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J&J Ad26Cov2.S Phase 3 single dose trial (COV3001)
Headline results (Sep 2020 - Jan 2021)

44,000 participants (9.6% seropositive); 1:1 randomisation

US 44%, Latin America (6 countries) 41%, South Africa 15%

Efficacy measured from 14 days post vaccination

468 symptomatic Covid-19 cases, 464 classified as moderate to severe-critical
33% aged 60+ years

Median follow-up 58 days

Cases in vaccine vs

Vaccine efficacy

control
Symptomatic Covid-19 117 vs 351
Age 18-59y 95 vs 260
Age 60+y 22 vs 91
Severe-critical Covid-19 14 vs 60

A
67% (59,74)
66% (56,73)

74% (58,84)

77% (55,89)

Sadoff et al. N Engl J Med 2021,384:2187-201
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No. at Risk
Placebo 19,822 19,804 19,745 19,652 19,579 19,488 18,411 14,814 10,823 7740 3876 1439 708 485 482 480 133 27 0
Ad26.COV2.S 19,744 19,725 19,669 19,642 19,612 19,578 18,541 14,909 10,930 7831 3998 1468 713 484 483 482 142 31 0
No. of Cases
Placebo 0 22 81 168 237 299 351 387 407 416 423 425 430 432 432 432 432 432 432

Ad26.COV2S 0 27 76 % 126 151 168 178 184 188 189 191 191 192 193 193 193 193 193

Sadoff et al. N Engl J Med 2021;384:2187-201



Primary and final efficacy analyses

(events 14+ days post vaccination)

Primary Analysis Final Analysis
(cutoff date January 22, 2021; median | (cutoff date July 9, 2021; median

follow up 2 months) follow up 4 months)
VE% (95% ClI) VE% (95% CI)

Moderate and severe/critical

COVID-19 66.9% (59.0, 73.0) 56.3% (51.3, 60.8)
Age 18-59 years 63.7% (53.9, 71.6) 56.6% (51.0, 61.7)
Age 260 years 76.3% (61.6, 86.0) 55.0% (42.9,64.7)

Severe/critical COVID-19 76.7% (54.6, 89.1) 73.3% (63.9, 80.5)

COVID-19 requiring medical

R 75.0% (-25.3, 97 4) 76.1% (56.9, 87.7)

COVID-19 related deaths Not calculated 84.5% (47.3,97.1)

Janssen analyses of July 9, 2021 data cutoff not verified by FDA

Vaccines and Related Biological Products Advisory Committee October 14-15, 2021 Meeting



Vaccine efficacy by time since vaccination

Moderate and

severe/critical Severe/critical
COVID-19 COVID-19
VE% (95% ClI) VE% (95% Cl)
Day 15-28 72.3% (62.1, 80.1) | 65.5% (27.3, 85.0)
Day 29-56 61.7% (52.5, 69.2) | 85.7% (71.0, 93.7)
Day 57-112 50.8% (40.2,59.7) | 67.8% (44.2, 82.2)
Day 113 to end DB Phase | 45.2% (33.0,55.3) | 71.7% (51.4, 84.3)

Vaccines and Related Biological Products Advisory Committee October 14-15, 2021 Meeting



Efficacy against symptomatic disease by time since vaccination

COV3001: VE for Symptomatic COVID-19
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Numbers at risk
Ad26.COV2.S 19562 1911 17540 15290 10033 5256 3887 1193
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Efficacy against severe disease by time since vaccination

COV3001: Persistent VE Against Severe COVID-19

75% VE against severe/critical COVID-19 >Day 28
Protection against severe disease in context of variants remained strong
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Ad26.COV2.S 19562 19230 17764 15591 10284 5432 4045 1307 — ﬂ
Placebo 19589 19134 17521 15202 9815 5046 3796 1260

Vaccines and Related Biological Products Advisory Committee October 14-15, 2021 Meeting



Efficacy against variants
(Final efficacy analysis 14+ days post vaccination)

Ad26.COV2.S Placebo
N=19400 N=19398 VE% (95% CI)
Cases Cases

Reference strain 32 108 71.5% (57.3,814)
B.1.1.7 (Alpha) 9 29 70.1% (35.1, 87.6)
B.1.351 (Beta) 36 56 38.1% (4.2, 60.4)

(Bblﬁn;)T.ZIAYJIAY.z 1 10 -6.0% (-178.3, 59.2)
B.1.427/429 (Epsilon) 8 17 54.7% (-10.8, 83.1)
P.1 (Gamma) 74 112 36.4%(13.9,53.2)
C.37 (Lambda) 43 46 10.0% (-39.5,42.0)
P.2 (Zeta) 34 93 64.9% (47.3,77.0)
B.1.621 (Mu) 38 57 35.8% (1.5, 58.6)

