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16.1.3.1 LIST OF INDEPENDENT ETHICS COMMITTEE (IEC) OR INSTITUTIONAL REVIEW BOARD (IRB)

ARGENTINA

Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1231 Comité Institucional de Revisión de Ensayos Clínicos (C.I.R.E.C.) del Hospital Militar Central

"Cirujano Mayor Dr Cosme Argerich"
Av. Luis María Campos 726, Edificio PACE Piso 5
CABA, 1426
ARGENTINA
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BRAZIL

Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1226 CONEP (Comissao Nacional de Etica em Pesquisa)

SRTV 701, Via W 5 Norte, lote D, Edificio PO 700, 3º andar - Asa Norte
Brasilia, DF 70719-040
BRAZIL

Comite de Etica em Pesquisa da Faculdade de Medicina do ABC\Fundacao do ABC-- FMABC
Avenida Lauro Gomes, 2000 - Vila Sacadura Cabral
Santo Andre/SP, 09060-870
BRAZIL

1241 Comite de Etica em Pesquisa do Hospital Santo Antonio /Obras Sociais Irma Dulce
Avenida Luiz Tarquínio, snº, portao 9, 1º andar, sala 1, Roma
Salvador, BA 40414-120
BRAZIL

CONEP (Comissão Nacional de Ética em Pesquisa)
SRTV 701, Via W 5 Norte, lote D, Edifício PO 700, 3° andar -Asa Norte
Brasília/DF, 70719-040
BRAZIL
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GERMANY

Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1185 Landesaerztekammer Baden-Wuerttemberg

Liebknechtstr. 33
Stuttgart, 70565
GERMANY

1194 Landesaerztekammer Baden-Wuerttemberg
Liebknechtstr. 33
Stuttgart, 70565
GERMANY

1195 Landesaerztekammer Baden-Wuerttemberg
Liebknechtstr. 33
Stuttgart, 70565
GERMANY

1197 Landesaerztekammer Baden-Wuerttemberg
Liebknechtstr. 33
Stuttgart, 70565
GERMANY

1202 Landesaerztekammer Baden-Wuerttemberg
Liebknechtstr. 33
Stuttgart, 70565
GERMANY

1203 Landesaerztekammer Baden-Wuerttemberg
Liebknechtstr. 33
Stuttgart, 70565
GERMANY
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SOUTH AFRICA

Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1229 Pharma Ethics Independent Research Ethics committee

123 Amcor Road, Lyttelton Manor
Centurion, 0157
SOUTH AFRICA

1230 Pharma-Ethics (Pty) Ltd
123 Amkor Road, Lyttelton Manor
Centurion, 0157
SOUTH AFRICA

1246 Pharma-Ethics (Pty) Ltd
123 Amkor Road, Lyttelton Manor
Centurion, 0157
SOUTH AFRICA

1247 Pharma-Ethics (Pty) Ltd
123 Amkor Road, Lyttelton Manor
Centurion, 0157
SOUTH AFRICA
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TURKEY

Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1205 Kocaeli Üniversitesi Klinik Arastirmalar Etik Kurulu

Kocaeli Üniversitesi Tip Fakültesi Klinik, Arastirmalar Birimi Umuttepe Yerleskesi
Kocaeli
TURKEY

1207 Kocaeli Üniversitesi Klinik Arastirmalar Etik Kurulu
Kocaeli Üniversitesi Tip Fakültesi Klinik, Arastirmalar Birimi Umuttepe Yerleskesi
Kocaeli
TURKEY

1208 Kocaeli Üniversitesi Klinik Arastirmalar Etik Kurulu
Kocaeli Üniversitesi Tip Fakültesi Klinik, Arastirmalar Birimi Umuttepe Yerleskesi
Kocaeli
TURKEY

1209 Kocaeli Üniversitesi Klinik Arastirmalar Etik Kurulu
Kocaeli Üniversitesi Tip Fakültesi Klinik, Arastirmalar Birimi Umuttepe Yerleskesi
Kocaeli
TURKEY

1210 Kocaeli Üniversitesi Klinik Arastirmalar Etik Kurulu
Kocaeli Üniversitesi Tip Fakültesi Klinik, Arastirmalar Birimi Umuttepe Yerleskesi
Kocaeli
TURKEY

1212 Kocaeli Üniversitesi Klinik Arastirmalar Etik Kurulu
Kocaeli Üniversitesi Tip Fakültesi Klinik, Arastirmalar Birimi Umuttepe Yerleskesi
Kocaeli
TURKEY

1213 Kocaeli Üniversitesi Klinik Arastirmalar Etik Kurulu
Kocaeli Üniversitesi Tip Fakültesi Klinik, Arastirmalar Birimi Umuttepe Yerleskesi
Kocaeli
TURKEY
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1214 Kocaeli Üniversitesi Klinik Arastirmalar Etik Kurulu

Kocaeli Üniversitesi Tip Fakültesi Klinik, Arastirmalar Birimi Umuttepe Yerleskesi
Kocaeli
TURKEY

1217 Kocaeli Üniversitesi Klinik Arastirmalar Etik Kurulu
Kocaeli Üniversitesi Tip Fakültesi Klinik, Arastirmalar Birimi Umuttepe Yerleskesi
Kocaeli
TURKEY
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UNITED STATES

Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1001 NYU Langone Grossman School of Medicine IRB

One Park Ave, 6th Fl
New York, NY 10016
UNITED STATES

1002 Western Institutional Review Board
1019 39th Ave., SE, Ste 120
Puyallup, WA 98374
UNITED STATES

1003 Western Institutional Review Board
1019 39th Ave SE, Ste 120
Puyallup, WA 98374
UNITED STATES

1005 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1006 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1007 Cincinnati Children’s Hospital Medical Center IRB
3333 Burnet Ave, MLC 5020
Cincinnati, OH 45229
UNITED STATES

1008 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1009 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1011 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1012 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1013 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1015 WCG IRB
1019 39th Ave Se, Ste 120
Puyallup, WASHINGTON 98374
UNITED STATES

1016 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1018 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1019 Copernicus Group IRB

5000 CentreGreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1021 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1022 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1024 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1027 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1028 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1030 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1036 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1037 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1038 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1039 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1042 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1044 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1046 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1047 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1048 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1052 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1054 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1055 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1056 Copernicus Group Institutional Review Board
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1057 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1066 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1068 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1071 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1072 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1073 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1077 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1079 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1080 Copernicus Group IRB

5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1081 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1082 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1083 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1084 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1085 Copernicus Group IRB
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1087 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1088 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1089 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1090 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1091 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1092 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1093 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1094 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1095 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1096 Copernicus Group IRB
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1097 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1098 Copernicus Group Institutional Review Board
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1101 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1107 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1109 Copernicus Group IRB
5000 CentreGreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1110 WCG IRB

1019 39th Ave Se, Ste 120
Puyallup, WASHINGTON 98374
UNITED STATES

1111 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1112 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1114 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1116 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1117 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1118 Copernicus Group Institutional Review Board
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1120 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1121 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1122 WESTERN INSTITUTIONAL REVIEW BOARD
1019 39th Ave S.E, Ste 120
Puyallup, WA 98374
UNITED STATES

1123 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1124 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1125 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1126 Kaiser Permanente Northern California Institutional Review Board
1800 Harrison St, 10th Fl
Oakland, CA 94612
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1127 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1128 Copernicus Group IRB
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1129 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1130 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1131 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1133 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1134 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1135 Copernicus Group IRB

5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1136 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1139 WESTERN INSTITUTIONAL REVIEW BOARD
1019 39th Ave SE, Ste 120
Puyallup, WASHINGTON 98374-2115
UNITED STATES

1140 WESTERN INSTITUTIONAL REVIEW BOARD
1019 39th Ave S.E, Ste 120
Puyallup, WA 98374
UNITED STATES

1141 Western Institutional Review Board
1019 39th Ave SE, Ste 120
Puyallup, WASHINGTON 98374
UNITED STATES

1142 Copernicus Group IRB
5000 CentreGreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1145 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1146 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1147 WCG IRB
1019 39th Ave Se, Ste 120
Puyallup, WASHINGTON 98374
UNITED STATES

1149 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1150 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1152 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1156 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1157 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1161 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1162 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1163 Copernicus Group IRB
5000 CentreGreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1166 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1167 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1168 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1169 Lehigh Valley Health Network/Institutional Review Board/Research Participant Office
1255 S Cedar Crest Blvd, Ste 3200
Allentown, PA 18103
UNITED STATES
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Study Site Number Independent Ethics Committee or Institutional Review Board Address(es)
1170 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1171 Copernicus Group Institutional Review Board
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1174 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1177 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1178 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1179 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1204 Western Institutional Review Board
1019 39th Ave SE, Ste 200
Puyallup, WA 98374-2115
UNITED STATES
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1218 Indian Health Service National IRB

5600 Fishers Ln, MS 09E10D
Rockville, MARYLAND 20857
UNITED STATES

Johns Hopkins Bloomberg School of Public Health
615 N. Wolfe St, Rm E1100
Baltimore, MARYLAND 21205
UNITED STATES

1219 Navajo Nation Human Research Review Board
Window Rock Blvd, Administration Bldg #2, Division of Health, P.O. Box 1390
Window Rock, ARIZONA 86515
UNITED STATES

Johns Hopkins Bloomberg School of Public Health
615 N. Wolfe St, Rm E1100
Baltimore, MARYLAND 21205
UNITED STATES

1220 Navajo Nation Human Research Review Board
Window Rock Blvd, Administration Bldg #2, Division of Health, P.O. Box 1390
Window Rock, ARIZONA 86515
UNITED STATES

Johns Hopkins Bloomberg School of Public Health
615 N. Wolfe St, Rm E1100
Baltimore, MARYLAND 21205
UNITED STATES

1221 Johns Hopkins Bloomberg School of Public Health
615 N. Wolfe St, Rm E1100
Baltimore, MARYLAND 21205
UNITED STATES
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Navajo Nation Human Research Review Board
Window Rock Blvd, Administration Bldg #2, Division of Health, P.O. Box 1390
Window Rock, ARIZONA 86515
UNITED STATES

1223 Yale University Human Research Protection Program (Human Investigation Committee)
25 Science Park, 3rd Fl, 150 Munson St
New Haven, CT 06520
UNITED STATES

1224 Copernicus Group IRB
5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1232 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1235 Western Institutional Review Board
1019 39th Ave. SE, Ste 120
Puyallup, WA 98374
UNITED STATES

1248 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1251 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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1252 Copernicus Group Institutional Review Board

5000 Centregreen Way, Ste 200
Cary, NORTH CAROLINA 27513
UNITED STATES

1254 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1258 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1260 Western Institutional Review Board
1019 39th Ave SE, Ste 120
Puyallup, WA 98374
UNITED STATES

1261 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1264 Western Institutional Review Board
1019 39th Ave SE, Ste 120
Puyallup, WA 98374
UNITED STATES

1265 Copernicus Group Institutional Review Board
5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES
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1269 Copernicus Group Institutional Review Board

5000 CentreGreen Way, Ste 200
Cary, NC 27513
UNITED STATES

1270 Kaiser Permanente Northern California Institutional Review Board
1800 Harrison St, 10th Fl
Oakland, CA 94612
UNITED STATES
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This
tem

plate
is used by inform

ed consent docum
ent authors

to develop the assent docum
ent for 

11-year-olds through legal age of adulthood.

D
o not delete the header at the top of this page until the assent is custom

ized at the country/site-
level. 

Before sending the assent to the institutional review
 board

(IR
B)/independent ethics com

m
ittee

(IEC
), rem

ove the header at the top of this page, rem
ove all inapplicable text, rem

ove all 
instructional green text, and replace all blue text w

ith appropriate language.

The assent m
ust be filed in the Pfizer Trial M

aster File.
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W
e are asking if you w

ould like
to be in a research study

to see if a vaccine to prevent 
C

O
V

ID
-19

is
safe and if it can help prevent children

and adults
from

 getting C
O

V
ID

-19.
R

esearch studies are
the w

ay w
e find out if test m

edicines or vaccines
are safe and if they 

w
ork. 

The study is being done w
ith healthy children and adults and that is w

hy the study doctor 
w

ants to know
 if you w

ant to take part in the research study.

W
H

Y A
R

E W
E D

O
IN

G
 TH

IS STU
D

Y?

W
e are doing this study to collect inform

ation
in children and adults to see if the vaccine is 

safe and if it can help prevent people
from

 getting C
O

V
ID

-19.

The study doctor and nurses w
ill explain the study and answ

er any questions that you have.  
Y

ou can circle or highlight things on this paper you
w

ant to know
 m

ore about.  If you don’t 
understand som

ething, just ask us.  It is okay to ask questions now
 and anytim

e later that you
think of them

.

If you decide to be in this study, you w
ill be asked to sign this form

.  Y
our parent(s) or your 

guardian(s) w
ill sign another form

.  Y
ou can talk to your parent(s) or your guardian(s) and ask

to read the inform
ation the study doctor gives them

.

W
H

A
T W

ILL H
A

PPEN
 TO

 M
E IF IG

O
 IN

TO
 TH

E STU
D

Y?
The study starts w

ith an
appointm

entw
ith the study doctorand som

e
tests

to see if you can 
be in the study.  If you decide to take part in the study you w

ill be given an
injection in your 

arm
 at your first and second visit and w

ill need to give at least 5 blood sam
ples. There w

ill be 
at least 6 visits to the study clinic over roughly the next 2 years. 

If you get ill w
ith C

O
V

ID
-19 like sym

ptom
s you w

ill need to visit the study clinic and give 
another blood sam

ple.This blood
sam

ple is 20
m

L
if you are 16 years

of age or above, and it
is 10 m

L if you are betw
een 12

to 15 years of age. If you w
ould like to know

 w
hat 10 m

L or 20
m

L
looks like please ask the study team

 and they w
ill be able to show

 you the tubes they w
ill 

collectthe blood in.

A
 R

ESEA
R

CH STUD
Y TO

 SEE IF A
 VA

C
C

IN
E A

G
A

IN
ST C

O
VID

-19 
IS SA

FE A
N

D
 W

O
R

K
S
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A
t your first visit, the study doctor or nurse w

ill give you or your parent(s)/ guardian(s)a
device (a bit like a m

obile phone) or ask to dow
nload an application (‘app’) to sm

art phone if 
you or your parent(s)/ guardian(s)have

one. The device/app is secure and your inform
ation 

w
ill be m

aintained in confidence. The study doctor w
ill show

 you or your parent(s)/ 
guardian(s) on how

 to fill in
the electronic diary (also called e-D

iary).

There are 2 parts to the electronic diary.E
veryone w

ill need to com
plete the C

O
V

ID
-19

illness part of the e-D
iary on the device or app on their sm

artphone. The C
O

V
ID

-19 illness e-
D

iary w
ill prom

pt you
or your parent(s)/ guardian(s) to record any C

O
V

ID
-19

sym
ptom

s every 
7 days or at any tim

e you have
C

O
V

ID
-19 sym

ptom
s.Y

ou or your parent(s)/ guardian(s) m
ay 

also receive text m
essages to your/ their device or your/ theirow

n sm
artphone, or em

ails (if 
you

or your parent(s)/ guardian(s) provide an
em

ail address) to rem
ind you or your parent(s)/ 

guardian(s) to com
plete the C

O
V

ID
-19 illness part of the e-D

iary.

If you are part of a
selected group of participants, you or your parent(s)/ guardian(s)w

illalso 
be

asked
to fill in an e-D

iary
about how

 you are feeling for 7 days
afer your vaccine injections.

If you decide the take part the follow
ing w

ill happen: 

A
t your first visit:

B
efore you are given your injection, the study doctor or nurse w

ill take your 
tem

perature, m
easure your height and w

eight, do a physicalexam
and ask you som

e 
questions about your health. 

The study doctor or nurse w
ill take a blood sam

ple from
 your arm

 using a needle (this 
w

ill be either 20m
L or 10 m

L depending on your age group)and take a sam
ple from

 
your nose using a sw

ab (like a Q
-tip).

Y
ou w

ill then be given
an

injection
into the m

uscle atthe top of your arm
.

If you are part of the selected group of participants, you
or your parent(s)/ guardian(s)

w
illbe asked to com

plete an electronic diary about how
 you are feeling for 7 days after 

the visit.
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A
t your second visit:

Y
ou w

ill be given your second injection,the study doctor or nurse w
ill take your 

tem
perature and ask you som

e questions about your health
before they

give
your 

injection in
your arm

.

If you are part of the selected group of participants, you or your parent(s)/ guardian(s)
w

ill be asked to com
plete an electronic diary about how

 you are feeling for 7 days after 
the visit.

It is very im
portant that you

or your parent(s)/ guardian(s), as appropriate,com
plete the        

e-D
iary regularly as instructed. If this w

as notcom
pleted, your study doctor or nurse w

ill 
contact you

or your parent(s)/ guardian(s) to check how
 you

are
doing.

A
t the other 4 visits the study doctor or nurse w

ill ask you som
e questions about your health 

and w
ill take a blood sam

ple from
 your arm

 using a needle. E
ach blood sam

ple w
ill be either 

about 20m
L

(4 teaspoons) or 10 m
L (2 teaspoons) depending on your age group.

W
hen you visit the study doctor, the study doctor w

ill w
rite dow

n inform
ation about you.  O

nly 
people w

ho are w
orking on this study w

ill see your inform
ation.  They are required to keep 

your inform
ation private.   
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W
hat are the Study Injections?

There are 2 types of injections in the study. The active study injection and a dum
m

y placebo 
injection. A

 dum
m

y placebo is a pretend vaccine that looks just like the test vaccine but has 
no active ingredients in it. 
O

nce the study doctor has checked that it is O
K

 for you to be in the study a com
puter w

ill 
decide if you w

ill get the active study injection or the dum
m

y placebo.You
and

your 
parent(s)/guardian(s) w

ill notbe told w
hich injection you w

ill get.
For every 1 child/young person

w
ho receives

the study vaccine, 1
child/young person

w
ill

receive the placebo. N
o one (including you, your parents, your personal doctor orthe study 

team
) can choose w

hich injection you w
ill get.

W
H

A
T A

R
E TH

E PO
SSIB

LE B
EN

EFITS
TO

 M
E IF I A

G
R

EE TO
 B

E IN
TH

IS 
STU

D
Y?

V
accination w

ith B
N

T162b2 (w
hich is active study injection) has been show

n to be effective 
in preventing C

O
V

ID
-19 in the groups of people already studied, but not yet in children/young 

people
like you. B

ecause of this, and the fact that you m
ay receive the placebo vaccination, 

you still need to follow
 local recom

m
endations about how

 to avoid C
O

V
ID

-19 (for exam
ple, 

social distancing and m
ask use).

W
H

A
T A

R
E TH

E
PO

SSIB
LE U

N
C

O
M

FO
R

TA
BLE O

R
 H

A
R

M
FU

L
TH

IN
G

S 
TH

A
T C

O
U

LD
 H

A
PPEN TO

 M
E IF I A

G
R

EE TO
 B

E IN
 TH

IS STU
D

Y?
There is a chance that during the study you could feel pain or feel bad or uncom

fortable.  
P

lease let the study doctor know
 if you experience any of these things.  The study team

 w
ill 

m
onitor you for risks or discom

forts during the study.  H
ow

ever, the study team
 does not 

know
 all the effects that the vaccine, or your participation in this study, m

ay have on you.

The injection could cause pain, sw
elling, and redness

w
here it is given.

O
ther side effects could include fatigue (tiredness), increased body tem

perature (fever), 
chills, headache, joint aches, m

uscle aches, feeling sick (nausea), enlarged lym
ph glands, 

allergic reaction (sym
ptom

s m
ay include rash, itching, hives, and sw

elling of the face or lips), 
pain in arm

, feeling w
eak or unw

ell, and severe allergic reaction (anaphylaxis).
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In addition,

Taking a blood sam
ple m

ay:
o

hurt w
hen the needle goes into your arm

.  
o

cause a red spot or bruise on your arm
 or your arm

 m
ight feel sore.  

o
m

ake you feel dizzy.  
o

cause an infection at the place w
here the needle w

ent into your arm
.

Taking a sw
ab from

 your nose m
ay:

o
hurt w

hen the
sam

ple is
taken.  

o
C

ause
your nose to bleed.

Y
ou m

ay feel em
barrassed by the questions the study doctor or nurse asks you.

Y
ou m

ight also feel other things.  R
em

em
ber to tell your parent(s) or your guardian(s) and the 

study doctor everything you are feeling w
hile you are in the study including if you feel unw

ell.   

Pregnancy, C
ontraceptives and B

abies (do I need to use birth control?)

If you are a girl:

If you are pregnant, planning to becom
e pregnant or breast feeding a baby, you cannot be in 

the study.  

