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RNA Covid-19 Vaccine

Cumulative Incidence (%)
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Days after Dose 1

Efficacy End-Point Subgroup

Covid-19 occurrence
After dose 1
After dose 1 to before dose 2
Dose 2 to 7 days after dose 2
=7 Days after dose 2

BNT162b2, 30 ug (N=21,669)
No. of participants  Surveillance time  No. of participants
person-yr (no. at risk)

50 4.015 (21,314) 275
39 32
2 21
9 172

Placebo (N=21,686)

VE (95% CI)
Surveillance time
person-yr (no. at risk) percent
3,982 (21,258) 820 (75.6-86.9)
52.4 (29.5-68.4)
90.5 (61.0-98.9)
94.8 (89.8-97.6)
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’ ORIGINAL ARTICLE ’

BNT162b2 mRNA Covid-19 Vaccine
in a Nationwide Mass Vaccination Setting

Noa Dagan, M.D., Noam Barda, M.D., Eldad Kepten, Ph.D., Oren Miron, M.A.,
Shay Perchik, M.A., Mark A. Katz, M.D., Miguel A. Hernan, M.D.,
Marc Lipsitch, D.Phil., Ben Reis, Ph.D., and Ran D. Balicer, M.D.

=+ Unvaccinated

== Vaccinated

A Documented SARS-CoV-2 Infection
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0 7 14 21 28 35 42
Days
No. at Risk
Unvaccinated 596,618 413,052 261,625 186,553 107,209 37,164 4132
Vaccinated 596,618 413,527 262,180 187,702 108,529 38,029 4262
Cumulative No. of Events
Unvaccinated 0 2362 3971 5104 5775 6053 6100
Vaccinated 0 1965 3533 4124 4405 4456 4460

B Symptomatic Covid-19

Cumulative
Incidence
(%)

Days
No. at Risk
Unvaccinated 596,618 413,768 262,662 187,784 108,242 37,564 4204
Vaccinated 596,618 414,140 263,179 188,740 109,261 38299 4288
Cumulative No. of Events
Unvaccinated 0 1419 2393 3079 3433 3582 3607
Vaccinated 0 1103 1967 2250 2373 2387 2389
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Table 3. Vaccine Efficacy Overall and by Subgroup in Participants without Evidence of Infection before 7 Days after Dose 2.

Efficacy End-Point
Subgroup

Overall
Age group
16 to 55 yr
>55 yr
265 yr
275 yr
Sex
Male
Female
Race or ethnic groupt
White
Black or African American
All others
Hispanic or Latinx
Non-Hispanic, non-Latinx
Country
Argentina
Brazil

United States

No. of
Cases

BNTI62b2
(N=18,198)

Surveillance
Time

(No. at Risk)*

2.214 (17,411)

1.234 (9,897)

0.980 (7,500)

0.508 (3,848)
0.102 (774)

1124 (8,875)
1.090 (8,536)

1.889 (14,504)
0165 (1,502)
0.160 (1,405)
0.605 (4,764)
1.596 (12,548)

0.351 (2,545)
0.119 (1,129)
1.732 (13,359)

Placebo
(N=18,325)

No. of
Cases

162

114
48

81
81

146

53

109

35

19

Surveillance
Time

(No. at Risk)*

2.222 (17,511)

1.239 (9,955)
0.983 (7,543)
0.511 (3,880)
0.106 (785)

1108 (8,762)
114 (8,749)

1.903 (14,670)
0.164 (1,486)
0155 (1,355)
0.600 (4,746)
1.608 (12,661)

0.346 (2,521)
07 (1,121)
1.747 (13,506)

Vaccine Efficacy, %
(95% CI)t

95.0 (90.0-97.9)

95.6 (89.4-98.6)

93.7 (80.6-98.8)

94.7 (66.7-99.9)
100.0 (~13.1-100.0)

96.4 (88.9-99.3)
93.7 (84.7-98.0)

95.2 (89.8-98.1)
100.0 (31.2-100.0)
89.3 (22.6-99.8)
94.4 (82.7-98.9)
95.4 (88.9-98.5)

97.2 (83.3-99.9)
87.7 (8.1-99.7)
94.9 (88.6-98.2)
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Cargo Cult Science AT

https://www.youtube.com/watch?v=gmlYe2KS0-Y
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“The human understanding, once it has adopted opinions, either
because they were already accepted and believed, or because it
likes them, draws everything else to support and agree with them.
And though it may meet a greater number and weight of contrary
instances, it will, with great and harmful prejudice, ignore or
condemn or exclude them by introducing some distinction, in order
that the authority of those earlier assumptions may remain intact
and unharmed.”

