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2. QUALITY

2/1.1 Roadmap towards starting clinical trials in 2020

The first in human Phase 1 study was initiated in June 2020 after approval by the
relevant competent authorities in Germany and Belgium. The study (CV-NCOV-001) is
ongoing and definition of the selected dose for the pivotal Phase 2b/3 trial (CV-NCOV-
004) is scheduled for September 2020 based on safety and immunogenicity data of
tested doses.

Based on the above CureVac confirms that it has already entered into clinical
trials as required by this tender since June 2020.

Evidence:

e Clinical Trial Approval for Belgium and Germany (see attached)
= Interim results shared in Scientific and technical presentation (see attached)
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Bundesinstitut fiir Impfstoffe und biomedizinische Arzneimittel . . \u’
Federal Institute for Vaccines and Biomedicines PaU|-Eh rhCh'I nStltUt H

EudraCT-Nr. 2020-001286-36
_ ‘ Vorlage-Nr.: 4121/01
Paul-Ehrlich-Institut Postfach 63207 Langen Wasibstiaiin

Referatsleiter klin. Prufungen/Ref. S5

CureVac AG Abtlg. Arzneimittelsicherheit
Telefon / Phone 512
5.1.2¢ Fax _
Schumannstr. 27 T— EEDpaLow
Frankfurt 60325
16.06.2020

Genehmigung der klinischen Priifung gem. § 42 Abs. 2 AMG

Kurz-Titel: CV-NCOV-001
Ihr Antrag vom 29.05.2020

Bescheid

Die klinische Priifung mit dem Studientitel:

COVID-19: A Phase 1, partially blind, placebo-controlled, dose-escalation, first-inhuman,
clinical trial to evaluate the safety, reactogenicity and immuncgenicity after 1 and 2 doses
of the investigational SARS-CoV-2 mRNA vaccine CVnCoV administered intramuscularly in
healthy adults

zur Priifung der Priifsubstanz CVnCoV wird unter dem Hinweis in der Anlage
genehmigt.

Die Entscheidung uber die Geblhren ergeht gesondert.
Rechtsbehelfsbelehrung:

Gegen diesen Bescheid kann innerhalb eines Monats nach Bekanntgabe Widerspruch erhoben
werden. Der Widerspruch ist beim Paul-Ehrlich-Institut, Bundesinstitut fur Impfstoffe und
biomedizinische Arzneimittel, Paul-Ehrlich-Str. 51-59, 633265 Langen, schriftlich oder zur
Niederschrift einzulegen.

Mit freundlichen GrafRzen
Im Auftrag

Dieser Bescheid wurde maschinell erstellt und ist ohne Unterschrift giiltig

Das Paul-Ehrlich-Institut ist ein Bundesinstitut im Geschaftsbereich des Paul-Ehrlich-Strafie 51-59 Telefon [ Phone +43 (0)
* Bundesministeriums fiir Gesundheit / The Paul-Ehrlich-Institut is an Agency 53225 Langen Fax +49 (0
of the German Federal Ministry of Health Deutschland/ Germany =5 ww.pP



Anlage zum Bescheid zur Genehmigung der klinischen Priifung vom 16.06.2020

Prifsubstanz: CVnCoV

EudraCT-Nr.: 2020-001286-36 Vorlage-Nr.:4121/01

Studientitel: COVID-19: A Phase 1, partially blind, placebo-controlled, dose-escalation,
first-inhuman, clinical trial to evaluate the safety, reactogenicity and immunogenicity after 1 and 2
doses of the investigational SARS-CoV-2 mRNA vaccine CVnCoV administered intramuscularly in
healthy adults

Hinweis:
Charta des DSMB:

Es wird eingerdumt, dass der Sponsor die Verantwortung fir seine Priifsubstanz und die klinische
Prufung tragt. Der Antragsteller sollte jedoch bei abweichenden Positionen zwischen Sponsor und
DSMB die Empfehlungen des DSMB beim Paul-Ehrlich-Institut einreichen.
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DG PRE / R&D Division

Tel. : 432 (0)2
Fax : +32 (0)2
e-mail - IENETR (200, be

Your letter from Your reference

Our reference
FAGG/R&D/VDC

Federal Agency for Medicines and Health Products
Eurostation I - Place Victor Horta 40/40

1060 BRUSSELS

www.fagg.be - www.afmps.be

reVac AG

Schumannstr, 27
60325 Frankfurt
Germany

Annex Date

Onderwerp Goedkeuring van een klinische proef op 17/06/2020
Titre de l'objet Appraobation d'un essai clinique le 17/06/2020
Subject Authorisation of a clinical trial dated 17/06/2020

COVID-19: A Phase 1, partially blind, placebo-controlled, dose-escalation, first-in-
human, clinical trial to evaluate the safety, reactogenicity and immunogenicity after
1 and 2 doses of the investigational SARS-CoV-2 mRNA vaccine CVnCoV
administered intramuscularly in healthy adults

EudraCT: 2020-001286-36

Chére Madame,

Conformément a l'article 12 de la Loi du 7 mai
2004 relative aux expérimentations sur la
personne humaine, j'ai décidé d'autoriser |'essai
clinique ci-dessus mentionné.

Cependant, un suivi doit étre apporté aux points
mentionnés en annexe.

Salutations sinceres,

Pour la Ministre des Affaires Sociales, de la
Santé publique, de I'Asile et de la Migration

Company registration number: BE 0884 579 424

Geachte Mevrouw,

In overeenstemming met artikel 12 van de wet
van 7 mei 2004 inzake experimenten op de
menselijke persoon, heb ik besloten de
hierboven vermelde proef goed te keuren.

Niettemin moet er gevolg gegeven worden aan
de opmerkingen vermeld in bijlage.

Met de meeste hoogachting,

Voor de Minister van Sociale Zaken,
Volksgezondheid, Asiel en Migratie
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Unofficial translation

In accordance with article 12 of the Law of 7 May 2004 concerning experiments on the human person, 1 have decided to authorise the
above mentioned clinical trial. However, the points as mentioned in annex are to be followed up.

Annex

Quality

Commitment
CTA 2020-001286-36 is approved with the following commitment:

In view of the updated quality data with respect to the clinical batch CCV0520-A, the trial is accepted. No
notification or further substantial amendment should be submitted when updating the stability or
expiration data in the IMPD if there is no quality concern. The adjustment of the shelf life must be done
according to the stability plan which is described in the IMPD. The product can be administered to
humans, but if quality concerns arise, they need to be notified immediately and the treatment should be

stopped, if necessary.