If you think you are pregnant during the study, you m
ust tell the study doctor im

m
ediately.  

The study doctor m
ay ask for inform

ation about the pregnancy and the birth of the baby.  The 
study doctor m

ay share this inform
ation w

ith others w
ho are w

orking on
this study. 

If you
have started to have periods, the

study
doctor or nurse w

illtest your urine to m
ake sure 

you are notpregnantbefore you are given your injections.  The doctor or nurse w
ill tell you if 

the test results show
 you are pregnant.  D

epending on the law
s of your area, the study doctor 

or nurse m
ay also tell your parent(s)oryourguardian(s) about the results of the pregnancy 

test.  
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If you are sexually active, you m
ust use birth control consistently and correctly during the

study and foratleast 28 days
after your second injection. Y

our study doctor or nurse w
ill 

discuss this w
ith you if it is appropriate to do so.

If you are a boy:

If you are sexually active, you m
ust use birth control (eg a condom

) consistently and correctly 
during the study and forat least 28 days

after your second injection. Y
our study doctor or

nurse w
ill discuss this w

ith you if it is appropriate to do so.

Ifyou think that you m
ay have gotten a girl pregnant, you m

ust tell your study doctor 
im

m
ediately.  The study doctor m

ay ask for inform
ation about the pregnancy and the birth of 

the baby.  The study doctor m
ay share this inform

ation w
ith others w

ho are w
orking on this 

study.

W
H

A
T O

TH
ER

 O
PTIO

N
S A

R
E TH

ER
E?

This study is for research purposes only. Y
our alternative is to not take part in this study.

Taking part is voluntary and you do not have to be in the study if you don’t w
ant to.  

It is your choice if you w
ant to be in this study or not.  N

o one w
ill be m

ad if you choose not to 
take part.  

Y
our doctors or your parent(s) or your guardian(s) cannot m

ake you be in the study if you
don't w

ant to be in it.  If you say okay now
 to being in the study and you change your m

ind 
about it later, you can stop being in the study.

Just tell the study doctor or your parent(s) or 
your guardian(s) if you w

ant to stop at any tim
e.  If you quit the study, you w

illbe asked to
com

e in for one last visit.
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linical Study Assent Tem
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W
H

A
T IF I H

A
VE Q

U
ESTIO

N
S?

Y
ou can ask questions about the study at any tim

e.  

Y
ou can call the study doctor any tim

e. 

If you w
ant to ask questions about w

hat it m
eans to be in a research study, you or

your
parent(s)or your guardian(s) can call[insert IR

B
/IE

C
nam

e](a group of people w
ho review

 
the study to protect your rights)at [insert IR

B
/IE

C
num

ber].

For you to be in this study,you and your parent(s)or your guardian(s) m
ust agree to you 

being in it. B
ut it is still up to you if you

w
ant to do it.
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Please check one box below
to show

 w
hether or not you w

ant to be in this study.

�
Y

es, I w
ant to be in this study.

�
N

o, I do not w
ant to be in this study.

______________________________________________________
P

rinted N
am

e of C
hild/Y

oung P
erson

_______________________________
____________________    __________

C
hild/Y

oung P
erson

S
ignature

D
ate

    Tim
e

Statem
ent of person conducting assent discussion:

1.
I have explained all aspects of the research to the participantto the best of his or her 
ability to understand.

2.
I have answ

ered all questions of the participantrelating to this research.
3.

I believe the participant’s decision to enroll or not enroll is voluntary.
4.

If the participant decides to enroll, the study doctor and study staff agree to respect the 
participant’s physical or em

otional dissent at any tim
e during this research w

hen that 
dissent pertains to anything being done solely for the purpose of this research.  

P
rinted N

am
e

of P
erson O

btaining A
ssent: ____________________________

S
ignature of P

erson O
btaining A

ssent:_________________   D
ate: ________ Tim

e: ______
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01-Jul-2019 

Protocol Num
ber: C4591001

ICD Version Date:
Phase

2/3,03Feb2021

Study 
Country 
Site

Language: English
Center ID:N

ot A
pplicable

Country:
N

ot 
A

pplicable

IC
D

 D
erived From

:  Study level, Phase 2/3, 08D
ec2020

 

C
T05-G
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P-R

F04 7.0 Phase 1/2/3/4 C
linical Study Inform

ed C
onsent Tem

plate (01-Jul-2019)

TM
F D

oc ID
:173.13 (Study); 173.07 (C

ountry/C
entral); 173.23 (Site)

Sponsor C
onsent Version (Study) Phase 2/3, 03Feb2021

Protocol N
o: C

4591001

 C
O

N
FID

EN
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of 20
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Protocol N
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 C
O
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Table of C
ontents

This Table of C
ontents describes the different sections of this consent docum

ent. B
e 

sure to read through all sections of this consent docum
ent before m

aking your decision 
about w

hether or not to participate in this study.

Section
Page

1.
K

ey study inform
ation and contact inform

ation
4

2.
B

rief sum
m

ary of this study
5

3.
W

hat is the purpose of this study?
6

4.
H

ow
 long w

ill I participate in this study?
7

5.
H

ow
 m

any people w
ill take part in this study?

7

6.
W

hat w
ill happen during this study?

7

7.
A

re there any special instructions to follow
 for this study?

12

8.
W

hat are the possible risks and discom
forts of this study?

12

9.
W

hat are the possible benefits of this study? 
14

10.
W

hat w
ill happen to m

y blood and nasal sw
ab sam

ples?
15

11.
W

hat other choices do I have if I do not join this study?
15

12.
W

hat happens if I am
 injured during this study?

15

13.
W

hat if I join this study and then change m
y m

ind?
15

14.
W

hat w
ill I have to pay for if I take part in this study?

16

15.
W

ill I be paid for taking part in this study?
16

16.
W

hat w
ill happen to m

y personal inform
ation?

17
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Protocol N
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O
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FID
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17.
W

here can I find additional inform
ation about this study or the 

study results?
17

18.
S

ignatures
17

Privacy Supplem
ent
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 1.
K

ey Study Inform
ation and C

ontact Inform
ation

The study team
 w

ill address any
questions,concerns or com

plaints you m
ay have 

before, during and after you com
plete the study. The study team

 includes the study 
doctor, nurses, and others w

ho w
ork w

ith the study doctor.
P

hone num
bers for the study team

 are listed below
 under “S

tudy S
ite C

ontact 
Inform

ation.” You also w
ill be given a card w

ith im
portant em

ergency contact 
inform

ation, including a 24-hour num
ber.S

how
 this card to any doctor, nurse or 

other health care provider ifyou seek em
ergency care w

hile you are taking part in this 
study. This card includes inform

ation about the study that w
ill help them

 treat you.
If you have any general questions about your rights as a study participant, or w

ould like 
to obtain inform

ation
from

, offer suggestions
to, or speak w

ith som
eone notdirectly 

involved in the study, you m
ay contact [For the site-level IC

D
, include as appropriate: 

the Institutional R
eview

 B
oard orthe Independent E

thics C
om

m
ittee, patient rights 

advocate, and/or bioethicist]listed below
.

N
am

e of S
tudy:  A PH

ASE 1/2/3, PLAC
EB

O
-C

O
N

TR
O

LLED
, R

AN
D

O
M

IZED
, 

O
B

SER
VER

-B
LIN

D
, D

O
SE-FIN

D
IN

G
 STU

D
Y TO

 EVALU
ATE TH

E SAFETY, 
TO

LER
AB

ILITY, IM
M

U
N

O
G

EN
IC

ITY, AN
D

 EFFIC
AC

Y O
F SAR

S
-C

O
V-2 R

N
A 

VAC
C

IN
E C

AN
D

ID
ATES AG

AIN
ST C

O
VID

-19 IN
 H

EALTH
Y IN

D
IVID

U
ALS

[Institution]S
tudy N

um
ber:  

S
ponsor S

tudy N
um

ber:  C
4591001

N
am

e of C
om

pany S
ponsoring the S

tudy:  B
ioN

Tech. Pfizeris conducting the study
for B

ioN
Tech

N
am

e of P
rincipal Investigator (S

tudy D
octor):  

Study Site C
ontact Inform

ation:
C

ontact P
erson:  

A
ddress:  

P
hone N

um
ber (N

orm
al B

usiness H
ours): 

P
hone N

um
ber (O

ff-H
ours or E

m
ergency):

[C
om

plete the follow
ing entries for the site-level IC

D
 as appropriate.]

[Institutional R
eview

 B
oard orIndependent Ethics C

om
m

ittee]C
ontact 

Inform
ation: 

C
ontact P

erson: 
A

ddress:  
P

hone N
um

ber: 
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 Patient R
ights Advocate:

C
ontact P

erson: 
A

ddress:  
P

hone N
um

ber: 

B
ioethicist:

C
ontact P

erson: 
A

ddress:  
P

hone N
um

ber: 

2.
Brief Sum

m
ary of this Study

This is a research study involving both P
fizer and B

ioN
Tech.P

fizer and B
ioN

Tech are 
separate com

panies w
ho are cooperating to perform

 this study.P
fizer is responsible for

conducting this study. B
ioN

Tech
is the regulatory sponsor ofthis study. Funding for this

study is provided by B
ioN

Tech
and P

fizer and [the study doctor/institution]w
ill be paid 

to conduct this study.
A

 new
 respiratory disease appeared in W

uhan, C
hina in D

ecem
ber 2019 and has since

rapidly spread to m
any other countries around the w

orld. In January 2020, the cause of 
this disease w

as found to be a new
 C

oronavirus;and the disease it causes w
as nam

ed 
C

O
V

ID
-19 (C

oronavirus disease 2019). S
ince then, m

any com
panies around the W

orld 
have quickly started to look for treatm

ents and w
ays to prevent C

O
V

ID
-19. 

V
accines help your body to produce antibodies to help you to fight off a disease.This 

research study involves 2
investigational vaccines to prevent C

O
V

ID
-19, that w

ill be 
given to healthy volunteers.The vaccines are given by injection. The vaccines are
slightly different but w

ork in the sam
e w

ay. The study
w

ill also
test each of these 

vaccines at different dose
levels (am

ounts of vaccine).

These vaccines do not contain the w
hole virus, or the parts of the virus that can m

ake 
you ill, instead the vaccines are m

ade up of part of the virus’s genetic code, surrounded 
by fatty particles called lipids. They use your ow

n cells’ protein m
aking m

achinery to 
produce som

e, or all,of the spike protein seen on the outside of the virus. This spike 
protein, m

ade by your ow
n body, m

ay help your body to produce antibodies to fight 
against C

O
V

ID
-19. W

e w
ill check how

 m
any antibodies you m

ake by taking blood 
sam

ples and testing them
.
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 This study is different from
 your regular m

edical care. The purpose of regular m
edical 

care is to im
prove or otherw

ise m
anage your health,but the purpose of research is to 

gather inform
ation to advance science and m

edicine and does not replace your regular 
m

edical care.If you need m
edical care during your tim

e in the study, you should contact 
your regular provider and

inform
 the study team

, as described later in this docum
ent.

Taking part in this study is voluntary (your choice). There is no penalty or change to 
your regular m

edical care if you decide
not to participate. Y

ou can
choose

to take partin 
the study

now
, and then change your m

ind later at any tim
e

w
ithout losing any benefits 

or m
edical care to w

hich you are entitled. W
e encourage you to have conversations w

ith 
your fam

ily, caregivers, doctors, and study team
 about taking part in this study and 

w
hether it is right for you. The study team

 w
ill w

ork w
ith you to answ

er any questions 
that you m

ay have about the study.
Y

ou w
ill receive a signed copy of this consent docum

ent for your records. P
lease keep 

this consent docum
ent for your reference.

3.
W

hat is the purpose of this study?
The

W
orld H

ealth O
rganization (W

H
O

) has declared C
O

V
ID

-19
to be a pandem

ic
(a 

disease that has spread all over the w
orld and is affecting lots of people); finding a 

vaccine to prevent C
O

V
ID

-19 is an urgent need.To
test this investigational vaccine as 

quickly
as possible, this study has been separated into 2

phases. In both the phases w
e 

w
ill try to see if the vaccine w

orks to prevent C
O

V
ID

-19, as w
ell as:

Phase
1

w
here w

e choose w
hich vaccines at w

hich dose
levels are safest and 

m
ake the m

ost antibodies. 
Phase

2/3
w

here w
e look at one vaccine at one dose level in lots of people to

collect even m
ore inform

ation about the safety of the vaccines and the am
ounts 

of antibodies they produce. 

Y
ou are being asked to take part in Phase

2/3. 
The study w

ill com
pare the results of the people w

ho receive the study vaccine 
(B

N
T162b2)w

ith those w
ho receive a placebo

(a placebo does not contain any active 
ingredients).In this study the placebo w

ill be salt-w
ater, also know

n as norm
al saline. 

E
veryone in

P
hase

2/3
ofthe study w

ill receive 2 injections of either:
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S
tudy vaccine follow

ed by study vaccine 
P

lacebo follow
ed by

placebo 
In P

hase 2/3 everyone w
ho receives the study vaccine w

ill receive the sam
e vaccine at 

the sam
e dose, that w

as chosen based on the results from
 P

hase 1.
The

study doctor w
ill determ

ine w
hether you are eligible for the study. This study w

ill 
require you to visit the study doctorto undergo study procedures and to provide 
inform

ation about your health. Y
ou w

ill also be required to contactthe study doctor if
you experience any of the C

O
V

ID
-19

sym
ptom

s
(explained later in this docum

ent). 

4.
How

 long w
ill I participate in this study?  

Y
ou could

be in this study for up to about26 m
onths. Y

ou w
ill need to visit the study site

6
to 7 planned tim

es
during the study, and any tim

e after you have experienced C
O

V
ID

-
19 sym

ptom
s and are feeling betterin about a m

onth’s tim
e.

5.
How

 m
any people w

ill take part in this study?
A

pproxim
ately 44,193

healthy people could take part in the 2
phases of this study.In 

P
hase

2/3
of the study up to 43,998

people w
ill take part.

It is expected that about [num
ber]people w

ill participate in P
hase

2/3
of the study at this

location.

6.
W

hat w
ill happen during this study?

B
efore any study procedures begin, or before you begin preparing for the study, you w

ill 
be asked to read and sign this consent docum

ent. 
A

fter signing this consent docum
ent, the study doctor w

ill check if you m
eet all of the 

requirem
ents to take part in this study. If you do not m

eet the requirem
ents, you w

ill not 
be able to take part in the study and the study doctor w

ill explain w
hy this is the case.

Study Vaccines
O

nce the study doctorhas confirm
ed you m

eet the study requirem
ents, you w

ill be 
random

ly assigned (like flipping a
coin)to receive the study vaccine or placebo.For 

every 1 person
w

ho receive the study vaccine, 1 person w
ill receive the placebo. N

o 
one (including you, your personal doctor and the study team

) can choose this 
assignm

ent.
This is an ‘observer-blind study’, w

hich m
eans that you

and the study doctor w
ill not 

know
 w

hether you are receiving the study vaccine or placebo,but the person w
ho gives 

you the vaccine w
ill know

 because the vaccine and placebo do not look the sam
e.

H
ow

ever, the syringe w
ill be covered w

ith a label so the contents are not visible and the 
person that gives you the vaccine w

ill not be able to talk about it w
ith you. In case of 
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 urgent need, the study doctor can learn quickly w
hether you have received study 

vaccine or placebo.
The study vaccine or placebo w

ill be given to you through an injection into the
m

uscle in
your upper arm

. E
veryone w

ill receive 2 injections, approxim
ately 3 w

eeks apart. O
n the 

days you receive the study vaccine or placebo, you w
ill be asked to w

ait atthe study 
site

for at least 30 m
inutes for observation

after receiving the study vaccine or placebo.

O
verview

 of Study Procedures and A
ssessm

ents
The table below

 lists the tests and procedures or assessm
ents that you w

ill have done 
in this research study. In addition to the visits listed, your study doctor m

ay ask you to 
com

e in for extra visit(s) if necessary,to protect your w
ell-being.
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For people taking part in Phase 2/3, the study doctor or nurse will:

Visit Number 1 2 3 4 5 6
Visit Description Study Vaccine 

1
Study Vaccine 

2
1-Month Visit 6-Month Visit 12-Month Visit 24-Month Visit

Ask about Medical history as well as date of  birth, 
sex, race and ethnicity

X

Ask about medicines you are currently taking X X X X X X
Perform clinical assessment X
Record latest CD4 count and viral load (for HIV 
positive participants only)

X X X X X

Measure body temperature X X
Measure height and weight X
Urine pregnancy test (if  appropriate) X X
Ask about other vaccinations you have had X X X X
Check you meet all the study requirements X X
Check contraceptives (if appropriate) X X X
Collect blood sample to test antibody levels ~20 mL ~20 mL ~20 mL ~20 mL ~20 mL
Take a nasal swab X X
Get the study injection, followed by a 30mins 
observation period

X X

Give you an e-diary or help you download one X
Vaccination e-diary completion for 7 days (if  you 
are part of  chosen group to self -report potential 
side ef fects daily for 7 days following each 
vaccination)

X X

COVID-19 illness e-diary completion X X X X X X
Ask how you are feeling generally X X X X X X
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 B
lood sam

ples for antibody testing

Y
ou

w
illhave blood taken 5

tim
es during the planned visits of the study. This w

ill be 
used to test if you already had antibodies against the coronavirus that causes C

O
V

ID
-

19 w
hen you enrolled in the study and m

ay be used to test your antibody levels
after 

vaccination. A
bout 20m

L of blood (about 4
teaspoons) w

ill be collected from
 your arm

 
using a needle at these visits.

E-D
iary

A
t V

isit 1, the study team
 w

ill show
 you how

 to fill in an electronic diary (or e-D
iary).  W

e
w

ill either give you a device (a bit like a m
obile phone) or ask you to dow

nload an 
application (‘app’) to your sm

art phone if you have one. The device/app is secure and 
your confidentiality w

ill be m
aintained.

There are 2 parts to the e-D
iary. E

veryone w
ill need to com

plete the C
O

V
ID

-19 illness 
part of the e-D

iary on the device or app on your sm
artphone. The C

O
V

ID
-19 illness e-

D
iary w

ill prom
pt you to record any C

O
V

ID
-19 sym

ptom
s (see below

) every 7 days or at 
any tim

e you have C
O

V
ID

-19 sym
ptom

s.Y
ou m

ay also receive text m
essages to the 

device or your ow
n sm

artphone, or em
ails (if you provide your em

ail address) to rem
ind 

you to com
plete the C

O
V

ID
-19

illness part of the e-D
iary.

If you are part of a subset of participants, you w
ill also be instructed by the study team

 
to com

plete the vaccination part of the e-D
iary for 7 days after each vaccination, once a 

day in the evening w
ith the first day being the day of the vaccination.

Y
ou w

ill be given a therm
om

eter and a m
easuring device to take hom

e.  Y
ou w

ill use 
the therm

om
eter to m

easure your tem
perature under your tongue and you w

ill use the 
m

easuring device to m
easure any redness or sw

elling w
here the injection w

as given.  
Y

ou w
ill need to record these m

easurem
ents in the vaccination part of the e-D

iary.

The vaccination part of the
e-D

iary w
ill also ask other questions about potential side 

effects you m
ay have after the injection.  If you have any severe

sym
ptom

s after your 
vaccination, you should contact your study doctor and the study doctor or nurse m

ay 
schedule an extra visit.

It is very im
portant that you com

plete the e-D
iary regularly as instructed. If you do not, 

your study doctor or nurse w
ill contact you to check how

 you are.

U
rine pregnancy test

If you’re a w
om

an
w

ho is able to have children,you w
ill have a urine

pregnancy test to 
check you are not pregnant before you get the study injection

.
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 W
hat happens if I have positive nasal sw

ab test result?

N
asal sw

abs obtained during the study (at V
isits 1 and 2, and at the tim

e of a potential 
C

O
V

ID
-19 illness –

see below
) w

ill be tested in a research laboratory. P
ositive results 

from
 the V

isit 1 and 2 sw
abs, and all results from

 the illness visit sw
abs, w

ill be provided 
to your study doctor, but this w

ill take som
e tim

e
so you should not rely on these for 

m
edical treatm

ent.If you
has a positive nasal sw

ab
test result for the coronavirus that 

causes C
O

V
ID

-19, either at V
isit 1 or any tim

e betw
een V

isit 1 and V
isit 2,but w

ith no 
potential C

O
V

ID
-19 related sym

ptom
s,you

w
ill continue to receive the second study 

vaccine
as norm

al. H
ow

ever, if the
positive C

O
V

ID
-19 test result is accom

panied by 
potential C

O
V

ID
-19 related sym

ptom
s, you

w
ill not be given the second study vaccine 

butw
ill be requested to rem

ain in the study.