—Francis Bacon, Novum Organum, 1620
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In so far as a scientific statement speaks about "o 'N72 nwyn Nt AP IPIY NTNYT e
reality, it must be falsifiable; and in so far as it is

not falsifiable, it does not speak about reality. N>19NN |Np'va iy N7
(Karl Popper) https://www.youtube.com/watch?v=-X8Xfl0JdTQ&feature=youtu.be
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A: Reliable and valid B: Unreliable but valid
o
l . |

C: Reliable but invalid D: Unreliable and invalid

® ®

https://statsthinking? 1.github.10/statsthinking? 1 -core-site/
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B Mild W Moderate W Severe W Grade 4 B Mild; temperature 38.0t0 38.4°C M Moderate; temperature >38.4 to 38.9°C M Severe; temperature >38.9 t0 40.0°C M Grade 4; temperature >40.0°C

A Local Events B Systemic Events and Use of Medication
100+ 16-55 Yr of Age, Dose 1 100 16-55 Yr of Age, Dose 1
04 83
80-
70
60-.
50

404
30+

100+ 16-55 Yr of Age, Dose 2 100+ 16-55 Yr of Age, Dose 2

1e of Participants
re of Participants
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| 44,820 Participants were screened |

316 Did not receive dose 2
304 Did not receive dose 2

100 Withdrew
62 Were lost to follow-up
56 Had ongoing or pending
status

51 Were no longer eligibl
28 Had adverse event
4 Were pregnant
2 Were withdrawn by
physician
1 Died

96 Withdrew
86 Were no longer eligible
61 Were lost to follow-up
46 Had ongoing or pending
status
18 Had adverse event
5 Were pregnant
2 Were withdrawn by
physician
1 Died
1 Had medication error
(no adverse event)

18,556 Received dose 2 of BNT162b2 18,530 Received dose 2 of placebo

l

48 Discontinued trial after dose 2
27 Withdrew
18 Were lost to follow-up
1 Died
1 Was withdrawn by physician
1 Had medication error
(no adverse event)

95 Discontinued trial after dose 2
66 Withdrew
25 Were lost to follow-up
2 Died
1 Had other reason
1 Declined further procedures

1272 Did not undergo randomization
1152 Did not meet eligibility criteria
64 Had other reason
33 Withdrew

13 Und:
after cutoff
5 Had unspecified reason
4 Were withdrawn by physician
1 Was lost to follow-up

43,548 Underwent randomization

99 Were not vaccinated
1 Did not sign the informed
consent document

43,448 Were injected with vaccine or placebo
21,720 Were assigned to receive BNT162b2
21,728 Were assigned to receive placebo

1

37,706 Received vaccine or placebo
and had median follow-up of 2 mo

l

18,860 Received dose 1 of BNT162b2 l

18,846 Received dose 1 of placebo |
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3,159,136 Participants (CHS members, =16 yr of age without
a documented SARS-CoV-2 PCR-positive result) as of the beginning
of the vaccination campaign (December 20, 2020) were included

[

l 1

1,503,216 (47.6%) Were vaccinated 1,655,920 (52.4%) Were not
before February 1, 2021 vaccinated before February 1, 2021

|

259,941 Were matched as controls

before receiving vaccination l

596,618 Were included in the IS -1 596,618 Were included in the
vaccinated the cohort Matching unvaccinated cohort

86,601 Were rematched to the
vaccinated cohort after -
receiving vaccination

@ Schonberglab
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What would happen if
70 independent groups of researchers
analyzed the same fMRI dataset?

Botvinik-Nezer et al. (Nature, 2020)
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Analyzed Reported Analyzed Reported Analyzed  Reported

6.6 6.6

e % L7 T aaadie

a. traditional analysis b. planned analysis ¢. multiverse analysis
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Pierre Dragicevic. et al CHI1 2019 - DOI:10.1145/3290605.3300295



NNNNNNNNNNNNNNNN

NNXY NM1y72Nnnil 1y N'vmn n0'vn
N'NON N'NMOA'A NA'YN

NIN'MSI NI ,NYI



111 arin
000

111Y'Y DInN '91N9

LVTNMT7 N7 7NN

M0 NI Y'Y 0NN YTNT NOTH79N
NINN 'VTN7 7120 0"l
schonberg@tauex.tau.ac.il
Schonberglab.tau.ac.il



mailto:schonberg@tauex.tau.ac.il

