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This slide presentation includes forward-looking statements

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:

our expected revenues and net profit related to sales of our COVID-19 vaccine, referred to as COMIRNATY® in the European Union as authorized for use under conditional marketing approval, in

territories controlled by our collaboration partners, particularly for those figures that are derived from preliminary estimates provided by our partners; our pricing and coverage negotiations with

governmental authorities, private health insurers and other third-party payors after our initial sales to national governments; the extent to which a COVID-19 vaccine continues to be necessary in the

future; competition from other COVID-19 vaccines or related to our 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 our COVID-19 vaccine and our investigational medicines, if approved; the initiation, timing, progress, results, and cost of our research and development programs

and our 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 our research and development programs; the timing of and our ability to obtain and maintain regulatory approval for our 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; our ability to identify research opportunities and discover and

develop investigational medicines; the ability and willingness of our third-party collaborators to continue research and development activities relating to our development candidates and investiga-

tional medicines; the impact of the COVID-19 pandemic on our development programs, supply chain, collaborators and financial performance; unforeseen safety issues and claims for personal

injury or death arising from the use of our COVID-19 vaccine and other products and product candidates developed or manufactured by us; BioNTechôsMalaria, Tuberculosis and HIV programs;

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; our estimates of research and development revenues, commercial revenues, cost of sales, research

and development expenses, sales and marketing expenses, general and administrative expenses, other operating income less expenses, finance income less expenses, income taxes, shares

outstanding and basic and diluted profit for the period per share and our needs for or ability to obtain additional financing; our ability to identify, recruit and retain key personnel; our and our

collaboratorsôability to protect and enforce our intellectual property protection for our proprietary and collaborative product candidates, and the scope of such protection; the development of and

projections relating to our competitors or our industry; our ability and that of our collaborators to commercialize and market our product candidates, if approved, including our COVID-19 vaccine; the

amount of and our ability to use net operating losses and research and development credits to offset future taxable income; our ability to manage our development and expansion; regulatory deve-

lopments in the United States and foreign countries; our ability to effectively scale our production capabilities and manufacture our products, including our target COVID-19 vaccine pro-duction

levels, and our product candidates; our ability to implement, maintain and improve effective internal controls; our plans for expansion in southeast Asia and China, including our planned regional

headquarters and manufacturing facility in Singapore as well as the joint venture with Fosun Pharma; and other factors not known to us at this time. In some cases, forward-looking statements can

be identified by terminology such asñwill,òñmay,òñshould,òñexpects,òñintends,òñplans,òñaims,òñanticipates,òñbelieves,òñestimates,òñpredicts,òñpotential,òñcontinue,òor the negative of these terms

or other comparable terminology, although not all forward-looking statements contain these words. The forward-looking statements in this quarterly report 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 BioNTechôs

control and which could cause actual results to differ materially from those expressed or implied by these forwardlooking statements. You should review the risks and uncertainties described under

the head-ingñRiskFactorsòin this quarterly report and in subsequent filings made by BioNTech with the SEC, which are available on theSECôswebsite at https://www.sec.gov/. Except as required

by law, BioNTech disclaims any intention or responsibility for updating or revising any for-ward-looking statements contained in this quarterly report in the event of new information, future

developments or otherwise. These forward-looking statements are based onBioNTechôscurrent expectations and speak only as of the date hereof.
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Safety Information
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AUTHORIZED USE IN THE U.S.:

The Pfizer-BioNTech COVID19 Vaccine is authorized for use under an Emergency Use Authorization (EUA) for active immunization to prevent coronavirus disease 2019 (COVID-19) caused by severe acute 

respiratory syndrome coronavirus 2 (SARS-CoV-2) in individuals 12 years of age and older.