If You G
et C

O
VID

-19 Sym
ptom

s
If you get any of the follow

ing you m
ust contact the study doctor straight aw

ay.
N

ote that this is not instead ofyourroutine m
edical care. If you feel unw

ell 
enough that you w

ould norm
ally see a healthcare professional, please contact 

yourusual provider, as w
ell as the study doctor.

A diagnosis of C
O

VID
-19;

Fever;
N

ew
 or increased cough; 

N
ew

 or increased shortness of breath;
C

hills;
N

ew
 or increased

m
uscle pain;

N
ew

 loss of taste/sm
ell;

Sore throat;
D

iarrhea;
Vom

iting.

The study doctor m
ay ask you to have a telephone conversation,video call or to visit 

the site
to talk about how

 you are feeling and if you have needed any other m
edical 

care. They w
ill also ask you to take a nose sw

ab
or take one from

 you to
check for the 

coronavirus. W
e w

ill give you separate instructions about how
 to take a nose sw

ab 
yourselfand how

 to ship the sw
ab to the laboratory

if needed.The result from
 this sw

ab 
w

ill be provided to the study doctoronce it is available, but this w
illtake som

e
tim

e, and 
cannot be used to diagnose you w

ith C
O

V
ID

-19. This is w
hy it is im

portant that you 
contact your usual provider if you have C

O
V

ID
-19

sym
ptom

s and think you need 
m

edical care.
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 If you are diagnosed w
ith C

O
V

ID
-19, for the purposes of the study, the study doctor w

ill 
contact your usual provider,and any facility w

here you
are treated,to

obtain details and
collect m

edical records: by signing this inform
ed consent docum

ent, you agree to this.

The study doctor w
ill arrange an extra visit to the study site about a m

onth after you 
becam

e unw
ell and you w

ill give another 20
m

L (about 4
teaspoons) blood sam

ple to 
test your antibody levels.

After the study

The study vaccine is available only during this study and not after the study is over.If 
you leave the study before receiving the study vaccine, it m

ay be available to you 
through an authorized healthcare professional.

7.
Are there any special instructions to follow

 for this study?
It is im

portant you follow
 all the instructions given to you by the study nurse or doctor 

and tell them
 if:

Y
ou don’t understand anything about the study

Y
ou are not able to com

ply w
ith the study requirem

ents
There are changes in your health
Y

ou take any new
 m

edications or receive any other vaccines
Y

ou are going aw
ay for a long period

Y
ou w

ish to take part in another research study

8.
W

hat are the possible risks and discom
forts of this study?

A
ny research has som

e risks, w
hich m

ay include negative effects that could m
ake you 

unw
ell or uncom

fortable and even potentially be serious or life-threatening.  A
ll research 

participants taking part in the study w
ill be w

atched carefully for any negative effects; 
how

ever, the study team
 does not know

 all the effects that the study vaccine
m

ay have 
on you. 

If you take part in this study, the m
ost likely risks or discom

forts to happen to you are 
discussed below

.
It is im

portant that you report to the study team
 all sym

ptom
s and side effects as 

soon as they occur. Phone num
bers for the study team

 are listed in [Section 1]of 
this consent docum

ent.

Study Vaccine R
isks
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 U
p until the end of 2020, the safety of BN

T162b2 has been studied in clinical trials that have 
included 21,744 people

16 yrs of age and older w
ho

have received at least one dose of the 
vaccine.In addition, since the vaccine has been approved for em

ergency
use in m

any 
countries, about 26 m

illion doses have been distributed.

Based on the
clinical study results, and inform

ation gathered during general use, the follow
ing 

risks have been determ
ined to be caused by BN

T162b2 vaccine:

Very com
m

on
(occurring in m

ore than 1 in 10 people):injection site pain, injection site sw
elling, 

fatigue (tiredness), increased body tem
perature (fever, m

ore com
m

on after the second dose), 
chills, headache, joint aches, and m

uscle aches.

C
om

m
on (betw

een 1 in 10 and 1 in 100 people):feeling sick (nausea), and injection site 
redness.

U
ncom

m
on (betw

een 1 in 100 and 1 in 1,000 people): enlarged lym
ph glands, allergic reactions 

(sym
ptom

s m
ay include rash, itching, hives, and sw

elling of the face or lips), pain in arm
, and 

feeling w
eak orunw

ell.

Frequency cannot be estim
ated from

 available data: severe allergic reaction (anaphylaxis).

As in
all research studies, the C

O
VID

-19 vaccine m
ay involve risks that m

ight be expected 
based on results from

 studies of sim
ilar vaccines, as w

ell as risks that are currently unknow
n. 

Therefore, it is im
portant that you report all sym

ptom
s and side effects that you experience as 

soon as they occur, w
hether or not you think they are caused by the study vaccine.

D
ue to the w

ay in w
hich the study vaccines are m

ade, they cannot cause C
O

VID
-19 disease.

If I catch C
O

VID
-19 disease, could the vaccine m

ake it w
orse?

For som
e other vaccines tested in anim

als
against sim

ilar viruses (but not the coronavirus that 
causes C

O
VID

-19), there have been reports of the illness being m
ore severe in the anim

als that 
received the vaccine than in those that did not. So far this has not been seen w

ith BN
T162b2. It 

rem
ains im

portant for you to contact your study doctor if you develop sym
ptom

s that m
ight be 

caused by C
O

VID
-19 (for exam

ple, fever, cough, shortness of breath).

Placebo R
isks

A
s the placebo injection contains salt-w

ater and no active ingredients, the chances of 
having the side effects m

entioned above are less likely. In otherstudies
using the sam

e 
placebo, som

e people w
ho received the placebo injection reported pain, bruising, 

sw
elling and redness at the site of injection. 
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 R
isks from

 Study Procedures
R

isks and possible discom
forts you m

ight have from
 the study procedures include:

B
lood sam

ples:The risks and possible discom
forts involved in taking blood 

include pain from
 inserting the needle, or less often, sw

elling, bruising, or 
infection around the vein w

here the blood is collected.  Y
ou m

ay feel dizzy or 
m

ay faint. If you have a previous history of feeling dizzy or fainting during blood 
sam

ple collection, you should talk to the study doctor.

N
asal Sw

abs:The risks and possible discom
forts involved in taking nasal sw

abs 
m

ay include pain or general discom
fort. S

om
etim

es it m
ay cause the nose to 

bleed.

Pregnancy-R
elated R

isks; U
se of B

irth C
ontrol

If you are currently pregnant, plan to becom
e pregnant, or are breastfeeding a child, you 

should not join this study. 
If you are able to have children and you are sexually active, you m

ust use birth control 
consistently and correctly for at least 28 days after you receive your last injection.  This 
applies to m

en as w
ell as w

om
en w

ho take part in the research study.  The study doctor 
w

ill discuss w
ith you the m

ethods of birth control that you should use w
hile you are in 

this research study and w
ill help you select the m

ethod(s) that is appropriate for you.  
The study doctor w

ill also check that you understand how
 to use the birth control 

m
ethod and m

ay review
 this w

ith you at each of your research study visits.  

B
irth control m

ethods, even w
hen used properly are not perfect.  If you or your partner 

becom
es pregnant during the research study, or you w

ant to stop your required birth 
control during the research study, you should tell the study doctor im

m
ediately.  Y

ou 
m

ay be
w

ithdraw
n from

 the research study if you stop using birth control or you becom
e 

pregnant.

Pregnancy Follow
-up

If you or your partner becom
e pregnant during the study, up until 6 m

onths after you last 
study injection, please tell the study doctor im

m
ediately. P

lease also tell the doctor w
ho 

w
ill be taking care of you/your partner during the pregnancy that you took part in this 

study. The study doctor w
ill ask if you/your partner or your pregnancy doctor is w

illing to 
provide updates on the progress of the pregnancy and its outcom

e. If you/your partner 
agree, this inform

ation w
ill be provided to B

ioN
Tech/P

fizerfor safety follow
-up.

9.
W

hat are possible benefits of this study?
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 V
accination w

ith B
N

T162b2 has been show
n to be effective in preventing C

O
V

ID
-19 in 

the groups of people already studied, but not yet in people like you. B
ecause of this, 

and the fact that you m
ay receive the placebo vaccination, you still need to follow

 local 
recom

m
endations about how

 to avoid C
O

V
ID

-19 (for exam
ple, social distancing and

m
ask use). 

10.
W

hat w
ill happen to m

y blood and nasal sw
ab sam

ples?
Y

our blood and nasal sw
ab

sam
ples w

ill be used only for scientific research.  E
ach 

sam
ple w

ill be labeled w
ith a code so that the laboratory w

orkers testing the sam
ples 

w
ill not know

 w
ho you are.  S

om
e of the sam

ples m
ay be stored for future testing and 

m
ay be kept for up to 15 years after the study ends, at w

hich tim
e they w

ill be 
destroyed.  In addition to testing for this study, any sam

ples left over after the study is 
com

plete m
ay be used for additional research related to the developm

ent of products. 
N

o testing of your D
N

A
w

ill be perform
ed.

Y
ou m

ay request that your sam
ples, if they can be identified, be destroyed at any tim

e. 
A

ny data already collected from
 those sam

ples w
ill still be used for the study. The 

sam
ples w

ill rem
ain the property of B

ioN
Tech/P

fizer and m
ay be shared w

ith other 
researchers as long as confidentiality is m

aintained and no testing of your D
N

A
w

ill be 
perform

ed. Y
ou w

ill not be told of additional tests, nor w
ill you receive results of any of 

these tests. 

11.
W

hat other choices do I have if I do not join this study?
This study is for research purposes only. Y

our alternative is to not take part in this 
study.

12.
W

hat happens if I am
 injured during this study?

For m
andatory research injury language, <click here>

(retain this link in the study-level 
IC

D
). The country-specific research injury language m

ust be included verbatim
in the 

country-level IC
D

.
 13.

W
hat if I join this study and then change m

y m
ind?

If you agree to participate and then change your m
ind for any reason, you are free to 

stop participating at any tim
e. Y

our decision w
ill not affect your regular m

edical care
or 

any benefits to w
hich you are entitled. Tell the study doctor if you are thinking about 

stopping or decide to stop so that you can end participation in the study in the safest 
w

ay. 
W

hile you are participating, the study team
 w

ill tell you
in a tim

ely m
annerif new

 
inform

ation is learned during the course of the study that could change your m
ind about 

continuing in this study.  If you decide to w
ithdraw

 from
 the study, you m

ay be asked to 
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 continue to participate in the study procedures even though you w
ould no longer receive 

the study vaccine.
If you agree to continue w

ith the study, inform
ation about your health w

ill continue to be 
collected as described in [S

ection 6].
If you decide to stop participating in this study, you m

ust notify the study doctor. The 
study team

 w
ill explain w

hat other procedures or discussions w
ould occur.

S
om

etim
es the study doctor or B

ioN
Tech/P

fizer m
ay decide to take you out of the study

(even if you do not agree)if:  
•

Y
ou are unable or unw

illing to follow
 the instructions of the study team

;
•

The study doctor decides that the study is not in your bestinterest or that you are no 
longer eligible to participate; or

•
The study is stopped by B

ioN
Tech/P

fizer,the institutional review
 board (IR

B
) or 

independent ethics com
m

ittee (IE
C

) (a group of people w
ho review

 the study to 
protect your rights), or by a governm

ent or regulatory agency.
The study team

 w
ill give you a P

rivacy S
upplem

ent, w
hich is considered part of this 

consent docum
ent. It describes w

hat happens to your personal inform
ation (including 

your biological sam
ples) and how

 it m
ay be used if you w

ithdraw
 from

 the study.

14.
W

hat w
ill I have to pay for if I take part in this study?

Y
ou w

ill not need to pay for any of the study vaccines (C
O

V
ID

-19 V
accine

or placebo), 
study-related procedures, or study visits. 

15.
W

ill I be paid for taking part in this study?
Y

ou w
ill not receive any paym

ent for taking part in this study.  H
ow

ever, for each visit 
you com

plete, you w
ill be reim

bursed by the study site to cover reasonable expenses 
(for exam

ple, parking, m
eals, travel) that you have as a result of taking

part in this 
study. Y

ou w
ill be reim

bursed by [enter, as applicable, m
ethod of reim

bursem
ent; 

am
ounts; and reim

bursem
ent schedule; note w

hether receipts are required].
B

ioN
Tech/P

fizer m
ay use inform

ation resulting from
 the study to develop products or 

processes from
 w

hich they m
ay m

ake a profit.  There are no plans to pay you or provide 
you w

ith any products developed from
 this research.  B

ioN
Tech/P

fizer w
ill ow

n all 
products or processes that are developed using inform

ation from
 the study.
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 16.
W

hat w
ill happen to m

y personal inform
ation? 

<click here>
for language to be inserted into this section. This text m

ust be inserted 
verbatim

. A
ny requested changes m

ust be approved by C
linical D

evelopm
ent Legal. N

ote 
that the P

rivacy S
upplem

ent follow
s this consent docum

ent, after the signature section.

17.
W

here can I find additional inform
ation about this study or the 

study results?
A

 description of this clinical trial w
ill be available on

http://w
w

w
.C

linicalTrials.gov, as 
required by U

.S
. Law

. This W
eb site w

ill not include inform
ation that can identify you. A

t 
m

ost, the W
eb site w

ill include a sum
m

ary of the results. Y
ou can search this W

eb site 
at any tim

e.
The 

study 
results, 

w
hen available, 

m
ay 

also 
be 

found on
w

w
w

.pfizer.com
and

https://w
w

w
.clinicaltrialsregister.eu/.

In addition, a plain sum
m

ary of the study results w
ill be m

ade available in the E
U

 database 
at [insert link to the database]. This inform

ation w
ill be provided no m

atter w
hat the study’s 

outcom
e. To the extent possible, you w

ill be able to access these sum
m

aries in the E
U

 
database soon after they becom

e available using the follow
ing E

U
 trial num

ber for the 
study: [insert trial num

ber].
These W

eb sites
are

in E
nglish only. If you need assistance understanding these W

eb 
sites, please ask a m

em
ber of the study team

.
B

ioN
Tech/P

fizerw
ill provide the study doctor w

ith inform
ation about the study results 

w
hen all participants have com

pleted the study. A
t that tim

e, certain of your individual 
study results m

ay be given to you or your doctor (if different from
 the study doctor) in 

accordance w
ith applicable law

, but w
ill notbe given to your fam

ily, your em
ployer or 

any insurance com
pany.

If any exploratory research is done, it m
ay not be possible to link any results from

 that 
exploratory research to specific individuals, including you. B

ioN
Tech/P

fizer does not 
plan to return inform

ation from
 any exploratory research to you, the study doctor, or 

your doctor (if different from
 the study doctor).

18.
Signatures

A
greem

ent to Participate and to Process D
ata

1.  I confirm
 I have read (or, if I cannot read, a study team

 m
em

ber has read to m
e) 

and understand this consent docum
ent for the study described above and have 
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had the opportunity to ask questions. I have had enough tim
e to review

 this 
consent docum

ent. Ialso have had an opportunity to ask about the details of the 
study and to decide w

hether or not to participate.

2.  I have read and understand the P
rivacy S

upplem
ent. I understand that taking part 

in the study w
ill require the processing (including collection, use, transfer, storage, 

analysis and reporting)of m
y personal inform

ation, as explained in the P
rivacy 

S
upplem

ent. I understand and agree to the processing of m
y personal inform

ation 
w

ithin and outside m
y country of residence for health care, m

edical research 
and/or regulatory purposes.

3.  I understand that taking part is voluntary and that I am
 free to stop taking part in 

this study or to w
ithdraw

 m
y consent to the processing of m

y personal inform
ation 

at any tim
e. I do not need to give any reason and m

y regular m
edical care and 

legal rights w
ill not be affected. H

ow
ever, even if I w

ithdraw
 m

y consent to 
processing, m

y personal inform
ation held at that tim

e m
ay be kept to com

ply w
ith 

law
s and regulations and to m

aintain the integrity of the study.I also understand 
that m

y biological sam
ples m

ay not be able to be destroyed because they m
ay no 

longer be traceable to m
e, m

ay have already been used, or m
ay have been given 

to a third party.

4.  I agree to the study team
 accessing m

y m
edical history, including inform

ation from
 

m
edical records and test results and any m

edical treatm
ent I receive during the 

course of the study, and if necessary, contacting m
y doctor or any other health 

care providers treating m
e for access to such inform

ation.

5.  I understand that B
ioN

Tech/P
fizerand/or others w

orking w
ith or on behalf of 

B
ioN

Tech/P
fizer,institutional review

 boards (IR
B

s) or independent ethics 
com

m
ittees (IE

C
s), and regulatory agencies m

ay need access to personal 
inform

ation about m
e generated at the st udy site or collected by the study team

 for 
the study and any other research. I agree that they m

ay have access to m
y 

personal inform
ation.

6.  I do not give up any of m
y legal rights by signing this consent docum

ent. I have 
been told that I w

ill receive a signed and dated copy of this docum
ent. 

7.   I agree to take part in the study described in this docum
ent.

_________________________________________
P

rinted nam
e of participant 

________________________________________________            ______________
S

ignature of participant
D

ate of signature
§
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 (If no legally acceptable representative is used)

§P
articipant m

ust personally date their signature.                      

Person O
btaining C

onsent:

____________________________________
P

rinted N
am

e of the P
erson C

onducting the
C

onsent D
iscussion 

________________________________________                        
_______________

S
ignature of the P

erson C
onducting the 

          
D

ate of signature

C
onsent D

iscussion
†

†The investigator, or an appropriately qualified and trained person designated by the 
investigator to conduct the inform

ed consent process, m
ust sign and date the consent 

docum
ent during the sam

e discussion w
hen the participant signs the consent 

docum
ent.
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PR
IVA

C
Y SU

PPLEM
ENT

For m
andatory country-specific data privacy language to be inserted in this P

rivacy 
S

upplem
ent, <click here>

(retain this link in the study-level IC
D

). The country-specific
data privacy language m

ust be included verbatim
 in the country-level IC

D
. A

ny requested 
changes m

ust be approved by C
linical D

evelopm
ent Legal.

W
ho w

ill use m
y personal inform

ation, how
 w

ill they use it, and w
here w

ill it be 
stored?

[M
andatory study language –

retain the below
 paragraph

and delete this green text before 
finalisation]

A
ny personal inform

ation collected about you during this study w
ill be entered into 

records, including health records, m
aintained by the study team

 at your study site. Y
our 

records that include inform
ation that directly identifies you m

ay be uploaded to secure 
system

s m
aintained by a third party engaged by B

ioN
Tech/P

fizer so that 
B

ioN
Tech/P

fizer and/or B
ioN

Tech/P
fizer representatives can review

 and verify study 
data.  S

om
e of the uploaded records w

ill be kept for X
X

years.  The rem
aining records 

that are uploaded w
ill be tem

porary and rem
oved from

 the secure system
 after the 

study is over.
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Table of C
ontents

This Table of C
ontents describes the different sections of this consent docum

ent. B
e 

sure to read through all sections of this consent docum
ent before m

aking your decision 
about w

hether or not to participate in this study.

Section
Page

1.
K

ey study inform
ation and contact inform

ation
4

2.
B

rief sum
m

ary of this study
5

3.
W

hat is the purpose of this study?
6

4.
H

ow
 long w

ill m
y

child
participate in this study?

7

5.
H

ow
 m

any adults and children w
ill take part in this study?

7

6.
W

hat w
ill happen during this study?

7

7.
A

re there any special instructions to follow
 for this study?

13

8.
W

hat are the possible risks and discom
forts of this study?

13

9.
W

hat are the possible benefits of this study? 
16

10.
W

hat w
ill happen to m

y child’s blood and nasal sw
ab sam

ples?
16

11.
W

hat other choices do I have if I do not w
ant m

y
child join this 

study?
16

12.
W

hat happens if m
y child is

injured during this study?
16

13.
W

hat if I join this study and then change m
y m

ind?
17

14.
W

hat w
ill I have to pay for if I take part in this study?

17

15.
W

ill I be paid for taking part in this study?
17
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16.
W

hat w
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y child’s personal inform
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18

17.
W
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study results?
18

18.
S

ignatures
19

Privacy Supplem
ent
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 1.
K

ey Study Inform
ation and C

ontact Inform
ation

The study team
 w

ill address any
questions,concerns or com

plaints you or your child 
m

ay have before, during and after your child
com

plete the study. The study team
 

includes the study doctor, nurses, and others w
ho w

ork w
ith the study doctor.

