
Supplemental Digital Content 2. Subjects Reporting Systemic Events by Severity Within 7 Days After Each Vaccination and Any 
Vaccination – Safety Population 

 
Vaccine Group 
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1 Fever (≥38.0°C) 
         

 
   ≥38.0°C 877 116 (13.2) (11.1, 15.6) 865 20 (2.3) (1.4, 3.5) 870 101 (11.6) (9.6, 13.9) 

 
   38.0° to <38.5°C 877 59 (6.7) (5.2, 8.6) 865 10 (1.2) (0.6, 2.1) 870 52 (6.0) (4.5, 7.8) 

 
   38.5° to <39.0°C 877 37 (4.2) (3.0, 5.8) 865 4 (0.5) (0.1, 1.2) 870 37 (4.3) (3.0, 5.8) 

 
   39.0° to 40.0°C 877 19 (2.2) (1.3, 3.4) 865 6 (0.7) (0.3, 1.5) 870 12 (1.4) (0.7, 2.4) 

 
   >40.0°C 877 1 (0.1) (0.0, 0.6) 865 0 (0.0) (0.0, 0.4) 870 0 (0.0) (0.0, 0.4) 

 
Vomiting 

         

 
   Any 877 81 (9.2) (7.4, 11.3) 866 59 (6.8) (5.2, 8.7) 871 81 (9.3) (7.5, 11.4) 

 
   Mild 877 58 (6.6) (5.1, 8.5) 866 50 (5.8) (4.3, 7.5) 871 58 (6.7) (5.1, 8.5) 

 
   Moderate 877 23 (2.6) (1.7, 3.9) 866 9 (1.0) (0.5, 2.0) 871 23 (2.6) (1.7, 3.9) 

 
   Severe 877 0 (0.0) (0.0, 0.4) 866 0 (0.0) (0.0, 0.4) 871 0 (0.0) (0.0, 0.4) 

 
Diarrhea 

         

 
   Any 877 135 (15.4) (13.1, 18.0) 866 120 (13.9) (11.6, 16.3) 871 123 (14.1) (11.9, 16.6) 

 
   Mild 877 116 (13.2) (11.1, 15.6) 866 99 (11.4) (9.4, 13.7) 871 110 (12.6) (10.5, 15.0) 

 
   Moderate 877 16 (1.8) (1.0, 2.9) 866 19 (2.2) (1.3, 3.4) 871 11 (1.3) (0.6, 2.2) 

 
   Severe 877 3 (0.3) (0.1, 1.0) 866 2 (0.2) (0.0, 0.8) 871 2 (0.2) (0.0, 0.8) 

 
Headache 

         

 
   Any 877 543 (61.9) (58.6, 65.1) 866 433 (50.0) (46.6, 53.4) 871 491 (56.4) (53.0, 59.7) 

 
   Mild 877 368 (42.0) (38.7, 45.3) 866 328 (37.9) (34.6, 41.2) 871 358 (41.1) (37.8, 44.5) 

 
   Moderate 877 157 (17.9) (15.4, 20.6) 866 100 (11.5) (9.5, 13.9) 871 118 (13.5) (11.3, 16.0) 

 
   Severe 877 18 (2.1) (1.2, 3.2) 866 5 (0.6) (0.2, 1.3) 871 15 (1.7) (1.0, 2.8) 

 
Fatigue 

         

 
   Any 877 582 (66.4) (63.1, 69.5) 866 451 (52.1) (48.7, 55.5) 871 520 (59.7) (56.4, 63.0) 

 
   Mild 877 359 (40.9) (37.7, 44.3) 866 337 (38.9) (35.7, 42.3) 871 337 (38.7) (35.4, 42.0) 

 
   Moderate 877 184 (21.0) (18.3, 23.8) 866 102 (11.8) (9.7, 14.1) 871 149 (17.1) (14.7, 19.8) 