IMPORTANT SAFETY INFORMATION FROM U.S. FDA EMERGENCY USE AUTHORIZATION PRESCRIBING INFORMATION:

Å Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known history of a severe allergic reaction (eg, anaphylaxis) to any component of the Pfizer-BioNTech COVID-19 Vaccine

Å Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in the event an acute anaphylactic reaction occurs following administration of Pfizer-BioNTech 

COVID-19 Vaccine

Å Monitor Pfizer-BioNTech COVID-19 Vaccine recipients for the occurrence of immediate adverse reactions according to the Centers for Disease Control and Prevention guidelines 

(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html)

Å Reports of adverse events following use of the Pfizer-BioNTech COVID-19 Vaccine under EUA suggest increased risks of myocarditis and pericarditis, particularly following the second dose. The decision 

to administer the Pfizer-BioNTech COVID-19 Vaccine to an individual with a history of myocarditis or pericarditis should take into account the individualôs clinical circumstances

Å Syncope (fainting) may occur in association with administration of injectable vaccines, in particular in adolescents. Procedures should be in place to avoid injury from fainting

Å Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a diminished immune response to the Pfizer-BioNTech COVID-19 Vaccine

Å The Pfizer-BioNTech COVID-19 Vaccine may not protect all vaccine recipients

Å In clinical studies, adverse reactions in participants 16 years of age and older included pain at the injection site (84.1%), fatigue (62.9%), headache (55.1%), muscle pain (38.3%), chills (31.9%), joint pain 

(23.6%), fever (14.2%), injection site swelling (10.5%), injection site redness (9.5%), nausea (1.1%), malaise (0.5%), and lymphadenopathy (0.3%)

Å In a clinical study, adverse reactions in adolescents 12 through 15 years of age included pain at the injection site (90.5%), fatigue (77.5%), headache (75.5%), chills (49.2%), muscle pain (42.2%), fever 

(24.3%), joint pain (20.2%), injection site swelling (9.2%), injection site redness (8.6%), lymphadenopathy (0.8%), and nausea (0.4%)

Å Following administration of the Pfizer-BioNTech COVID-19 Vaccine, the following have been reported outside of clinical trials:

Å severe allergic reactions, including anaphylaxis, and other hypersensitivity reactions, diarrhea, vomiting, and pain in extremity (arm)

Å myocarditis and pericarditis

Å Additional adverse reactions, some of which may be serious, may become apparent with more widespread use of the Pfizer-BioNTech COVID-19 Vaccine

Å Available data on Pfizer-BioNTech COVID-19 Vaccine administered to pregnant women are insufficient to inform vaccine-associated risks in pregnancy

Å Data are not available to assess the effects of Pfizer-BioNTech COVID-19 Vaccine on the breastfed infant or on milk production/excretion

Å There are no data available on the interchangeability of the Pfizer-BioNTech COVID-19 Vaccine with other COVID-19 vaccines to complete the vaccination series. Individuals who have received one dose 

of Pfizer-BioNTech COVID-19 Vaccine should receive a second dose of Pfizer-BioNTech COVID-19 Vaccine to complete the vaccination series

Å Vaccination providers must report Adverse Events in accordance with the Fact Sheet to VAERS online at https://vaers.hhs.gov/reportevent.html. For further assistance with reporting to VAERS call 1-800-

822-7967. The reports should include the words ñPfizer-BioNTech COVID-19 Vaccine EUAò in the description section of the report

Å Vaccination providers should review the Fact Sheet for Information to Provide to Vaccine Recipients/Caregivers and Mandatory Requirements for Pfizer-BioNTech COVID-19 Vaccine Administration 

Under Emergency Use Authorization

Å Before administration of Pfizer-BioNTech COVID-19 Vaccine, please see Emergency Use Authorization (EUA) Fact Sheet for Healthcare Providers Administering Vaccine (Vaccination Providers) 

including Full EUA Prescribing Information available at www.cvdvaccine-us.com.

Please see Emergency Use Authorization (EUA) Fact Sheet for Healthcare Providers Administering Vaccine (Vaccination Providers) including Full EUA Prescribing Information available at www.cvdvaccine-

us.com.

