
 

 

Supplemental Digital Content 1. Subjects Reporting Local Reactions by Severity Within 7 Days After Each Vaccination and Any 
Vaccination – Safety Population 
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1 Pain at injection site
e
 

         

 
    Any 877 831 (94.8) (93.1, 96.1) 866 376 (43.4) (40.1, 46.8) 871 787 (90.4) (88.2, 92.2) 

 
    Mild 877 370 (42.2) (38.9, 45.5) 866 309 (35.7) (32.5, 39.0) 871 367 (42.1) (38.8, 45.5) 

 
    Moderate 877 375 (42.8) (39.5, 46.1) 866 59 (6.8) (5.2, 8.7) 871 357 (41.0) (37.7, 44.3) 

 
    Severe 877 86 (9.8) (7.9, 12.0) 866 8 (0.9) (0.4, 1.8) 871 63 (7.2) (5.6, 9.2) 

 
Redness

f
 

         

 
    Any 877 234 (26.7) (23.8, 29.7) 866 51 (5.9) (4.4, 7.7) 871 230 (26.4) (23.5, 29.5) 

 
    Mild 877 111 (12.7) (10.5, 15.0) 866 41 (4.7) (3.4, 6.4) 871 119 (13.7) (11.5, 16.1) 

 
    Moderate 877 100 (11.4) (9.4, 13.7) 866 10 (1.2) (0.6, 2.1) 871 93 (10.7) (8.7, 12.9) 

 
    Severe 877 23 (2.6) (1.7, 3.9) 866 0 (0.0) (0.0, 0.4) 871 18 (2.1) (1.2, 3.2) 

 
Swelling

f
 

         

 
    Any 877 250 (28.5) (25.5, 31.6) 866 83 (9.6) (7.7, 11.7) 871 232 (26.6) (23.7, 29.7) 

 
    Mild 877 135 (15.4) (13.1, 18.0) 866 61 (7.0) (5.4, 9.0) 871 133 (15.3) (12.9, 17.8) 

 
    Moderate 877 107 (12.2) (10.1, 14.6) 866 22 (2.5) (1.6, 3.8) 871 93 (10.7) (8.7, 12.9) 

 
    Severe 877 8 (0.9) (0.4, 1.8) 866 0 (0.0) (0.0, 0.4) 871 6 (0.7) (0.3, 1.5) 

 
Any local reaction

g
 877 838 (95.6) (94.0, 96.8) 866 403 (46.5) (43.2, 49.9) 871 796 (91.4) (89.3, 93.2) 

2 Pain at injection site
e
 

         

 
    Any 791 684 (86.5) (83.9, 88.8) 802 183 (22.8) (20.0, 25.9) 790 669 (84.7) (82.0, 87.1) 

 
    Mild 791 406 (51.3) (47.8, 54.9) 802 164 (20.4) (17.7, 23.4) 790 376 (47.6) (44.1, 51.1) 

 
    Moderate 791 248 (31.4) (28.1, 34.7) 802 17 (2.1) (1.2, 3.4) 790 246 (31.1) (27.9, 34.5) 

 
    Severe 791 30 (3.8) (2.6, 5.4) 802 2 (0.2) (0.0, 0.9) 790 47 (5.9) (4.4, 7.8) 

 
Redness

f
 

         



 

 

Supplemental Digital Content 1. Subjects Reporting Local Reactions by Severity Within 7 Days After Each Vaccination and Any 
Vaccination – Safety Population 
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    Any 791 178 (22.5) (19.6, 25.6) 802 10 (1.2) (0.6, 2.3) 790 151 (19.1) (16.4, 22.0) 

 
    Mild 791 106 (13.4) (11.1, 16.0) 802 7 (0.9) (0.4, 1.8) 790 72 (9.1) (7.2, 11.3) 

 
    Moderate 791 58 (7.3) (5.6, 9.4) 802 3 (0.4) (0.1, 1.1) 790 68 (8.6) (6.7, 10.8) 