 
   Severe 877 39 (4.4) (3.2, 6.0) 866 12 (1.4) (0.7, 2.4) 871 34 (3.9) (2.7, 5.4) 

 
Chills 

         



 
Vaccine Group 

 
MCV4+Tdap+Bivalent rLP2086 MCV4+Tdap Bivalent rLP2086 
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   Any 877 313 (35.7) (32.5, 39.0) 866 179 (20.7) (18.0, 23.5) 871 274 (31.5) (28.4, 34.7) 

 
   Mild 877 227 (25.9) (23.0, 28.9) 866 151 (17.4) (15.0, 20.1) 871 207 (23.8) (21.0, 26.7) 

 
   Moderate 877 77 (8.8) (7.0, 10.9) 866 26 (3.0) (2.0, 4.4) 871 58 (6.7) (5.1, 8.5) 

 
   Severe 877 9 (1.0) (0.5, 1.9) 866 2 (0.2) (0.0, 0.8) 871 9 (1.0) (0.5, 2.0) 

 
Muscle pain (other than muscle pain at the 
injection site)          

 
   Any 877 405 (46.2) (42.8, 49.5) 866 311 (35.9) (32.7, 39.2) 871 377 (43.3) (40.0, 46.6) 

 
   Mild 877 244 (27.8) (24.9, 30.9) 866 235 (27.1) (24.2, 30.2) 871 248 (28.5) (25.5, 31.6) 

 
   Moderate 877 136 (15.5) (13.2, 18.1) 866 69 (8.0) (6.3, 10.0) 871 112 (12.9) (10.7, 15.3) 

 
   Severe 877 25 (2.9) (1.9, 4.2) 866 7 (0.8) (0.3, 1.7) 871 17 (2.0) (1.1, 3.1) 

 
Joint pain 

         

 
   Any 877 202 (23.0) (20.3, 26.0) 866 137 (15.8) (13.5, 18.4) 871 179 (20.6) (17.9, 23.4) 

 
   Mild 877 151 (17.2) (14.8, 19.9) 866 109 (12.6) (10.4, 15.0) 871 140 (16.1) (13.7, 18.7) 

 
   Moderate 877 45 (5.1) (3.8, 6.8) 866 26 (3.0) (2.0, 4.4) 871 32 (3.7) (2.5, 5.1) 

 
   Severe 877 6 (0.7) (0.3, 1.5) 866 2 (0.2) (0.0, 0.8) 871 7 (0.8) (0.3, 1.6) 

 
Use of antipyretic medication 877 366 (41.7) (38.4, 45.1) 866 174 (20.1) (17.5, 22.9) 871 323 (37.1) (33.9, 40.4) 

 
Any systemic event

d
 877 763 (87.0) (84.6, 89.2) 866 648 (74.8) (71.8, 77.7) 871 712 (81.7) (79.0, 84.3) 

2 Fever (≥38.0°C) 
         

 
   ≥38.0°C 791 17 (2.1) (1.3, 3.4) 801 7 (0.9) (0.4, 1.8) 789 25 (3.2) (2.1, 4.6) 

 
   38.0° to <38.5°C 791 8 (1.0) (0.4, 2.0) 801 4 (0.5) (0.1, 1.3) 789 20 (2.5) (1.6, 3.9) 

 
   38.5° to <39.0°C 791 7 (0.9) (0.4, 1.8) 801 2 (0.2) (0.0, 0.9) 789 5 (0.6) (0.2, 1.5) 

 
   39.0° to 40.0°C 791 2 (0.3) (0.0, 0.9) 801 1 (0.1) (0.0, 0.7) 789 0 (0.0) (0.0, 0.5) 

 
   >40.0°C 791 0 (0.0) (0.0, 0.5) 801 0 (0.0) (0.0, 0.5) 789 0 (0.0) (0.0, 0.5) 

 
Vomiting 

         

 
   Any 791 33 (4.2) (2.9, 5.8) 802 28 (3.5) (2.3, 5.0) 790 27 (3.4) (2.3, 4.9) 