P
hone num

bers for the study team
 are listed below

 under “S
tudy S

ite C
ontact 

Inform
ation.” You also w

ill be given a card w
ith im

portant em
ergency contact 

inform
ation, including a 24-hour num

ber.S
how

 this card to any doctor, nurse or 
other health care provider ifyour child

seeks
em

ergency care w
hile taking part in this 

study. This card includes inform
ation about the study that w

ill help them
 treat you

r child.
If you have any general questions about your child’s rights as a study participant, or 
w

ould like to obtain inform
ation

from
, offer suggestions

to, or speak w
ith som

eone not
directly involved in the study, you m

ay contact [For the site-level IC
D

, include as 
appropriate: the Institutional R

eview
 B

oard orthe Independent E
thics C

om
m

ittee, 
patient rights advocate, and/or bioethicist]listed below

.

N
am

e of S
tudy:  A PH

ASE 1/2/3, PLAC
EB

O
-C

O
N

TR
O

LLED
, R

AN
D

O
M

IZED
, 

O
B

SER
VER

-B
LIN

D
, D

O
SE-FIN

D
IN

G
 STU

D
Y TO

 EVALU
ATE TH

E SAFETY, 
TO

LER
AB

ILITY, IM
M

U
N

O
G

EN
IC

ITY, AN
D

 EFFIC
AC

Y O
F SAR

S-C
O

V-2 R
N

A 
VAC

C
IN

E C
AN

D
ID

ATES AG
AIN

ST C
O

VID
-19 IN

 H
EALTH

Y IN
D

IVID
U

ALS
[Institution]S

tudy N
um

ber:  
S

ponsor S
tudy N

um
ber:  C

4591001
N

am
e of C

om
pany S

ponsoring the S
tudy:  B

ioN
Tech. Pfizeris conducting the study

for B
ioN

Tech
N

am
e of P

rincipal Investigator (S
tudy D

octor):  

Study Site C
ontact Inform

ation:
C

ontact P
erson:  

A
ddress:  

P
hone N

um
ber (N

orm
al B

usiness H
ours): 

P
hone N

um
ber (O

ff-H
ours or E

m
ergency):

[C
om

plete the follow
ing entries for the site-level IC

D
 as appropriate.]

[Institutional R
eview

 B
oard orIndependent Ethics C

om
m

ittee]C
ontact 

Inform
ation: 

C
ontact P

erson: 
A

ddress:  
P

hone N
um

ber: 
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 Patient R
ights Advocate:

C
ontact P

erson: 
A

ddress:  
P

hone N
um

ber: 

B
ioethicist:

C
ontact P

erson: 
A

ddress:  
P

hone N
um

ber: 

2.
Brief Sum

m
ary of this Study

Y
ou are being asked to allow

 your child to take part in a research study
thatinvolves 

com
paring an investigational (study) vaccine against a placebo (injection w

ith no active 
ingredient) to see if the vaccine can prevent C

O
V

ID
-19. The vaccine is given by 

injection.
D

epending on your child’s age, m
ental status and local law

s, the study team
 m

ay need 
to verify your child’s agreem

ent (called “assent”) to take partin this study.Y
our 

child
m

ay give assent verbally, or they m
ay be asked to print or sign their nam

e on an 
assent docum

ent sim
ilar to this consent docum

ent. They m
ay have an opportunity to 

m
eet privately w

ith a m
em

ber of the study team
 to ask confidential questions. Y

our child 
w

ill also be able to decide not to take partfor confidential reasons, w
hich, if they 

request, w
ould not be shared w

ith you
unless required by local law

. A
lso, if your child 

reaches
the legally recognized age of m

ajority (adulthood) during the study, they m
ust 

separately provide their consent to continue taking part in the study.
Y

ou are being asked to allow
 your child to be in this research study because your child 

is healthy and
over the age of 12.

This is a research study involving both P
fizer and B

ioN
Tech.P

fizer and B
ioN

Tech are 
separate com

panies w
ho are cooperating to perform

 this study.P
fizer is responsible for

conducting this study. B
ioN

Tech
is the regulatory sponsor ofthis study. Funding for this

study is provided by B
ioN

Tech
and P

fizer and [the study doctor/institution]w
ill be paid 

to conduct this study.
A

 new
 respiratory disease appeared in W

uhan, C
hina in D

ecem
ber 2019 and has since 

rapidly spread to m
any other countries around the w

orld. In January 2020, the cause of 
this disease w

as found to be a new
 C

oronavirus;and the disease it causes w
as nam

ed 
C

O
V

ID
-19

(C
oronavirus disease 2019). S

ince then, m
any com

panies around the W
orld 

have quickly started to look for treatm
ents and w

ays to prevent C
O

V
ID

-19. 
V

accines help your body to produce antibodies to help you to fight off a disease.This 
research study involves

2
investigational vaccines to prevent C

O
V

ID
-19, that w

ill be 
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 given to volunteers.The vaccines are given by injection. The vaccines are
slightly 

different but w
ork in the sam

e w
ay. The study

w
ill also test each of these vaccines at 

different dose
levels

(am
ounts of vaccine).

These vaccines do not contain the w
hole virus, or the parts of the virus that can m

ake 
your child

ill, instead the vaccines are m
ade up of part of the virus’s genetic code, 

surrounded by fatty particles called lipids. They use a persons
cells’ protein m

aking 
m

achinery to produce som
e, or all,of the spike protein seen on the outside of the virus. 

This spike protein, m
ade by your child’s body, m

ay help yourchild’s
body to produce 

antibodies to fight against C
O

V
ID

-19. W
e w

ill check how
m

any antibodies your child
m

akes
by taking blood sam

ples and testing them
.

This study is different from
 your child’s regular m

edical care. The purpose of regular 
m

edical care is to im
prove or otherw

ise m
anage your child’s health, but the purpose of 

research is to gather inform
ation to advance science and m

edicine and does not 
replace your child’s regular m

edical care.If your child
needs

m
edical care during their 

tim
e in the study, you should contact your regular provider and

inform
 the study team

, 
as described later in this docum

ent.
A

llow
ing your child to taking part in this study is voluntary (your choice). There is no 

penalty or change to you or your child’s regular m
edical care if you decide

not to allow
 

your child to participate. Y
ou can

choose
to let your child take partin the study

now
, and 

then change your m
ind later at any tim

e
w

ithout losing any benefits or m
edical care to 

w
hich you or your child are entitled. W

e encourage you to have conversations w
ith your 

fam
ily, friends, doctors, and study team

 about this study and w
hether it is right for your 

child. The study team
 w

ill w
ork w

ith you to answ
er any questions that you m

ay have 
about the study.
Y

ou w
ill receive a signed copy of this consent docum

ent for your records. P
lease keep 

this consent docum
ent for your reference.

3.
W

hat is the purpose of this study?
The W

orld H
ealth O

rganization (W
H

O
) has declared C

O
V

ID
-19

to be a pandem
ic

(a 
disease that has spread all over the w

orld and is affecting lots of people); finding a 
vaccine to prevent C

O
V

ID
-19 is an urgent need.To

test this investigational vaccine as 
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 quickly as possible, this study has been separated into 2
phases. In both the phases w

e 
w

ill try to see if the vaccine w
orks to prevent C

O
V

ID
-19, as w

ell as:

Phase
1

w
here w

e choose w
hich vaccines at w

hich dose
levels are safest and 

m
ake the m

ost antibodies. 
Phase

2/3
w

here w
e look at one vaccine at one dose level in lots of people to

collect even m
ore inform

ation about the safety of the vaccines and the am
ounts 

of antibodies they produce. 

Y
our child is

being asked to take part in Phase
2/3. 

The study w
ill com

pare the results of the people w
ho receive the study vaccine 

(B
N

T162b2)w
ith those w

ho receive a placebo
(a placebo does not contain any active 

ingredients).In this study the placebo w
ill be salt-w

ater, also know
n as norm

al saline. 
E

veryone in
P

hase
2/3

ofthe study w
ill receive 2 injections of either:

S
tudy vaccine follow

ed by study vaccine 
P

lacebo follow
ed by

placebo 
In P

hase 2/3 everyone w
ho receives the study vaccine w

ill receive the sam
e vaccine at 

the sam
e dose, that w

as chosen based on the results from
 P

hase 1.
The

study doctor w
ill determ

ine w
hether your child is eligible

for the study. This study 
w

ill require your child
to visit the study doctorto undergo study procedures and to 

provide inform
ation about their health. Y

ou/your child
w

ill also be required to contact
the study doctor ifyour child

experience any of the C
O

V
ID

-19
sym

ptom
s

(explained 
later in this docum

ent). 

4.
How

 long w
ill m

y child participate in this study?  
Y

ourchild
could

be
in this study for up to about26 m

onths
and

w
illneed to visit the 

study site 6
or7

planned tim
es

during the study.Y
our child

w
ill also need to visit the 

study site if they experience C
O

V
ID

-19 sym
ptom

s
and again

after they have recovered
from

 those sym
ptom

s approxim
ately in

a m
onth’s tim

e.

5.
How

 m
any adults and children w

ill take part in this study?
A

pproxim
ately 44,193

volunteers could take part in the 2
phases of this study.

In P
hase

2/3
of the study up to 43,998

volunteers w
ill take part,in w

hich approxim
ately 

2000
w

ill be of 12 to 15 years of age and
the rem

aining w
illbe

above the age of 16 
years.

6.
W

hat w
ill happen during this study?
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 B
efore any study procedures begin, or before your child

begins
preparing for the study, 

you w
ill be asked to read and sign this consent docum

ent. W
e m

ay also ask your child 
to read and sign a sim

ilar docum
ent.

A
fter signing this consent docum

ent, the study doctor w
ill check if your child

m
eets

all of 
the requirem

ents to take part in this study. If your child
does

not m
eet the requirem

ents, 
they

w
ill not be able to take part in the study and the study doctor w

illexplain w
hy this is 

the case.

Study Vaccines
O

nce the study doctorhas confirm
ed your child

m
eets

the study requirem
ents, your

child
w

ill be random
ly assigned (like flipping a

coin)to receive the study vaccine or 
placebo.For every 1

volunteerw
ho receives

the study vaccine, 1
volunteerw

ill receive 
the placebo. N

o one (including you, your child, your child’s personal doctor orthe study 
team

) can choose this assignm
ent.

This is an ‘observer-blind study’, w
hich m

eans that you, your child
and the study doctor 

w
ill not know

 w
hether your child w

illreceive
the study vaccine or placebo. The person 

w
ho gives your child

the vaccine w
ill know

 because the vaccine and placebo do not look 
the sam

e.The syringe w
ill be covered w

ith a label so the contents are not visible and 
the person that gives your child

the vaccine w
ill not be able to talk about it.In case of 

urgent need, the study doctor can learn quickly w
hether yourchild received

study 
vaccine or placebo.
The study vaccine or placebo w

ill be given to your child
through an injection into the

m
uscle of the

upper arm
. A

ll volunteers w
ill receive 2 injections, approxim

ately 3 w
eeks 

apart. O
n the days your child

receives
the study vaccine or placebo, you and your child 

w
ill be asked to w

ait atthe study site
for at least 30 m

inutes for observation.

O
verview

 of Study Procedures and A
ssessm

ents
The table below

 lists the tests and procedures or assessm
ents that w

illbe
done in this 

research study. In addition to the visits listed, the
study doctor m

ay ask your child
to 

com
e in for extra visit(s) if necessary,to protect theirw

ell-being.
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For people taking part in Phase 2/3, the study doctor or nurse will:

Visit Number 1 2 3 4 5 6
Visit Description Study Vaccine 

1
Study Vaccine 

2
1-Month Visit 6-Month Visit 12-Month Visit 24-Month Visit

Ask about Medical history as well as date of  birth, 
sex, race and ethnicity

X

Ask about medicines your child is currently taking X X X X X X
Perform clinical assessment X
Record latest CD4 count and viral load (for HIV 
positive volunteers only)

X X X X X

Measure body temperature X X
Measure height and weight X
If  your child is female and started her periods, she 
will be asked to provide a urine sample for a 
pregnancy test.

X X

Ask about other vaccinations your child has had X X X X
Check your child meets all the study requirements X X
If  needed, we will discuss with your child about 
appropriate birth control

X X X

Collect blood sample to test antibody levelsa ~20 mL/
~10 mL

~20 mL/
~10 mL

~20mL/
~10 mL

~20 mL/
~10 mL

~20 mL/
~10 mL

Take a nasal swab X X
Get the study injection, followed by a 30mins 
observations period

X X

Give you/your child an e-diary or help you/your 
child download one

X

Vaccination e-diary completion for 7 days (if  your 
child is part of  a chosen group to report potential 
side ef fects daily for 7 days following vaccination)

X X

09
01

77
e1

96
36

e1
e2
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For people taking part in Phase 2/3, the study doctor or nurse will:

Visit Number 1 2 3 4 5 6
Visit Description Study Vaccine 

1
Study Vaccine 

2
1-Month Visit 6-Month Visit 12-Month Visit 24-Month Visit

COVID-19 illness e-diary completion X X X X X X
Ask how your child is feeling generally X X X X X X

Abbreviations: HIV = human immunodeficiency virus; e-diary = electronic diary.
a. 20 mL is to be collected from participants 16 years of age; 10 mL is to be collected from participants 12 to 15 years of age.
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 B
lood sam

ples for antibody testing

Y
our child

w
illhave blood taken 5

tim
es during the planned visits of the study. This w

ill 
be used to testif they already had antibodies against the coronavirus that causes 
C

O
V

ID
-19 w

hen they enrolled in the study and m
ay be used to test their antibody levels 

after vaccination.If yourchild is 16 years
of age or above, about 20

m
L of blood (about 

4
teaspoons) w

ill be collected from
 their arm

 using a needle at these visits.A
lternatively, 

if yourchild is betw
een 12 to 15 years of age, about 10 m

L of blood (about 2 teaspoons) 
w

ill be collected from
 their arm

 using a needle at the above specified visits.

E-D
iary

A
t V

isit 1, the study team
 w

ill show
 you

oryour child
how

 to fill in an electronic diary (or 
e-D

iary). P
arent(s)/ legal guardian(s),as appropriate, w

ill be required to com
plete

the e-
diary on behalf of younger age group

children, w
hilst children in older age group m

ight
not require

sim
ilar level of support from

 their parent(s)/legal guardian(s).Therefore,
older age group children

(e.g. 16 years or above)are
expected to com

plete the e-diary 
them

selves.

W
e w

ill either give you/your child
a device (a bit like a m

obile phone) or ask to 
dow

nload an application (‘app’) to sm
art phone if you or your child has

one. The 
device/app is secure,and yourchild’s

confidentiality w
ill be m

aintained.

There are 2 parts to the e-D
iary. E

veryone w
ill need to com

plete the C
O

V
ID

-19 illness 
part of the e-D

iary on the device or app on theirsm
artphone. The C

O
V

ID
-19 illness e-

D
iary w

ill prom
pt you/your child

to record any
C

O
V

ID
-19 sym

ptom
s (see below

) every 7 
days or at any tim

e your child
has

C
O

V
ID

-19 sym
ptom

s.Y
ou

or your child
m

ay also 
receive text m

essages to the device or your/your child’s
ow

n sm
artphone, or em

ails (if 
you/they

provide your/theirem
ail address) to rem

ind you/your child
to com

plete the 
C

O
V

ID
-19 illness part of the e-D

iary.

If your child is part of a subset of participants, you/your child w
ill also be instructed by 

the study team
 to com

plete the vaccination part of the e-D
iary for7 days after each 

vaccination, once a day in the evening w
ith the first day being the day of the 

vaccination.

Y
ou/your child

w
ill be given a therm

om
eter and a m

easuring device to take hom
e.  Y

ou/
your child

w
ill use the therm

om
eter to m

easure tem
perature

under the tongue
and w

ill
use the m

easuring device to m
easure any redness or sw

elling w
here the injection w

as 
given.  Y

ou/your child
w

ill need to record these m
easurem

ents in the vaccination part of 
the e-D

iary.

The vaccination part of the
e-D

iary w
ill also ask other questions about potential side 

effects your child
m

ay have after the injection.  If your child
has

any severe sym
ptom

s 
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 after vaccination, you/your child
should contact your study doctor and the study doctor 

or nurse m
ay schedule an extra visit.

It is very im
portant that you/ your child, as appropriate,com

plete the e-D
iary regularly 

as instructed. If this w
as notcom

pleted, your study doctor or nurse w
ill contact you/ your 

child
to check how

 your child is doing.

U
rine pregnancy test

If your child is fem
ale and has started her periods, she w

ill be asked to provide a urine 
sam

ple to check she is not pregnant before given
the study injection.

W
hat happens if m

y child
has

positive nasal sw
ab test result?

N
asal sw

abs obtained during the study (at V
isits 1 and 2, and at the tim

e of a potential 
C

O
V

ID
-19 illness –

see below
) w

ill be tested in a research laboratory. P
ositive results 

from
 the V

isit 1 and 2 sw
abs, and all results from

 the illness visit sw
abs, w

ill be provided 
to your study doctor, but this w

ill take som
e tim

e
so you should not rely on these for 

your child’s m
edical treatm

ent. If your child has a positive nasal sw
ab test result for the 

coronavirus that causes C
O

V
ID

-19, either at V
isit 1 or any tim

e betw
een V

isit 1 and 
V

isit 2, but w
ith no potential C

O
V

ID
-19 related sym

ptom
s, they w

ill continue to receive 
the second study vaccine as norm

al. H
ow

ever, if the
positive C

O
V

ID
-19 test result is 

accom
panied by potential C

O
V

ID
-19 related sym

ptom
s, they w

ill not be given the 
second study vaccine but w

ill be requested to rem
ain in the study.

If Your C
hild

G
ets

C
O

VID
-19 Sym

ptom
s

If your child
gets

any of the follow
ing you m

ust contact the study doctor straight 
aw

ay.N
ote that this is not instead ofroutine m

edical care. If your child
feels

unw
ell enough that you w

ould norm
ally see a healthcare professional, please 

contact yourusual provider, as w
ell as the study doctor.

A diagnosis of C
O

VID
-19;

Fever;
N

ew
 or increased cough; 

N
ew

 or increased shortness of breath;
C

hills;
N

ew
 or increased

m
uscle pain;

N
ew

 loss of taste/sm
ell;

Sore throat;
D

iarrhea;
Vom

iting.
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 The study doctor m
ay ask you/your child

to have a telephone conversation,video call or 
to visit the site

to talk about how
 they are feeling and if they have needed any other 

m
edical care. The study team

 w
ill also ask you to help your child to take a nose sw

ab,
or the study team

 m
ay take

a sw
ab to

check for the coronavirus. W
e w

ill give you/your 
child

separate instructions about how
 to take a nose sw

ab and
how

 to ship the sw
ab to 

the laboratory
if needed.The result from

 this sw
ab w

ill be provided to the study doctor
once it is available, but this w

ill take som
e

tim
e, and cannot be used to diagnose 

C
O

V
ID

-19. This is w
hy it is im

portant that you contact yourusual provider if your child 
has

C
O

V
ID

-19 sym
ptom

s and
think your child

needs
m

edical care.

If your child is diagnosed w
ith C

O
V

ID
-19, for the purposes of the study, the study doctor 

w
ill contact your child’s usual provider,and any facility w

here you
child is

treated,to
obtain details and

collect m
edical records: by signing this inform

ed consentdocum
ent, 

you agree to this.

The study team
 w

ill arrange an extra visit to the study site about a m
onth after your child

becam
e unw

ell and your child
w

illneed to
give another 20

m
L (about 4

teaspoons) or 
10 m

L (about 2 teaspoons)ofblood sam
ple, as appropriate,to test their antibody levels.

After the study

The study vaccine is available only during this study and not after the study is over.If 
you leave the study before receiving the study vaccine, it m

ay be available to you 
through an authorized healthcare professional.

7.
Are there any special instructions to follow

 for this study?
It is im

portant you and your child follow
 all the instructions given by the study nurse or 

doctor and tell them
 if:

Y
ou don’t understand anything about the study

Y
ou /your child are not able to com

ply w
ith the study requirem

ents
There are changes in your child’s health
Y

our child
takes

any new
 m

edications or receive any other vaccines
Y

ou or your child are going aw
ay for a long period

Y
our child

w
ishes

to take part in another research study

8.
W

hat are the possible risks and discom
forts of this study?

A
ny research has som

e risks, w
hich m

ay include negative effects that could m
ake you

r
child

unw
ell or uncom

fortable and even potentially be serious or life-threatening.  A
ll 

research participants taking part in the study w
ill be w

atched carefully for any negative 
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 effects; how
ever, the study team

 does not know
 all the effects that the study vaccine

m
ay have on your child.

If your child
takes

part in this study, the m
ost likely risks or discom

forts are discussed 
below

.
It is im

portant that you/ your child
report to the study team

 all sym
ptom

s and side 
effects as soon as they occur. Phone num

bers for the study team
 are listed in 

[Section 1]of this consent docum
ent.