:J famhp 2 | )
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RNAoptimizer® Creates Unique, IP-protected Product

Candidates

nldentiﬁcation of a target BRNAoptimizer@ provides
expression profile for each optimal mRNA solutions for

nThe optimization process allows us to pursue
new and exclusive IP protection for each product

mRNA product candidate each target indication candidate across our focus areas and proprietary
Target profile RNAoptimizer® Areas of focus
Protein Oncology
Design /,/'.
/
mMRNA / - .
Delivery Prophylactic Vaccines
mRNA \

Optimization

Cmevac >

Protein Design: Enables the Optimization of Specific

Properties of the Encoded Protein

= Ability to modify amino acid sequence to optimize protein properties including half-life, stabilization of tertiary structure, oligomerization,

secretion and immunogenicity

= Bespoke and multi-factorial to support distinct functions and requirements of the specific target protein

Extended half-life of secreted protein Oligomerization.
400 -
i Ovepevte wif
28 pg rec. Epo (mouse 300-
i £
1 W& 200
3 ) g
H
i .

e 7 5 A

Reievant serum titers of functional Epo and
different pharmacokmelic profiles

Cmevke>

Higher induction of neufralining antibodies
demonsirated via optimized mRNA

ified immunogenici:

BB Ct vaccine
BN Trp2 WT antigen
R Trp2 Optimized antigen design

¥ B B ¥

Median tumor velume [mm’ ]
2

1 15 20
Days after tumor challenge

Turnor growth inhibited in miring
melanama model



mRNA Optimization: Optimizes Unmodified mRNA to
Enhance Protein Expression and Stability

* mRNA optimization process designed to generate
the most efficacious mMRNA by optimizing
translation, stability and immunogenicity

CureVac utilizes unmodified mRNA to extensively tailor mMRNA UTRs

Identification of most potent.

Screening of distinct mRNAs in cells tissue specific UTR combinations =« Ability to optimize six elements of mMRNA including
€5UTRs .,FE%%?; ks —5UTRs > [ ORF > JUTRs > g 2’,’,‘,’,‘ 5' UTR. ORF, 3' UTR, and 3’ poly-A tail and
| 1 { |
H | 1
\ S | o
{ {
- J'T | | Optimized UTRs for higher expression
| !
. | _~Q_ | 1. Y 83 distinct UTR combinations® for the
¢ " | k4 same ORF
Proprietary UTRs selection for H u
« Increased half-ife of mRNA Identification of potent 3
* Increased protein expression regulatory elements ? - 2 g
3
s
CureVac's unmodified mRNA hemically modified mRNA -
< 5 UTRs — . Ribosome < 3 UTRs > < 5 UTRs — 5. Ribosome F IUTRs —> §
< < ! < s
K] s & & a | =
- -PLH M—" L “x < w-ﬁj\q)’ﬂr‘ ol 3
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CureVac’'s Rabies Vaccine CV7202 Induces Protective
Antibody Titers at Dose Levels of 1ug and 2ug

CV7202 —-Rabies Vaccine —1pug dose x 2 (n=8); 2ug dose x 2 (n=7)

* All volunteers were protected after the 2™
administration of 1pg or 2ug rabies vaccine

1ug €V 7202 Day 1, 29 2ug €V7202 Day 1, 28
o n=? = Detectable VNTs as early as 8 days after 1
administration in some subjects
Am _ e » = After two IM doses of 1ug or 2ug, 28 days
E0 E 10 7 apan, all subjects with available data had VNTs
2, 2 e - above the 20.51U/mL WHO recommended
= s 1 > i
S 01 S 0 1fmfa it 1100 antibody level, 14 days after Dose 2 (Day 43)
0 001 = Vaccinations were well tolerated

8 15 22 29 36 43
Tnal Day

) S |
1 8 15 22 29 36 43 1
’ . J9 Vie

No SAEs reported
Tnal Day

*  Durability of response: currently available

Prelimmary data follow-up at 6 month show stable antibody titers

Values <LLOQ are shown as half LLOQ

Cunevi>
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VNT (IU/ml)

Long Durability of Response Demonstrated at All Doses

Across Different Vaccines

Rabies mRNA vaccine induced high titers of virus-
neutralizing antibodies (VNT) after a single IM injection

100
Ll
= b . 3
10 El
» : 4
“
1
>
0.1 R
@ o o o 3 ®
b L - O & o+
Days post vaccination
® 100ug LNP injection
¢ vac

Table of contents

Technology overview

Development Status - CVnCoV

Development Plan to Approval - CVnCoV

mRNA flu vaccine demonstrated strong and durable
immunogenicity in non-human primates (NHP)

e
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CureVac's SARS-CoV-2 Vaccine Program - CVnCoV
Development Status

+ Clinical candidate CVnCoV selected based on biological properties and manufacturability
« Characterization of immunogenicity and safety evaluated in vitro and in vivo (mice and rats)

+ Manufacturing in new GMP III facility (Tuebingen, Germany) and new fill-and-finish at CMO (Polymun,
Austria)

« Approval of First-in-Human trial (CV-NCOV-001) by German PEI and Belgian FAMHP - 15t subject
vaccinated on June 19th

» Interaction with EMA task force (ETF) to define path to approval:
+ Briefing document submitted on 14-Aug - Response expected by 08-10 Sep by ETF

Timeline & Milestones

Jan | Feb I Mar j: Apr May r Jun : Jul I Aug [ Sep ]
Vactine Development & Screening | [ 1T & 2iead candidates selected
Praclinical Devalopment [ \ead candidiate prioritized =T~ 11 ]
GMP Manufacturing L 1 W CTM raleased
Raguiatory & Clinical [ 7 y - 1 1

CTA submitted CTA approved

< m,\@_g)

CVnCoV Encodes the Full-Length Spike (S) Protein as
Antigen '

sz 1208
55 HBD 52 1 e co  wtm

1273
e oW WR2 CT
ST Daniel Wrapp et ol Science 2020;science abh2507
~

N
1

Daniel Wrapp et al Science
2020 science abb2507

Coding sec

R number ORF Codon usage

CVnCoV
Clinical Candidate R9515 Full length stabilized S protein CureVac proprietary algorithm

Characteristics of the Coronavirus S protein: Trimer forming glycoprotein on the viral surface
Parallel to previously developed antigens at CureVac (influenza HA, rabies G, RSV F, HIV-1 Env)

Employing S protein as an antigen: Only significant target for neutralizing antibodies for Coronaviruses
- S protein has been widely used in the context of SARS and MERS vaccine candidates

Stabilized version published for MERS and SARS: designed to prevent the transition from the pre-fusion to post-fusion
states - Candidate constructs were designed to increase the induction of VNT over binding antibodies

Cmevh>



Characterization of mMRNA-Induced Immune Responses

in vitro characterization of IFN« induction

= Tested doses: Mouse Serum: 4ug, 1ug, 0.25ug
Human PBMCs: 5ug/1x1065 cell

in vivo characterization of humoral and cellular responses 40 d28

= Tested dose: 2 ug ! t
Y —TT-r3d49
»

(]
Impact of vaccination schedule ".2’
« Tested dose: 2 ug d?d: o
= Vaccination schedules: time interval between ¢ t
15t and 2" vaccination: 4, 3, 2 or 1 week -
d49
Assessment of dose range B L
» Mice - tested dose range: 0.25 pg, 1 pg, 4 ug 0
* Rats - tested dose range: 0.5pg, 2pg, 10ug, 20pg, 80ug '

L B i )

Qo> SO

Characterization of IFNa induction:
CVnCoV induces lower levels of IFNa compared to CV7202*