 
   Mild 791 23 (2.9) (1.9, 4.3) 802 24 (3.0) (1.9, 4.4) 790 19 (2.4) (1.5, 3.7) 

 
   Moderate 791 10 (1.3) (0.6, 2.3) 802 4 (0.5) (0.1, 1.3) 790 8 (1.0) (0.4, 2.0) 

 
   Severe 791 0 (0.0) (0.0, 0.5) 802 0 (0.0) (0.0, 0.5) 790 0 (0.0) (0.0, 0.5) 
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Diarrhea 

         

 
   Any 791 94 (11.9) (9.7, 14.3) 802 82 (10.2) (8.2, 12.5) 790 89 (11.3) (9.1, 13.7) 

 
   Mild 791 83 (10.5) (8.4, 12.8) 802 72 (9.0) (7.1, 11.2) 790 77 (9.7) (7.8, 12.0) 

 
   Moderate 791 9 (1.1) (0.5, 2.1) 802 9 (1.1) (0.5, 2.1) 790 10 (1.3) (0.6, 2.3) 

 
   Severe 791 2 (0.3) (0.0, 0.9) 802 1 (0.1) (0.0, 0.7) 790 2 (0.3) (0.0, 0.9) 

 
Headache 

         

 
   Any 791 369 (46.6) (43.1, 50.2) 802 267 (33.3) (30.0, 36.7) 790 346 (43.8) (40.3, 47.3) 

 
   Mild 791 268 (33.9) (30.6, 37.3) 802 219 (27.3) (24.2, 30.5) 790 248 (31.4) (28.2, 34.8) 

 
   Moderate 791 93 (11.8) (9.6, 14.2) 802 42 (5.2) (3.8, 7.0) 790 88 (11.1) (9.0, 13.5) 

 
   Severe 791 8 (1.0) (0.4, 2.0) 802 6 (0.7) (0.3, 1.6) 790 10 (1.3) (0.6, 2.3) 

 
Fatigue 

         

 
   Any 791 389 (49.2) (45.6, 52.7) 802 223 (27.8) (24.7, 31.0) 790 359 (45.4) (41.9, 49.0) 

 
   Mild 791 283 (35.8) (32.4, 39.2) 802 179 (22.3) (19.5, 25.4) 790 262 (33.2) (29.9, 36.6) 

 
   Moderate 791 96 (12.1) (9.9, 14.6) 802 39 (4.9) (3.5, 6.6) 790 86 (10.9) (8.8, 13.3) 

 
   Severe 791 10 (1.3) (0.6, 2.3) 802 5 (0.6) (0.2, 1.4) 790 11 (1.4) (0.7, 2.5) 

 
Chills 

         

 
   Any 791 191 (24.1) (21.2, 27.3) 802 101 (12.6) (10.4, 15.1) 790 168 (21.3) (18.5, 24.3) 

 
   Mild 791 150 (19.0) (16.3, 21.9) 802 88 (11.0) (8.9, 13.3) 790 124 (15.7) (13.2, 18.4) 

 
   Moderate 791 37 (4.7) (3.3, 6.4) 802 11 (1.4) (0.7, 2.4) 790 36 (4.6) (3.2, 6.3) 

 
   Severe 791 4 (0.5) (0.1, 1.3) 802 2 (0.2) (0.0, 0.9) 790 8 (1.0) (0.4, 2.0) 

 
Muscle pain (other than muscle pain at the 
injection site)          

 
   Any 791 282 (35.7) (32.3, 39.1) 802 127 (15.8) (13.4, 18.5) 790 274 (34.7) (31.4, 38.1) 

 
   Mild 791 200 (25.3) (22.3, 28.5) 802 108 (13.5) (11.2, 16.0) 790 192 (24.3) (21.4, 27.5) 

 
   Moderate 791 66 (8.3) (6.5, 10.5) 802 17 (2.1) (1.2, 3.4) 790 72 (9.1) (7.2, 11.3) 