Study Vaccine R
isks

U
p until the end of 2020, the safety of BN

T162b2 has been studied in clinical trials that have 
included 21,744 people

16 yrs of age and older w
ho

have received at least one dose of the 
vaccine.In addition, since the vaccine has been approved for em

ergency use in m
any 

countries, about 26 m
illion doses have been distributed.

Based on the
clinical study results, and inform

ation gathered during general use, the follow
ing 

risks have been determ
ined to be caused by BN

T162b2 vaccine:

Very com
m

on
(occurring in m

ore than 1 in 10 people):injection site pain, injection site sw
elling, 

fatigue (tiredness), increased body tem
perature (fever, m

ore com
m

on after the second dose), 
chills, headache, joint aches, and m

uscle aches.

C
om

m
on (betw

een 1 in 10 and 1 in 100 people): feeling sick (nausea), and injection site 
redness.

U
ncom

m
on (betw

een 1 in 100 and 1 in 1,000 people): enlarged lym
ph glands, allergic reactions 

(sym
ptom

s m
ay include rash, itching, hives, and sw

elling of the face or lips), pain in arm
, and 

feeling w
eak or unw

ell.

Frequency cannot be estim
ated from

 available data: severe allergic reaction (anaphylaxis).

As in
all research studies, the C

O
VID

-19 vaccine
m

ay involve risks that m
ight be expected 

based on results from
 studies of sim

ilar vaccines, as w
ell as risks that are currently unknow

n. 

Therefore, it is im
portant that you/ your child

report all sym
ptom

s and side effects that your child
experiences

as soon as they occur, w
hether or not you think they are caused by the study 

vaccine.

D
ue to the w

ay in w
hich the study vaccines are m

ade, they cannot cause C
O

VID
-19 disease.

If m
y child

catches
C

O
VID

-19 disease, could the vaccine m
ake it w

orse?

For som
e other vaccines tested in anim

als
against sim

ilar viruses (but not the coronavirus that 
causes C

O
VID

-19), there have been reports of the illness being m
ore severe in the anim

als that 
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 received the vaccine than in those that did not. So far this has not been seen w
ith BN

T162b2. It 
rem

ains im
portant for you/ your child

to contact your child’s study doctor if your child
develop 

sym
ptom

s that m
ight be caused by C

O
VID

-19 (for exam
ple, fever, cough, shortness of breath).

Placebo R
isks

A
s the placebo injection contains salt-w

ater and no active ingredients, the chances of 
having the side effects m

entioned above are less likely. In otherstudies,using the sam
e 

placebo, som
e volunteers w

ho received the placebo injection reported pain, bruising, 
sw

elling and redness at the site of injection. 

R
isks from

 Study Procedures
R

isks and possible discom
forts from

 the study procedures include:

B
lood sam

ples:The risks and possible discom
forts involved in taking blood 

include pain from
 inserting the needle, or less often, sw

elling, bruising, or 
infection around the vein w

here the blood is collected.  Y
ou

r child
m

ay feel dizzy 
or m

ay faint. If your child
has

a previous history of feeling dizzy or fainting during 
blood sam

ple collection, you should talk to the study doctor.

N
asal Sw

abs:The risks and possible discom
forts involved in taking nasal sw

abs 
m

ay include pain or general discom
fort. S

om
etim

es it m
ay cause the nose to 

bleed.

Pregnancy-R
elated R

isks; U
se of B

irth C
ontrol

If your child is currently pregnant, plans to becom
e pregnant, or is breastfeeding a child, 

they should not join this study. 

If your child is
able

to have children and is
sexually active, they

m
ust use birth control 

consistently and correctly for at least 28 days after they
receive theirlast injection.  This 

applies to m
ales

as w
ell as fem

ales
w

ho take part in the research study.  The study 
doctor w

ill discuss w
ith your child

the m
ethods of birth control that they

should use w
hile 

in
this research study. The study doctor w

ill help yourchild select the m
ethod that is 

appropriate for them
.  The study doctor w

ill also check that yourchild understands
how

 
to use the birth control m

ethod and m
ay review

 this w
ith them

at each of theirresearch 
study visits.  

B
irth control m

ethods, even w
hen used properly are not perfect.  If you

r child
or their

partner becom
es pregnant during the research study, or if they

w
ant to stop their

required birth control during the research study, they
should tell the study doctor 

im
m

ediately.  Y
our child

m
ay be

w
ithdraw

n from
 the research study if they

stop using 
birth control or they

becom
e pregnant.
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 Pregnancy Follow
-up

If yourchild ortheir your partner becom
e pregnant during the study, up until 6 m

onths 
after theirlast study injection, please tell the study doctor im

m
ediately. P

lease also tell 
the doctor w

ho w
ill be taking care of your child/theirpartner during the pregnancy that 

your child
took part in this study. The study doctor w

ill ask if your child/theirpartner or 
their pregnancy doctor is w

illing to provide updates on the progress of the pregnancy 
and its outcom

e. If your child/their partneragree, this inform
ation w

ill be provided to 
B

ioN
Tech/P

fizerfor safety follow
-up.

9.
W

hat are possible benefits of this study?
V

accination w
ith B

N
T162b2 has been show

n to be effective in preventing C
O

V
ID

-19 in 
the groups of people already studied, but not yet in the case of your child. B

ecause of 
this, and the fact that your child

m
ay receive the placebo vaccination, they

still need to 
follow

 local recom
m

endations about how
 to avoid C

O
V

ID
-19 (for exam

ple, social 
distancing and m

ask use).

10.
W

hat w
ill happen to m

y
child’s

blood and nasal sw
ab 

sam
ples?

Y
our child’s blood and nasal sw

ab
sam

ples w
ill be used only for scientific research.  

E
ach sam

ple w
ill be labeled w

ith a code so that the laboratory w
orkers testing the 

sam
ples w

ill not know
 w

ho your child
is.  S

om
e of the sam

ples m
ay be stored for future 

testing and m
ay be kept for up to

15 years after the study ends, at w
hich tim

e they w
ill 

be destroyed.  In addition to testing for this study, any sam
ples left over after the study 

is com
plete m

ay be used for additional research related to the developm
ent of products. 

N
o testing of your child’s D

N
A

w
ill be perform

ed.

Y
ou m

ay request that your child’s sam
ples, if they can be identified, be destroyed at any 

tim
e. A

ny data already collected from
 those sam

ples w
ill still be used for the study. The 

sam
ples w

ill rem
ain the property of B

ioN
Tech/P

fizer and m
ay be shared w

ith other 
researchers as long as confidentiality is m

aintained,and no testing of your child’s D
N

A
w

ill be perform
ed. Y

ou
and your child

w
ill not be told of additional tests, nor w

ill you or 
your child receive results of any of these tests. 

11.
W

hat other choices do I have if I do not w
ant m

y child to join 
this study?

This study is for research purposes only. The only alternative
is to not take part in this 

study.

12.
W

hat happens if m
y child is injured during this study?
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 For m
andatory research injury language, <click here>

(retain this link in the study-level 
IC

D
). The country-specific research injury language m

ust be included verbatim
in the 

country-level IC
D

.
 13.

Can I w
ithdraw

 m
y child

from
 the study?

Y
es.  Y

ou are free to w
ithdraw

 your consent for your child and discontinue their 
participation in the research study at any tim

e.Y
our decision w

ill not affect your or your 
child’s regular m

edical care
or any benefits to w

hich you/your child is
are entitled. Tell 

the study doctor if you are thinking about stopping or decide to stop so that you
r child

can end participation in the study in the safest w
ay. 

W
hile your child is participating, the study team

 w
ill tell you

in a tim
ely m

annerif new
 

inform
ation is learned during the course of the study that could change your m

ind about 
your child continuing in this study.  If you decide to w

ithdraw
 your child from

 the study, 
your child

m
ay be asked to continue to participate in the study procedures even though 

they
w

ould no longer receive the study vaccine.
If your child

continues
w

ith the study, inform
ation about their health w

ill continue to be 
collected as described in [S

ection 6].
If you decide to stop your child participating in this study, you m

ust notify the study 
doctor. The study team

 w
ill explain w

hat other procedures or discussions w
ould occur.

S
om

etim
es the study doctor or B

ioN
Tech/P

fizer m
ay decide to take your child

out of the 
study (even if you do not agree)if:  
•

Y
ou/your child

are unable or unw
illing to follow

 the instructions of the study team
;

•
The study doctor decides that the study is not in yourchild’s

best interest or that they 
are no longer eligible to participate; or

•
The study is stopped by B

ioN
Tech/P

fizer,the institutional review
 board (IR

B
) or 

independent ethics com
m

ittee (IE
C

) (a group of people w
ho review

 the study to 
protect your rights), or by a governm

ent or regulatory agency.
The study team

 w
ill give you a P

rivacy S
upplem

ent, w
hich is considered part of this 

consent docum
ent. It describes w

hat happens to your child’s
personal inform

ation 
(including biologicalsam

ples) and how
 it m

ay be used if you w
ithdraw

your child
from

 
the study.

14.
W

hat w
ill I have to pay forif m

y child takes
part in this study?

Y
ou w

ill not need to pay for any of the study vaccines (C
O

V
ID

-19 V
accine

or placebo), 
study-related procedures, or study visits. 

15.
W

ill m
y child be

paid for taking part in this study?
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 Y
ou w

ill not receive any paym
ent for your child taking part in this study.  H

ow
ever, for 

each visit you/your child
com

pletes, you w
ill be reim

bursed by the study site to cover 
reasonable expenses (for exam

ple, parking, m
eals, travel) that you have as a result of 

taking part in this study. Y
ou w

ill be reim
bursed by [enter, as applicable, m

ethod of 
reim

bursem
ent; am

ounts; and reim
bursem

ent schedule; note w
hether receipts are 

required].
B

ioN
Tech/P

fizer m
ay use inform

ation resulting from
 the study to develop products or 

processes from
 w

hich they m
ay m

ake a profit.  There are no plans to pay you
/your child

or provide you/your child
w

ith any products developed from
 this research.  

B
ioN

Tech/P
fizer w

ill ow
n all products or processes that are developed using inform

ation 
from

 the study.

16.
W

hat w
ill happen to m

y
child’personal inform

ation? 

<click here>
for language to be inserted into this section. This text m

ust be inserted 
verbatim

. A
ny requested changes m

ust be approved by C
linical D

evelopm
ent Legal. N

ote 
that the P

rivacy S
upplem

ent follow
s this consent docum

ent, after the signature section.

17.
W

here can I find additional inform
ation about this study or the 

study results?
A

 description of this clinical trial w
ill be available on

http://w
w

w
.C

linicalTrials.gov, as 
required by U

.S
. Law

. This W
eb site w

ill not include inform
ation that can identify you

r
child. A

t m
ost, the W

eb site w
ill include a sum

m
ary of the results. Y

ou can search this 
W

eb site at any tim
e.

The 
study 

results, 
w

hen available, 
m

ay 
also 

be 
found on

w
w

w
.pfizer.com

and
https://w

w
w

.clinicaltrialsregister.eu/.

In addition, a plain sum
m

ary of the study results w
ill be m

ade available in the E
U

 database 
at [insert link to the database].This inform

ation w
ill be provided no m

atter w
hat the study’s 

outcom
e. To the extent possible, you w

ill be able to access these sum
m

aries in the E
U

 
database soon after they becom

e available using the follow
ing E

U
 trial num

ber for the 
study: [insert trial num

ber].
These W

eb sites
are

in E
nglish only. If you need assistance understanding these W

eb 
sites, please ask a m

em
ber of the study team

.
B

ioN
Tech/P

fizerw
ill provide the study doctor w

ith inform
ation about the study results 

w
hen all participants have com

pleted the study. A
t that tim

e, certain of your child’s 
individual study results m

ay be given to you or your child’s doctor (if different from
 the 

study doctor) in accordance w
ith applicable law

, but w
ill notbe given to your fam

ily, your 
em

ployer or any insurance com
pany.
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 If any exploratory research is done, it m
ay not be possible to link any results from

 that 
exploratory research to specific individuals, including you

r child. B
ioN

Tech/P
fizer does 

not plan to return inform
ation from

 any exploratory research to you/your child, the study 
doctor, or your doctor (if different from

 the study doctor).

18.
Signatures

A
greem

ent to Participate and to Process D
ata

1.  I confirm
 I have read (or, if I cannot read, a study team

 m
em

ber has read to m
e) 

and understand this consent docum
ent for the study described above and have 

had the opportunity to ask questions. I have had enough tim
e to review

 this 
consent docum

ent. I also have had an opportunity to ask about the details of the 
study and to decide w

hether or not to participate.

2.  I have read and understand the P
rivacy S

upplem
ent. I understand that taking part 

in the study w
ill require the processing (including collection, use, transfer, storage, 

analysis and reporting)of m
y

child’s
personal inform

ation, as explained in the 
P

rivacy S
upplem

ent. I understand and agree to the processing of m
y child’s 

personal inform
ation w

ithin and outside m
y country of residence for health care, 

m
edical research and/or regulatory purposes.

3.  I understand that taking part is voluntary and that I am
 free to stop

m
y child

taking 
part in this study or to w

ithdraw
 m

y consent to the processing of m
y

child’s 
personal inform

ation at any tim
e. I do not need to give any reason and m

y
child’s

regular m
edical care and legal rights w

ill not be affected. H
ow

ever, even if I 
w

ithdraw
 m

y consent to processing, m
y child’s personal inform

ation held at that 
tim

e m
ay be kept to com

ply w
ith law

s and regulations and to m
aintain the integrity 

of the study. I also understand that m
y

child’s biological sam
ples m

ay not be able 
to be destroyed because they m

ay no longer be traceable to m
y child, m

ay have 
already been used, or m

ay have been given to a third party.

4.  I agree to the study team
 accessing m

y child’s m
edical history, including 

inform
ation from

 m
edical records and test results and any m

edical treatm
ent m

y 
child

receive during the course of the study, and if necessary, contacting m
y 

child’s doctor or any other health care providers treating
m

y child
for access to 

such inform
ation.

5.  I understand that B
ioN

Tech/P
fizerand/or others w

orking w
ith or on behalf of 

B
ioN

Tech/P
fizer,institutional review

 boards (IR
B

s) or independent ethics 
com

m
ittees (IE

C
s), and regulatory agencies m

ay need access to personal 
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inform
ation about m

y child
generated at the study site or collected by the study 

team
 for the study and any other research. I agree that they m

ay have access to 
m

y
child’s

personal inform
ation.

6.  I do not give up any of m
y child’s legal rights by signing this consent docum

ent. I 
have been told that I w

ill receive a signed and dated copy of this docum
ent. 

7.   I agree for m
y child to take part in the study described in this docum

ent.

In the section below
, the term

 “legally acceptable representative” should be replaced w
ith the 

term
 required per local regulation (country-level).

As the consenting adult providing perm
ission for this child to participate in the study, I

acknow
ledge that (Please

check one
of the follow

ing):

□ Iam
 the biological or adoptive parentof the child.

□ Iam
 the legal guardian or legally acceptable representative

of the child.

[If neither option below
 is checked, then the consent of the second parent/guardian/legally

acceptable representative m
ust be obtained.If there are tw

o parents/guardians/legally acceptable
representatives available to give perm

ission, and they disagree about allow
ing the child to

participate in the study, the child should
not be enrolled unless that disagreem

ent can be
resolved.]

I also acknow
ledge that (Please check one

of the follow
ing):

□ Ihave sole legal responsibility
for the care and custody of the child. 

□ The other adult(s) w
ith w

hom
 I share legal responsibility for the care and custody of the 

child (for exam
ple, biological parent, adoptive parent, or legal guardian or representative) 

is (1) aw
are of and agrees w

ith
m

y granting perm
ission for this child to participate in the 

study O
R

(2) deceased, unknow
n, incom

petent, or not reasonably available
(som

eone is 
“not reasonably available” w

hen he/she cannot be reached by phone/m
ail/em

ail because, 
for exam

ple, he/she is on active m
ilitary duty or is incarcerated).

_____________________________________ 
P

rinted nam
e of parent/guardian/legally acceptable representative

________________________________________________            ______________

Signature of parent/guardian/legally acceptable representative
D

ate of signature
§
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 [Include the statem
ents and signature lines below

 for a second parent/guardian/legally
acceptable representative if (1) required by the IR

B
/IE

C
; (2) required by local law

 (e.g.,
parents are divorced and have shared custody of the child); or (3) the second
parent/guardian/legally acceptable representative is (or w

ould like to be) involved in
the consent process and there is reason to believe that he/she m

ay disagree w
ith the

decision of the first parent/guardian/legally acceptable representative.
C

onsent of Second Parent/G
uardian/Legally Acceptable R

epresentative:
As the consenting adult providing perm

ission for this child to participate in the study, I
acknow

ledge that (Please check one
of the follow

ing):

□ Iam
 the biological or adoptive parentof the child.

□ Iam
 the legal guardian or legally acceptable representative

of the child.

_______________________________________________   
P

rinted nam
e of parent/guardian/legally acceptable representative

________________________________________________            ______________

S
ignature of parent/guardian/legally acceptable representative

D
ate of signature

§]

Person O
btaining C

onsent:

_____________________________________________

Printed nam
e of person conducting the consent discussion 

_____________________________________________            ______________

S
ignature of person conducting the consent discussion

†           D
ate of signature

§
Participant/parent/guardian/legally 

acceptable 
representative 

m
ust 

personally 
date 

their 
respective signatures.
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 † The investigator, or an appropriately qualified and trained person designated by the investigator 
to conduct the inform

ed consent process, m
ust sign and date the consent docum

ent during the 
sam

e discussion w
hen the participant’s parent/guardian/legally acceptable representative signs 

the consent docum
ent.
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PR
IVA

C
Y SU

PPLEM
ENT

For m
andatory country-specific data privacy language to be inserted in this P

rivacy 
S

upplem
ent, <click here>

(retain this link in the study-level IC
D

). The country-specific
data privacy language m

ust be included verbatim
 in the country-level IC

D
. A

ny requested 
changes m

ust be approved by C
linical D

evelopm
ent Legal.

W
ho w

ill use m
y

child’s
personal inform

ation, how
 w

ill they use it, and w
here w

ill 
it be stored?

[M
andatory study language –

retain the below
 paragraph

and delete this green text before 
finalisation]

A
ny personal inform

ation collected about you/your child
during this study w

ill be entered 
into records, including health records, m

aintained by the study team
 at your study site. 

Y
ou/yourchild’s records that include inform

ation that directly identifiesyou/your child
m

ay 
be uploaded to secure system

s m
aintained by a third party engaged by B

ioN
Tech/P

fizer 
so that B

ioN
Tech/P

fizer and/or B
ioN

Tech/P
fizer representatives can review

 and verify 
study data.  S

om
e of the uploaded records w

ill be kept for X
X

years.  The rem
aining 

records that are uploaded w
ill be tem

porary and rem
oved

from
 the secure system

after 
the study is over.
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Protocol Num
ber: 

C45910 01
Associated ICD Version

Date:
Adult and Parent IC

D
(03Feb2021) and 

O
lder C

hildren Assent (03Feb2021)

ICD Addendum
 Version Date:

03Feb2021

Study
Country

Site
Language:

English
Center ID:N

ot Applicable
Country:

N
ot Applicable

C
T05-G

SO
P-R

F07
3.0 Addendum

IC
D

 Tem
plate (01-Jun-2016)

 C
O

N
FID

EN
TIAL

TM
F D

oc ID
: 173.15

(Study); 173.09
(C

ountry/C
entral); 173.24

(Site)

IN
FO

R
M

ED
 C

O
N

SEN
T AD

D
EN

D
U

M
 FO

R
A PH

ASE 1/2/3, PLAC
EB

O
-C

O
N

TR
O

LLED
, R

AN
D

O
M

IZED
, O

B
SER

VER
-B

LIN
D

, 
D

O
SE-FIN

D
IN

G
 STU

D
Y TO

 EVALU
ATE TH

E SAFETY, TO
LER

AB
ILITY, 

IM
M

U
N

O
G

EN
IC

ITY, AN
D

 EFFIC
AC

Y O
F SAR

S
-C

O
V-2 R

N
A VAC

C
IN

E 
C

AN
D

ID
ATES AG

AIN
ST C

O
VID

-19 IN
 H

EALTH
Y IN

D
IVID

U
ALS

Protocol N
um

ber:  C
4591001

In this inform
ed consent addendum

, “you” alw
ays refers to the study participant. If you 

are a parent/guardian/legally acceptable representative, please rem
em

ber that “you” 
refers to the study participant.

Y
ou have already signed a consent form

 to participate in the research study
m

entioned 
above. This

addendum
 is part of the consent procedure. It has

been w
ritten to provide

you w
ith additional inform

ation
on your new

schedule of
study visits,

tests, and 
procedures

and
the recentupdate

to
vaccine study

risks
section

that you w
ill w

ant to 
know

.A
ll other inform

ation in the m
ain

consent form
 not addressed in this addendum

 
still applies.

