vaccine1 1H • BNT1222 Phase 2 – iNeST in combination w/Pembrolizumab, 1L Melanoma 2H • BNT211 Phase 1/2 – CAR-T/CLDN6+, multiple solid tumors 2H CLDN, Claudin; NSCLC, non-small cell lung cancer 1 Partnered with Pfizer 2 Partnered with Genentech 8+ Data Updates



 

Titelmasterformat durch Klicken bearbeiten Expected Pipeline Milestones in 2022 (2 of 2) 35 Infectious Diseases Timing • Shingles vaccine1 2H • Tuberculosis vaccine2 2H • HSV 2 vaccine 2H • Malaria vaccine 2H Oncology • BNT141 – RiboMab, solid tumors FPD in January • BNT142 – RiboMab, solid tumors 1H • BNT116 – Fixvac in combination w/Libtayo, NSCLC 2H ✓ HSV 2, herpes simplex virus type 2; FPD, first patient dosed; NSCLC, non-small cell lung cancer 1 Partnered with Pfizer 2 Partnered with Bill and Melinda Gates Foundation Up to 7 First-in-Human Trial Starts



 

36 SAVE THE DATE Capital Markets Day Annual General Meeting June 29, 2022 June 1, 2022 36



 



 


