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BNT162b2 
2.7.4 Summary of Clinical Safety 

2.7.4.3.7. Withdrawal and Rebound 

Not applicable. 

2.7.4.3.8. Effects on Ability to Drive or Operate Machinery or Impairment of Mental 
Ability 

BNT162b2 has no or negligible influence on the ability to drive and use machines. 

2.7.4.4. Post-Marketing Data 

Post-authorization safety data are continually monitored by Pfizer and BioNTech for 
pharmacovigilance and risk management purposes, including weekly reviews of the Safety 
database. Pfizer's safety database contains AEs reported spontaneously to Pfizer, cases 
reported by the health authorities, cases published in the medical literature, cases from 
Pfizer-sponsored marketing programs, non-interventional studies, and cases of SAEs 
reported from clinical studies regardless of causality assessment. 

Post-authorization safety data are communicated in the following contexts: 

• The first Periodic Safety Update Report covering the period of 19 December 2020 
through 18 June 2021 that evaluated safety data and signal detection, and concluded: 

"Risks have been evaluated in the context of the benefits of the vaccine. Based on the 
available safety and efficacy/effectiveness data from the reporting interval for 
BNT162b2, the benefit-risk profile ofBNT162b2 remains favourable." 

• Post-authorization Summary Monthly Safety Reports (SMSRs) that include safety events 
reported from countries in which BNT162b2 is authorized or conditionally approved and 
are submitted monthly to regulatory authorities. These monthly reports provide 
information on safety signals and risks determined from signal detection activity. 

Myocarditis/pericarditis is considered an important identified risk of the vaccine in the US 
Pharmacovigilance Plan and the EU Risk Management Plan; however, the low incidence and 
favorable prognosis of these events compared to the known risks ofCOVID-19, including 
COVID-19 associated myocarditis, support a positive benefit/risk profile for this vaccine in 
the 5 to <12 years of age group. 

Overall, review of the post-authorization safety data has continued to confirm the overall 
favorable risk-benefit assessment of the vaccine for individuals 2:12 years of age. 

2.7.4.5. Overall Conclusions 

Phase 1 safety and immunogenicity across BNT162b2 dose levels of 10, 20, and 30 f.lg led to 
selection of the 1 0-f.lg dose level for Phase 2/3 evaluation in children 5 to <12 years of age, 
based on increased incidence of reactogenicity observed with increasing dose level and 
comparably high immunogenicity observed at both (10 and 20 f.lg) dose levels. In 
approximately 1500 children 5 to <12 years of age who received BNT162b2 10-f.lg, the 
2-dose regimen was safe and well-tolerated and highly immunogenic. 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

2.7.4.6. APPENDICES 

2.7.4.6.1. Appendix A: Phase 1 Study C4591007, Post-text Figures 

2.7.4.6.1.1. Reactogenicity (Phase 1 Study C4591007, Post-text Figures) 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

Figure 3. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose- Phase 1- 5 to 
<12 Years of Age - Safety Population 
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PFIZER CONFIDENTIAL SDTM Creation: 11AUG2021 (13:36) Source Data: adfacevd Table Generation: 17AUG2021 (06:18) 
(Cutoff Date: 16JUL2021, Snapshot Date: l!AUG2021) Output File: ./nda3/C4591007 _Phasei_EUA/adce_f00!_h_p1_12 
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BNTI62b2 
2.7.4 Summary of Clinical Safety 

Figure 4. Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose- Phase 1-5 to <12 
Years of Age - Safety Population 
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a. Of the 16 p111ticipants who receive d 30 Jlg at Dose I, 4 participants received30 Jlg at Dose 2. 
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PFIZERCONFIDENTIP.J. SDTM Creation: 11AUG2021 (13:36) Source Data: adfacevd Table Generation: 17AUG2021 (06:18) 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

2.7.4.6.2. Appendix B: Phase 2/3 Study C4591007, Post-text Tables and Figures 

2.7.4.6.2.1. Disposition, Exposure, Safety Datasets Analyzed and Study Population 
Characteristics (Phase 2/3 Study C4591007, Post-text Tables) 
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BNT162b2 
2 . 7 .4 Summary of Clinical Safety 