Adm
inistration of B

N
T162b2 to Participants

O
riginally Assigned to

Placebo

Y
ou

w
ere

asked by the study site w
hether you w

ould consider receiving
B

N
T162b2 

vaccine
(active study vaccine)

if
you received placebo

during
the earlier partof

the 
study.

S
ince

it is confirm
ed that you received placebo, and you have expressed 

w
illingness

to receive the B
N

T162b2
vaccine, you are

now
 being asked to read

and sign 
this consent docum

entbefore com
m

encing
any new

 set of study-related
procedures.

A
fter signing this consent docum

ent, the study doctor w
ill check if you m

eet allthe
requirem

ents to receive B
N

T162b2
vaccine.If

you do not m
eet the requirem

ents, you 
w

ill not be able to receive the vaccine
and the study doctor w

ill explain w
hy this is the 

case.

O
nce the study doctor has confirm

ed you m
eet the study requirem

ents
to receive

B
N

T162b2
vaccine,

you w
ill receive 2

injections, approxim
ately 3 w

eeks apart.
The 

injection w
ill be

given into the m
uscle in your upper arm

and w
ill be asked to w

ait at the 
study site for at least 30 m

inutes for observation after receiving
the vaccine.
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Country
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N
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C
T05-G

SO
P-R

F07
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D

 Tem
plate (01-Jun-2016)

 C
O

N
FID

EN
TIAL

TM
F D

oc ID
: 173.15

(Study); 173.09
(C

ountry/C
entral); 173.24

(Site)

O
verview

 of Study Procedures and Assessm
ents:

The table below
 lists the tests and procedures or assessm

ents that you w
ill have done 

for the rem
aining duration of the

study. In addition to the visits listed, your study doctor 
m

ay ask you to
com

e in for extra visit(s)if necessary, to protect your w
ell-being.

Y
ou m

ay
have blood taken once and this w

ill be used to test if you already had 
antibodies againstcoronavirus that causes C

O
V

ID
-19.A

bout 20m
L of blood (about 4 

teaspoons) w
ill be collected from

 your arm
 using a needle

atV
isit-1.

For placebo
participants

receiving
B

N
T162b2, the study doctor or nurse w

ill:

Visit Num
ber

1
2

3
4

5
Visit Description

BNT162b2
Vaccine 1

BNT162b2
Vaccine

2
1-M

onth 
Telephone 

Visit

6-M
onth

Telephone 
Visit

18-M
onth 

Telephone 
Visit

O
btain urine pregnancy test (if 

appropriate)
X

X

C
heck contraceptives 

(ifappropriate)
X

X

Ask about m
edicines you are 

currently taking
X

X
X

X
X

R
ecord

latest C
D

4 count and
viral 

load
(for H

IV positive participants 
only)

X
X

X
X

C
heck you m

eetall the study 
requirem

ents
X

X

C
ollect blood sam

ple to test 
antibody levelsª

~20
m

L

Take a nasal sw
ab

X
X

G
et the study injection, follow

ed by 
a 30m

ins observation period
X

X

C
O

VID
-19 illness e-diary 

com
pletion

X
X

X
X

X

Ask how
 you are

feeling
generally

X
X

X
X

R
equest to return

the e-diary or 
assist to delete the app

X

a.
O

nly if the
sam

ple w
as not taken as part of the

study in
last 7days
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 C
O

N
FID

EN
TIAL

TM
F D

oc ID
: 173.15

(Study); 173.09
(C

ountry/C
entral); 173.24

(Site)

K
ey R

em
inders

V
accination w

ith B
N

T162b2 has been show
n to be effective in preventing 

C
O

V
ID

-19
but you still need to follow

 local recom
m

endations about how
 to avoid 

C
O

V
ID

-19 (for exam
ple, social distancing and m

ask use).

It is also very im
portant that you continue to com

plete the C
O

V
ID

-19 Illness
e-

D
iary regularly as instructed. If you do not, your study doctor or nurse w

ill contact 
you to check how

 you are.

Study Vaccine R
isks

U
p until the end of 2020, the safety of B

N
T162b2 has been studied in clinical trials that 

have included 21,744 people
16 yrs of age and older w

ho
have received at least one 

dose of the vaccine.In addition, since the vaccine has been approved for em
ergency 

use in m
any countries, about 26 m

illion doses have been distributed.

B
ased on the

clinical study
results,and inform

ation gathered during general use,the 
follow

ing risks have been determ
ined to be caused by B

N
T162b2 vaccine:

V
ery com

m
on

(occurring in m
ore than 1 in 10 people):injection site pain, injection site 

sw
elling, fatigue (tiredness), increased body tem

perature (fever, m
ore com

m
on afterthe 

second dose), chills, headache, joint aches,and m
uscle aches.

C
om

m
on (betw

een 1 in 10 and 1 in 100 people): feeling sick (nausea),and injection site 
redness.

U
ncom

m
on (betw

een 1 in 100 and 1 in 1,000 people): enlarged lym
ph glands,allergic 

reactions (sym
ptom

s m
ay include rash, itching, hives,and sw

elling of the face or lips),
pain in arm

, and feeling w
eak or unw

ell.

Frequency cannot be estim
ated from

 available data: severe allergic reaction 
(anaphylaxis).

A
s in

all research studies, the C
O

V
ID

-19 vaccine m
ay involve risks that m

ight be 
expected based on results from

 studies of sim
ilar vaccines, as w

ell as risks that are 
currently unknow

n. 

Therefore, it is im
portant that you report all sym

ptom
s and side effects that you 

experience as soon as they occur, w
hether or not you think they are caused

by the 
study vaccine.
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 C
O

N
FID

EN
TIAL

TM
F D

oc ID
: 173.15

(Study); 173.09
(C

ountry/C
entral); 173.24

(Site)

D
ue to the w

ay in w
hich the study vaccines are m

ade, they cannot cause C
O

V
ID

-19
disease.

If I catch C
O

V
ID

-19 disease, could the vaccine m
ake it w

orse?
For som

e other vaccines tested in anim
als

against sim
ilar viruses (but not the 

coronavirus that causes C
O

V
ID

-19), there have been reports of the illness being m
ore 

severe in
the anim

als that received the vaccine than in those that did not. S
o far this has 

not been seen
w

ith B
N

T162b2. It rem
ains im

portant for you
to contact your study doctor 

if you develop sym
ptom

s that m
ight be caused by C

O
V

ID
-19 (for exam

ple, fever, cough, 
shortness of breath).

P
lease take as m

uch tim
e as you need to ask questions

from
the research study team

before agreeing
to continue.If after receiving this inform

ation you agree to continue 
taking part in this research study, please sign below

.
SIG

N
ATU

R
ES:

I have read the inform
ation in this addendum

 to the inform
ed consent docum

ent.
I have had an opportunity to ask questions and all of m

y questions have been 
answ

ered to m
y satisfaction. 

I have been given enough
tim

e to decide w
hether or not I w

ant to continue in the 
study.  
I voluntarily agree to

continue
taking

part in this study.  
I do not give up any

of m
y legal rights by signing this consent docum

ent.
I have been told that I w

ill receive a signed and dated
copy of this docum

ent.

_________________________________________

P
rinted nam

e of participant

SIG
N

A
TU

R
E LIN

E
TO

 B
E C

O
M

PLETED
FO

R
 A

N
 A

D
U

LT PA
R

TIC
IPAN

T:

_________________________________________     ______________
S

ignature of participant                                                  D
ate of signature

§

SIG
N

A
TU

R
E LIN

E(S)TO
 B

E
C

O
M

PLETED
FO

R
 A

 C
H

ILD
 PA

R
TIC

IPAN
T:
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 C
O

N
FID

EN
TIAL

TM
F D

oc ID
: 173.15

(Study); 173.09
(C

ountry/C
entral); 173.24

(Site)

A
s the consenting adult providing perm

ission for this child to participate in the study, I 
acknow

ledge that (P
lease check one of the follow

ing):
□ Iam

 the biological or adoptive parent of the child.
□ Iam

 the legal guardian or legally acceptable representative of the child.

I also acknow
ledge that (P

lease check one of the follow
ing):

□ I have sole legal responsibility for the care and custody ofthe child. 
□ The other adult(s) w

ith w
hom

 I share legal responsibility for the care and 
custody of the child (for exam

ple, biological parent, adoptive parent, or legal 
guardian 

or 
representative) 

is (1) aw
are of and agrees w

ith m
y granting 

perm
ission for

this child to participate in the study O
R

 (2) deceased, unknow
n, 

incom
petent, or not reasonably available (som

eone is “not reasonably available” 
w

hen he/she cannot be reached by phone/m
ail/em

ail because, for exam
ple, 

he/she is on active m
ilitary duty or is incarcerated).

___________________________________________________________     
P

rinted N
am

e of P
arent / G

uardian / Legally A
cceptable R

epresentative

_____________________________________________________    __________
S

ignature of P
arent / G

uardian / Legally A
cceptable R

epresentative 
D

ate of signature
§

                     

C
onsent of Second Parent/G

uardian/Legally Acceptable R
epresentative:

A
s the consenting adult providing perm

ission for this child to participate in the study, I 
acknow

ledge that (P
lease check one of the follow

ing):
□ I am

 the biological or adoptive parent of the child.
□ I am

 the legal guardian or legally acceptable representative of the child.

_____________________________________     ___________________________     
P

rinted N
am

e of P
arent / G

uardian /                            R
elationship to study participant

Legally A
cceptable R

epresentative

_________________________________________                 ______________
S

ignature of P
arent /G

uardian /
                    D

ate of signature
§

Legally A
cceptable R

epresentative
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Study
Country
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Language:

English
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N
ot Applicable

C
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F07
3.0 Addendum

IC
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 Tem
plate (01-Jun-2016)

 C
O

N
FID

EN
TIAL

TM
F D

oc ID
: 173.15

(Study); 173.09
(C

ountry/C
entral); 173.24

(Site)

If local IR
B

/IEC
perm

its assent of older children to be obtained by the co-
signature, include appropriate signature line.

_____________________________________________          _____________
S

ignature of C
hild

    D
ate of signature

§

_________________________________________
P

rinted nam
e of legally acceptable representative

and relationship

___________________________________________________    ______________
S

ignature of legally acceptable representative
                            D

ate of signature
§

PER
SO

N
 O

B
TAIN

IN
G

 C
O

N
SEN

T

____________________________________
P

rinted N
am

e of the P
erson C

onducting the
C

onsent D
iscussion 

_____________________________________
______________

                     
S

ignature of the P
erson C

onducting
the

D
ate of signature

C
onsent D

iscussion
†

§P
articipant/parent/guardian/legally acceptable representative

m
ust personally date their 

signature
†The investigator, or an appropriately qualified and trained person designated by the 
investigator to conduct the inform

ed consent process, m
ust sign and date the consent 

docum
ent during the sam

e interview
 w

hen the participant/parent/guardian/legally 
acceptable representative signs the addendum

.

090177e19636e1e4\Approved\Approved On: 08-Feb-2021 11:54 (GMT)
 

Page 84

FDA-CBER-2021-5683-0650199



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 85

FDA-CBER-2021-5683-0650200



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 86

FDA-CBER-2021-5683-0650201



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 87

FDA-CBER-2021-5683-0650202



oo

090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 88

FDA-CBER-2021-5683-0650203



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 89

FDA-CBER-2021-5683-0650204



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 90

FDA-CBER-2021-5683-0650205



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 91

FDA-CBER-2021-5683-0650206



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 92

FDA-CBER-2021-5683-0650207



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 93

FDA-CBER-2021-5683-0650208



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 94

FDA-CBER-2021-5683-0650209



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 95

FDA-CBER-2021-5683-0650210



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 96

FDA-CBER-2021-5683-0650211



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 97

FDA-CBER-2021-5683-0650212



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 98

FDA-CBER-2021-5683-0650213



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 99

FDA-CBER-2021-5683-0650214



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 100

FDA-CBER-2021-5683-0650215



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 101

FDA-CBER-2021-5683-0650216



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 102

FDA-CBER-2021-5683-0650217



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 103

FDA-CBER-2021-5683-0650218



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 104

FDA-CBER-2021-5683-0650219



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 105

FDA-CBER-2021-5683-0650220



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 106

FDA-CBER-2021-5683-0650221



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 107

FDA-CBER-2021-5683-0650222



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 108

FDA-CBER-2021-5683-0650223



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 109

FDA-CBER-2021-5683-0650224



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 110

FDA-CBER-2021-5683-0650225



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 111

FDA-CBER-2021-5683-0650226



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 112

FDA-CBER-2021-5683-0650227



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 113

FDA-CBER-2021-5683-0650228



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 114

FDA-CBER-2021-5683-0650229



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 115

FDA-CBER-2021-5683-0650230



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 116

FDA-CBER-2021-5683-0650231



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 117

FDA-CBER-2021-5683-0650232



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 118

FDA-CBER-2021-5683-0650233



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 119

FDA-CBER-2021-5683-0650234



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 120

FDA-CBER-2021-5683-0650235



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 121

FDA-CBER-2021-5683-0650236



09
01

77
e1

95
93

76
fd

\A
pp

ro
ve

d\
Ap

pr
ov

ed
 O

n:
 2

0-
N

ov
-2

02
0 

13
:1

9 
(G

M
T)

 

Page 122

FDA-CBER-2021-5683-0650237



09
01

77
e1

95
93

76
fd

\A
pp

ro
ve

d\
Ap

pr
ov

ed
 O

n:
 2

0-
N

ov
-2

02
0 

13
:1

9 
(G

M
T)

 

Page 123

FDA-CBER-2021-5683-0650238



09
01

77
e1

95
93

76
fd

\A
pp

ro
ve

d\
Ap

pr
ov

ed
 O

n:
 2

0-
N

ov
-2

02
0 

13
:1

9 
(G

M
T)

 

Page 124

FDA-CBER-2021-5683-0650239



09
01

77
e1

95
93

76
fd

\A
pp

ro
ve

d\
Ap

pr
ov

ed
 O

n:
 2

0-
N

ov
-2

02
0 

13
:1

9 
(G

M
T)

 

Page 125

FDA-CBER-2021-5683-0650240



09
01

77
e1

95
93

76
fd

\A
pp

ro
ve

d\
Ap

pr
ov

ed
 O

n:
 2

0-
N

ov
-2

02
0 

13
:1

9 
(G

M
T)

 

Page 126

FDA-CBER-2021-5683-0650241



09
01

77
e1

95
93

76
fd

\A
pp

ro
ve

d\
Ap

pr
ov

ed
 O

n:
 2

0-
N

ov
-2

02
0 

13
:1

9 
(G

M
T)

 

Page 127

FDA-CBER-2021-5683-0650242



oooo

090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 128

FDA-CBER-2021-5683-0650243



oo

090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 129

FDA-CBER-2021-5683-0650244



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 130

FDA-CBER-2021-5683-0650245



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 131

FDA-CBER-2021-5683-0650246



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 132

FDA-CBER-2021-5683-0650247



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 133

FDA-CBER-2021-5683-0650248



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 134

FDA-CBER-2021-5683-0650249



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 135

FDA-CBER-2021-5683-0650250



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 136

FDA-CBER-2021-5683-0650251



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 137

FDA-CBER-2021-5683-0650252



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 138

FDA-CBER-2021-5683-0650253



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 139

FDA-CBER-2021-5683-0650254



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 140

FDA-CBER-2021-5683-0650255



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 141

FDA-CBER-2021-5683-0650256



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 142

FDA-CBER-2021-5683-0650257



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 143

FDA-CBER-2021-5683-0650258



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 144

FDA-CBER-2021-5683-0650259



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 145

FDA-CBER-2021-5683-0650260



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 146

FDA-CBER-2021-5683-0650261



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 147

FDA-CBER-2021-5683-0650262



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 148

FDA-CBER-2021-5683-0650263



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 149

FDA-CBER-2021-5683-0650264



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 150

FDA-CBER-2021-5683-0650265



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 151

FDA-CBER-2021-5683-0650266



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 152

FDA-CBER-2021-5683-0650267



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 153

FDA-CBER-2021-5683-0650268



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 154

FDA-CBER-2021-5683-0650269



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 155

FDA-CBER-2021-5683-0650270



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 156

FDA-CBER-2021-5683-0650271



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 157

FDA-CBER-2021-5683-0650272



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 158

FDA-CBER-2021-5683-0650273



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 159

FDA-CBER-2021-5683-0650274



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 160

FDA-CBER-2021-5683-0650275



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 161

FDA-CBER-2021-5683-0650276



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 162

FDA-CBER-2021-5683-0650277



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 163

FDA-CBER-2021-5683-0650278



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 164

FDA-CBER-2021-5683-0650279



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 165

FDA-CBER-2021-5683-0650280



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 166

FDA-CBER-2021-5683-0650281



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 167

FDA-CBER-2021-5683-0650282



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 168

FDA-CBER-2021-5683-0650283



090177e1959376fd\Approved\Approved On: 20-Nov-2020 13:19 (GMT)
 

Page 169

FDA-CBER-2021-5683-0650284



Docum
ent index: A-1426-0082-5150UG

Docum
ent version: 4

Tem
plate version: 12

01JUN
2020

C4591001

TrialM
ax App™

, TrialM
anager®

Site User Guide

090177e195690443\Approved\Approved On: 02-Nov-2020 14:16 (GMT)

Page 170

FDA-CBER-2021-5683-0650285



2 / 81 

                   
Copyright Notice 

©
 2020 Signant Health 

 

Tradem
ark Notice 

CRF Health
®, C-R-F (&

 Design) ®, C-R-F Health (&
 Design) ®, iProm

pt (&
 design) ®, 

TRIALM
ax Connected …

 for life (&
 Design), TrialM

ax ®, TrialIntegrator ®, 
TrialCollector ®, TrialM

anager ®, TrialStudio
® and TrialLibrary

® C-R-F Health (&
 

Design) ®, C-R-F Health Real Patient Data 24/7 (&
 Design) ®,  TrialM

ax Touch
®,  

TrialM
ax Slate (&

 Design)®, TrialM
ax W

eb (&
Design) ®, are registered 

tradem
arks of CRF Inc.   

TrialM
ax Synapse (&

Design) ™
, TrialM

ax App (&
Design) ™

 are tradem
arks 

and/or service m
arks of CRF Inc.  

All other tradem
arks and/or service m

arks are the property of their respective 
ow

ners. 

 
 

090177e195690443\Approved\Approved On: 02-Nov-2020 14:16 (GMT)
 

Page 171

FDA-CBER-2021-5683-0650286



3 / 81 

IM
PO

RTANT PO
INTS 

Keep devices charged at all tim
es – w

hen stored at site, please 
ensure the device(s) are charged at least once per w

eek, even if 
not in use. If the device battery runs flat, it m

ight have an 
incorrect date and tim

e w
hen it is turned back on again. If this 

happens, send data from
 the device and it w

ill sync to your 
current tim

e zone. 

Data w
ill send autom

atically each tim
e the participant logs into 

the App as long as the device is charged, in an area w
here there is 

m
obile phone service or W

i-Fi is available.  

Participants should bring their assigned device w
ith the App to 

each clinic visit. 

Participant setup should occur on the day of vaccination, w
hilst 

the participant is at the study clinic. 

Each participant w
ill be able to set their ow

n PIN code w
hen they 

first log in to the TrialM
ax device. Please recom

m
end to them

 to 
select the sam

e code for each device as it w
ill be easier for them

 
to rem

em
ber. 

W
hen setting up a participant for the study, m

ake sure this is 
done on a com

puter w
ith a printer, as you w

ill need to print the 
activation inform

ation for the participant. You w
ill only have the 

opportunity to print this once; how
ever, it w

ill also be em
ailed to 

the participant if their em
ail address is provided during setup or 

sent via a text m
essage if a m

obile phone num
ber is provided 

during setup.  

To receive SM
S notifications in the US, please refer to ‘Setting up 

SM
S notifications’ section for m

ore details. 

Use the TrialM
anager w

eb portal to regularly m
onitor participant 

data for the study. 
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It is recom
m

ended to leave 0.5GB of free storage space on the 
participant’s personal device to allow

 the TrialM
ax app to function 

properly. Please provide a provisioned device to the participant in 
the event the participant does not have the free space or does not 
w

ant to m
ake that space available. The participant m

ay check 
their available storage below

: 

o
iPhone: Select ‘Settings’->’General’->’iPhone Storage’ 

o
Android: Select ‘Settings’ ->’Device Care’->’Storage’ 

If you cannot find help in this guide, then please call the Helpdesk. 
 