Janssen analysis not verified by FDA

Vaccines and Related Biological Products Advisory Committee October 14-15, 2021 Meeting



Janssen COV1001: Humoral Immune Responses Persist Over
Time, Following a Single Dose (18-55 and 2 65 years)

18-55 Years, N=25

2 65 Years, N=24
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COV2001: Boost at 2 Months Increases Antibody
Titers by 3.5- to 6.2-fold

18-55 Years, N=52 2 65 Years, N=29
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COV1001 and COV2001: Benefit of Booster Dose
Higher When Given at 6 Months or Later
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J&J Ad26Cov2.S Phase 3 two-dose trial (COV3009)
Headline results (Sep 2020 - Jan 2021)

» 31,000 participants (9.6% seropositive); 1:1 randomisation; 2" dose 2 months after dose 1
* US; Europe; Latin America; Philippines, South Africa

* 25% aged 60+ years

* Median follow-up-up after 2" dose = 36 days

» Efficacy results 14+ days after dose 2

Cases in vaccine | Vaccine efficacy

vs control (95% Cl)
Symptomatic Covid-19 14 vs 52 75% (55,87)
Age 18-59y 10 vs 41 78% (54,90)
Age 60+y 4vs 11 66% (-14, 92)
Severe-critical Covid-19 Ovs 8 100% (33,100)

Vaccines and Related Biological Products Advisory Committee October 14-15, 2021 Meeting



J&J Ad26Cov2.S Two-dose and one dose results

Efficacy 14+ days after 2" dose

Cases in
vaccine vs
control
Symptomatic 14 vs 52
Covid-19
Severe-critical Ovs 8
Covid-19

Vaccine efficacy

(95% Cl)
75% (55,87)

100% (33,100)

Efficacy after one dose by time since vaccination

Moderate and
severe/critical
COVID-19

VE% (95% Cl)

Severelcritical
COVID-19
VE% (95% Cl)

Day 15-28

72.3% (62.1, 80.1)

65.5% (27.3, 85.0)

Day 29-56

61.7% (52.5, 69.2)

85.7% (71.0, 93.7)

Day 57-112

50.8% (40.2, 59.7)

67.8% (44.2, 82.2)

Day 113 to end DB Phase

45.2% (33.0, 55.3)

71.7% (51.4, 84.3)




Efficacy against variants (14+ days post dose 2)

(68% of cases sequenced)

-

B.1.1.7 (Alpha) 1 18 75.2% (54.6, 87.3)
B.1.617.2 (Delta) 2 1 Not calculated
B.1.621 (Mu) 4 10 84.1% (-27.9,91.8)

Vaccines and Related Biological Products Advisory Committee October 14-15, 2021 Meeting



Janssen-Ad26.COV 2.S Vaccine Effectiveness (VE
the Primary Series (1 dose): pre (non-) Deltaand

Delta

Of note: No VE data for 2 doses

Minal Patel, MD
Danny Feikin, MD



Non-Delta



Non-Delta Period Vaccine Effectiveness Studies

Variant Country |[Study [Population Disease Hospitalization/ | ROB
Severe disease

Alpha+ Polinski USA Cohort 218 year olds 79 (77-80) 81 (79-84) Serious
nonVOC study
<50 years 83 (81-85) 86 (80-90)
>50 years 75 (74-77) 80 (77-82)
Immuno-compromised 64 (57-70) 68 (54-77)
Alpha+ Thompson USA TND >50 year olds 68 (50-79) Low-
nonVOC Moderate-
Serious
Gamma Ranzani Brazil TND >18 year olds 50.9 (35.5-63.0) 72.9(35.1-91.1) Moderate-
92.5 (54.9-99.6) Serious
(ICu)
90.5 (31.5-99.6
(death)
Mu Arregoces Colombia Cohort 260 year olds 80(19.9-95.0)  Pending
(Hospitalization
without death)

TND=Test negative design case control study; VOC=Variant of Concern
References at end of slide deck



Mix of Variants (including
Delta)




VE against infection in the US

SARS-CoV-2 infection 14 d after vaccination

" Propensity-score matched cohort study 0,030

between February 27-July 22,2021 in = — Vaccinated
persons >18 years é — Control (1:10 matched)
* Non-VOCs, Alpha, Delta éé —
* Median follow up of 111 days (IQR 2 £
102-131 days) S
= VE against infection (95% Cl) : 74.2% ég )
(64.9-81.6) % _—
= Risk of Bias: Moderate-Serious - //_/_’_H_’
I Dll4 3I4 5I4 ?I4 Eilfl 1 i4 1 54 1 é4 1?|‘4