Table 7. Disposition of All Randomized Participants- Phase 2/3-5 to <12 Years of 
Age 

Vaccine Group (as Randomized) 

BNT162b2 10 Jtg Placebo Total 
(N•=I528) (N•=757) (N3=2285) 

nb (%) nb (%) nb (%) 

Randomized 1528 (100.0) 757 (100.0) 2285 (100.0) 

Not vaccinated II (0.7) 6 (0.8) 17 (0.7) 

Vaccinated 1517 (99.3) 751 (99.2) 2268 (99.3) 

Dose 1 1517 (99.3) 751 (99.2) 2268 (99.3) 

Dose 2 1514 (99.1) 747 (98 .7) 2261 (98.9) 

Completed 1-month post-Dose 2 visit (vaccination period) 1510 (98.8) 746 (98.5) 2256 (98.7) 

Discontinued from vaccination period but continued in the study 2 (0.1) 2 (0.3) 4 (0.2) 

Discontinued after Dose I and before Dose 2 2 (0.1) 2 (0.3) 4 (0.2) 

Discontinued after Dose 2 and before !-month post-Dose 2 visit 0 0 0 

Reason for discontinuation from vaccination period 

Withdrawal by participant 1 (0.1) 2 (0.3) 3 (0.1) 

Withdrawal by parent/guardian I (0.1) 0 I (0.0) 

Withdrawn from the study 5 (0.3) 6 (0.8) II (0.5) 

Withdrawn after Dose I and before Dose 2 1 (0.1) 2 (0.3) 3 (0.1) 

Withdrawn after Dose 2 and before ! -month post-Dose 2 visit 2 (0.1) 2 (0.3) 4 (0.2) 

Withdrawn after 1-month post-Dose 2 visit 2(0.1) 2 (0.3) 4 (0.2) 

Reason for withdrawal from the study 

Other 1 (0.1) 0 1 (0.0) 

Withdrawal by participant 0 2 (0.3) 2 (0.1) 

Withdrawal by parent/guardian 4 (0.3) 4 (0.5) 8 (0.4) 

a. N - nwnber of randomized participants in the specified group, or the total sample. This value is the denominator for 
the percentage calculations. 
b. n =Number of participants with the specified characteristic . 
PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (17: 17) Source Data: adds Table Generation: 15SEP2021 
(II :59) 
(Cutoff Date: 06SEP2021, Snapshot Date: 13SEP2021) Output File : 
./nda2 _ ubped/C4591 007 _P23 _EUA/adds_s002 _ disp _p2 _ 12 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

Table 8. Vaccine as Administered - Phase 2/3 - 5 to <12 Years of Age - All 
Randomized Participants 

Vaccine Group (as Randomized) 

Vaccine (as Administered) 

Vaccinated 

Not vaccinated 

Dose 1 

BNT162b2 10 f.!8 

Placebo 

Dose 2 

BNT162b2 10 f.!8 

Placebo 

BNT162b2 10 11g 
(N"=1528) 

nb (%) 

1517 (99.3) 

11 (0. 7) 

1517 (99.3) 

0 

1514 (99.1) 

0 

Placebo 
(N"=757) 

nb (%) 

751 (99.2) 

6 (0.8) 

1 (0.1) 

750 (99.1) 

1 (0.1) 

746 (98.5) 

a. N =number of participants in the specified group. This value is the denominator for the percentage calculations. 
b. n =Number of participants with the specified characteristic. 
PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (23 :25) Source Data: ads! Table Generation: 16SEP2021 (06:59) 
(Cutoff Date: 06SEP2021 , Snapshot Date: 13SEP2021) Output File: 
./nda2 ubped/C4591007 P23 EUA/advx s002 adm p2 12 

Table 9. Vaccine Administration Timing - Phase 2/3- 5 to <12 Years of Age- All 
Randomized Participants 

Randomized 

Not vaccinated 

Dose 1 

Dose 2c 

Protocol defmed window 

<19 Days 

19-23 Daysd 

>23 Days 

Weekly intervals 

Vaccine Group (as Randomized) 

BNT162b2 10 11g 
(N"=l528) 

nb (%) 

1528 (100.0) 

11 (0.7) 

1517 (99.3) 