Role 
PIN

 Code 

Default Participant 
1234 

Logistics Access PIN Code 
8888 

Logistics PIN Code 
4422 

TrialM
anager W

ebsite URL 
http://trialm

ax.crfhealth.net/c4591001 
TrialM

anager login details w
ill be sent to you via em

ail
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1
Signant Health O

verview
SignantHealth is the provider of the eCOA (electronic Clinical 
Outcom

e Assessm
ent)system

 for this study. The eCOA system
 

com
prises the com

ponents asdisplayed
below

, along w
ith 24/7 

Helpdesk support. TrialM
ax App is the brand nam

e, but w
e w

ill refer 
to it sim

ply as the “App”.

    

Data entered by 
Participantinto 

the App

Data sent from
 

App to Signant
Health servers

Data available for sites, 
m

onitors and study team
 

in w
eb portal and 

TrialM
anager
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2
Helpdesk 

You m
ay call the Helpdesk for any issue related to the TrialM

ax App, 
or TrialM

anager w
ebsite.  

Please have the follow
ing inform

ation ready w
hen you call: 

The study protocol num
ber: C4591001 

Helpdesk Priority PIN: 19 
Signant Health project code: A-1426-0082 
Your site num

ber 
 

The participant num
ber (if applicable) 

 
The specific problem

 
 

 2.1
Helpdesk O

perating Hours  

The Helpdesk is available 24 hours a day, 365 days a year. 

If you are unable to reach an agent w
hen you call, you can also leave a 

voicem
ail or send an em

ail giving your contact inform
ation. The 

Helpdesk w
ill contact you as soon as possible, at the latest by next 

business day. 

2.2
Helpdesk Telephone Num

bers 

Country 
N

um
ber 

USA 
(1) 866 402 1154 

Helpdesk Priority Code 
19 

 Note: Toll Free num
bers are free from

 a landline; how
ever local 

operator charges m
ight be applied if calling from

 a m
obile phone.  
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2.3
Helpdesk Em

ail Address 

For non-urgent issues, you can contact the Helpdesk by em
ail: 

C4591001_TM
@

support.signanthealth.com
 

Note: Do not share this em
ail address w

ith participant. The 
participant’s identity m

ight be unintentionally revealed during 
com

m
unication via em

ail.   

Helpdesk W
eb Chat via TrialM

anager 

The Helpdesk W
eb-chat is available via the TrialM

anager Portal. 

Helpdesk W
eb-chat can be accessed via the steps below

: 

1)
Please click the Help Desk button in the upper right corner of your 
screen. 

 

2)
You w

ill see a w
elcom

e page w
here all the texts highlighted in red 

w
ill be pre-filled. 
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 3)
You can open the w

eb-chat, available in 60+ languages, by clicking 
the blue w

idget in the low
er left corner of the screen to start your 

live chat w
ith one of our Support Agents. 
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4)
Once you click on this w

idget, you w
ill be able to select your 

preferred language from
 the drop-dow

n m
enu. 
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5)
After selecting your language, you w

ill need to com
plete the 

necessary inform
ation in the below

 screen and click the Continue 
button, then you w

ill be connected to the next available support 
agent.

Fields w
ith an asterisk (*) are required.

Once you click on “Continue”, you w
ill be connected to the Signant 

Health Helpdesk specialist, w
ho w

ill discuss your issue w
ith you. 

Please note that if a telephone call has already been placed m
ake sure 

that you enter the Ticket Num
ber you received from

 your telephone 
call into the w

eb chat the ensure the background inform
ation is linked. 

If the ticket num
ber is not entered, it w

ill be counted as 2 separate 
calls.

Your First nam
e

Your Last nam
e

Your em
ail address

Type in Signant Health 
Study Code (A-1426-
0082)

Type in your Site num
ber

ParticipantNum
ber (if 

applicable)

Device ID

Ticket Num
ber (if you 

already have
one)
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Providing feedback about Helpdesk perform
ance 

Each tim
e you request support from

 the Helpdesk, you can rate the 
level of your satisfaction from

 the provided service. This is im
portant, 

as it helps us continuously im
prove to exceed your expectations.  

You can provide the feedback in 2 w
ays:  

Each tim
e you have spoken to the Helpdesk on the phone 

you can rem
ain on the line and rate your experience on the 

scale 0 to 5, w
here 5 is aw

esom
e and 0 poor.  

W
hen your request has been com

pleted, you w
ill receive an 

em
ail, enabling you to evaluate the service or reject the 

resolution of the incident.  

 
 

To provide feedback, you w
ould click one of the num

bered boxes (0-
10), w

here 0 m
eans poor and 10 aw

esom
e. Selecting any rating w

ill 
take you to a form

, w
here additional inform

ation can be provided. 
The form

 is a bit longer w
hen you use it the first tim

e and w
ill be 

shorter w
ith every further use (IT profile inform

ation needs only to 
be provided once).  
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Evaluation form
 1

st use 
Evaluation form

 consecutive 
uses 

 Please rem
em

ber that only 9 and 10 m
ean positive feedback, 7-8 

average, 6 and below
 m

eans negative feedback.  

You can change your rating on the top of the form
 any tim

e 
before subm

itting it.  
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3
Equipm

ent  

3.1
Supplies for participant  

Provisioned device supplies -  

Sam
sung device w

ith TrialM
ax App installed (if not using personal 

iO
S or Android device), accom

panied by an incorporated SD m
em

ory 
card (this backs up the data for recovery if needed) and a SIM

 card 
installed for m

obile data sending. 
A device charger (pow

er-cord and charging brick) 
TrialM

ax App sticker w
ith country specific Helpdesk num

ber 
Q

uick Reference Guide in the participant’s language  
App Activation Guide in the participant’s language 
Participant card w

ith App activation details to be sent via em
ail or 

SM
S  

 

Bring Your Ow
n Device supplies -  

TrialM
ax App sticker w

ith country specific Helpdesk num
ber 

Q
uick Reference Guide in the participant’s language  

App Activation Guide in the participant’s language 
Participant card w

ith App activation details to be sent via em
ail or 

SM
S 

 

3.2
Provisioned Device Basics 

Each TrialM
ax App device has a sticker applied to it 

that contains the country specific Helpdesk phone 
num

ber.  

Please contact the Signant Health Helpdesk if a 
device is not w

orking properly. The Helpdesk 
agents w

ill assist you or the participant w
ith 

technical questions. 
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3.3
How

 to turn on the Provisioned device

The 
Sam

sung 
device 

is 
the 

provisioned device
for this study.  

Turn the Device on
by pressing the 

pow
er button on the right side of 

the device.  

If the Device
is left on for ten

(10) 
m

inutes 
w

ithout 
use, 

it 
w

ill 
hibernate and perform

 autom
atic 

log out.

3.4
How

 to charge the Provisioned Device

The device
has a rechargeable battery. Please rem

em
ber to instruct 

the participantto charge the battery every day.If the device prom
pts 

the participant
w

ith a m
essage that the battery is low

, they should 
charge the device im

m
ediately. W

hen the device is pow
ered on it w

ill 
display a battery status sym

bol on the top right side of the screen that 
indicates the am

ount of charge rem
aining in the device. 

The participant
can use the device w

hile it is being charged
but if 

discharged fully, it m
ay take a little tim

e to charge before use.

Press the pow
er button on the 

side

USB
C-connector
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 Connect the pow
er charger cable to the provisioned device. 

The device w
ill usually fully charge in approxim

ately 2 hours.  

3.5
Device Navigation 

 

 3.6
Additional Site Supplies 

This M
anual 

Q
uick Reference Guide for the participant and TrialM

ax App 
device sticker  
App Activation Guide 

  
 Use 

your 
finger 

to 
navigate 

through the device.  

Please do not use a stylus or 
sharp points as these w

ill not 
function on the device and w

ill 
dam

age the screen.
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4
TrialM

anager 
TrialM

anager 
is 

an 
online, 

internet-based 
application 

used 
by 

investigators, coordinators, m
onitors and study personnel to view

 and 
m

onitor study progress. TrialM
anager enables the users to follow

 
overall participant com

pliance and view
 the participant’s Daily Diary 

data. 

TrialM
anager supports the follow

ing Internet brow
sers: 

Firefox 33 and up 
Internet Explorer 11 and up 
Chrom

e 32 and up 
Apple Safari v9 and up 

4.1
Functions of TrialM

anager 

After answ
ering the questions on the electronic device, the participant 

w
ill need to send their answ

ers to the study database (TrialM
anager). 

W
ithin m

inutes of sending data, you can view
 the data (and reports of 

the data) sent.  

By using TrialM
anager, you can: 

View
 the participant’s Daily Diary answ

ers 
M

onitor participant com
pliance and other reports 

M
onitor the num

ber of days since the participant has last 
com

pleted their Daily Diary  
Raise Data Clarification Form

s (DCFs) and m
onitor their 

progression through to closure 
View

 data audit trails for questionnaire entries (including 
changes to form

s) 
Deactivate the participant  
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Note: You should be logging in to TrialM
anager only w

ith your ow
n 

login details (w
hich w

ill be sent to your em
ail). Do not share your 

passw
ord w

ith your colleagues. It is also im
portant to note that w

hile 
the term

 “Participant” is used to describe the patient in this study, 
you 

w
ill 

see 
the 

term
s 

“Subjects” 
and 

“Participants” 
used 

interchangeably throughout the App and TrialM
anager platform

s. 

 4.2
Accessing the TrialM

anager w
ebsite 

All people w
ill have separate access based on their 

role w
ithin the study.  

Your TrialM
anager usernam

e and initial passw
ord 

w
ill be em

ailed to you. You w
ill be prom

pted to 
change this passw

ord at your first login (see How
 to 

change your TrialM
anager passw

ord for m
ore 

inform
ation). Your TrialM

anager passw
ord has no 

relation to the Site personnel PIN codes on the 
TrialM

ax App. 

Note: If you have access to TrialM
anager for another Clinical Study, 

then you w
ill be able to use the sam

e Usernam
e and Passw

ord for each 
TrialM

anager.  Please note that this feature is only available for the 
studies that started after Septem

ber 1
st, 2019. If you have a 

TrialM
anager account for older studies, you w

ill not be able to use the 
sam

e Usernam
e and Passw

ord for each TrialM
anager unless you 

change them
 m

anually to m
atch w

ith the rest of your credentials.  

Type the follow
ing address into your w

eb brow
ser:  

http://trialm
ax.crfhealth.net/c4591001 
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 A login w
indow

 w
ill open. Bookm

ark this 
address for easy future access. Next, enter the 
usernam

e and passw
ord that w

as em
ailed to 

you. 

  

4.2.1
How

 to change your TrialM
anager passw

ord 

If you need to change your passw
ord, select ‘M

y settings’ in the top 
right-hand corner of the screen or ”Change Passw

ord” from
 the Login 

Screen. There you w
ill find an option to change your passw

ord.   

 

 

 W
hen you decide to change your passw

ord, you w
ill be asked to type 

in your current passw
ord, your new

 passw
ord, and verify your new

 
passw

ord by typing it in again. Click the ‘Change’ button to activate 
your new

 passw
ord. 

Rules for creating new
 passw

ord:  

M
ust be at least 8 characters. 

M
ust contain at least one low

er case character. 
M

ust contain at least one upper case character. 
M

ust contain at least one num
ber. 

M
ust not contain Unicode characters. 

Special characters in passw
ord are not necessary. 

M
ust not contain spaces, line breaks or new

 lines. 
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4.2.2
How

 to Reset your TrialM
anager Passw

ord

If you have forgotten your passw
ord to your TrialM

anager Account, 
you are able to reset the passw

ord directly w
ithin the TrialM

anager 
Portal.

From
 the log in page, select 

“Forgot Passw
ord”

You w
ill be asked to enter your 

em
ail address so that the 

system
 can send you a security 

code for the passw
ord reset

You w
ill be taken to this screen

Check yourem
ail inbox and 

enter the security code, w
hich 

has been sent to you
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This is an exam
ple of the em

ail w
hich w

ill be sent to you:

Enter a new
 passw

ord 
follow

ing the guidance on the 
screen

Once your reset has been successful, then you should see this 
screen:
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4.2.3
How

 to request TrialM
anager access for new

 team
 

m
em

bers 

In order to request TrialM
anager accounts for new

 team
 m

em
bers you 

should add their inform
ation into the ‘TrialM

anager User Order Form
’ 

and send the updated form
 to the Signant Health ‘TM

 accounts’ team
, 

collating requests into 1 em
ail per w

eek.  

Allow
 5 business days to create new

 TrialM
anager accounts/m

ake 
updates. 

Urgent TrialM
anager requests can be requested via Helpdesk or 

directly contacting the Pfizer Study Team
 via your CRA/M

onitor. 

 4.3
How

 to navigate the TrialM
anager w

ebsite 

Investigators and Study Coordinators w
ill see several tabs at the top of 

the screen. They are the ‘M
ain Page’, ‘Reports’, ‘DCFs’, and ‘Study 

Inform
ation’ tabs. These are selected by clicking on them

.  

The points below
 highlight the m

ain functions and features of the tabs:  

M
ain Page: View

 a list of all your participants, navigate to 
individual participant pages, view

 open DCFs and navigate to 
the DCF tool, view

 the latest TrialM
ax updates 

Reports: Review
, filter, and print inform

ation associated w
ith 

your site and participants, such as com
pliance, DCFs, and 

adm
inistrative data 

DCFs: Create, approve, and m
onitor all requested data 

changes for your participants 
Study Inform

ation: Access supplem
ental reference content, 

such as electronic versions of the Site User M
anual and DCF 

Guide 
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4.3.1
M

ain Page Tab 

W
hen you select “M

ain page” the follow
ing screen appears: 

 

1.
W

ith this button, you are able to add DCFs (see W
here to create 

DCFs in TrialM
anager). 

2.
This section is called the DCF Notice Board and w

ill display all DCFs 
for your site that require your action. Sim

ply click on the title of a 
particular DCF to see further details displayed. All DCFs created by 
you or anyone else w

ill also need to be approved by a site user 
w

ith DCF approval rights. Signant Health w
ill be the one to 

im
plem

ent the corrections requested in the DCFs. 

3.
Som

e useful w
eb links for the study are displayed on the right-

hand side of the screen, including the Helpdesk w
eb chat.  

4.
The participant list section at the bottom

 of the screen w
ill display 

all participants at your site. 

a.
By default, this w

ill display Active participants at the site. 
Click on the ‘Deactivated subjects’ or ‘All subjects’ to also 
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view
 participants that have already been deactivated from

 
the TrialM

ax App. 

b.
You are able to sort and filter by any of the colum

n headings 
by typing into the text boxes below

 the colum
n headings.

c.
Clicking on a subject num

ber w
ill take you to m

ore detailed 
inform

ation regarding that participant (see Participant 
Details Card).

5.
You can see the latest updates regarding any TrialM

anager system
 

updates.  
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4.4
Add a new

 participant 

Please see ‘How
 to set up a participant in TrialM

anager’. 

4.4.1
Participant Details Card 

Upon 
clicking 

on 
a 

participant 
from

 
the 

m
ain 

page, 
the 

participant/subject’s inform
ation card w

ill display: 

 

This 
w

ill 
show

 
details 

for 
the 

participant 
including: 

language, 
participant status, study start date, device type, and the participant’s 
auto m

erge code, w
hich is necessary for replacem

ent devices. 

Below
 the participant details card, you w

ill be able to review
 the Daily 

Diary form
s subm

itted by the participant on the TrialM
ax App.  

 

‘All 
questionnaires’ 

tab 
w

hich 
contains 

‘Study 
date’ 

and 
‘Q

uestionnaire’ links to each com
pleted form

. Each colum
n can be 

filtered and sorted. Upon selecting a form
 link the form

 w
ill open, 

displaying a list of all form
 data item

s, including the questionnaire 
item

s and responses com
pleted by the participant, and adm

inistrative 
item

s such as the date and tim
e a com

pleted form
 w

as saved.  
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4.4.2
Data Item

 Audit Trails 

You w
ill also be able to view

 the audit trails for each questionnaire data 
item

 from
 w

ithin these form
 pages. You can use the audit trails to 

review
 the original values and a full change history of any data item

 if 
changes w

ere m
ade via the TrialM

anager DCF tool If there w
as a DCF 

associated w
ith a questionnaire form

, this w
ill be displayed to the right 

of the form
 w

ith a direct link to the DCF itself and the current DCF 
status.  

        To view
 the full audit trail of any available form

 item
, including the 

original value and any changes, click the ‘Audit trail’ link to the right of 
the desired item

. An audit trail of the item
 w

ill open displaying a list of 
the data item

 elem
ents, sorted new

est to oldest from
 top to bottom

. 
If only 1 row

 is displayed, this indicates that this is the original value of 
the data item

, and that it has not been m
odified. 
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 The Audit trail colum
n headers are defined as follow

s: 

Value: the value of the data item
 itself 

Tim
e of O

peration: the date and tim
e associated w

ith the data 
item

 entry or m
odification 

Author: the user that com
m

itted the associated operation 
(participant, site, or Signant Health Data M

anagem
ent) 

DCF: the DCF ID num
ber if a DCF w

as used to execute a change 
to the form

 
Audit Trail Com

m
ent: free text field w

here the Signant Health 
data change im

plem
enter m

ay post the DCF num
ber, an 

external DCR num
ber (if DCF w

as not used), or other useful 
reference inform

ation 

Note: if a data item
 w

as m
odified via DCF w

ithin TrialM
anager, it w

ill 
display a sm

all clipboard icon to its right. Hovering w
ith the m

ouse 
over the clipboard icon w

ill trigger a pop-up w
ith a brief sum

m
ary of 

the change. 
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4.5
Reports Tab 

The ‘Reports’ tab w
ill contain reports for you to view

. These reports 
should be review

ed on a regular basis to ensure the participants are 
com

pleting the questionnaires correctly w
ith good com

pliance.  

Note: TrialM
anager reports accessibility m

ay not be available on the 
initial login of the user. The user m

ay have to logout and log back in to 
view

 these reports. 

The follow
ing reports w

ill be available for this study: 

Dashboard - Site:  The purpose of this report is to provide the 
site personnel w

ith an overview
 of the situation at their site(s) 

and a sum
m

ary of the key m
etrics. 

Dashboard – Study: The purpose of this report is to provide 
the Study team

 w
ith an overview

 of the Study and a sum
m

ary 
of the key m

etrics. 

Inconsistencies: The purpose of this report is to provide 
inform

ation of typical inconsistencies in the data such as 
duplicate participant num

bers. 

Subject Inform
ation: The purpose of this report is to provide 

detailed inform
ation on each participant. 

Com
pliance: This report show

s the daily com
pliance by 

participant for days 1-7, from
 day 1 up until the current day 

follow
ing each vaccination.  

Data Sum
m

ary: This report show
s w

hether or not participants 
have experienced local reactions, system

ic events or fever, 
their corresponding severity and any m

edication taken for 
days 1-7 follow

ing each vaccination. 

Severe Reactions: Displays if participants have reported 
‘Severe’ local reactions, ‘Severe’ system

ic events or have 
reported a severe tem

perature. 
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Sym
ptom

s Dashboard: The purpose of this report is to 
provide the Study team

 w
ith an overview

 of the reported 
sym

ptom
s and m

edications at the sites. 

 

 

       
 

 4.6
How

 To Review
 Reports  

For m
onitoring purposes, you can view

 near real-tim
e, graphical 

reports about the state of the study right inside TrialM
anager. 

Graphical visualizations allow
 you to identify quickly any deviations 

from
 the study protocol and take corrective action. For exam

ple, you 
can verify w

hich study participants are still com
pliant (if they are 

com
pleting their questionnaires on schedule) or verify the progress on 

resolving DCFs.  

To access a report, 
you can either click 
on the blue link O

R
 

select a report from
 

the
drop-dow

n 
m

enu.
Both w

ill take you to 
that specific report.
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4.6.1
Reports U

ser Guide

The 
Signant 

Health 
Reporting 

Solution 
supports 

a 
variety 

of 
visualizations, including bar charts and data tables. Below

 is an 
exam

ple of the Inconsistencies Report.

These report visualizations are interactive. W
hen you select parts of 

the displayed data in report, all other sections update to filter for the 
selection autom

atically. This even w
orks betw

een reports in the sam
e 

drop-dow
n listand allow

s the user to ask questions about the data. 
Depending on your user role, you can select your site

and/or 
participant

num
ber from

 the drop-dow
n options at the top of the 

page. The report w
ill autom

atically repopulate
using the criteria 

selected. Clicking on the
drop-dow

n
options w

ill autom
atically filter 

the w
hole report.
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4.6.2
Hints and Tips for View

ing Reports 

The reports used in this study are designed to give you easy access to 
key study details. Below

 are som
e hints and tips on how

 to get the best 
from

 the reports available in the study: 

Filtering 

Reports can be filtered in several w
ays. One w

ay is by selecting from
 

the drop-dow
n filters appearing at the top of the reports, as show

n 
below

.  

