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BNT162b2 
2.7.3 Summary of Clinical Efficacy 

Table 9. Number(%) of Participants With Seroresponse - Participants Without Evidence oflnfection up to 1 Month 
After Dose 2 - Immunobridging Subset - Phase 2/3 - 5 to <12 Years of Age and Study C4591001 Phase 2/3 - 16 
Through 25 Years of Age - Evaluable Immunogenicity Population 

Vaccine Group (as Randomized) 

BNT162b2 Placebo 

10 Jlg 30 Jlg 5 to <12 Years 16-25 Years 
5 to <12 Years 16-25 Years (C4591007) (C4591001) 

(C4591007) (C4591001) 

Assay Dose/ Nb n<(%) Nb n<(%) Nb n< (%) Nb n<(%) 
Sampling (95% Cld) (95% Cld) (95% Cld) (95% CJd) 
Time Point• 

SARS-CoV-2 neutralization assay - NT50 211 Month 264 262 (99.2) 253 251 (99.2) 130 2 (1.5) 45 0 (0.0) 
(titer) (97.3, 99.9) (97.2, 99.9) (0.2, 5.4) (0.0, 7.9) 

Abbreviations: COVID-19 = coronavirus disease 2019; LLOQ = lower limit of quantitation; NAA T = nucleic acid amplification test; 
N-binding = SARS-Co V -2 nucleoprotein-binding; NT 50 = 50% neutralizing titer; SARS-Co V -2 =severe acute respiratory syndrome coronavirus 2. 
Note: Seroresponse is defined as achieving a :::4-fold rise from baseline (before Dose 1). If the baseline measurement is below the LLOQ, a postvaccination assay result ::::;4 x 

LLOQ is considered a seroresponse. 
Note: Participants who had no serological or virological evidence (prior to the 1-month post-Dose 2 blood sample collection) of past SARS-Co V -2 infection (ie, N-binding 
antibody [serum] negative at Visit 1 and Visit 4 (C4591007) or Visit 3 (C4591001), SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative NAAT 
[nasal swab] result at any unscheduled visit prior to the !-month post-Dose 2 blood sample collection) and had no medical history of COVID-19 were included in the analysis. 
a. Protocol-specified timing for blood sample collection. 
b. N =number of participants with valid and determinate assay results for the specified assay both before vaccination and at the given dose/sampling time point. These values 
are the denominators for the percentage calculations. 
c. n =Number of participants with seroresponse for the given assay at the given dose/sampling time point. 
d. Exact 2-sided CI based on the Clopper and Pearson method. 
PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (15 :31) 
(Cutoff Date: C4591001 [24MAR2021]/C4591 007 [06SEP2021]) Output File: Jnda2_ubped/C4591007 _P23 _5 _ 12 _Bridging/adva_s003_fr4_p2_ 12_ wout_evl 
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BNT162b2 
2.7.3 Summary of Clinical Efficacy 

2.7.3.2.1.2.3. Immunogenicity Conclusions 

Based on immune response to the 10-f..lg dose level ofBNT162b2 in SARS-CoV-2 50% 
neutralizing titers in participants without prior evidence of SARS-COV -2 infection up to 
1 month after Dose 2, children 5 to <12 years of age met success criteria for immunobridging 
to young adults 16 to 25 years of age who received BNT162b2 at the 30-f..lg dose level, for 
both GMR and difference in seroresponse rates. The success criteria for GMR comparing 
children 5 to <12 years of age to young adults 16 to 25 years of age included a lower bound 
of the 2-sided 95% CI for GMR >0.67 and GMR point estimate ~0.8, and for seroresponse 
rate was the lower limit of the 2-sided 95% CI for the difference in seroresponse rate of 
greater than -10%. Criteria for both endpoints were met with a GMR of 1.04 (2-sided 95% 
CI: 0.93, 1.18) and difference in seroresponse rate ofO.O% (2-sided 95% CI: -2.0%, 2.2%), 
therefore, immunobridging based on both GMR and difference in seroresponse rates was 
achieved for the 5 to <12 years of age group in C4591007. Note that the observed GMR point 
estimate meets the requested criterion from the FDA of~1. 