 
   Severe 791 16 (2.0) (1.2, 3.3) 802 2 (0.2) (0.0, 0.9) 790 10 (1.3) (0.6, 2.3) 

 
Joint pain 

         

 
   Any 791 144 (18.2) (15.6, 21.1) 802 76 (9.5) (7.5, 11.7) 790 164 (20.8) (18.0, 23.8) 

 
   Mild 791 113 (14.3) (11.9, 16.9) 802 65 (8.1) (6.3, 10.2) 790 125 (15.8) (13.3, 18.6) 



 
Vaccine Group 

 
MCV4+Tdap+Bivalent rLP2086 MCV4+Tdap Bivalent rLP2086 
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   Moderate 791 29 (3.7) (2.5, 5.2) 802 11 (1.4) (0.7, 2.4) 790 33 (4.2) (2.9, 5.8) 

 
   Severe 791 2 (0.3) (0.0, 0.9) 802 0 (0.0) (0.0, 0.5) 790 6 (0.8) (0.3, 1.6) 

 
Use of antipyretic medication 791 180 (22.8) (19.9, 25.8) 802 85 (10.6) (8.6, 12.9) 790 176 (22.3) (19.4, 25.3) 

 
Any systemic event

d
 791 584 (73.8) (70.6, 76.9) 802 406 (50.6) (47.1, 54.1) 790 554 (70.1) (66.8, 73.3) 

3 Fever (≥38.0°C) 
         

 
   ≥38.0°C 727 28 (3.9) (2.6, 5.5) 745 17 (2.3) (1.3, 3.6) 727 26 (3.6) (2.3, 5.2) 

 
   38.0° to <38.5°C 727 20 (2.8) (1.7, 4.2) 745 10 (1.3) (0.6, 2.5) 727 18 (2.5) (1.5, 3.9) 

 
   38.5° to <39.0°C 727 5 (0.7) (0.2, 1.6) 745 7 (0.9) (0.4, 1.9) 727 6 (0.8) (0.3, 1.8) 

 
   39.0° to 40.0°C 727 3 (0.4) (0.1, 1.2) 745 0 (0.0) (0.0, 0.5) 727 2 (0.3) (0.0, 1.0) 

 
   >40.0°C 727 0 (0.0) (0.0, 0.5) 745 0 (0.0) (0.0, 0.5) 727 0 (0.0) (0.0, 0.5) 

 
Vomiting 

         

 
   Any 728 32 (4.4) (3.0, 6.1) 747 11 (1.5) (0.7, 2.6) 727 25 (3.4) (2.2, 5.0) 

 
   Mild 728 26 (3.6) (2.3, 5.2) 747 7 (0.9) (0.4, 1.9) 727 22 (3.0) (1.9, 4.5) 

 
   Moderate 728 6 (0.8) (0.3, 1.8) 747 4 (0.5) (0.1, 1.4) 727 3 (0.4) (0.1, 1.2) 

 
   Severe 728 0 (0.0) (0.0, 0.5) 747 0 (0.0) (0.0, 0.5) 727 0 (0.0) (0.0, 0.5) 

 
Diarrhea 

         

 
   Any 728 79 (10.9) (8.7, 13.3) 747 54 (7.2) (5.5, 9.3) 727 85 (11.7) (9.4, 14.3) 

 
   Mild 728 71 (9.8) (7.7, 12.1) 747 48 (6.4) (4.8, 8.4) 727 69 (9.5) (7.5, 11.9) 

 
   Moderate 728 8 (1.1) (0.5, 2.2) 747 6 (0.8) (0.3, 1.7) 727 14 (1.9) (1.1, 3.2) 

 
   Severe 728 0 (0.0) (0.0, 0.5) 747 0 (0.0) (0.0, 0.5) 727 2 (0.3) (0.0, 1.0) 

 
Headache 

         

 
   Any 728 327 (44.9) (41.3, 48.6) 747 194 (26.0) (22.9, 29.3) 727 307 (42.2) (38.6, 45.9) 