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html
http://www.cvdvaccine-us.com/
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Safety Information
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COMIRNATY® Ƹ(COVID-19 mRNA Vaccine) has been granted conditional marketing authorisation by the European Medicines Agency to prevent coronavirus disease 2019 (COVID-19) in people 

from 12 years of age. EMAôs human medicines committee (CHMP) has completedits 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

Å 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

Å 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.

Å As with any vaccine, vaccination with COMIRNATY® may not protect all vaccine recipients. Individuals may not be fully protected until 7 days after their seconddose of vaccine.

Å In clinical studies, adverse reactions in participants 16 years of age and older included pain at the injection site (84.1%), fatigue (62.9%), headache (55.1%), muscle pain (38.4%), chills (31.9%) 

joint pain (23.6%), fever (14.2%), injection site swelling (10.5%), injection site redness (9.5%), nausea (1.1%), malaise (0.5%), and lymphadenopathy (0.3%)

Å The overall safety profile of COMIRNATY® in adolescents 12 to 15 years of age was similar to that seen in participants 16 years of age and older. 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%).

Å 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 foetus.

Å It is unknown whether COMIRNATY® is excreted in human milk.

Å Interactions with other medicinal products or concomitant administration of COMIRNATY® with other vaccines has not been studied.

Å Very rare cases of myocarditis and pericarditis have been observed following vaccination with COMIRNATY® primarily in younger males, after the second dose, within 14 days following 

vaccination

The black equilateral triangle denotes that additional monitoring is required to capture any adverse reactions. This will allow quick identification of new safety information. You can help by reporting 

any side effects you may get. Side effects can be reported to EudraVigilance [http://www.adrreports.eu/] or directly to BioNTech using email medinfo@biontech.de, telephone +49 6131 9084 0, or 

our website https://medicalinformation.biontech.de/

http://www.adrreports.eu/
mailto:medinfo@biontech.de
https://medicalinformation.biontech.de/
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Next generation 

Immunotherapy

Harnessing the full 

potential of the 

immune system

Industry-leading global 

collaborations

Building a fully integrated 

biopharmaceutical company

Immunotherapies for cancer & 

infectious diseases and beyond

Broad suite of novel 

technologies
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Transformed Into a Fully Integrated, Global Immunotherapy Company
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Deep Immunology 

Expertise

Broad Suite of 

Novel Technologies

Bioinformatics 

Approach

In-House 

Manufacturing

ICON
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Commercial 

Capabilities

Next-Gen 

Immunotherapies & Vaccines
Oncology, Infectious Disease 

and Beyond

Potential to 

Launch Multiple 

Products in 

Next 5 Years

A Robust Pipeline of 20+ Candidates

Accelerated by Proven Execution 

and COVID-19 Vaccine Cash Flow

Global Team 

of 2,000+
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Today Tomorrow

mRNA vaccines established as a

New Drug Class

Diversification and maturation of 
our mRNA technology enabled 
the accelerated development of 

our COVID-19 vaccine

mRNA potential to open up 
new opportunities

Beyond the Horizon

Á Autoimmune diseases

Á Allergy

Á Inflammation

Á Regenerative medicine

Á Other therapeutic areas

mRNA technology potential to

Displace Traditional Modalities

Á mRNA infectious disease 

vaccines 

Á mRNA cancer vaccines

Á CAR-T cell amplifying mRNA 

vaccine 

Á Systemic mRNA encoded 

immuno-therapies 

Broad IP portfolio covering technologies, targets and formulations.

Deep expertise and know-how built over the course of more than a decade.