Substantial and comparable increases over baseline (pre-vaccination) in neutralizing GMTs, 
GMFRs, and high seroresponse rates were observed at 1 month after Dose 2 ofBNT162b2 in 
both age groups. The vast majority of BNT162b2 recipients in both age groups achieved a 
seroresponse 1 month after Dose 2. 

Subgroup analyses of GMTs and seroresponse rates suggested no meaningful differences in 
neutralizing immune response based on participant demographics, within either age group, 
given that some subgroups included a limited number of participants. Participants who were 
baseline SARS-CoV-2 status positive had higher SARS-CoV-2 50% neutralizing titers at 
1 month after Dose 2, and those who were baseline status negative had a greater magnitude 
of rise in titers from before vaccination to 1 month after Dose 2; seroresponse was high and 
not differentiated by baseline SARS-Co V -2 status. 

Overall, based on SARS-Co V -2 50% neutralizing titers at 1 month after Dose 2, children 5 to 
<12 years of age had a similar immune response to the two-dose primary series ofBNT162b2 
10 f.lg compared to young adults 16 to 25 years of age who received two doses of BNT162b2 
30 f.lg. 

2.7.3.2.2. Efficacy Against Confirmed COVID-19- Children 5 to <12 Years of Age 

Efficacy analyses for the 5 to <12 years of age group are planned to be conducted only when 
at least 22 confirmed cases of COVID-19 had accrued in participants without prior evidence 
of SARS-Co V -2 infection before or during the vaccination regimen and success criteria for 
immunobridging have already been met (see results in Section 2.7.3 .2.1.2.2. 1). These will be 
supportive data in addition to the primary immunobridging analyses. 

As of the data cutoff date (06 September 2021 ), the prespecified number of at least 
22 confirmed COVID-19 cases had not been reached in this age group (refer to analysis 
methods in Section 2.7.3. 1.1.2), and noVE analysis was conducted. At the time ofthis 
submission data cutoff date, 13 confirmed cases of COVID-19 meeting evaluability criteria 
had accrued in this age group. Efficacy results will be reported at a later time, when a 
sufficient number of cases have accrued to conduct the event-driven analysis. 
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BNT162b2 
2.7.3 Summary of Clinical Efficacy 

2.7.3.3. Comparison and Analyses ofResults Across Studies 

Not applicable. 

2. 7.3.4. Analysis of Clinical Information Relevant to Dosing Recommendations 

The dose level of 10 f.lg BNT162b2 was selected for use in children 5 to <12 years of age 
based, in part, on the results of immunogenicity results from Phase 1 of Study C4591 007, as 
described in Section 2.7.3 .2.1.1. 

2.7.3.5. Persistence of Efficacy and/or Tolerance Effects 

At the time of data summary for this submission, immunogenicity data demonstrating the 
immune response to 10 f.lg BNT162b2 administered to children 5 to <12 years of age were 
available only for the 1-month post Dose 2 time point in Study C4591007. The study also 
includes evaluations of functional neutralizing antibody titers at 6, 12, and 24 months after 
Dose 2 of study vaccine. These data will be provided in future submissions. 

Results of efficacy analyses will be provided once a sufficient number ofCOVID-19 cases 
have accumulated to conduct the event-driven analysis . 
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BNT162b2 
2.7.3 Summary of Clinical Efficacy 

2.7.3.6. APPENDICES 

2.7.3.6.1. Appendix A: Phase 2/3 Study C4591007, Post-text Tables 

2.7.3.6.1.1. Immunogenicity (Phase 2/3 Study C4591007, Post-text Tables) 
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BNT162b2 
2.7.3 Summary of Clinical Efficacy 

Table 10. Summary of Geometric Mean Titers, by Subgroup - NT50 - Immunobridging Subset - Phase 2/3 - 5 to <12 
Years of Age and Study C4591001 Phase 2/3 - 16 Through 25 Years of Age - Evaluable lmmunogenicity 
Population 

.-
1- Vaccine Group (as Randomized) 
~ 
(9 .__.. 