IFNa induction mouse serum 14h p.i. IFNa induction in hPBMCs
3h 24h
000 3000
1500 ueQ
E SARS.CoV mANA ‘E‘ 2000
E ns S E 1
=N . ov7202 = ] ov7202
v g i
E | e, - 3
=~ sood purification ol | MRNA *
a4l | "
F3y » t -
ol R crrererces - apulones . S .. o300 weren- LLOQ - e e
440 1 pg 0.25 pg 19 1 pg Rec. protein buffer a2 a
s+ Alum G G EF Y LN S LS
— SARS-COV-2mRNA —  —— fabes & & F v
o i e’ﬁx ¢ &
¢ 49‘ ¢
T i
o F
+ Encoded protein: SARS-CoV-S full length KyuP, VegP
*CVT7202 refers to the material used in the Rabies clinical trial 104 + Evaluation: IFNu levels via ELISA 40 d21

T e
CumevAC 2 ; R
_-EureVac - confidential -

wnog

uoq
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Characterization of humoral and cellular responses:
CVnCoV induces antibody responses with strong binding to the RBD

ELISA: S extracellular domain S trimeric protein
a7 d49 d49
10“’] pest 1% vace post 1%/2* vacc 10! past 1¥/2° vacc
_ 107 10
100 000 10
4= 107 i 107 -
S 10°] ‘:
1
= s
s 10 1 10
10°
= 1y 10
o 107 102
b [see]
102 10
@
10! 10
MRNA Protein Buffer mRNA Protein Buffer mMRNA Protein Buffer
10'° 104
g T 109
2 10° 10t
< 107 107
5 10° 10¢
2 10° 105
@ 10* 10*
~ 107 10
2 10 10?
10! 10!
10° 0°

Buffer
eVac - confidential

UHE

MRNA Protein Buffer

mRNA Protein Buffer
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S RBD VNTs d0 d28
s i ‘
10" post 19/2 vace 5120+ T T rd48
109 000 25601 F
10 = 1280
i oo 640
29 3201 oo
10 160 Human positive control sera from
80 8 reconvalescent patients' 1:320 to
10 40- 1640
10 20
104
10 54
10
10

mRNA Protein Buffer

mRNA Protein Buffer

mMRNA Protein Buffer

« Encoded protein: SARS-CoV-S full length KggeP, Vg, P
+ Evaluation

VNTs:

ELISA: coating with SARS-CaV-2 S extracellular
domain, trimeric protein or RBD (receptor
binding domain)

Cytopathic effect (CPE) based
microneutralization at VisMederi

Characterization of humoral and cellular responses:
CVnCoV induces high levels of double positive T-cell responses

CD4’ T-cells

IFNy* TNF*

S 0.8 =
g g
= -
g 0.64 | @
o S
s ™ s
§ e LY ] §

™ +
z .e z
= 0.2 -
~
+ ¢
: z
£ ™
= 0.0 =

mRNA Protein Buffer

UREVACY'
< _:,{Egrgegc - confidential -

CD8* T cells
IFN/* TNF*
201 do d28
. ? T | 1‘ d49
151 » ™ ‘
L ]
= Encoded protein SARS-CoV-S full
101 = 1eNgth KegsP, Vs P
A = Evaluation 1CS stimulated with S full
length library 11 mers 15 overlapping
e
54
L]

0_—'_. G
mRNA Protein* Buffer



Impact of vaccination schedule:

A 4-week vaccination schedule provides the best immune response

d28

o0 d7 d14 421
.- -

|
tstvace 007 d14 d21
2nd vace ——none ——

SARS-CoV mRNA
' e higher

et e
e -

Impact of vaccination schedule:

IgG1
s

60 47 a14 921

4 IgG2a

d0 o7 d14 d21

— 028 ——
SARS-CoV mRNA

confidential -

i

d4s

&0 o7 914 d21

o0 d7? ¢4 a1
— a2 —3 s
SARS-CoV mRN

28 935 and 4340 data have been anaysed on dferent days

VNTs

schedule

5120 dzs

2560
1280+

640 T
320

54 i-----

§-e.

. 8 asee

d0/d28 vaccination d0/d28 vaccination

schedule

it

d49
]

g

| LU

See 3

?-- =

1stvacc do d7 di4d21 £ 2
2nd vacc —m—é 2

E rotein
SARS-CoV-S full length KegP. Vog P

* Matenal

2ug R&D material LNP formulated
at Acuitas

+ Evaluation

do l!l7 di4d21 c
— a8 — B
a

ELISA: coating with SARS-CoV-2 § ECD
VNTs: Cytopathic effect (CPE) based
microneutralization at VisMeder:

Human positive control sera from
reconvalescent patients. 1320 to 1.640

. 7 e =
5 d0 d7 d14d21 g 3

d14@ d28
arl ’
of
" 4o t
+d49

0 T

T cell responses in mice increase with longer vaccination schedule

IFNy* TNF* CD4* T-cells
08
= 06 .
o H
8 .
s Ll
£ os g
+ s .
H % . . o
E -n . .n.
¥ e L3 ’:
E - -
o
0.0 > -
istvacc  d0 d7 dia d21 Alum  Buffer
2nd vacc 28 ady. S
protemn

d0/d28 vaccination
schedule

o ',L,g@a: -

confidential -

IFNy* TNF* CD8* T cells
i d21
20, e a1a@ 428
¥ | Al
E 3 e ‘t
é ; w |
é% ol 1—7 —T————-d49
£ .. T : « 0d 4
- s .n .
+ 5 ol .
z . BRTE"
i -
- e
0 b —— e - B e
istvacc  dO d7 dl4 a21 Alum  Buffer
2ndvacc —— d28 — adj. S
protein

+ Encoded protein. SARS-CoV-S full length KgeeP, Vi, P
+ Material 2 pg R&D material LNP formulated at Acuitas

+ Evalualion: ICS stimulated with S full length library of
15-mers overlapping by 11

]

d0/d28 vaccination
schedule
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Assessment of dose range - mice:
CVnCoV induces robust immune responses at 1 ug and above

ELISA VNT
21 28 dd2 ) 21 a2 42
1o ; n2e0,
81204
g ) o 2580
g Lo | 1an04
o 8 8 ‘g 8 -
i g § § : g § -
i 12+ -~ o £ wo
s . m‘
= 10 e o § '3' g
s 102 5 - « x
10 an k4 “n‘.
100 . . : n—--n— - a o am wm B e
10% W4 10251 1 4 10251 1 & 10251 1 ;
§ : SARS-CoV SARS-CoV SARS-CoV 1
o 3 mANA MRNA mMRNA ol
T
E wl. g + Encoded prolein SARS-CoV-2 § full length KegeP, Vg, P
. ]
% el = § 5 » Material. PD material LNP formulated at Polymun
N B
o EG . ELISA: coating with SARS-CoV-2 S ECD
1o a . = 5 VNTs: Cytopalhic effect (CPE) based
10 - microneutralization at VisMederi
W 4 10311 g ¢ 4 1051 1 ¢ ¢y 4 1051 1 ¢
Eihciae | . 3 S Eakaiod 3 & Human positive cantrol sera from reconvalescent
L0 ~Lo' = ~L0' =
mENA a mRNA a MANA a @ patients 1 320 to 1:640 (d0) 421
L
LIRE AC
< »1:-_/;?4, CureVac - confidential 'Yy ‘. ‘