1514 (99.1) 

10 (0.7) 

1443 (94.4) 
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61 (4.0) 

Placebo 
(N"=757) 

nb (%) 

757 (100.0) 

6 (0.8) 

751 (99.2) 

747 (98.7) 

3 (0.4) 

715 (94.5) 

29 (3 .8) 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

Table 9. Vaccine Administration Timing- Phase 2/3- 5 to <12 Years of Age- All 
Randomized Participants 

Vaccine Group (as Randomized) 

BNT162b2 10 Jlg Placebo 
(N"=1528) (N•=757) 

nb (%) nb (%) 

<14 Days 0 0 

14-20 Days 349 (22.8) 186 (24.6) 

21-27 Days 1124 (73 .6) 540 (71.3) 

28-34 Days 26 (1.7) 12 (1.6) 

35-41 Days 8 (0.5) 5 (0. 7) 

42-48 Days 2 (0.1) I (0.1) 

49-55 Days 3 (0.2) 3 (0.4) 

>55 Days 2 (0.1) 0 

a. N =number of participants in the specified group. This value is the denominator for the percentage calculations. 
b. n =Number of participants with the specified characteristic. 

, c. Days calculated since Dose I. 
d. Protocol-specified time frame. 
PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (23 :25) Source Data: ads! Table Generation: 15SEP2021 (11:51) 
(Cutoff Date: 06SEP2021, Snapshot Date: 13SEP2021) Output File: 
./nda2 ubped/C4591007 P23 EUA/advx s002 time p2 12 

Table 10. Safety Population- Phase 2/3- 5 to <12 Years of Age 

Vaccine Group (as Administered) 

Randomizedb 

Vaccinated 

Safety population 

HIV -positive 

Excluded from safety population 

Reason for exclusion 

Participant did not receive study vaccine 

BNT162b2 10 Jlg 
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n• 

1518 

1518 

0 

Placebo 

n• 

750 

750 

0 

Total 

n• (%) 

2285 

2268 (99.3) 

2268 (99.3) 

0 

17 (0.7) 

17 (0.7) 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

Table 10. Safety Population- Phase 2/3-5 to <12 Years of Age 

Vaccine Group (as Administered) 

BNT162b2 10 Jlg Placebo 

n• n• 

Abbreviation: HIV = human immunodeficiency virus. 
a. n =Number of participants with the specified characteristic, or the total sample. 
b. This value is the denominator for the percentage calculations. 

Total 

n•(%) 

PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (23 :25) Source Data: ads! Table Generation: 16SEP2021 (06:12) 
(Cutoff Date: 06SEP2021 , Snapshot Date : 13SEP2021) Output File: 
./nda2 _ ubped/C4591 007 _P23 _ EUA!adsl_s008 _saf_pop _p2 _12 

Table 11. Follow-up Time After Dose 2 -Phase 2/3 - 5 to <12 Years of Age - Safety 
Population 

Vaccine Group (as Administered) 

BNT162b2 10 Jlg Placebo Total 
(N"=1518) (N"=750) (N•=2268) 

nb (%) nb (%) nb (%) 

Time from Dose 2 to cutoff date 

<1 Month 7 (0.5) 4 (0.5) 11 (0.5) 

2:1 Month to <2 months 67 ( 4.4) 32 (4.3) 99 ( 4.4) 

2:2 Months to <3 months 1444 (95 .1) 714 (95 .2) 2158 (95.1) 

2:3 Months 0 0 0 

Note: Fallow-up time was calculated from Dose 2 to the cutoff date or withdrawal date or the date of unblinding (per 
protocol), whichever date was earlier. 
a. N =number of participants in the specified group, or the total sample. This value is the denominator for the 
percentage calculations. 
b . n =Number of participants with the specified characteristic. 
PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (23:25) Source Data: ads! Table Generation: 15SEP2021 (11:51) 
(Cutoff Date: 06SEP2021, Snapshot Date: 13SEP2021) Output File: 
./nda2_ubped/C4591 007 _P23 _ EUA/adsl_s005 _ fup _time _12 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

Table 12. Demographic Characteristics - Phase 2/3 - 5 to <12 Years of Age - Safety 
Population 

Vaccine Group (as Administered) 