BNT162b2 Placebo 
('f) 

""'" ...- 10 Jlg 30 Jlg 5 to <12 Years 16-25 Years 
0 5 to <12 Years 16-25 Years (C4591007) (C4591001) ...-

(C4591007) (C4591001) N 
0 

Assay Dose/ Subgroup n< GMTd n< GMTd n< GMTd n< GMTd N 
I 

Sampling (95% Cld) (95% Cld) (95% Cld) (95% Cld) ....... 
(.) 

0 Time Point• 
I 

1.!) 
0 

c SARS-CoV-2 1/Prevax All 294 11.5 272 11.4 147 12.4 47 10.0 
0 neutralization (10.7, 12.3) (1 0.6, 12.3) (11.0, 14.0) (10.0, 10.0) 
"0 assay - NT 50 
Q) 

(titer) > 
0 

Sex ,_ 
0.. 
0.. Male 153 I0.8 133 I I.4 84 12.6 I7 I O.O :> (10.1, 11.6) (I 0.1 , 12.9) (10.7, 14.8) (10.0, 10.0) 

"0 
Q) Female 141 I2.3 139 11.5 63 12.2 30 10.0 > 
0 (10.9, 13.8) (10.4, 12.6) (10.2, 14.6) (10.0, 10.0) ,_ 
0.. Race 0.. 

:> White 232 11.8 204 10.4 120 13.0 29 10.0 
C.D (10.9, 12.9) (9.9, 11.0) (11.3, 15.0) (10.0, 10.0) ctJ 
ctJ Black or African 18 10.0 32 16.4 5 10.0 12 10.0 (J) 
co American (10.0, 10.0) (I 0.5, 25 .6) (10.0, 10.0) (10.0, 10.0) 
('f) 
co American Indian or 0 NE 4 22.1 0 NE 1 10.0 
(J) 

Alaska Native (NE, NE) (1.8, 277.4) (NE, NE) (NE, NE) ...-
(J) 

Asian 23 11.0 17 13.0 14 10.0 3 10.0 1'-
1'- (9.5, 12.8) (7.5, 22.5) (10.0, 10.0) (10.0, 10.0) ...-
0 
(J) 
0 
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BNT162b2 
2.7.3 Summary of Clinical Efficacy 

Table 10. Summary of Geometric Mean Titers, by Subgroup- NT50- Immunobridging Subset- Phase 2/3- 5 to <12 
Years of Age and Study C4591001 Phase 2/3-16 Through 25 Years of Age- Evaluable Immunogenicity 
Population 

Vaccine Group (as Randomized) 

-1- BNT162b2 Placebo :2: 
(9 .__... 

10 Jlg 30 Jig 5 to <12 Years 16-25 Years 
(") 
-.;t 5 to <12 Years 16-25 Years (C4591007) (C4591001) 
...-- (C4591007) (C4591001) 
0 

Assay Dose/ Subgroup n< GMTd n< GMTd GMTd GMTd ...-- n< n< 

N Sampling (95% CJd) (95% CJd) (95% CJd) (95% Cid) 
0 Time Point" N 
..,!.. 
0 
0 Native Hawaiian or 1 10.0 1 42.0 0 NE 0 NE I 
l.() other Pacific Islander (NE, NE) (NE, NE) (NE, NE) (NE, NE) 0 

c Multiracial 17 10.0 12 12.3 6 10.0 1 10.0 

0 (10.0, 10.0) (7.8, 19.2) (10.0, 10.0) (NE, NE) 

'0 Not reported 3 10.0 2 10.0 2 10.0 1 10.0 Q) 
> (10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (NE, NE) 
0 ,__ Ethnicity 0.. 
0.. Hispanic/Latina 46 14.3 98 10.6 26 19.4 12 10.0 
~ (10.8, 19.0) (9. 7, 11.6) (11.6, 32.5) (10.0, 1 0.0) '0 
Q) Non-Hispanic/non- 246 11.0 174 11.9 121 11.3 34 10.0 > 
0 Latino (10.4, 11.7) (10.6, 13.3) (10.3, 12.3) (10.0, 10.0) ,__ 
0.. Not reported 2 10.0 0 NE 0 NE 1 10.0 0.. 