Assessment of dose range - rats:
CVnCoV induces dose-dependent immune responses

Virus Neutralizing Titers

o VNT
-~ ( ) do d21 » Encoded protein: SARS-CoV-2 S full length KqgeP, Vos P
f ’ + Evaluation:
& 10° f d42 ELISA: coating with SARS-CoV-2 S ECD
- 10t . ‘ . VNTs: Cytopathic effect (CPE) based micro-neutralization

at VisMeder, Italy
\0'1

1004 -
o P 1P P P @

IgG1 endpoint titer IgG2a endpoint titer

- ] -] <2
°s 2o
20

SARS-CoV-2S
mMRNA LNP

1gG1 endpoint titer
1gG2a endpoint titer

Human positive control sera from
reconvalescent patients: 1.320 to 1 640

qf‘°9$ P o o8 P

o b L)
ac confidential - %
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Assessment of Preclinical Safety:
GLP Repeat-Dose Toxicity Study in Rats

2-Week repeat dose toxicity study in rats (GLP)

Test sites
= CRL Evreux, France In-Life
= CureVac, Germany Dose Formulation Analysis
= VisMederi, Italy VNT evaluation

Gﬁwm Treatment ROA Dose Dose Application ~ # Animais  # Animais
CvnCoV Lipids Volume Main Recovery

[vg f animal] [mg/animal]  {mianmai] fmf fmi d1 d8 d15

Caontral
1 ki ™ . ’ 02 1010 55 " i t
I R (e W [

CvnCoV
1 101 "
2 (low dose) ™M L] 025 02 oMo . ‘ ‘ ‘
CWnCoV
3 (mddmse) ™ 40 100 02 1010 55
CvnCoV 10 pg, 40 pg, 80 ug
@ {nigh dose) M a0 200 02 1010 55
LREVAL 5
C L eurggt - canfigential

ls Tben

Assessment of Preclinical Safety:
Safety profile of CvnCoV in line with CureVac’s mRNA Platform

IFN: profile indicates improved reactogenicity profile compared to Rabies vaccine (CV7202)

Acceptable safety profile and consistent with immune stimulation by a vaccine and in line with nonclinical safety
profile of CureVac’'s mRNA platform:
* Local reaction:
* Dose-dependent injection site reaction (inflammation and hemorrhage) and draining lymph nodes (increased lymphoid
cellularity) at =10ug
= Injection site reaction considered adverse at >40ug. Fully resclved at 10ug, and partially resolved at >40ug.

= Microscopic findings correlated with increased non-adverse white bood cell (WBC) counts (related mainly to neutrophilia) as well

as with increased IFNu and fibrinogen concentrations and with secondary prolongation of coagulation parameters.

= Adverse, reversible minimal to moderate hepatocellular apoptosis/necrosis observed in females at = 40 pg and males at 80 pg.
Findings in liver correlated with minimal increases in ALT and AST activities in females at 80 ug.

* No-observed adverse effect level (NOAEL) determined to be 10 pg

CL H_i»\é;[&e_egc - confidential -



Overview of Clinical Study Design of CureVac’s First-in-Human CVnCoV trial

= Partially blinded, placebo-controlled, dose-escalation study in healthy aduits (18-60 years of age)

« Several dose groups of 2ug, 4ug, 6ug, and 8ug with 48 vaccinees and 8 placebo recipients per group; ‘sentinel group'

vaccination with 12ug started after favorable DSMB review
= Two vaccinations administered by intra-muscular injection on day 1 and day 29
« Sites in Tubingen, Hannover, Munich and Gent
* Participants will be followed for at least one year after the last vaccination

* Study assesses safety and reactogenicity as well as immunogenicity of CVnCoV

R R T
46 46 46 46 184

N Seronegatives
N Seropositives 10 9 5 2 26
Total N CVnCoV + placebo 56 55 51 48 210

Note: as study is blinded number of subjects receiving placebo is unknown and max. 8 per dose level

evh
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Ongoing Phase 1 Results Indicate Acceptable Reactogenicity Profile at Doses up to 8ug

Available data set as of Aug 26", 2020

Systemic and Local Solicited Events by Dose Level and Dosing Occasion
(as % of subjects at each time point)

Systemic Solicited Events Local Solicited Events

2pg dpg Bug 8ug 2ug 4ug Bug 8ug
1st Dose
Mild 41% 46% 7% 31% 41% 66% 49% 54%
Moderate 7% 24% 33% 35% 3,6% 1.8% 7.8% 17%
Severe 36% 9.1% 59% 15% 0% 1.8% 2,0% 21%
N 56 55 51 48 56 55 51 48
2nd Dose
Mild 29% 59% 28% 40% 44% 62% 50% 7%
Moderate 7.4% 20% 25% 27% 0,0% 4,4% 6.3% 0%
Severe 1.9% 8,9% 16% 20% 0.0% 0.0% 0,0% 0%
N 54 45 k3| 15 54 45 3 15

« Grade 1 to Grade 3 reactions appear to increase with dose
* Most Grade 3 events resolved to lower Grades after one day (others remained at Grade 3 for 2 days)
» Lower reactogenicity in 41-60 year old adults (yoa) vs 18-40 yoa (data not shown)
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Table of contents

Technology overview

Development Status - CVnCoV

Development Plan to Approval - CVnCoV

CureVac’s SARS-CoV-2 Vaccine Program - CVnCoV

Interaction with EMA task force (ETF) to define path to approval:

Briefing document validated and review started on 18-Aug - Response by 08-10 Sep by ETF
Approval by National Authorities received for 002 trial in Panama and Peru: study in older
adults

Scientific advices scheduled for

001: inclusion of older adults in EU: request sent to Belgian FAMHP

003: study in immunocompromised subjects: request sent to Belgian FAMHP
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Sty 0¢

Studies 003, 006-011
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Preclinical data supporting full development and approval

Overall preclinical program part of EMA task force briefing document (feedback expected 10-
Sep) - Further details to be aligned in upcoming Health Authority interactions

Challenge/efficacy studies: aligned approach with CEPI and external expert groups
= Aim: Assess protective efficacy and define risk of Vaccine Dependent Enhancement (VDE) of disease
= Animal models:
» Non-human primate - study ongoing at Public Health England (CEPI-funded)
= Hamster - 2 studies ongoing at Viroclinics, NL
Toxicalogy:
* Based on current regulatory guidance no further repeat-dose study deemed necessary
» Developmental and Reproductive Toxicity (DART):
» Final GMP material to be used - study scheduled at CRL
« Start planned in Nov-2020 upon availability of GMP material

= Data on challenge/protection and VDE planned to be included as part of the submission for start of Phase
2b/3 (004 trial; Oct-2020)

= Data on challenge/protection, VDE and DART planned to be included as part of submission package for
conditional approval (Q1/2021)

LIHE \/.AE
d - -ﬁgf!?qc - confidential -

Challenge study in hamsters

Challenge and Evaluation of VDE in Hamsters:

» mRNA and vaccination: Test different doses and protecticn upon 2 vs. 1 vaccination
» Controls: Alum adj. S protein, FI virus, Live virus infection
= Assessed parameters:
= Protection from challenge infection: Viral load in lungs and upper respiratory tract, affected lung tissue

= Serological respaonses: ELISA and virus neutralizing titers
= Signs of enhanced disease: Histological analyses: lung, nasal turbinate, gastrointestinal tract
i brain, heart, liver preserved
Cytokines (TBD), i.e. IL5, IL4, IL13 {d0) 428 456
= Studies i
1. Active immunization study 1 Termination d4 post challenge v 1T 080
- High levels of virus in the lungs 'Y 'Y ¢
- low level of alveolitis expected ?
(d0) d28 d56
2. Active immunization study 2 Termination d7 post challenge i *
- Low levels of virus in the lungs 465
= High level of alveolitis expected @ @ (]

620371
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Study CV-NCOV-004: Phase 2b/3 Efficacy Study

s 2 doses of CvnCoV + Safety solicited local and systemic reactions
Safet g—h“"c&e" ity and : Administered 28 days apart (stratified and unsolicited adverse events .
ety, Reaclogenicity a ;
rmmumgzzlci:yy B by age group and country) + immunogenicily ELISA antibodies and virus
E neutralizing antibodies post-dose 1 and 2
9 (subset of subjects)
Subjects: 2 2 doses of Twinrix Control "
218 years of age. N=4,000 :rz& Vaccine® + COVID-19 case ascertainment for efficacy
Administered 28 days apart (siratified + Assessment of SARS-CoV-2 infection rates
by age group and country) between aroups

DSMB raview of safety data from Phase 2b

2 doses of CvnCoV

|
tive: : |3 | Administered 28 days apart (stratified | b « Salety collection of medically-attended adverse
Efﬁc%c%ﬁ%dﬁs'afely g L\ by age group and country) events, adverse svents of spe::va\ Interest y
> g i — - — (AESIs), and serious adverse events (SAEs)
b p— through one year post-dose 2
Subjects; 2 2 doses of Twinrix Control ‘
218 years of age, N226,000*** g » Vaccine * »

Administered 28 days apart (stratified ’ « COVID-19 case ascertainment for efficacy™*

__byagegroupandcountry) _J

***Sample size may be adjusted based on change in expected COVID-19 *Under discussion

**Cases of COVID-19 from Phase 2b and Phase 3 .

incidence rate and/or actual drop-out rate during the conduct of the study will be pooled for the primary analysis of efficacy

evacS)

CVnCoV Presentations Upon Approval

Presentation for conditional approval (Q1/Q2 2021) Launch presentation for full approval (Q4 2021)
Illustrating a 8ug dase lllustrating an Bug dose
- . 2 - - -
s Daution 150 [*4] Dilution 22x
- L e e e o =i o=} 0.5mLin 10.5mL L

= we gw (| o &5
Vaccine Diluant M v Dduent —— 11 ml Multidoss vial, 0,016 pg/ml
concanimale 2 ¢ 10R vl 2 x synings | 2 x 10ml multidose vial, 0.020 mgim| 0.35 mgimL 1OR wal 0 8oyt 20 * 8 pg per 0.50 mi
12 IR va 980 m 0 6m 2% 20 x 8 ug per 0 40 m| Ve 05 mL Vg 1085 m o Extract total 20 doses
1.00 mg/mi 0.9% sabine o Extract fotal 40 dosas Vi 2 0,88 mi 0 9% salne 1 Omi
Vig 055 mi 0 8% Phoncayathansl 1 D 1) 5% Phanoayatriancl 20 x syringe || and needle 21G 1 %
Stacsiity * shelf Lfn 40 x syringe Il and neadia 21G 1 4"

24 ih @t <60°C 4 -3

224 monih al <60°C 2 24m &t 28C SRR 5l e et mazazzzaas
2 6 manths &t 2-8°C Assumptions to WI3F33337 Assumgtions to te e contlmed.
Assumphons 10 be be confirmed, confimmed. sturfies ongong
confirmed studies ongoing Store at 2-8°C shudis ongong Store a1 2-8°C
studies ongaing Use within 24 h Usa within 24 hours

* The injected volume for one dose is expected to be 0.4 ml (conditional approval) and 0.5ml (full approval)
+ Concentrated mRNA vials and diluent vials will be packed separately

Note: Current Phase 1 storage is at -80°C, stability studies far commercial product are ongoing to suppart shelf-life al 2-8°C
1 month stability at 5°C available; 8 months available by November 2020

Cuaevh>
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CureVac will Seek EMA Conditional Approval followed by Full Registration

" Conditional Approval

- Basis for conditional approval will be data from L] When sufficient clinical and manufacturing data are

studies 001, 002, 004 (Phase 2b part) and 005 available, CureVac will seek full approva

. Full registration submission will be based on data from

001, 002, D04 (Phas 005 studies

e CureVac will conduct rolling submissien to support

conditional approval 2b/3) anc

; = Case driven efficacy
. Robust preclinical and CMC data package will be * ase ) sl

provided in the initial submission e  Submission package will include additional safety data
from 003 study and preliminary durability of response
s Clinical data from all ongoing studies will be from 001 and 002 studies
submitted (to achieve conditional approva
requirements pending EMA scientific advice) . Post-approval commitments anticipated
« Complete submission in 1Q 21 *  Complete submission by end of 3Q 21

EMA Scientific Advice has been requested and is anticipated
by 10 September

CUREVAC

Lhe A {’@0\3[@@

CureVac AG
Friedrich-Miescher-Strasse 15

72076 Tubingen, German
Tﬁ“

www.curevac.com

RNActive® RNArt® RNAdjuvant® PureMessenger® RNAntigen® RNAntibody®  RNAnimal® CVCM® The RNA Printer®
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2/1.2 Capacity for the development of a successful Covid-19 vaccine

CureVac has obtained proof of concept for its innovative mRNA platform in prior
preclinical and clinical stage projects. In addition, promising preclinical safety and
immunogenicity results in animal models supported progression of CureVac's CvVnCoV
vaccine candidate into an ongoing Phase 1 clinical study which is also generating
encouraging tolerability and immunological results.

Based on the above CureVac confirms that it has very good capacity to
develop a successful and safe vaccine.