 
   Mild 728 240 (33.0) (29.6, 36.5) 747 154 (20.6) (17.8, 23.7) 727 231 (31.8) (28.4, 35.3) 

 
   Moderate 728 80 (11.0) (8.8, 13.5) 747 36 (4.8) (3.4, 6.6) 727 69 (9.5) (7.5, 11.9) 

 
   Severe 728 7 (1.0) (0.4, 2.0) 747 4 (0.5) (0.1, 1.4) 727 7 (1.0) (0.4, 2.0) 

 
Fatigue 

         

 
   Any 728 333 (45.7) (42.1, 49.4) 747 190 (25.4) (22.3, 28.7) 727 316 (43.5) (39.8, 47.2) 

 
   Mild 728 249 (34.2) (30.8, 37.8) 747 150 (20.1) (17.3, 23.1) 727 238 (32.7) (29.3, 36.3) 



 
Vaccine Group 
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   Moderate 728 80 (11.0) (8.8, 13.5) 747 38 (5.1) (3.6, 6.9) 727 69 (9.5) (7.5, 11.9) 

 
   Severe 728 4 (0.5) (0.1, 1.4) 747 2 (0.3) (0.0, 1.0) 727 9 (1.2) (0.6, 2.3) 

 
Chills 

         

 
   Any 728 146 (20.1) (17.2, 23.2) 747 81 (10.8) (8.7, 13.3) 727 120 (16.5) (13.9, 19.4) 

 
   Mild 728 117 (16.1) (13.5, 18.9) 747 64 (8.6) (6.7, 10.8) 727 97 (13.3) (11.0, 16.0) 

 
   Moderate 728 24 (3.3) (2.1, 4.9) 747 16 (2.1) (1.2, 3.5) 727 20 (2.8) (1.7, 4.2) 

 
   Severe 728 5 (0.7) (0.2, 1.6) 747 1 (0.1) (0.0, 0.7) 727 3 (0.4) (0.1, 1.2) 

 
Muscle pain (other than muscle pain at the 
injection site)          

 
   Any 728 230 (31.6) (28.2, 35.1) 747 94 (12.6) (10.3, 15.2) 727 243 (33.4) (30.0, 37.0) 

 
   Mild 728 158 (21.7) (18.8, 24.9) 747 82 (11.0) (8.8, 13.4) 727 169 (23.2) (20.2, 26.5) 

 
   Moderate 728 59 (8.1) (6.2, 10.3) 747 9 (1.2) (0.6, 2.3) 727 63 (8.7) (6.7, 11.0) 

 
   Severe 728 13 (1.8) (1.0, 3.0) 747 3 (0.4) (0.1, 1.2) 727 11 (1.5) (0.8, 2.7) 

 
Joint pain 

         

 
   Any 728 144 (19.8) (16.9, 22.9) 747 53 (7.1) (5.4, 9.2) 727 141 (19.4) (16.6, 22.5) 

 
   Mild 728 113 (15.5) (13.0, 18.4) 747 46 (6.2) (4.5, 8.1) 727 105 (14.4) (12.0, 17.2) 

 
   Moderate 728 27 (3.7) (2.5, 5.4) 747 6 (0.8) (0.3, 1.7) 727 31 (4.3) (2.9, 6.0) 

 
   Severe 728 4 (0.5) (0.1, 1.4) 747 1 (0.1) (0.0, 0.7) 727 5 (0.7) (0.2, 1.6) 

 
Use of antipyretic medication 728 161 (22.1) (19.1, 25.3) 747 71 (9.5) (7.5, 11.8) 727 167 (23.0) (20.0, 26.2) 

 
Any systemic event

d
 728 512 (70.3) (66.9, 73.6) 747 332 (44.4) (40.8, 48.1) 727 484 (66.6) (63.0, 70.0) 

Any Fever (≥38.0°C) 
         