~ (10.0, 10.0) (NE, NE) (NE, NE) (NE, NE) 
co Baseline SARS-CoV-2 co 
co Statusb 

0> 
<X) POS 21 59.8 13 91.3 13 114.5 1 10.0 ('I') 
<X) (33.5, 1 06.5) (45 .1, 184.7) (71.6, 183.0) (NE, NE) 
0> 

NEG 273 ...-- 10.1 259 10.3 134 10.0 46 10.0 
Q) (9.9, 1 0.3) (9.8, 10.8) (10.0, 10.0) (10.0, 10.0) 1'--

1'--
...--
0 
0> 
0 
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BNT162b2 
2.7.3 Summary of Clinical Efficacy 

Table 10. Summary of Geometric Mean Titers, by Subgroup - NT50 - Immunobridging Subset - Phase 2/3 - 5 to <12 
Years of Age and Study C4591001 Phase 2/3 - 16 Through 25 Years of Age - Evaluable Immunogenicity 
Population 

Vaccine Group (as Randomized) 

!=' BNT162b2 Placebo 
2 
Q 

10 Jlg 30 Jlg 5 to <12 Years 16-25 Years 
(") 

5 to <12 Years 16-25 Years (C4591007) (C4591001) "¢ . . (C4591007) (C4591001) ...-
0 

Assay Dose/ Subgroup n' GMTd n' GMTd n' GMTd n' GMTd ...-
Sampling (95% Cld) (95% Cld) (95% CJd) (95% Cld) N 

0 Time Point• N 
I ....... 

0 
0 2/1 Month All 294 1300.3 273 1192.6 147 13.5 47 10.3 I 
1.0 (1195.9, 1413.8) (1089.7, 1305.2) (11.6, 15.8) (9.7, 10.9) 
0 

c Sex 

0 Male 153 1218.5 133 1081.8 84 14.5 17 10.0 
"0 (1102.8, 1346.3) (939.2, 1245.9) (11.5, 18.3) (10.0, 1 0.0) 
()) 

> Female 141 1395.3 140 1308.3 63 12.3 30 10.4 0 ,_ (12 16.4, 1600.6) (1168. 1, 1465.5) (10.2, 14.8) (9.6, 11.4) a 
a Race 
~ 
"'0 White 232 1299.4 205 1225.6 120 14.5 29 10.0 
()) (1 178.8, 1432.4) (1120.7, 1340.3) (12.0, 17.4) (10.0, 10.0) > 
0 Black or African 18 1171.2 32 1010.3 5 10.0 12 11.2 ,_ 
a American (823.7, 1665.4) (657.3, 1552.9) (10.0, 10.0) (8.8, 14.2) a 
:> American Indian or 0 NE 4 1905.7 0 NE 1 10.0 
CD Alaska Native (NE, NE) (724.8, 5011.0) (NE, NE) (NE, NE) m m Asian 23 1219.4 17 967.9 14 10.0 3 10.0 (J) 
00 (918.6, 1618.6) (641.0, 1461.3) (10.0, 10.0) (10.0, I 0.0) 
(") 
00 Native Hawaiian or 1 3921.0 l 1063.0 0 NE 0 NE (J) 

other Pacific Islander (NE, NE) (NE,NE) (NE, NE) (NE, NE) ....-
Q) 

Multiracial 17 1435 .8 12 1236.8 6 10.0 ,...._ l 10.0 ,...._ 
(1086 7, 1896.9) (649.5, 2354.8) (10.0, 10.0) (NE, NE) ....-

0 
0> 
0 

CONFIDENTIAL 
Page 43 



-1-
~ 
(9 -(") 

""'" 
.. 

....... 
0 
....... 
N 
0 
N 

I ...... 
(.) 

