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. * Covid-19 has affected tens of millions of
Worldwide

individuals worldwide since it was declared a

P an d em |C 2 O 1 9 : pandemic by the World Health Organization on

March 11, 2020.

SARS- CoV-2 * Covid-19

o Severe acute respiratory syndrome
coronavirus 2 (SARS-Cov-2) infection
o Whois at the highest risk for COVID-19 and
its complications:
m  Older adults
m Persons with certain coexisting
conditions
m  Front-line workers
% This global outbreak has led to devastating
medical, economic, and social consequences.

* Safe and effective vaccines are needed
urgently.




Pfizer & BioNTech

) % BNT162b2

O Lipid nanoparticle-formulated,
nucleoside-modified RNA
vaccine.

O Encodes a prefusion stabilized,
membrane-anchored SARS-CoV-
2 full-length spike protein.

O This two dose (30-ug) regimen
is given by intramuscular
injection approximately two
weeks apart (~21 days)

F Spike protein
(prefusion
conformation)

Lipid .
nanoparticle




44,820 Participants were screened

Clinical Trial: A e e
Randomized, Double-Blind

33 Withdrew
13 Underwent randomization
after cutoff
5 Had unspecified reason
4 Were withdrawn by physician
1 Was lost to follow-up

Study

43,548 Underwent randomization

99 Were not vaccinated

% 43,448 participants received injections: 1 Did potsign e lnformed
(o] 21,720 With BNT162 2 43,448 Were injected with vaccine or placebo

21,720 Were assigned to receive BNT162b2

o 21,728 with placebo 21,728 Were assigned to receive placebo
Adults 16 yrs. Of age or older who were _ 1 :
healthy or had stable chronic medical zzgoheage"iﬁ’d"vlff’T'c‘;:f“c;g'?f“b‘? |
conditions, including but not limited to HIV, l l
Hepatitis B Virus, Hepatitis C infection were 18,860 Received dose 1 of BNT162b2 \ 18,846 Received dose 1 of placebo

eligible for participation. 316 Did ot receive dose 2

. . . . . BO;O%ESV?tCI',:tdrrzifwe dose2 ;2 wietrhed:\iwl,or\ger eligible
Key exclusion criteria included a medical 62 Were lost to follow-up 61 Were lost to follow-up

56 Had ongoing or pending 46 Had ongoing or pending
. . . status status
history of Covid-19, treatment with 51 Were no longer sligible |-=——| % —
. . . . 4 Were pregnant 2 Were withdrawn by
immunosuppresive therapy, or diagnosis N st by , Bhysician
1 Died 1 Had medication error

with an immunocompromised condition i

18,556 Received dose 2 of BNT162b2

l l

’ 18,530 Received dose 2 of placebo

48 Discontinued trial after dose 2 95 Discontinued trial after dose 2
27 Withdrew 66 Withdrew
18 Were lost to follow-up 25 Were lost to follow-up
1 Died 2 Died
1 Was withdrawn by physician 1 Had other reason
1 Had medication error 1 Declined further procedures
(no adverse event)




Local & Systemic Reactogenicity

Mild B Moderate

Severe M Grade 4

Mild; temperature 38.0 to 38.4°C Ml Moderate; temperature >38.4 to 38.9°C

Severe; temperature >38.9 to 40.0°C Ml Grade

emperature >40.0°C

A Local Events

B Systemic Events and Use of Medication
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Pain at Injection  Redness: Headache Chills Vomiting Diarrhea t Pain Use of Antipyretic

ite

Medication

* ReaeiogeRiedgtogenicity

0 Mdsideshinddslpaepcipaalts.

o Mmre BAfig62b2 recipients
remorteldadachéocal reactions than
placebleraipients

o BHNTI6A2

m 09%-to-lesxderate pain at the

O 2nd Dasgection site (within 7 days

m  bésrtingec?ion)
m  bjespion site
rednedsitigedi(z8%)

O Local reaztioheadaenm(2tDpahild-
to-moderate in severity and
resolved within 1-2 days.



Efficacy & Results

Table 2. Vaccine Efficacy against Covid-19 at Least 7 days after the Second Dose.*
— % Participants who had no evidence of
Vackine Effoacy, % [Promatlity existing or prior SARS-CoV-2 infection:
(95% Credible ~ (Vaccine Efficacy .
Efficacy End Point BNT162b2 Placebo Interval)s; >30%)§ O 8 cases of Covid-19 among
No. of Surveillance No. of Surveillance vaccine reCipientS
Cases Tt i kil O 162 among placebo recipients
[, L5 (RS2 o This case corresponds to 95.0%
Covid-19 occurrence at least 7 8 2.214 (17 411) 162 2.222 (17,511) 95.0 (90.3-97.6) >0.9999 . £fi I
days after the second dose vaccine etficacy:
At st witiou ke % Participants with and those without
dence of infection . . . ;
(N=19,965) (N=20172) evidence of prior SARS CoV-2 infection:
Covid-19 occurrence atleast7 9 2332(18559) 169 2345(18708)  94.6(89.9-97.3) >0.9999 O 9 cases of Covid-19 among
days after the second dose . ..
in participants with and vaccine reci plents
?:%ii,:;thout evidence of o 169 among placebo recipients
| |

O This corresponds to a 94.6%
vaccine efficacy!

* The total population without baseline infection was 36,523; total population including those with and those without prior evidence of infec-
tion was 40,137.

 The surveillance time is the total time in 1000 person-years for the given end point across all participants within each group at risk for the
end point. The time period for Covid-19 case accrual is from 7 days after the second dose to the end of the surveillance period.

% The credible interval for vaccine efficacy was calculated with the use of a beta-binomial model with prior beta (0.700102, 1) adjusted for the
surveillance time.

§ Posterior probability was calculated with the use of a beta-binomial model with prior beta (0.700102, 1) adjusted for the surveillance time
1




Conclusions

Safety:

- Vaccine recipients had local and systemic
reactions at higher rates than placebo recipients,
with more reactions following the second dose.

- Most were mild-to-moderate and resolved
rapidly

Efficacy:

- The vaccine showed protection 7 days after the
second dose; 95% efficacy was observed.

Cumulative Incidence (%)

Efficacy End-Point Subgroup

2.4

Placebo

0.4

0.0

BNT162b2

T T T T T T T T T T T T T T

T T 1
7 14 21 28 35 42 49 56 63 70 77 84 91 98 105 112 119

Days after Dose 1
BNT162b2, 30 yg (N=21,669) Placebo (N=21,686) VE (95% ClI)
No. of participants ~ Surveillance time  No. of participants  Surveillance time
person-yr (no. at risk) person-yr (no. at risk) percent

Covid-19 occurrence

After dose 1 (
After dose 1 to before dose 2 39 82 (
Dose 2 to 7 days after dose 2 2 21 90.5 (61.0-98.9)
=7 Days after dose 2 5 172 (

50 4,015 (21,314) 275 3.982 (21,258)  82.0 (75.6-86.9)

52.4 (29.5-68.4)

94.8 (89.8-97.6)
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