 
   ≥38.0°C 882 149 (16.9) (14.5, 19.5) 869 41 (4.7) (3.4, 6.3) 873 142 (16.3) (13.9, 18.9) 

 
   38.0° to <38.5°C 882 75 (8.5) (6.7, 10.5) 869 22 (2.5) (1.6, 3.8) 873 81 (9.3) (7.4, 11.4) 

 
   38.5° to <39.0°C 882 49 (5.6) (4.1, 7.3) 869 12 (1.4) (0.7, 2.4) 873 47 (5.4) (4.0, 7.1) 

 
   39.0° to 40.0°C 882 24 (2.7) (1.8, 4.0) 869 7 (0.8) (0.3, 1.7) 873 14 (1.6) (0.9, 2.7) 

 
   >40.0°C 882 1 (0.1) (0.0, 0.6) 869 0 (0.0) (0.0, 0.4) 873 0 (0.0) (0.0, 0.4) 

 
Vomiting 

         

 
   Any 882 132 (15.0) (12.7, 17.5) 869 94 (10.8) (8.8, 13.1) 873 115 (13.2) (11.0, 15.6) 



 
Vaccine Group 

 
MCV4+Tdap+Bivalent rLP2086 MCV4+Tdap Bivalent rLP2086 
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   Mild 882 94 (10.7) (8.7, 12.9) 869 77 (8.9) (7.1, 11.0) 873 84 (9.6) (7.7, 11.8) 

 
   Moderate 882 38 (4.3) (3.1, 5.9) 869 17 (2.0) (1.1, 3.1) 873 31 (3.6) (2.4, 5.0) 

 
   Severe 882 0 (0.0) (0.0, 0.4) 869 0 (0.0) (0.0, 0.4) 873 0 (0.0) (0.0, 0.4) 

 
Diarrhea 

         

 
   Any 882 227 (25.7) (22.9, 28.8) 869 204 (23.5) (20.7, 26.4) 873 217 (24.9) (22.0, 27.9) 

 
   Mild 882 191 (21.7) (19.0, 24.5) 869 168 (19.3) (16.8, 22.1) 873 183 (21.0) (18.3, 23.8) 

 
   Moderate 882 31 (3.5) (2.4, 5.0) 869 33 (3.8) (2.6, 5.3) 873 28 (3.2) (2.1, 4.6) 

 
   Severe 882 5 (0.6) (0.2, 1.3) 869 3 (0.3) (0.1, 1.0) 873 6 (0.7) (0.3, 1.5) 

 
Headache 

         

 
   Any 882 664 (75.3) (72.3, 78.1) 869 539 (62.0) (58.7, 65.3) 873 619 (70.9) (67.8, 73.9) 

 
   Mild 882 393 (44.6) (41.2, 47.9) 869 376 (43.3) (39.9, 46.6) 873 387 (44.3) (41.0, 47.7) 

 
   Moderate 882 240 (27.2) (24.3, 30.3) 869 148 (17.0) (14.6, 19.7) 873 202 (23.1) (20.4, 26.1) 

 
   Severe 882 31 (3.5) (2.4, 5.0) 869 15 (1.7) (1.0, 2.8) 873 30 (3.4) (2.3, 4.9) 

 
Fatigue 

         

 
   Any 882 678 (76.9) (73.9, 79.6) 869 533 (61.3) (58.0, 64.6) 873 636 (72.9) (69.8, 75.8) 

 
   Mild 882 371 (42.1) (38.8, 45.4) 869 377 (43.4) (40.1, 46.8) 873 371 (42.5) (39.2, 45.9) 

 
   Moderate 882 259 (29.4) (26.4, 32.5) 869 139 (16.0) (13.6, 18.6) 873 218 (25.0) (22.1, 28.0) 

 
   Severe 882 48 (5.4) (4.0, 7.2) 869 17 (2.0) (1.1, 3.1) 873 47 (5.4) (4.0, 7.1) 

 
Chills 

         