0 
I 

L() 
0 

c 
0 
"0 
(1.) 
> 
0 ,_ 
a. 
a. 
~ 
"0 
(1.) 
> 
0 ,_ 
a. 
a. 
~ 
CD 
co 
co 
0) 
CX) 
(") 
CX) 
0) 
...--
(1.) 

1'-
1'-....... 
0 
0) 
0 

BNT162b2 
2.7.3 Summary of Clinical Efficacy 

Table 10. Summary of Geometric Mean Titers, by Subgroup- NT50- lmmunobridging Subset- Phase 2/3- 5 to <12 
Years of Age and Study C4591001 Phase 2/3-16 Through 25 Years of Age- Evaluable Immunogenicity 
Population 

Vaccine Group (as Randomized) 

BNT162b2 Placebo 

10 pg 30 pg 5 to <12 Years 16-25 Years 
5 to <12 Years 16-25 Years (C4591007) (C4591001) 

(C4591007) (C4591001) 

Assay Dose/ Subgroup n< GMTd n< GMTd n< GMTd n< GMTd 
Sampling (95% Cld) (95% Cld) (95% Cid) (95% Cld) 
Time Point• 

Not reported 3 1659.9 2 2028.7 2 10.0 1 10.0 
(616.0, 4472.4) (715.8, 5749.2) (I 0.0, 10.0) (NE,NE) 

Ethnicity 

Hispanic/Latina 46 1412.3 98 1179.2 26 20.0 12 10.0 
(1118.1 , 1783.9) (1 046.6, 1328.6) (11.7, 34.3) (10.0, 10.0) 

Non-Hispanic/non- 246 1276.9 175 1200.2 121 12.4 34 10.4 
Latino (1166.4, 1397.9) (1059.4, 1359.6) (10.7, 14.4) (9.6, 11.2) 

Not reported 2 1823.3 0 NE 0 NE 1 10.0 
( 432.2, 7691.5) (NE, NE) (NE, NE) (NE,NE) 

Baseline SARS-CoV-2 
Statusb 

POS 21 3270.0 13 2253.8 13 133.2 1 37.0 
(2032.1 , 5261.8) (1497.7, 3391.5) (81.0, 219.0) (NE, NE) 

NEG 273 1211.3 259 1151.2 134 10.8 46 10.0 
(1121.1 , 1308.7) (1050.5, 1261.5) (9.8, 12.0) (10.0, 10.0) 

-· £~"- - --~~~- ~ "- .. -- -- -·--· - ~- -~- ----
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BNT162b2 
2.7.3 Summary of Clinical Efficacy 

Table 10. Summary of Geometric Mean Titers, by Subgroup- NT50- Immunobridging Subset- Phase 2/3- 5 to <12 
Years of Age and Study C4591001 Phase 2/3-16 Through 25 Years of Age- Evaluable Immunogenicity 
Population 

Vaccine Group (as Randomized) 

BNT162b2 Placebo 

10 J.lg 30 J.lg 5 to <12 Years 16-25 Years 
5 to <12 Years 16-25 Years (C4591007) (C4591001) 

(C4591007) (C4591001) 

Assay Dose/ Subgroup n< GMTd n< GMTd n< GMTd n< GMTd 
Sampling (95% CJd) (95% Cld) (95%Cid) (95% CJd) 
Time Point• 