Evidence:

s Scientific and technical presentation (see attached)

Seite 3
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successful Covid-19 vaccine
Technology & Development Status

August 26", 2020
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RNAoptimizer® Creates Unique, IP-protected Product
Candidates

nldentiﬁcation of a target nRNAoplimizer@ provides
expression profile for each optimal mRNA solutions for
mRNA product candidate each target indication

The optimization process allows us to pursue
new and exclusive IP protection for each product

candidate across our focus areas and proprietary
technologies

Target profile RNAoptimizer* Areas of focus

Protein OncmOgy
mRNA g :
’ i g Delivery Prophylactic Vaccines
mRNA -

Optimization

Protein Design: Enables the Optimization of Specific
Properties of the Encoded Protein

= Ability to modify amino acid sequence to optimize protein properties including half-life, stabilization of tertiary structure, oligomerization,
secretion and immunogenicity

» Bespoke and multi-factorial to support distinct functions and requirements of the specific target protein
half-li in

Oligomerization i immunogenici

g

R Crl vaccine
Bl Tro2 WT antigen
2 BB Trp2 Optimized antigen design

—
PN

Median tumor velume [mm’ |
~

100 A
100 s /s
P
o £ —35 —
e 3 o : ~ - 2
w o oW & oun J[‘ d'\ a 5 10 15 0
e o f Days after tumor challenge
Relevant sarum titers of functional Epo and Higher induction of newlrakiaing antibodve s Turnor grawth intibited in murioe
different pharmacokmetic profles

demonsirated va optimazed mANA melanama mode!



mRNA Optimization: Optimizes Unmodified mRNA to
Enhance Protein Expression and Stability

CureVac utilizes unmodified mRNA to extensively tailor MRNA UTRs * mRNAoptimization process desigrad (o generate
the most efficacious mRNA by optimizing

s g : 5
Identification of most potent Barsslation, stabity and immunogenicty

Screening of distinct mRNAs in cells tissue specific UTR combinations * Ability to optimize six elements of MRNA including
<5UTRs } Open Reading Frame l JUTRss - SUTRs > %~ ORF —1€~ SUTRs > g :z 5 UTR, ORF, 3' UTR, and 3' poly-A tail and
| i i ’
{ ! 1
B £
- ?1‘—“‘1' i B Optimized UTRs for higher expression
_— _i#: i h 83 distinct UTR combinations* forthe
Proprietary UTRs selection for E ! ﬁ same ORF
* Increased half-life of MRNA Identification of potent a |
* Increased protein expression regulatory elements g = |
. ~5xin2 ul
2 Already optimized weeks
= construct
CureVac's unmodified mRNA Chemically modified mRNA g - ¥
« 5 UTRs —. Ribosome ~ IUTRs — < 5 UTRs —5. Ribosome % 3'UTRs — § |
s < <t ; < = il i
3y W 3| i : il AHAAOER IR
. Pu eeee P PN~ S oAt ‘ “H (il
Cumevat>

CureVac’'s Rabies Vaccine CV7202 Induces Protective
Antibody Titers at Dose Levels of 1ug and 2ug

CV7202 -Rabies Vaccine —1pug dose x 2 (n=8); 2ug dose x 2 (n=7)

* All volunteers were protected after the 2™
administration of 1pg or 2ug rabies vaccine

lug CV7202 Day 1, 29 2ug (V7202 Day 1, 29
- ns? * Detectable VNTs as early as 8 days after 1
administration in some subjects
A‘w _ *  After two IM doses of 1pg or 2ug, 28 days
E 10 E apart, all subjects with available data had VNTs
2 1 2 above the 20.51U/mL WHO recommended
'; ds =§' antibody leve!, 14 days after Dose 2 (Day 43)
0014 * Vaccinations were well tolerated

1 515222’93643

1y V7202 4 * No SAEs reported
Tnal Day

+ Durability of response: currently available

Preliminary data follow-up at & month show stable antibody titers
Values <LLOQ are shown as half LLOQ

620371



VNT (IU/ml)

620371

Long Durability of Response Demonstrated at All Doses
Across Different Vaccines

Rabies mRNA vaccine induced high titers of virus- mRNA flu vaccine demonstrated strong and durable
neutralizing antibodies (VNT) after a single IM injection immunogenicity in non-human primates (NHP)
100 26501 b

. ™ 1280 - " ™
3 . . . 640 o - N z - * -
10 L] . » g 320
3 v § 1501 ¢
x 80 -
i{ ¥ 40+ r'\m“,«« S g -
20 / - »— T—
10
0.1 E 58—4 .
I A S I S & # op® P PP PP PP PP PP
Days post vaccination days post vaccination
® 100ug LNP injection # 10 pg LNP injections

® 1 yg LNP injections
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CureVac’s SARS-CoV-2 Vaccine Program - CVnCoV
Development Status

- Clinical candidate CVnCoV selected based on biological properties and manufacturability
+ Characterization of immunogenicity and safety evaluated in vitro and in vivo (mice and rats)

» Manufacturing in new GMP III facility (Tuebingen, Germany) and new fill-and-finish at CMO (Polymun,
Austria)

« Approval of First-in-Human trial (CV-NCOV-001) by German PEI and Belgian FAMHP - 1%t subject
vaccinated on June 19th

+ Interaction with EMA task force (ETF) to define path to approval:
- Briefing document submitted on 14-Aug - Response expected by 08-10 Sep by ETF

Timeline & Milestones

T T (A [ e L A [T [ (S T |
Vactine Development & Screenng | [ T B 7 leay candidates selected
Preclinical Development T E\cad candidate prormzed ST o]
GMP Manufacturing C + - = e i o T _‘(jm released
Reguiatory & Clinical [ T A A i J

CTA submittea CTA approved

CUREVADD

CVnCoV Encodes the Full-Length Spike (S) Protein as
Antigen

¢ 3k
. woo  soz T e e o n g
' 1274 Ly
WTD so1 | e E wRz CT 8
y SUST - Daniel Wrapp et al Stience 2020 science 3002507 § g

1 = ;
| i = |
Coding sequence (ORF) §§

R number ORF Codon usage
CVnCa¥ R9515 Full length stabilized S protein  CureVac proprietary algorithm

Clinical Candidate

Characteristics of the Coronavirus S protein: Trimer forming glycoprotein on the viral surface
Parallel to previously developed antigens at CureVac (influenza HA, rabies G, RSV F, HIV-1 Env)

Employing S protein as an antigen: Only significant target for neutralizing antibodies for Coronaviruses
- S protein has been widely used in the context of SARS and MERS vaccine candidates

Stabilized version published for MERS and SARS: designed to prevent the transition from the pre-fusion to post-fusion
states - Candidate constructs were designed to increase the induction of VNT over binding antibodies

CUREVAD)

£ b prmrie®
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Characterization of mRNA-Induced Immune Responses

in vitro characterization of IFN« induction

= Tested doses: Mouse Serum: 4ug, 1pg, 0.25ug
Human PBMCs: 5ug/1x108 cell
in vivo characterization of humoral and cellular responses do d28 '
* Tested dose: 2
Hg Lj—-—-r—v—r-f , t ——+d49 ‘
oo ¢ ¢
Impact of vaccination schedule "."”
» Tested dose: 2 ug 7::1‘4
= Vaccination schedules: time interval between d‘t ﬁ
15t and 2" vaccination: 4, 3, 2 or 1 week & i -
949
Assessment of dose range ¢ LI
« Mice - tested dose range: 0.25 ug, 1 pg, 4 ug & d Q}.
= Rats - tested dose range: 0.5ug, 2pg, 10ug, 20ug, 80ug i

S e o e e 1

Cumerk ¢ & 0 ”‘_5

Characterization of IFN« induction:
CVnCoV induces lower levels of IFNa compared to CV7202*

[FNa induction mouse serum 14h p.i. ﬁ

IFNa induction in hPBMCs

3h 24h
2000 3000
| uoQ
_ 1500 uLoQ
E ‘ SARS-CoV mRNA w00
=
2 | L
2 L & o202 ! V7202
g | cvra02
£ | g aptinzed . g 1000 |SARS-Cov 3
= so0d purification MRNA
i -
\
ot ey o AR R —
49 1 025pg 1pg 1 pg Rec. protein buffer