 
    Severe 791 14 (1.8) (1.0, 3.0) 802 0 (0.0) (0.0, 0.5) 790 11 (1.4) (0.7, 2.5) 

 
Swelling

f
 

         

 
    Any 791 180 (22.8) (19.9, 25.8) 802 22 (2.7) (1.7, 4.1) 790 189 (23.9) (21.0, 27.1) 

 
    Mild 791 108 (13.7) (11.3, 16.2) 802 14 (1.7) (1.0, 2.9) 790 112 (14.2) (11.8, 16.8) 

 
    Moderate 791 70 (8.8) (7.0, 11.0) 802 8 (1.0) (0.4, 2.0) 790 74 (9.4) (7.4, 11.6) 

 
    Severe 791 2 (0.3) (0.0, 0.9) 802 0 (0.0) (0.0, 0.5) 790 3 (0.4) (0.1, 1.1) 

 
Any local reaction

g
 791 695 (87.9) (85.4, 90.1) 802 195 (24.3) (21.4, 27.4) 790 677 (85.7) (83.1, 88.1) 

3 Pain at injection site
e
 

         

 
    Any 728 639 (87.8) (85.2, 90.1) 747 137 (18.3) (15.6, 21.3) 727 614 (84.5) (81.6, 87.0) 

 
    Mild 728 339 (46.6) (42.9, 50.3) 747 124 (16.6) (14.0, 19.5) 727 309 (42.5) (38.9, 46.2) 

 
    Moderate 728 251 (34.5) (31.0, 38.1) 747 11 (1.5) (0.7, 2.6) 727 254 (34.9) (31.5, 38.5) 

 
    Severe 728 49 (6.7) (5.0, 8.8) 747 2 (0.3) (0.0, 1.0) 727 51 (7.0) (5.3, 9.1) 

 
Redness

f
 

         

 
    Any 728 169 (23.2) (20.2, 26.5) 747 16 (2.1) (1.2, 3.5) 727 160 (22.0) (19.0, 25.2) 

 
    Mild 728 74 (10.2) (8.1, 12.6) 747 9 (1.2) (0.6, 2.3) 727 72 (9.9) (7.8, 12.3) 

 
    Moderate 728 73 (10.0) (7.9, 12.4) 747 7 (0.9) (0.4, 1.9) 727 76 (10.5) (8.3, 12.9) 

 
    Severe 728 22 (3.0) (1.9, 4.5) 747 0 (0.0) (0.0, 0.5) 727 12 (1.7) (0.9, 2.9) 

 
Swelling

f
 

         

 
    Any 728 172 (23.6) (20.6, 26.9) 747 26 (3.5) (2.3, 5.1) 727 196 (27.0) (23.8, 30.3) 



 

 

Supplemental Digital Content 1. Subjects Reporting Local Reactions by Severity Within 7 Days After Each Vaccination and Any 
Vaccination – Safety Population 
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    Mild 728 83 (11.4) (9.2, 13.9) 747 15 (2.0) (1.1, 3.3) 727 98 (13.5) (11.1, 16.2) 

 
    Moderate 728 79 (10.9) (8.7, 13.3) 747 10 (1.3) (0.6, 2.4) 727 94 (12.9) (10.6, 15.6) 

 
    Severe 728 10 (1.4) (0.7, 2.5) 747 1 (0.1) (0.0, 0.7) 727 4 (0.6) (0.2, 1.4) 

 
Any local reaction

g
 728 645 (88.6) (86.1, 90.8) 747 150 (20.1) (17.3, 23.1) 727 629 (86.5) (83.8, 88.9) 

Any Pain at injection site
e
 

         

 
    Any 882 861 (97.6) (96.4, 98.5) 869 482 (55.5) (52.1, 58.8) 873 844 (96.7) (95.3, 97.8) 