Abbreviations: COVID-19 = coronavirus disease 2019; GMT= geometric mean titer; LLOQ =lower limit of quantitation; NAA T =nucleic acid amplification test; N-binding­
SARS-CoV -2 nucleoprotein-binding; NE =not estimable; NEG= negative; NT 50= 50% neutralizing titer; 
POS = positive; Prevax = before vaccination; SARS-Co V -2 = severe acute respiratory syndrome coronavirus 2. 
a. Protocol-specified timing for blood sample collection. 
b. POS =positive N-binding antibody result at Visit I, positive NAAT result at Visit 1, or medical history ofCOVID-19. NEG= negative N-binding antibody result at Visit 1, 
negative NAAT result at Visit 1, and no medical history ofCOVID-19. Participants whose baseline SARS-CoV-2 status cannot be determined because of missing N-binding 
antibody or NAAT at Visit 1 were not included. 
c. n =Number of participants with valid and determinate assay results for the specified assay at the given dose/sampling time point. 
d. GMTs and 2-sided 95% Cis were calculated by exponentiating the mean logarithm of the titers and the corresponding Cis (based on the Student t distribution). Assay 
results below the LLOQ were set to 0.5 x LLOQ. 
PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (15:33) 
(Cutoff Date: C4591 001 [24MAR2021]/C4591 007 [06SEP2021]) Output File: ./nda2_ubped/C4591 007 _P23 _5 _12_Bridging/adva_s001_gmt_sub_p2 _12_evl 

CONFIDENTIAL 
Page 45 



i=' 
~ 
(9 ..._, 
(") 
"¢ 

...-
0 
...-
N 
0 
N 

t5 
0 

I 
L{) 
0 

c 
0 
"'0 
Q) 
> e 
a. 
a. 
~ 
"'0 
Q) 
> e 
a. 
a. 
~ 
(() 
co 
co 

Q) 
(() 
(") 
(() 
Q) 
...-
Q) 

1'--
1'--...-
0 
Q) 
0 

BNT162b2 
2.7.3 Summary of Clinical Efficacy 

Table 11. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point, by Baseline 
SARS-CoV-2 Status- NT50- Immunobridging Subset- Phase 2/3-5 to <12 Years of Age and Study C4591001 
Phase 2/3-16 Through 25 Years of Age- Evaluable lmmunogenicity Population 

BNTI62b2 

10 Jtg 
5 to <12 Years 

(C4591007) 

Assay Dose/ Baseline n< GMFRd n< 
Sampling SARS-CoV-2 (95% Cld) 
Time Point• Statusb 

SARS-CoV-2 2/1 Month ALL 294 113.1 272 
neutralization assay - (104.4, 122.6) 
NT50 (titer) 

POS 21 54.7 13 
(35 .3, 84.7) 

NEG 273 119.6 259 
(110.8, 129.2) 

Vaccine Group (as Randomized) 

30 Jtg 5 to <12 Years 
16-25 Years (C4591007) 
(C4591001) 

GMFRd n< GMFRd 
(95% Cid) (95% Cld) 

104.2 147 1.1 
(94.1, 115.3) (1.0, 1.2) 

24.7 13 1.2 
(13.9, 43.8) (0.9, 1.5) 

112.0 134 1.1 
(101.7, 123.2) (1.0, 1.2) 

Placebo 

n< 

47 

16-25 Years 
(C4591001) 

GMFRd 
(95% Cld) 

1.0 
(1.0, 1.1) 

3.7 
(NE, NE) 

46 1.0 
(1.0, 1.0) 

Abbreviations: COVID-19 = coronavirus disease 20 19; GMFR = geometric mean fold rise; LLOQ = lower limit of quantitation; NAA T = nucleic acid amplification test; N­
binding = SARS-CoV-2 nucleoprotein-binding; NE =not estimable; NEG= negative; NT50 =50% neutralizing titer; 
POS =positive; SARS-Co V -2 = severe acute respiratory syndrome coronavirus 2. 
a. Protocol-specified timing for blood sample collection. 
b. POS =positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history ofCOVID-19. NEG= negative N-binding antibody result at Visit 1, 
negative NAAT result at Visit 1, and no medical history of COVID-19. ALL= irrespective of basel ine SARS-Co V -2 status, including missing baseline status. 
c. n =Number of participants with valid and determinate assay results for the specified assay at both prevaccination time points and at the given dose/sampling time point. 
d. GMFRs and 2-sided 95% Cis were calculated by exponentiating the mean logarithm of the fold rises and the corresponding Cis (based on the Student t distribution). Assay 
results below the LLOQ were set to 0.5 x LLOQ in the analysis. 
PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (15:31) 
(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2 ubped/C4591007 P23 5 12 Bridging/advas sOOl gmfr p2 12 evl 
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BNT162b2 
2.7.3 Summary of Clinical Efficacy 

Table 12. Number(%) of Participants With Seroresponse, by Subgroup - Immunobridging Subset - Phase 2/3 - 5 to <12 
Years of Age and Study C4591001 Phase 2/3 - 16 Through 25 Years of Age - Evaluable Immunogenicity 
Population 

Vaccine Group (as Random ized) 

,.--.. 
I- BNT162b2 Placebo 
2 
C) _.. 