SARS-CoV-2 mRNA radies TR &94‘:&7& e:}&“ ‘d,'v é\q‘w\s“pﬁf@‘f

Vrﬁ‘
ff# Jf&f

«F

+ Encoded protein SARS-CoV-S full length KegP. Vse;P
+ Evaluation IFNa levels via ELISA 90 a2

i

rﬁv—!‘—rf-u?
UREVAC . [
< o ‘.‘;E'_‘egli - confidential -

*CV7202 refers lo the material used in the Rabies clinical trial 104



ELISA:

Characterization of humoral and cellular responses:
CVnCoV induces antibody responses with strong binding to the RBD

d7

1010, Post 1% vacc

-
o
-

10¢
107

1gG1 endpoint titer
e e e
S oo en

@

10

1gG2a endpoint titer
%E%%%%Eé%

=

\‘IRB Protein Buffer

/\

a,c configential

S extracellular domain

S trimeric protein

o9

post 1%/2 vacc

mMRNA Protein Buffer mRNA Protein Buffer

Il IL

MRNA Protein Buffer

d49

post 1%/2* vacc

MRNA Protein Buffer

MRNA Protein Buffer

S RBD

d49
pos! 19/2" vacc

MRNA Protein Buffer

10*
MRNA Protein Buffer

VNTs

51204
2560

1280
640

3204

160

620371

do d28

{

it et o s s (i tdag

B

Human positive control sera from
reconvalescen! patients 1:320 to
1640

MRNA Protein Buffer

ELISA

VNTs:

+ Encoded profein: SARS-CoV-S full length KguP, Vi, P

= Evaluation

coating with SARS-CaV-2 S extracellular
domain, trimenc protein or RBD (receptor
binding domain)

Cytopathic effect (CPE) based
microneutralization at VisMeder:

Characterization of humoral and cellular responses:
CVnCoV induces high levels of double positive T-cell responses

IFNy+/TNF+(% of CD4 T cells)

(.,l”‘;\/f:

!
Ly '_d.,ai confidential

0.87

0.6

0.44

0.2

0.0-

CD4* T-cells
IFN/* TNF*

e
mRNA Protein Buffer

IFNy+ TNF+(% of CD8 T cells)

201

154

10+

CD8* T cells
IFN* TNF*

mRNA Protein* Buffer

+ Encoded protein’ SARS-CoV-S full

langth K P VP

+ Evalyation ICS stimulated with S full

length library 11 mers 15 avertapping



Impact of vaccination schedule:

A 4-week vaccination schedule provides the best immune response

IgG1
d28 d3s dag

10 a0 of 14 2! d0 o7 at4 921
. IgG2a
o

a0 g7 ¢14 a2

a0 ar a14 g2

— 2 — s
SARS CoV mRANA SARS-CoV rﬂl‘ll’dhg
373 3346 2ot Nave Deen 4" syied on SNeen ! dan
Cune \/-\( Ee
~LureVac - confidential

10°
tstvace 00714 tﬂ
In8 vace eumm—f
SARs- Cov mRNAE

o0 a7 914 g21
il i

Impact of vaccination schedule:

VNTs

5120 d28

5 ‘i._----

d0/d28 vaccination d0/d28 vaccination
schedule

schedule

d3s d49

istvacc d0 BI dlld}l
2nd vacc — none —

Encoded protein

SARS-CoV-S full length KyP. Vey:P

|
2ug RAD materal LNP formulated
at Acuitas

+ Evalyation

40 47 d1421 E 5

iii §
d21

d!d. d28

Buffer

d0 d7 d14d21 s

ELISA: coating with SARS-CoV-2 S ECO i [

VNTs: Cytopathic effect (CPE) based
microneutralization al VisMeder ‘

Human positive control sera from

reconvalescent patients 1.320 to 1 640

T cell responses in mice increase with longer vaccination schedule

IFNy* TNF* CD4* T-cells

08

- 06] =
-
é -
k-] -
2 04 =
* Tan .
(e
i e -
S 0.2 e ..
“HEB
Y N
0.0 S EEES N e
istvace d0 d7 dia a1 Alum  Buffer
2nd vacc a28 ad). S
protein

d0/d28 vaccination
schedule

CHW\/(

quc confidential

IFNy* TNF* CD8"* T cells

20 e

IFNy+ TNFa+(% of CDB T cells)
5

rrrrrrede
3 R . 6o &
.
$4 ﬁ’ : - .
i e . S
. ] I B
R e
ol 1B W | B
istvacc  dO da7 di4 d21 Alum  Buffer
2nd vace d28 adj. S
protein
+ Encoded protein SARS-CoV-S full length Ky P Vi P

d0/d28 vaccination
schedule

+ Malenal. 2 pg R&D material LNP formulaled at Acuitas
+ Evaluation ICS stimulated with S full length library of

15-mars overlapping by 11

620371



Assessment of dose range - mice:
CVnCoV induces robust immune responses at 1 ug and above

v

@

1
N = .
+ Evaluation
ok | . ELISA: coating with SARS-CoV-2 § ECD
e - ; . l 2 VNTs: Cytopathic effect (CPE) based
10 <> s . A microneutralization at VisMeden

e C

ELISA VNT
- d21 d28 d42 P an d28 42
$120+
19 e 2 25001
3 5 w200
- o 8 o 8 3 |
:D' 2 E g 5 - g g = a0
y . &8 €3 2 wl I I
e gy l
i 15 " w ﬂ
10
bk I.I I ot I.' ..----2 ---I -
10 was 10571 1 4 10251 1 4 10251 1
SARS-CoV SARS-CoV SARS-CoV
5 L MRNA MRNA MRNA
10 » a g * Encoded protein SARS-CoV-2 S full length KgeeP. Vie:P
W g :;: g # + Materal PD matenal LNP formulated at Polymun
g ’ o ’

" R1803

—. Cv720;
i

.
w4 1021 5410-‘:1:? 4 10251 1 ¢ ¢
8/ T § oy Sany - ¥ At bl g : Human positive control sera from reconvalescent
- o' 0 £ a ~Co!
mRANA mANA " mRNA e s s (@0) d21
- T 942 ”
CUREVADD
— CureVac - confidential é ‘. ‘

Assessment of dose range - rats:
CVnCoV induces dose-dependent immune responses

Virus Neutralizing Titers

o VNT
( ) d0 d21 « Encoded protein: SARS-CoV-2 S full length Kge:P, VissP
T 942 ELISA: coating with SARS-Cov-2 S ECD
. ‘ . VNTs: Cytopathic effect (CPE) based micro-neutralization

at VisMederi, Italy

o P P P P P
IgG1 endpoint titer [gG2a endpaint titer

. SARS-CoV-2S
mMRNA LNP

IgGZa endpoint titer

1IgG1 endpoint titer

Human positive control sera from
reconvalescent patients. 1 320 to 1:640

10°
vr‘qﬁ-f‘ P -P'* pwf' ‘P@

o v
CUREVAC > %
..., LureVac - confidential
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CureVac’s SARS-CoV-2 Vaccine Program - CVnCoV