The Future

uRNA

modRNA

saRNA

taRNA

BNT162b2

mRNA Technology Poised to Revolutionize Immunotherapy 
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Infectious Diseases: A Long-term Growth Pillar
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mRNA vaccines to combat major 

global health burden

Malaria1:

ÅDevelopment of first mRNA-based 

Malaria vaccine recently started

ÅImplementation of sustainable 

end-to-end vaccine supply 

solutions in Africa planned

HIV and tuberculosis2:

ÅPreclinical development of 

multiple product candidates 

ongoing

Opportunity to impact infectious 

diseases with high unmet need

ÅUp to 10 mRNA vaccine candidates 

in preclinical development3

BNT161 influenza vaccine 

candidate designed to improve 

traditional vaccines

1 Collaboration with kENUP Foundation; 2Collaboration with Bill & Melinda Gates Foundation; 3University of Pennsylvania collaboration

ÅFIH trial expected Q3 2021

ÅEligible for milestone payments 

and royalties through Pfizer 

agreement
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Potential to Tackle Multiple Diseases with Different Therapeutic Modalities

mRNA Cancer Vaccines

Antibodies
Small Molecule

Immunomodulators

+

Cell Therapies

Next Generation 

Immunomodulators

Engineered 

Biologicals 

Oncology: Multiple product opportunities with unique combination potential in clinical testing

iNeST FixVac

Targeted 

Cancer Antibodies

Bispecifics

Ribocytokines
Next Gen CAR-T Cell / 

Neoantigen-based T Cell Therapy
TLR-7 Agonist

CAR, Chimeric antigen receptor; CA 19-9: Cancer antigen 19-9; IO, Immuno-oncology; CPI, Check-point Inhibitor; FIH, First-in-human; TLR-7, Toll-like receptor 7; 

T1/2, half-life

ÅMulti-specificity, multi-valency, high (neo)antigen specific 

T cell responses with unprecedented potency

Å3 Phase 2 randomized trials (iNeST and 2 FixVac)

ÅPhase 1 FIH trials started in Feb. and Apr 2021

ÅNext-generation checkpoint inhibitors to address a 

broad range of cancers

ÅPhase 1/2 trials of 2 bi-specific antibodies

ÅmRNA encoded cytokines with a prolonged 

T1/2 and improved safety profile 

ÅPotential to amplify vaccines and CPIs

ÅPhase 1 FIH trials started in Feb. and 

Jun. 2021ÅCA19-9 antibody in 1L pancreatic cancer

ÅPhase 1/2 trial

ÅPotently modulates innate immunity

ÅPotential for combination with other IO 

agents

ÅPhase 1 trial
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Cancer segment Patient Population Challenge Our Therapeutic Strategies

High mutational burden/

adjuvant stage cancers

Significant portion 

of cancer patients

Poor risk-benefit profile of 

checkpoint inhibitors

ÅmRNA Neoantigen 

Immunotherapy (iNeST)

Low mutational burden 

cancers
>60% of cancers

Poor response to 

checkpoint inhibitors

ÅShared Antigens 

(FixVac, CAR-T cells, Neoantigen-

targeted T cells, Antibodies)

ñImmune desertò cancers
>40% of high-mutational 

cancers

Poor infiltration and 

activation of T-cells in TME1

ÅRNA Immunotherapy 

ÅImmunostimulatory Compounds

(intratumoral, RiboCytokines)

Cancers with MHC / B2M 

loss

20-30% of CPI-experienced

advanced cancers

Failure of immune system 

to recognize tumor cells

ÅAntibodies

ÅCAR-Ts

Refractory tumors

Patients with large tumors

and multiple resistance 

mechanisms

Few treatment options
ÅCell Therapies

ÅCombination Therapies

10 1Tumor microenvironment
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Å BNT211 (CLDN 6 CAR)

Next generation CAR-T 

targeting CLDN6 with 

CARVac

Next Wave Oncology Advancing Innovation Beyond Current Boundaries

FPD, first patient dosed; CLDN6, Claudin-6, CAR-T cells, chimeric antigen receptor T cells; IL-2, interleukin 2;

IL-7, Interleukin 7; PBMC, peripheral blood mononuclear cells; FIH, first in human
1 Reinhard K, et al. Cancer Immunotherapy 2020; 367:446-453; 2 Stadler et al, Oncoimmunology 2018 

CARVac
CAR-T cell amplifying mRNA 

therapy for solid tumors1

Wholly

owned:

FIH

start: FPD Feb. 2021

Å BNT221

PBMC derived ex 

vivo T cell therapy

NEOSTIM T cell therapy
Individualized Neoantigen 

specific T cell therapy

Å BNT151

(modified IL-2)