 
   Any 882 420 (47.6) (44.3, 51.0) 869 264 (30.4) (27.3, 33.6) 873 369 (42.3) (39.0, 45.6) 

 
   Mild 882 286 (32.4) (29.3, 35.6) 869 213 (24.5) (21.7, 27.5) 873 260 (29.8) (26.8, 32.9) 

 
   Moderate 882 117 (13.3) (11.1, 15.7) 869 46 (5.3) (3.9, 7.0) 873 91 (10.4) (8.5, 12.6) 

 
   Severe 882 17 (1.9) (1.1, 3.1) 869 5 (0.6) (0.2, 1.3) 873 18 (2.1) (1.2, 3.2) 

 
Muscle pain (other than muscle pain at the 
injection site)          

 
   Any 882 536 (60.8) (57.5, 64.0) 869 393 (45.2) (41.9, 48.6) 873 535 (61.3) (58.0, 64.5) 

 
   Mild 882 304 (34.5) (31.3, 37.7) 869 296 (34.1) (30.9, 37.3) 873 323 (37.0) (33.8, 40.3) 

 
   Moderate 882 186 (21.1) (18.4, 23.9) 869 85 (9.8) (7.9, 12.0) 873 178 (20.4) (17.8, 23.2) 

 
   Severe 882 46 (5.2) (3.8, 6.9) 869 12 (1.4) (0.7, 2.4) 873 34 (3.9) (2.7, 5.4) 



 
Vaccine Group 

 
MCV4+Tdap+Bivalent rLP2086 MCV4+Tdap Bivalent rLP2086 

Vaccination Systemic Event N
a
 n

b
 (%) (95% CI)

c
 N

a
 n

b
 (%) (95% CI)

c
 N

a
 n

b
 (%) (95% CI)

c
 

  

 
Joint pain 

         

 
   Any 882 327 (37.1) (33.9, 40.4) 869 200 (23.0) (20.3, 26.0) 873 329 (37.7) (34.5, 41.0) 

 
   Mild 882 230 (26.1) (23.2, 29.1) 869 159 (18.3) (15.8, 21.0) 873 235 (26.9) (24.0, 30.0) 

 
   Moderate 882 87 (9.9) (8.0, 12.0) 869 38 (4.4) (3.1, 6.0) 873 79 (9.0) (7.2, 11.2) 

 
   Severe 882 10 (1.1) (0.5, 2.1) 869 3 (0.3) (0.1, 1.0) 873 15 (1.7) (1.0, 2.8) 

 
Use of antipyretic medication 882 469 (53.2) (49.8, 56.5) 869 264 (30.4) (27.3, 33.6) 873 454 (52.0) (48.6, 55.4) 

 
Any systemic event

d
 882 826 (93.7) (91.8, 95.2) 869 727 (83.7) (81.0, 86.1) 873 799 (91.5) (89.5, 93.3) 

Abbreviation: e-diary = electronic diary. 
Note: All reports of severe vomiting collected via the e-diary were queried in the clinical database and confirmed by the investigational site to either have been 
entered in the e-diary by the subject in error, or not severe in severity. 
Note: All reports of fever >40 °C (>104.0 °F) collected via the e-diary were queried in the clinical database and confirmed by the investigational site, or 
confirmed via the unscheduled telephone contact CRF, to have been entered in the e-diary by the subject/parent in error, apart from the reporting of a 
temperature of 105.4 °F on Day 2 post vaccination 1 for one Subject 1015-11131013. 
MCV4=quadrivalent meningococcal polysaccharide conjugate (vaccine); Tdap=tetanus, diphtheria, and acellular pertussis (vaccine).

 

a
Number of subjects with known values after the vaccination. 

b
Number of subjects reporting specific characteristic as present after the vaccination. 

c
Exact 2-sided confidence interval (CI) based upon the observed proportion of subjects using the Clopper and Pearson method. 

d
Any systemic event does not include the use of antipyretic medication. 

 