BNT162b2 10 11g Placebo Total 
(N"==l518) {N"==750) (N"==2268) 

nb (%) nb (%) nb (%) 

Sex 

Male 799 (52.6) 383 (51.1) 1182 (52. I) 

Female 719 (47.4) 367 (48.9) 1086 (47.9) 

Race 

White 1204 (79.3) 586 (78.I) I790 (78.9) 

Black or African American 89 (5 .9) 58 (7.7) I47 (6.5) 

American Indian or Alaska Native I2 (0.8) 3 (0.4) 15 (0.7) 

Asian 90 (5 .9) 47 (6.3) 137 (6.0) 

Native Hawaiian or other Pacific Islander 5 (0.3) 0 5 (0.2) 

Multiracial I 09 (7.2) 49 (6.5) 158 (7.0) 

Not reported 9 (0.6) 7 (0.9) I6 (0.7) 

Ethnicity 

Hispanic/Latina 3I9 (21.0) I59 (21.2) 478 (21.1) 

Non-Hispanic/Non-Latino II96 (78.8) 591 (78.8) I787 (78.8) 

Not reported 3 (0.2) 0 3 (0.1) 

Age at vaccination (years) 

Mean(SD) 8.2 (1.93) 8.I (1.97) 8.2 (1.94) 

Median 8.0 8.0 8.0 

Min, max (5, II) (5, II) (5, Il) 

Obesec 

Yes 174 (11.5) 92 (12 .3) 266 ( I I. 7) 

No 1343 (88.5) 658 (87.7) 200 I (88.2) 

Missing I (0.1) 0 1 (0.0) 

Baseline SARS-CoV-2 status 

Positived I33 (8.8) 65 (8.7) I98 (8.7) 

Negative• 1385 (91.2) 685 (91.3) 2070 (91.3) 

Comorbiditiesf 

Yes 312 (20.6) 152 (20.3) 464 (20.5) 

No 1206 (79.4) 598 (79.7) I804 (79.5) 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

Table 12. Demographic Characteristics -Phase 2/3 - 5 to <12 Years of Age - Safety 
Population 

Vaccine Group (as Administered) 

BNT162b2 10 flg 
(N"=1518) 

nb (%) 

Placebo 
(N"=750) 

nb (%) 

Total 
(N"=2268) 

nb (%) 

Abbreviations: BMI =body mass index; COVID-19 = coronavirus disease 2019; MMWR =Morbidity and Mortality 
Weekly Report; NAAT =nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoprotein-binding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2. 
a. N =number of participants in the specified group, or the total sample. This value is the denominator for the 
percentage calculations. 
b. n =Number of participants with the specified characteristic. 
c. Obese is defmed as a body mass index (BMI) at or above the 95th percentile according to the growth chart. Refer to 
the CDC growth charts at https://www.cdc.gov/growthcharts/html_chartslbrniagerev htm. 
d. Positive N-binding antibody result at Visit I, positive NAAT result at Visit I , or medical history ofCOVID-19. 
e. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1, and no medical history ofCOVID-19 
f. Number of participants who have 1 or more comorbidities that increase the risk of severe COVID-19 disease: defmed 
as participants who had at least one of the prespecified comorbidities based on MMWR 69(32);1081-1088 and/or obesity 
(BMI::: 95th percentile). 
PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (23:25) Source Data: ads! Table Generation: 15SEP2021 (11:51) 
(Cutoff Date: 06SEP2021 , Snapshot Date: 13SEP2021) Output File: 
./nda2 _ ubped/C4591 007 _P23 _ EUA/adsl_s005 _demo _p2 _12 

Table 13. Baseline MMWR Co morbidities -Phase 2/3 - 5 to <12 Years of Age­
Safety Population 

Comorbidity Category 
Preferred Term 

Participants with any baseline MMWR comorbidityc 

Asthma 

Asthma 

Asthma exercise induced 

Bronchlal hyperreactivity 
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Vaccine Group (as Administered) 

BNT162b2 10 11g Placebo 
(N"=1518) (N"=750) 

ub (%) Db(%) 

168 (11.1) 71 (9.5) 

119 (7.8) 62 (8 .3) 