10 flg 30 ,..g 5 to <12 Years 16-25 Years 
(") 

5 to <12 Years 16-25 Years (C4591007) (C4591001) 

""'" 
.. 

(C4591007) (C4591001) ..-
0 

Assay Dose/ Subgroup N< nd (%) N< nd (%) N< nd (%) N< nd (%) ..-
N Sampling (95% CJO) (95% CI•) (95% CI•) (95% CI•) 
0 Time Point• N 
..!. 
() 

0 
SARS-CoV-2 2/1 Month All 294 292 (99.3) 272 270 (99.3) 147 2 (1.4) 47 0 (0.0) I 

1.0 
0 neutralization assay (97.6, 99.9) (97.4, 99.9) (0.2, 4.8) (0.0, 7.5) 

c - NT50 (titer) 

0 Sex 
l:l Male 153 153 (100.0) 133 131 (98.5) 84 2 (2.4) 17 0 (0.0) Q) 
> (97.6, I 00.0) (94.7, 99.8) (0.3, 8.3) (0.0, 19.5) 0 
'- Female 141 139 (98.6) 139 139 (100.0) 63 0 (0.0) 30 0 (0.0) c. 
c. (95.0, 99.8) (97.4, 1 00.0) (0.0, 5.7) (0.0, 11.6) 
~ 
l:l Race 
Q) 

White 232 230 (99.1) 204 204 (100.0) 120 2 (1. 7) 29 0 (0.0) > 
0 (96.9, 99.9) (98.2, 100.0) (0.2, 5.9) (0.0, 11.9) '-c. 
c. Black or African 18 18 (100.0) 32 30 (93.8) 5 0 (0.0) 12 0 (0.0) 
~ American (81.5, 100.0) (79.2, 99.2) (0.0, 52.2) (0.0, 26.5) 
(D 
ro American Indian or Alaska 0 0 (NE) 4 4 (100.0) 0 0 (NE) 1 0 (0.0) ro Native (NE, NE) (39.8, 100.0) (NE, NE) (0.0, 97.5) (J) 
co Asian 23 23 (100.0) 17 17 (1 00.0) 14 0 (0.0) 3 0 (0.0) ("() 
co (85.2, 100.0) (80.5, 100.0) (0.0, 23 .2) (0.0, 70. 8) (J) 
..- Native Hawaiian or other I 1 (1 00.0) I 1 (100.0) 0 0 (NE) 0 0 (NE) Q) 
1'- Pacific Islander (2.5, 1 00.0) (2.5, I 00.0) (NE, NE) (NE,NE) 
1'-
..-
0 
(J) 
0 
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207.3 Summary of Clinical Efficacy 

Table 12. 

Assay 

Number(%) of Participants With Seroresponse, by Subgroup - lmmunobridging Subset - Phase 2/3-5 to <12 
Years of Age and Study C4591001 Phase 2/3-16 Through 25 Years of Age - Evaluable Immunogenicity 
Population 

Dose/ Subgroup N< 
Sampling 
Time Point• 

Multiracial 17 

Not reported 3 

Ethnicity 

Hispanic/Latino 46 

Non-Hispanic/non-Latino 246 

Not reported 2 

Baseline SARS-Co V -2 
Statusb 

POS 21 

NEG 273 

BNT162b2 

10 Jlg 
5 to <12 Years 

(C4591007) 

nd (%) N< 
(95% CI•) 

17 (100.0) 12 
(80.5, 100.0) 