Å BNT152 + BNT153 

(IL-2/IL-7)

RiboCytokines
mRNA encoded 

Cytokines

Å BNT141 

(undisclosed) 

Å BNT142 

(CD3xCLDN6) 

RiboMabs2

mRNA encoded 

Antibodies

FPD Apr. 2021
BNT151: FPD Feb. 2021

BNT152+BNT153: FPD June 2021
2H 2021

11

ṉ ṉ ṉ ṉ



Titelmasterformat durch Klicken bearbeiten

On Track to Achieve Multiple Significant Data & Clinical Milestones in 2H 2021

5+ Trial Updates 

ÅBNT162b2: Multiple updates

ÅBNT311: Bi-specific CPI: 

PD-L1 x 4-1BB in solid tumors

ÅBNT312: Bi-specific CPI:

CD40 x 4-1BB in solid tumors

ÅBNT211: CLDN-6 CAR-T + 

CARVac in solid tumors

ÅBNT411: TLR-7 agonist +/- CPI 

in solid tumors

3 Randomized 

Phase 2 Trial Starts

Å BNT111: FixVac + CPI in CPI-R/R 

melanoma

Å BNT113: FixVac HPV16+ + CPI in 

1L HNSCC

Å BNT122: iNeST (autogene 

cevumeran) in adjuvant mCRC

7 First-in-human 

Phase 1 Trial Starts 

V BNT211: CLDN-6 CAR-T + CARVac

in solid tumors

V BNT221: NEOSTIM individualized

neoantigen-T cell therapy in melanoma

V BNT151: Ribocytokine

(modified IL-2)

Å BNT152+153: RiboCytokine

IL-7 / IL-2 combo in solid tumors

Å BNT141: RiboMab (undisclosed) 

Å BNT142: RiboMab bi-specific CPI in solid 

tumors (CD3xCLDN6) 

Å BNT161: Influenza vaccine program

PD-L1, programmed death-ligand 1; CLDN6, Claudin-6, CAR-T Cells, Chimeric Antigen Receptor T Cells; IL-2, Interleukin 2; IL-7, Interleukin 7; TLR-7, Toll-like receptor-7 

CPI, Check-Point Inhibitor; HNSCC, Head and Neck Squamous Cell Carcinoma; mCRC, Metastatic Colorectal Cancer; iNeST is partnered with Genentech/Roche; 

BNT311 and BNT312 partnered with Genmab;
12
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Building a 21st Century Global Immunotherapy Powerhouse
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Increase global 

footprint

Expand integrated 

infrastructure

Rapidly 

advance pipeline

ÅContinue investment in innovation to 

support future product launches

Å Invest in clinical, commercial and 

manufacturing, and digital capabilities  

ÅAttract and retain top talent

Å 15 product candidates in 18 ongoing 
clinical trials

Å 3 potentially registrational phase 2 
trials initiating in 2021

ÅAdvance innovations into first-in-human 
studies

ÅStrategic in-licensing to complement 
internal R&D

ÅNew regional headquarters 

planned in Singapore

ÅCommercial subsidiaries 

established in Germany and 

Turkey

ÅOffices established in the 

United States
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We Collaborate with Global Leaders in Our Industry
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Collaborations for clinical stage programs

iNeST
50:50 cost & profit share

Bispecific mABs
50:50 cost & profit share

Intra-tumoral mRNA
cost & profit share

Pre-clinical collaborations

5 Rare Disease 

Indications

50:50 cost & profit share

Seasonal Influenza

royalties & milestones

Up to 10 Infectious 

Disease Indications

worldwide opt-in right

HIV, Tuberculosis

developed world rights

FixVac Melanoma
Each company to keep 100% 

of rights to own product

COVID-19 Vaccine
50:50 gross profit share1

150:50 cost & profit share refers to terms of Pfizer collaboration only (world-wide ex-China)

University of

Pennsylvania