101 (6.7) 52 (6.9) 

4 (0.3) 2 (0.3) 

11 (0.7) 8 (1.1) 
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Table 13. Baseline MMWR Co morbidities -Phase 2/3 - 5 to <12 Years of Age -
Safety Population 

Comorbidity Category 
Preferred Term 

Bronchospasm 

Childhood asthma 

Wheezing 

Blood disorders 

Thalassaemia alpha 

Cardiovascular disease 

Aortic valve incompetence 

Atrioventricular block first degree 

Congestive cardiomyopathy 

Mitral valve incompetence 

Pulmonary valve disease 

Pulmonary valve stenosis 

Supraventricular extrasystoles 

Supraventricular tachycardia 

Tricuspid valve incompetence 

Wolff-Parkinson-White syndrome 

Chronic lung disease 

Cystic fibrosis 

Primary ciliary dyskinesia 

Chronic metabolic disease 

Hypercholesterolaemia 

Insulin resistance 

Congenital heart disease 

Atrial septal defect 

Bicuspid aortic valve 

Coarctation of the aorta 

Congenital pulmonary valve atresia 

Patent ductus arteriosus 

Pulmonary valve stenosis congenital 

Transposition of the great vessels 

Ventricular septal defect 
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Vaccine Group (as Administered) 

BNT162b2 10 11g Placebo 
(N"=1518) (N"=750) 

nh(%) nb (%) 

0 1 (0.1) 

1 (0.1) 1 (0.1) 

2 (0.1) 1 (0.1) 

1 (0.1) 1 (0.1) 

1 (0.1) 1 (0.1) 

8 (0.5) 0 

1 (0.1) 0 

1 (0.1) 0 

1 (0.1) 0 

1 (0.1) 0 

1 (0.1) 0 

1 (0.1) 0 

1 (0.1) 0 

1 (0.1) 0 

1 (0.1) 0 

1 (0.1) 0 

1 (0.1) 1 (0.1) 

1 (0.1) 0 

0 1 (0.1) 

2 (0.1) 0 

1 (0.1) 0 

1 (0.1) 0 

15 (1.0) 5 (0.7) 

4 (0.3) 1 (0.1) 

3 (0.2) 1 (0.1) 

1 (0.1) 0 

1 (0.1) 0 

3 (0.2) 0 

0 1 (0.1) 

1 (0.1) 0 

3 (0.2) 2 (0.3) 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

Table 13. Baseline MMWR Comorbidities -Phase 2/3 - 5 to <12 Years of Age ­
Safety Population 

Comorbidity Category 
Preferred Term 

Diabetes mellitus 

Diabetic ketoacidosis 

Type 1 diabetes mellitus 

Feeding tube dependent 

Gastrostomy 

Immunocompromised condition 

Acute lymphocytic leukaemia 

Neurologic disorder 

Benign rolandic epilepsy 

Cerebral cyst 

Cerebral palsy 

Craniocerebral injury 

Epilepsy 

Febrile convulsion 

Frontal lobe epilepsy 

Partial seizures 

Petit mal epilepsy 

Seizure 

Spinal cord lipoma 

Tethered cord syndrome 

Sickle cell disease 

Sickle cell disease 

CONFIDENTIAL 
Page 73 

Vaccine Group (as Administered) 

BNT162b2 10 Jlg 
(N"=1518) 

nb (%) 

2 (0.1) 

1 (0.1) 

2 (0.1) 

2 (0.1) 

2 (0.1) 

I (0.1) 

1 (0.1) 

19 (1.3) 

1 (0.1) 

1 (0.1) 

1 (0.1) 

1 (0.1 ) 

5 (0.3) 

7 (0.5) 

1 (0.1) 

1 (0.1) 

0 

3 (0.2) 

0 

1 (0.1) 

1 (0.1) 

1 (0.1) 

P lacebo 
(N"=750) 

nb (%) 

I (0.1) 

0 

1 (0.1) 

0 

0 

0 

0 

3 (0.4) 

0 

0 

0 

0 

0 

1 (0.1) 

0 

0 

1 (0.1) 

0 

I (0.1) 

0 

0 

0 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

Table 13. Baseline MMWR Comorbidities -Phase 2/3 - 5 to <12 Years of Age­
Safety Population 

Vaccine Group (as Administered) 

Comorbidity Category 
Preferred Term 

BNT162b2 10 Jlg 
(N"=1518) 

nb (%) 

Abbreviations: COVID-19 = corona virus disease 20 19; MMWR = Morbidity and Mortality Weekly Report. 
Note : MedDRA (v24.0) coding dictionary applied. 