3 (10000) 2 
(2902, 100.0) 

46 (100.0) 98 
(9203, 100.0) 

244 (9902) 174 
(97.1, 99o9) 

2 (10000) 0 
(15.8, 100.0) 

21 (1 00.0) 13 
(83.9, 100.0) 

271 (9903) 259 
(97.4, 9909) 
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Vaccine Group (as Randomized) 

Placebo 

30 Jlg 5 to <12 Years 16-25 Years 
16-25 Years (C4591007) (C4591001) 
(C4591001) 

nd (%) N< nd (%) N< nd (%) 
(95% CI•) (95% CI•) (95% CI•) 

12 (100.0) 6 0 (000) 1 0 (0.0) 
(73.5, 1 00.0) (0.0, 45.9) (0.0, 97.5) 

2 (100.0) 2 0 (0.0) 1 0 (000) 
(1508, 10000) (0.0, 84.2) (0.0, 97.5) 

98 (1 00.0) 26 0 (000) 12 0 (0.0) 
(9603, 1 00.0) (0.0, 1302) (0.0, 26.5) 

172 (9809) 121 2 (1.7) 34 0 (000) 
(9509, 99 .9) (0.2, 5.8) (000, 10.3) 

0 (NE) 0 0 (NE) 1 0 (0.0) 
(NE, NE) (NE, NE) (000, 9705) 

13 (100.0) 13 0 (0.0) 1 0 (000) 
(75 .3, 100.0) (0.0, 24.7) (0.0, 97.5) 

257 (99.2) 134 2 (1.5) 46 0 (000) 
(97.2, 9909) (0.2, 5.3) (0.0, 7.7) 
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BNTI62b2 
2.7.3 Summary of Clinical Efficacy 

Table 12. Number(%) of Participants With Seroresponse, by Subgroup - Immunobridging Subset- Phase 2/3-5 to <12 
Years of Age and Study C4591001 Phase 2/3 - 16 Through 25 Years of Age - Evaluable Immunogenicity 
Population 

Assay Dose/ 
Sampling 
Time Point• 

Subgroup N< 

BNT162b2 

10 p.g 
5 to <12 Years 

(C4591007) 

nd (%) N< 
(95% CI•) 

Vaccine Group (as Randomized) 

30 p.g 5 to <12 Years 
16-25 Years (C4591007) 
(C4591001) 

nd (%) N< nd (%) 
(95% CI•) (95% CI•) 

Abbreviations: COVID-19 = coronavirus disease 20 19; LLOQ = lower limit of quantitation; NAA T =nucleic acid amplification test; 
N-binding = SARS-Co V -2 nucleoprotein-binding; NE =not estimable; NEG= negative; NT 50= 50% neutralizing titer; POS =positive; 
SARS-CoV-2 =severe acute respiratory syndrome coronavirus 2. 

Placebo 

16-25 Years 
(C4591001) 

N< nd (%) 
(95% CJ•) 

Note: Seroresponse is defined as achieving a ?:4-fold rise from baseline (before Dose 1). If the baseline measurement is below the LLOQ, a postvaccination assay result ?:4 x 
LLOQ is considered a seroresponse. 
a. Protocol-specified timing for blood sample collection. 
b. POS =positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history ofCOVID-19. NEG= negative N-binding antibody result at Visit 1, 
negative NAAT result at Visit 1, and no medical history ofCOVID-19. 
c. N =number of participants with valid and determinate assay results for the specified assay both before vaccination and at the given dose/sampling time point. These values 
are the denominators for the percentage calculations. 
d. n =Number of participants with seroresponse for the given assay at the given dose/sampling time point. 
e. Exact 2-sided CI based on the Clopper and Pearson method. 
PFIZER CONFIDENTIAL Source Data: adva Table Generation: 17SEP2021 (07:55) 
(Cutoff Date: C4591001 [24MAR2021)/C4591007 [06SEP2021]) Output File: ./nda2 ubped/C4591007 P23 5 12 Bridging/adva s003 fr4 p2 12 sub evl 
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