« Interaction with EMA task force (ETF) to define path to approval:

« Briefing document validated and review started on 18-Aug - Response by 08-10 Sep by ETF

« Approval by National Authorities received for 002 trial in Panama and Peru: study in older
adults

+ Scientific advices scheduled for

+ 001: inclusion of older adults in EU: request sent to Belgian FAMHP

= 003: study in immunocompromised subjects: request sent to Belgian FAMHP




Preclinical data supporting full development and approval

Overall preclinical program part of EMA task force briefing document (feedback expected 10-
Sep) - Further details to be aligned in upcoming Health Authority interactions

Challenge/efficacy studies: aligned approach with CEPI and external expert groups
« Aim: Assess protective efficacy and define risk of Vaccine Dependent Enhancement (VDE) of disease
= Animal models:
= Non-human primate - study ongoing at Public Health England (CEPI-funded)
« Hamster - 2 studies ongoing at Viroclinics, NL
Toxicology:
» Based on current regulatory guidance no further repeat-dose study deemed necessary
* Developmental and Reproductive Toxicity (DART):
= Final GMP material to be used - study scheduled at CRL
= Start planned in Nov-2020 upon availability of GMP material

= Data on challenge/protection and VDE planned to be included as part of the submission for start of Phase
2b/3 (004 trial; Oct-2020)

= Data on challenge/protection, VDE and DART planned to be included as part of submission package for
conditional approval (Q1/2021)

f
Cu gf‘ (‘iﬂ&@:}; - confidential -

Challenge study in hamsters

Challenge and Evaluation of VDE in Hamsters:

« mRNA and vaccination: Test different doses and protection upon 2 vs. 1 vaccination

« Controls: Alum adj. S protein, FI virus, Live virus infection

« Assessed parameters:
= Protection from challenge infection: Viral load in lungs and upper respiratory tract, affected lung tissue
= Serological responses: ELISA and virus neutralizing titers

= Signs of enhanced disease: Histological analyses: lung, nasal turbinate, gastrointestinal tract
brain, heart, liver preserved
Cytokines (TBD), i.e. IL5, IL4, IL13 (d0) 428 456
= Studies ' t .

1. Active immunization study 1 Termination d4 post challenge d60
> High levels of virus in the lungs ¢ 'Y 'Y
> low level of alveolitis expected
(d0) d28 d56
2. Active immunization study 2 Termination d7 post challenge ‘ .
-> Low levels of virus in the lungs T a3
3 High level of alveolitis expected ] ] é

620371
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Study CV-NCOV-004: Phase 2b/3 Efficacy Study

Phase 2b

Objective:
Safety, Reactogenicity and
Immunogenicity

Subjects:

218 years of age, N=4,000

Randomized 11

2 doses of CvnCoV
Administered 28 days apart (stratified
by age group and country)

2 doses of Twinrix Control
Vaccine®
Administerad 28 days apart (stratified
by age group and country)

DEME raview of safery aata from Prase 2o

& J 2 doses of CvnCoV !
Objective: % | Admn;rsram:‘ zrguda:: ;Z:I n['slr)ammd ‘ >
Efficacy and Safety y 8 i & )
Subjects: § 2 doses of Twinrix Control
218 years of age, N226.,000*** & Vaccine *
| Administered 28 days apart (stratified |
Dy age group and country).
***Sample size may be adjusted based on change In expected COVID-19 *Under discussion

Incidence rate and/or actual rop-out rate during the conduct of the study

CVnCoV Presentations Upon Approval

620371

Outcomes

Safely solicited local and systemic reactions |
|

and unsolicited adverse avants ‘

Immunogenicity ELISA antibodies and virus
neutralizing antibodies post-dose 1 and 2 |
(subsel of subjects) |
COVID-18 case ascertainmant for efficacy™*

Assessment of SARS-CoV-2 infection rates
between groups

Qutcomes

Safety collecton of medically-attended adverse
evenls, adverse avents of special mterast
(AESIs) and senous adverse events (SAEs)
through one year post-dose 2

COVID-19 case ascertainment for efficacy**

*“Cases of COVID-19 from Phase 2b and Phase 3

will be pooled for the primary analys:s of efficacy Come JL_ o~

Presentation for conditional approval (Q1/Q2 2021) Launch presentation for full approval (Q4 2021)
lllustrating a 8ug dose lllustrating an 8ug dose
.] — o — P

e = ‘m :?;Imm 150 .U; u ﬂ w Dilution 22x w

- B as 020 mn e m - I -] - | B 05mLin 105mL =%

<4 @ sw (¢ o =
Vaccioe Dot R Dot A 11 mi Multidose vial, 0.016 pg/mi
onceniate 2% 10R wal 2 xmynings | 2« 10mi mullidose wial, 9.020 mg/ml| 0,39 mgmi 108 vl 0 S 20 * 8 g per 0 50 mi
1 2R am 930 ml 0 5m 2 %20 x 8 ug per 040 ml Veu 05 mL Ve 105 - Extract total 20 doses
100 mgimi 0% sannn o Extract toral 40 doses Vi 2069 miL 0% sakne 1 Qe
Vi D55 mi 0.5% Prenaryethanc 1oy ) 5% Phanosgstrana 20 x syninge || and needie 216 1 %
Stacikty  whed e 40 x synnge || and neadle 21G 1 %" -

. month a <80°C 224m a2 8C

24 month @ <80°C 25C -
BrmMeuREC Mmoot W3zIITII e ek e b N
Assumplions o be be confirmed. corfered. ‘n-uwv‘
confirmed shadies. ongaing Store at 2.8°C studes ongang 4 Store at 28°C
studes ongong Use within 24 h Uss within 24 hours

+ The injected volume for one dose is expected to be 0.4 ml (conditional approval) and 0.5ml (full approval)
+ Concentrated mRNA vials and diluent vials will be packed separately

Note Current Phase 1 storage is al -80°C. stability studies for commercial product are ongoing to support shelf-ie at 2-8°C
1 month stability at’5°C available. 6 months available by November 2020

Cureva
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CureVac will Seek EMA Conditional Approval followed by Full Registration

Conditional Approval Reg tic

. nal approval will be data from . sufficient clinical and manufacturing data are
D4 (Phase 2b part) and 005 jvailable, CureVac will seek full approval
e  CureVac will conduct rolling submission to support . Full registration submission will be based on data from
conditional approval 001, 002, D04 (Phase 2b/3) and 005 studies
Case driven eff Cy
* data package will be > ase driven effica
1ssion C ccinn n -
. Submission package will include ad ynal safety data
- from 003 study and preliminary durability of response
. inical data from all ongoing studies will be from 001 and 002 studie
submitted (to achieve conditional approval
requirements pending EMA scientific advice) . Post-approval commitments anticipated
* Complete submission in 1Q 21 » Complete submission by end of 3Q 21

EMA Scientific Advice has been requested and is anticipated
by 10 September

UREVAC
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CureVac AG

Friedrich-Miescher-Strasse 15
72076 Tlbingen, Germany
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WwWw.curevac.com
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