Placebo 
(N"=750) 

nb (%) 

a. N =number of participants in the specified group. This value is the denominator for the percentage calculations. 
b. n =Number of participants with the specified characteristic. Participants with multiple occurrences of the same 
preferred term are counted only once. For "Participants with any baseline MMWR comorbidity," n =number of 
participants reporting at least 1 occurrence of any baseline comorbidity. 
c. Number of participants who have 1 or more comorbidities that increase the risk of severe COVID-19 disease: defined 
as participants who had at least one of the prespecified comorbidities based on MMWR 69(32);1081-1088. 
PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (17:20) Source Data: admh Table Generation: 15SEP2021 
(11:46) 
(Cutoff Date: 06SEP2021 , Snapshot Date: 13SEP2021) Output File: 
./nda2 ubped/C4591007 P23 EUA/admh s002 com p2 12 

Table 14. Concomitant Vaccines Received After Dose 1- Phase 2/3-5 to <12 Years 
of Age - Safety Population 

Vaccineb 

Any concomitant vaccine 

DIPHTHERIA VACCINE TOXOID;PERTUSSIS VACCINE ACELLULAR 
5-COMPONENT;TETANUS VACCINE TOXOID 

DIPHTHERIA VACCINE TOXOID;PERTUSSIS VACCINE 
ACELLULAR;TETANUS VACCINE TOXOID 

DIPHTHERIA VACCINE TOXOID;TETANUS VACCINE TOXOID 

HPVVACCINE 

HPV VACCINE VLP RL1 4V (YEAST) 

MENINGOCOCCAL VACCINE 

MENINGOCOCCAL VACCINE AJC!YIW 

MENINGOCOCCAL VACCINE A/C/Y /W CONJ (DIP TOX) 
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Vaccine Group (as 
Administered) 

BNT162b2 10 Placebo 
Jlg (N"=750) 

(N"=1518) n< (%) 
n< (%) 

10 (0.7) 6 (0.8) 

0 1 (0.1) 

5 (0.3) 3 (0.4) 

0 1 (0.1) 

3 (0.2) 4 (0.5) 

1 (0.1) 1 (0.1) 

2 (0.1) 0 

1 (0.1) 2 (0.3) 

1 (0.1) 0 

Total 
(N"=2268) 

n< (%) 

16 (0.7) 

1 (0.0) 

8 (0.4) 

1 (0.0) 

7 (0.3) 

2 (0.1) 

2 (0.1) 

3 (0.1) 

1 (0.0) 
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BNT162b2 
2.7.4 Summary of Clinical Safety 

Table 14. Concomitant Vaccines Received After Dose 1- Phase 2/3-5 to <12 Years 
of Age - Safety Population 

Vaccine Group (as 
Administered) 

BNT162b210 Placebo Total 
llg (N•=750) (N•=2268) 

Vaccineb 

TICK -BORNE ENCEPHALITIS VACCINE 

TICK-BORNE ENCEPHALITIS VACCINE INACT (K23) 

Note: WHODDG B3 v202103 coding dictionary applied. 

(N"=1518) 
n< (%) 

1 (0.1) 

2 (0.1) 

n< (%) 

0 

0 

a. N =number of participants in the specified group, or the total sample. This value is the denominator for the 
percentage calculations. 
b. Participants are counted only once for each preferred term. 
c. n =Number of participants with the specified characteristic. For "any concomitant vaccine," n =number of 
participants received at least one concomitant vaccine. 

n< (%) 

1 (0.0) 

2 (0.1) 

PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (17:17) Source Data: adem Table Generation: 15SEP2021 
(11 :46) 
(Cutoff Date: 06SEP2021, Snapshot Date: 13SEP2021) Output File: 
./nda2 ubped/C4591007 P23 EUA/adcm sOOl p2 12 
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