 
    Mild 882 268 (30.4) (27.4, 33.5) 869 394 (45.3) (42.0, 48.7) 873 278 (31.8) (28.8, 35.0) 

 
    Moderate 882 460 (52.2) (48.8, 55.5) 869 76 (8.7) (7.0, 10.8) 873 437 (50.1) (46.7, 53.4) 

 
    Severe 882 133 (15.1) (12.8, 17.6) 869 12 (1.4) (0.7, 2.4) 873 129 (14.8) (12.5, 17.3) 

 
Redness

f
 

         

 
    Any 882 353 (40.0) (36.8, 43.3) 869 70 (8.1) (6.3, 10.1) 873 323 (37.0) (33.8, 40.3) 

 
    Mild 882 156 (17.7) (15.2, 20.4) 869 51 (5.9) (4.4, 7.6) 873 151 (17.3) (14.8, 20.0) 

 
    Moderate 882 148 (16.8) (14.4, 19.4) 869 19 (2.2) (1.3, 3.4) 873 140 (16.0) (13.7, 18.6) 

 
    Severe 882 49 (5.6) (4.1, 7.3) 869 0 (0.0) (0.0, 0.4) 873 32 (3.7) (2.5, 5.1) 

 
Swelling

f
 

         

 
    Any 882 359 (40.7) (37.4, 44.0) 869 106 (12.2) (10.1, 14.6) 873 345 (39.5) (36.3, 42.9) 

 
    Mild 882 180 (20.4) (17.8, 23.2) 869 75 (8.6) (6.8, 10.7) 873 165 (18.9) (16.4, 21.7) 

 
    Moderate 882 160 (18.1) (15.7, 20.8) 869 30 (3.5) (2.3, 4.9) 873 168 (19.2) (16.7, 22.0) 

 
    Severe 882 19 (2.2) (1.3, 3.3) 869 1 (0.1) (0.0, 0.6) 873 12 (1.4) (0.7, 2.4) 

 
Any local reaction

g
 882 865 (98.1) (96.9, 98.9) 869 507 (58.3) (55.0, 61.6) 873 851 (97.5) (96.2, 98.4) 

MCV4=quadrivalent meningococcal polysaccharide conjugate (vaccine); Tdap=tetanus, diphtheria, and acellular pertussis (vaccine). 
a
The reactogenicity measurements were not recorded separately by arm for the MCV4+Tdap+bivalent rLP2086 group. Specifically, after vaccination at visit 1, 



 

 

Supplemental Digital Content 1. Subjects Reporting Local Reactions by Severity Within 7 Days After Each Vaccination and Any 
Vaccination – Safety Population 

 
Vaccine Group 

 
MCV4+Tdap+Bivalent rLP2086

a
 MCV4+Tdap Bivalent rLP2086 

Vaccination Local Reaction N
b
 n

c
 (%) (95% CI)

d
 N

b
 N

c
 (%) (95% CI)

d
 N

b
 n

c
 (%) (95% CI)

d
 

  

subjects were asked to evaluate the local reactions in the left arm only. This would be at the injection site for bivalent rLP2086 for the bivalent rLP2086 only 
and MCV4+Tdap+bivalent rLP2086 groups and at the saline injection site for the MCV4+Tdap only group. Subjects were not asked to evaluate local reactions in 
their right arm where MCV4+Tdap were given. 
b
Number of subjects with known values after the vaccination. 

c
Number of subjects reporting severity of mild, moderate, or severe based on the severity scales. 

d
Exact 2-sided CI based upon the observed proportion of subjects using the Clopper and Pearson method. 

e
Mild = does not interfere with activity, moderate = interferes with activity, severe = prevents daily activity. 

f
Mild = 2.5 to 5.0 cm, moderate = 5.5 to 10.0 cm, and severe is >10.0 cm. 

g
Any local reaction = any pain at injection site, any redness, or any swelling. 

 

 