Time since vaccine injection, d

VOCs=Variants of Concern; IQR=Interquartile Range; VE=Vaccine Effectiveness; Cl=Confidence Intervals
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A, COVID-19
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VE against infection in the US

= Cohort study using administrative data in North Carolina, USA between
December 13, 2020 (March for JNJ)-September 8, 2021 among >18 years

* VE against disease by time since vaccination similar by vaccine

cohort>not due to Delta
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VE against infection and hospitalization in the US

® Cohort study using administrative data in New York, USA between May 1-September 3, 2021 among ~8.7 million
218 years Red=vaccinated in March Blue=vaccinated in April

Infection Hospitalization
C Ad26.COVLS Recipients C Ad26.COV2.S Recipients
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Rosenberg, E. S., Dorabawila, V., Easton, D., Bauer, U. E., Kumar, J., Hoen, R., Hoefer, D., Wu, M., Lutterloh, E., Conroy, M. B., Greene, D., & Zucker, H. A. (2021). Covid-19 Vaccine Effectiveness in New York State. New England Journal of Medicine, 2021.10.08.21264595. https://doi.org/10.1056/NEJM0a2116063



VE against infection, hospitalization, death in Puerto Rico

® Cohort study in Puerto Rico using administrative data between December 15, 2020-October 15, 2021 among
>18 years (for JNJ)

| nfection | Hospitalization | Death |

VE at 2 weeks (99% Cl) 62 (54-68) 81 (60-91) 78 (16-94)
VE after 144 days (99% Cl) 36 (30-42) 67 (54-76) 72 (49-85)
Infection Hospitalizations Death
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Vaccine — mRNA-1273 — BNT162b2 — Ad26.COV2S
= Unable to evaluate during pre-Delta versus Delta due to small #s

= Risk of Bias: Serious
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VE against infection in Spain

= Cohort study of close contacts of cases identified as part of contact tracing
* April-August 2021
* Alpha and Delta specific VE estimates
* Duration of protection

"= Results
T I e
dose
Alpha+Delta >14 days 50 (42-57) 54 (45-62) 74 (43-88)

<90 days 52 (44-59)

>90 days 28 (-8-53)

Alpha >14 days 77 (27-93)

Delta >14 days 42 (18-59)

= Risk of Bias: Serious

27

Martinez-Baz, |., Trobajo-Sanmartin, C., Miqueleiz, A., Guevara, M., Fernandez-Huerta, M., Burgui, C., Casado, I., Portillo, M. E., Navascués, A., Ezpeleta, C., & Castilla, J. (2021). Product-specific COVID-19 vaccine effectiveness against secondary infection in close contacts, Navarre, Spain, April to August 2021. Eurosurveillance, 26(39). https://doi.org/10.2807/1560-
7917.ES.2021.26.39.2100894



VE against Infection, Emergency Department (ED) /Urgent
Care Clinic (UCC) Visits and Hospitalizations in the US

= Matched test-negative design case-control in July 2021-August 2021

] ED/UCC

VE (95% Cl) 65 (56-72) 60 (31-77)

* Risk of Bias: Low-Moderate
= Test-negative design case-control without an immunocompromising condition in March 2021-

August 2021 (Delta+nondelta) | Hospitalizations

* Risk of Bias: Pending VE Db El) S Eonst

= Cohort study in June-July 2021

| __Infection | _Hospitalizations

VE (95% CI) 78 (73-82) 85 (73-91)

* Risk of Bias: Serious

Grannis, S. J., Rowley, E. A, Ong, T. C., Stenehjem, E., Klein, N. P., DeSilva, M. B., Naleway, A. L., Natarajan, K., & Thompson, M. G. (2021). Interim Estimates of COVID-19 Vaccine Effectiveness Against COVID-19-Associated Emergency Department or Urgent Care Clinic Encounters and Hospitalizations Among Adults During SARS-CoV-2 B.1.617.2 (Delta) Variant Predominance — Nine
States, Jund i3 +HAWRAorbidityand-ortatity-Weekhy-Report,70{37—https/fdororg/H0-15585 mmmwr-mmm
Polinski, J. M., Weckstein, A. R., Batech, M., Kabelac, C., Kamath, T., Harvey, R., Jain, S., Rassen, J. A., Khan, N., & Schneeweiss, S. (2021). Effectiveness of the Single-Dose Ad26.COV2.S COVID Vaccine. MedRxiv, 2021.09.10.21263385. https://doi.org/10.1101/2021.09.10.21263385 2 8
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Summary of VE studies i
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