 

To use the drop-dow
n filters, select an item

 or item
s, from

 the list and 
select the green tick to apply the filter. Select the red cross to close the 
filter list w

ithout applying the change. 

 Reports can also be filtered by selecting part of a table or chart, for 
exam

ple selecting a participant from
 a list, or selecting a bar in a chart. 

Selecting the 
 icon in colum

n headings can also be used to filter 
reports. 

Once a filter selection has been m
ade, all parts of the report and other 

reports view
ed, w

ill have this filter applied. All filters that are applied 
can be seen in the banner at the top of the report. 
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To rem
ove a filter, select the “X” next to the filter in the banner at the 

top of the screen, as per the im
age below

:

View
ing Bar Charts

Som
e reports contain barcharts to display specific data inform

ation. 
For bar charts w

ith m
any data bars, it m

ay not be possible to view
 all 

bars at the sam
e tim

e. W
hen this is the case, a sm

aller ‘scroll bar’ 
version of the report can be seen. M

ove the w
hite ‘view

ing area’ box 
to the left or right on the scroll bar view

 to change the data show
n in 

the m
ain part of the report.

Hovering over a bar w
ithin a bar chart w

ill display additional 
inform

ation. 

View
ing 

w
indow

Scroll bar view
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View
ing Reports w

ith Tables 

For reports w
ith large tables, you m

ay w
ish to resize colum

ns to ensure 
the best view

 in your brow
ser. To do this, sim

ply select the line 
betw

een colum
ns, and resize as required to fit all the colum

ns in the 
view

. If a colum
n nam

e is too w
ide to be displayed fully, hover over 

the colum
n nam

e w
ith the m

ouse to view
 the full nam

e. 

You can rearrange the order that the colum
ns w

ill appear in by clicking 
on and dragging a colum

n header into a different position, allow
ing 

you to focus on the colum
ns you require. 

You can select colum
n headings to sort the report by that item

. One 
click w

ill sort the report in ascending order, a second click w
ill sort the 

report in descending order. An arrow
 w

ill appear on the colum
n 

header to indicate the sorting applied. 

Select the 
 button, w

here seen, to export inform
ation 

in a table to excel.  

Standard Report Icons 

The icons seen below
 can be found at the top left corner of all reports 

in the study.  

 
This icon can be used to expand the view

ing area for 
any report to full screen. 

 
This icon w

ill be seen to exit the full screen view
. 

 

This icon can be used to print to pdf the report being 
view

ed. This pdf copy of the report can be printed or 
saved, as required. 

 
This icon can be used to reload of the data w

ithin 
the report. 

 

090177e195690443\Approved\Approved On: 02-Nov-2020 14:16 (GMT)
 

Page 205

FDA-CBER-2021-5683-0650320



37 / 81 

 

To sw
itch betw

een reports, you can either return to the full list of 
reports by selecting the ‘All Reports’ option, or you can sw

itch 
betw

een reports using the drop-dow
n options ‘Standard reports’ and 

‘Study reports’.  

 Note: Any filters applied to one report 
w

ill also rem
ain active on other reports 

view
ed in the sam

e drop-dow
n list, 

unless specifically rem
oved. 

Further inform
ation and video training 

on how
 to use the reports can be found 

in the ‘Study inform
ation’ tab in Trial 

M
anager. 
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4.7 C4591001 Custom reports  

4.7.1 Daily Diary Data Summary Report 
This report shows whether or not participants have experienced local reactions, systemic events or fever, their corresponding severity and 
any medication taken for days 1-7. 

Columns will include: “Site”, “Participant”, “Participant page” (hyperlink which takes you to the participant page in TrialManager), “Status”, “Vaccination 
Date”, “Vaccination Number” (displays the vaccination number entered in the TrialManager), “Study Date” (displays date when daily diary form was 
opened. Future/ uncompleted diary dates will appear as [blank]), “Study Day” (fixed column listing ‘1’ – ‘7’ representing each of the study days for each 
participant), “Temperature”, “Injection Site Pain”, “Swelling”, “Redness”, “Fatigue”, “Chills”, “Diarrhea”, “Vomiting”, “Headache”, “Joint Pain”, “Muscle 
Pain”, and “Medication”. 
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4.7.2 Severe Reactions Requiring Contact Report 
Displays if participant have reported ‘Severe’ local reactions, ‘Severe’ systemic events or has reported a severe temperature. 

Columns will include: “Site”, “Participant”,” Participant page” (hyperlink which takes you to the participant page in TrialManager), “Vaccination date”, 
“Vaccination number” (displays the vaccination number entered in the TrialManager), “Study date”, (displays date when daily diary form was opened. 
Future/ uncompleted diary dates will appear as [blank]) “Study Day” (fixed column listing ‘1’ – ‘7’ representing each of the study days for each participant), 
“Severe Symptoms”, “Hospitalization”, “Severe Temperature” (Any Temperature higher than 102°F), “Medication”, and “Require Telephone Contact” . 
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4.7.3 Daily Diary Compliance Report 
This report shows the daily compliance by participant for days 1-7, from day 1 up until the current day.  

 

 
Expected diary compliance will follow the standard color-coding scheme and thresholds. For active participants, diary completion expectations will be 
based on the current date. Once a participant is vaccinated, the participant will be expected to complete the diary every day for 7 days including on the 
day of the vaccination, for the participant. As each study day passes, the previous study days become expected and should have one daily diary 
completed. For deactivated participants, diary completion expectations will be based on the deactivation date. The participant will thus be expected to 
have completed one diary for each study day starting from the vaccination day and until the day before the Deactivation date. The exception here is that if 
the participant completed a diary on the day they were deactivated, that day will also be considered as expected.  

Columns will include: “Site”, 
“Participant”, ”Participant page”, 
“Status”, “Vaccination date”, 
“Vaccination number”, “Last data 
sending” , & “% Compliance”. 

Compliance (%): Displays the compliance 
rate.  

D1-D7: represent the study days and will 
display the status of the participant’s 
diary completion for each day. 

Color scheme display for the Compliance 
(%): 

Red: <40% 
Yellow: ≥ 40% - < 80% 
Green: ≥ 80% 
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4.7.4 Symptoms Dashboard Report 
The purpose of this report is to provide the Study team with an overview of the reported symptoms and medications at the sites. 

Symptom Distribution columns will include: “Symptom”, “S” (Severe), “Mo” (Moderate), “Mi” (Mild), & “Total”.  
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4.7.5 Missed Day 7 Transfer Report 
The purpose of this report is to flag any participants who are missing diary data for day 7, following vaccination 1 or vaccination 2, and have not sent 
data for day 7 or thereafter.  

The table will list the site number, participant (subject) number Vaccination number, the date day 7 diary was expected, and the last date and time the 
participant’s App connected to the server (in the participant’s local time).  

The report can be filtered by: Site number, Subject (participant) number, Vaccination number.  
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 5
DATA CLARIFICATIO

N
 FO

RM
 (DCF) 

5.1
W

hat is a DCF 

TrialM
anager allow

s authorized personnel to request m
odifications to 

certain data item
s via the DCF process. The data reported by the sites 

and participant is considered to be the original electronic source data. 
This data is very rarely, if ever, changed, how

ever, in som
e situations 

data changes are needed. The DCF is the audit trail for data changes. 
Each DCF and its full history are available for review

 during the study 
via TrialM

anager and w
ill be provided to the sites and client at the end 

of the study via the site archive. 
 5.2

Types of data changes allow
ed: 

The follow
ing data m

odifications are perm
itted for this study: 

 
Changes to data previously reported by the participant, i.e., 
increase or decrease in the severity of a local reaction or 
system

ic event previously reported on a given day. It is the 
investigational sites responsibility to ensure such changes are 
only 

requested 
if 

supported 
by 

appropriate 
source 

docum
entation, e.g., telephone contact report detailing the 

initial data entered and the corrected data. 
 

Changes to device set-up inform
ation, i.e., corrections to the 

follow
ing w

hen previously entered incorrectly: 
o

Site num
ber  

o
Participant num

ber  
o

Vaccination num
ber or date of vaccination 

 
Other adm

inistrative changes, i.e.: 
o

M
erging participant data and rem

oval of duplicate 
data – allow

s cleaning of data issues that m
ay result 
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from
 replacem

ent or m
ultiple devices being issued to 

participants. 
o

M
odifying tim

estam
ps - allow

 cleaning of data issues 
arising from

 w
hen the diary device internal clock is 

inaccurate. 
o

Changing participant status  
 W

hen data is m
odified or duplicate data rem

oved, no data is ever fully 
deleted, all data w

ill rem
ain in the data base audit trail. 

 The follow
ing data m

odifications are not perm
itted for this study: 

 
Addition of a form

, e.g., addition of a daily diary that has 
previously been reported as m

issed, or if the device fails and 
the participant is unable to record their daily diary. 

5.3
W

here to create DCFs in TrialM
anager 

You can add a new
 DCF for any participant w

here ever you see the 
‘Add new

 DCF’ button in TrialM
anager. 

It is also possible to add a DCF for a specific participant from
 the 

participant page (so the participant instance w
ill be preselected), or 

from
 a participant’s form

 view
 w

hile review
ing data (so the 

participant instance and the specific form
 w

ill be preselected). 

5.4
How

 to create a DCF 

The steps required to com
plete a new

 DCF are detailed below
. For 

certain DCFs, additional steps m
ay be required to provide the 

necessary level of inform
ation. The system

 w
ill guide you to select the 

necessary inform
ation, w

here this is required. 

 After initiating the DCF as outlined in W
here to create DCFs in 

TrialM
anager:  

1.
Select Site and Participant 
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Note: If the DCF w
as raised at the participant or form

 level, 
entering the site and participant in the dropdow

n w
ill not be 

necessary.  

 

If there are m
ultiple instances for the participant (i.e. m

ultiple 
Daily Diary instance) you m

ust select the correct one based on 
the start date (found in the site index). Alternatively, raise the 
DCF from

 the participant level of the correct instance to pre-
select the participant details. 

2.
Select data to change 

Select the data to be changed, either Participant Inform
ation or 

Q
uestionnaires. Based on the selection a further list w

ill appear, 
as per the exam

ple screenshots below
. Select the option that 

best fits the change, then select ‘Next step’ to proceed to step 3.  
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3.
Specify details (required for som

e DCF types) 
Based on the options selected in the previous step, additional 
inform

ation m
ay be required.  

 
 

4.
Describe the change 

Fill in the 3 required free text boxes to describe the change, in as 
m

uch detail as you can provide. W
hen finished, click ‘Next step’: 

a.
Title for the data change: Give the DCF a brief title 
that describes the change (e.g. ‘U

pdate participant 
num

ber’). 
b.

Reason for change: Describe the issue w
ith as m

any 
details as possible. If this is not specific, processing 
m

ay be delayed. This should not sim
ply outline w

hat 
change m

ust be m
ade but rather provide reason for 

the change explicitly, to act as the audit trail. (e.g. 
‘Participant num

ber w
as entered incorrectly on the 

device’)  
c.

Requested changes: Detail the requested changes. 
Specify any values that need to be changed, including 
the original value and new

 value (e.g. ‘Please change 
X to Y.’).  
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Additional inform

ation required for som
e DCF types: 

Requesting to change a participant’s status: be sure to 
include the date of w

hen the participant status has 
changed in Step 4 (Describe the change). This DCF type 
cannot be processed w

ithout a date w
hen the new

 status 
started.  

M
arking a participant as rem

oved: be sure to specify if form
s saved 

under the participant should also be m
arked as ‘rem

oved’ in Step 4 
(Requested changes). 

5.
Confirm

 

W
hen the DCF has been drafted, you w

ill see a screen w
here 

you can review
 the inform

ation entered and click ‘Save’ to 
save the inform

ation required; or press ’Previous Step’ to 
return to the last step and am

end the inform
ation.  The ‘Save 

and approve’ button can also be seen if your user role allow
s 

you to approve the DCF request. This button should only be 
used if you are sure the data entered in the DCF is correct and 
the request does not need to be review

ed by anyone else 
before sending to Signant Health Data M

anagem
ent. 

090177e195690443\Approved\Approved On: 02-Nov-2020 14:16 (GMT)
 

Page 216

FDA-CBER-2021-5683-0650331



48 / 81 

 
 You w

ill get a confirm
ation that the DCF w

as created successfully after 
pressing either ‘Save’ or ‘Save and approve’.  Select ‘View

 DCF’ to 
change the status of the DCF for processing by the Signant Health Data 
M

anagem
ent Team

, if ‘Save and approve’ w
as not selected. 
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5.5
Approval of DCFs 

W
hen to approve DCFs  

DCFs m
ust be approved once they have been created and confirm

ed 
to have all the necessary and required inform

ation. This m
ay be 

com
pleted separately, once the DCF is created, or during the DCF 

creation process if the user has DCF approval rights. Before Signant 
Health can im

plem
ent a DCF, it m

ust first be approved by the Site.  

How
 to Approve DCFs  

DCFs pending site approval can be m
onitored in the w

eekly DCF 
notification em

ails, w
hich w

ill include links to each DCF, or by 
review

ing the DCF Dashboard on the study’s TrialM
anager M

ain Page. 

After clicking the DCF link from
 the em

ail notification, the user w
ill be 

taken directly to the page w
here the status of the DCF can be changed. 

User can also select the appropriate DCF from
 DCF Dashboard on 

TrialM
anager hom

e page by clicking on the DCF title. 

Before the change requested can be im
plem

ented, the DCF m
ust be 

approved by the follow
ing levels:   

Level 1 (Site): The first level of approval is the Site/Investigator 
approval. Steps below

 describe how
 site personnel can 

approve DCFs.   

Level 2 (Service): Finally, Signant Health Data M
anagem

ent 
Team

 approval is added once all approvals are received, and 
Signant Health have confirm

ed that the DCF includes all 
necessary inform

ation to im
plem

ent the requested changes. 
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Follow
 the instructions below

 in order to ensure the DCF is approved 
for processing: 

1.
Navigate to the DCF and select the ‘Approve’button. 

2.
Next, a confirm

ation screen w
ill appear w

hich allow
s you to 

add a com
m

ent (optional) and approve the DCF. After entering 
your credentials, you can select approve. Please note only 
Investigator and Study Coordinator (DCF) roles can approve 
DCF.
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3.
The DCF is now

 approved by the site; approval status is listed 
on the upper right corner of the DCF. Signant Health can now

 
approve the DCF and im

plem
ent the changes. Note: Signant 

Health 
m

ay 
change 

the 
status 

and 
request 

additional 
inform

ation see How
 to Answ

er Com
m

ents: W
aiting for 

Inform
ation.) 

 

 
 You can follow

 the progress by selecting the DCF and checking 
the status in the ‘DCF’ tab of TrialM

anager and the com
m

ents 
w

ithin the DCF. 
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5.6
Adding Additional Inform

ation to DCFs 

How
 to Answ

er Com
m

ents: W
aiting for Inform

ation 

 

Som
etim

es, DCFs w
ill need additional clarification and w

ill be changed 
to the ‘W

aiting for inform
ation’ status w

ith questions that the site w
ill 

need to answ
er. The DCFs w

aiting for inform
ation can be found on the 

‘M
ain page’ tab of the TrialM

anager.  

DCFs m
ay be placed in a ‘W

aiting for inform
ation’ status for the 

follow
ing reasons:  

DCF w
ording is unclear  

W
rong type of DCF w

as selected  
There is m

issing inform
ation that needs to be confirm

ed  

The follow
ing steps w

ill be required in order to add com
m

ents to 
DCFs in a ‘W

aiting for inform
ation’ status:  

1.
Click on the Title link to review

 and read the com
m

ent history 
for the DCF in the ‘W

aiting for inform
ation’ status. 

2.
Review

 the com
m

ents that details the inform
ation that needs 

to be clarified. Enter a clarifying com
m

ent in the ‘Enter your 
com

m
ent…

’ text box. Try to respond to all questions raised 
w

ith as m
uch detail as possible. If you are still unsure about 

w
hat inform

ation is needed, please state this in your 
com

m
ent. Press the ‘Save com

m
ent’ button w

hen finished.  
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3.
Once the necessary additional inform

ation has been added via 
a com

m
ent, the DCF m

ust be approved again. Follow
 the 

steps outlined in How
 to Approve DCFs above.  

You w
ill notice that the DCF no longer appears on the DCF Notice Board 

on the M
ain page – this m

eans that no further action is needed on that 
DCF. Continue the process w

ith all rem
aining DCFs in your notice board 

until no DCFs appear in the DCF Notice Board. Note: The DCF m
ay be 

m
oved to a ‘W

aiting for inform
ation’ status again if the com

m
ents in 

the DCF are not clear or do not clearly answ
er the questions from

 the 
Signant Health Data M

anagem
ent Team

.  
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How
 to M

odify DCFs  

Until a DCF is either under ‘Ready for approval’ or any ‘Approved’ 
status, the site is able to m

odify the DCF. This can be accom
plished by 

sim
ply selecting the ‘M

odify DCF’ button on the DCF itself.  

W
hen m

aking m
odifications, be sure to save all updates m

ade to the 
DCF and m

ove to ‘Ready for approval’ for processing.  

 

How
 to Cancel/Deny DCFs 

The site can cancel their entered DCF at any tim
e prior to their first 

approval, by selecting the ‘Deny’ button on the DCF page.  

090177e195690443\Approved\Approved On: 02-Nov-2020 14:16 (GMT)
 

Page 223

FDA-CBER-2021-5683-0650338



55 / 81 

By selecting the ‘Deny’ button, this signals to the Signant Health Data 
M

anagem
ent Team

 that the change requested in the DCF should not 
be processed.  

Note: The Signant Heath Data M
anagem

ent Team
 m

ay deny DCFs 
that are not applicable for your protocol or are duplicate requests.  

 5.7
View

ing DCF Com
m

ent and Action History 

A DCF w
ill alw

ays retain the full history of all com
m

ents and actions 
com

m
itted. To view

 the latest activity for a DCF, navigate to the 
‘DCFs’ tab, select the sub-tab, ‘All’, and then click the desired DCF link 
to view

 the DCF detail. Select the check box, ‘Show
 uncom

m
ented 

actions’, and the full history of actions com
m

itted in that DCF w
ill be 

displayed in order of oldest to new
est, top-to-bottom

. 
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The elem
ents of the DCF detail view

 pictured above are defined as 
follow

s: 

1.
Direct links to Participant card and the questionnaire 
under change, as applicable to the DCF 

2.
Changed fields w

ill be displayed if specific fields w
ere 

selected for change during DCF creation. ‘Field’ w
ill 

display the data item
, ‘Initial value’ w

ill display the 
original data item

 value captured via the TrialM
ax 

device, and ‘Current value’ w
ill display the data item

’s 
present value (this m

ay m
atch the ‘Initial value’ if the 

DCF has not been im
plem

ented yet) 

3.
The current status of the DCF w

ill be displayed 

4.
Check box to show

 uncom
m

ented actions, such as a 
status change can be selected for a com

prehensive view
 

of the DCF’s history or deselected for a reduced listing. 
The checkbox w

ill default to unchecked w
hen first 

opening the DCF 

5.
The nam

e of the individual com
m

itting the action and 
the 

com
m

it 
tim

estam
p 

w
ill 

display 
next 

to 
each 

com
m

itted com
m

ent or action  

6.
Com

m
ents entered w

ill display w
ithin quotation m

arks 

7.
Com

m
itted changes directly associated w

ith the DCF w
ill 

display in grey text w
ithout quotations 

Note: DCF com
m

ent and action history item
s com

prise an audit trail of 
all com

m
ents and actions com

m
itted in the DCF and cannot be 

m
odified once com

m
itted. 
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5.8
 DCF Tim

elines and Tips for Success 

DCF Tim
elines 

O
nce a DCF has been approved, Signant Health Data M

anagem
ent w

ill 
review

 and im
plem

ent the request w
ithin 5 w

orking days. If a DCF m
ust 

go to “W
aiting for inform

ation” status, then the im
plem

entation tim
e 

w
ill restart on re-approval of the updated DCF. 

Tips for Success 

It is im
portant that all the data that has been uploaded be review

ed 
and cleaned throughout the study. Please find below

 som
e im

portant 
guidelines on best practices below

: 

1.
It is highly im

portant that data is review
ed and DCFs are raised 

and approved on an ongoing basis to avoid high volum
es of 

DCFs ahead of interim
 and final database locks. 

For exam
ple, you can use the Inconsistencies report to 

identify participants w
ith potentially incorrect participant 

num
bers, or w

ho m
ay need to be m

erged, and you should 
check the participant data to ensure visits are labelled 
correctly.  

2.
Sites should continuously review

 any DCFs w
aiting for m

ore 
inform

ation to provide Signant Health w
ith the inform

ation 
required to im

plem
ent prior to lock dates. Regularly review

 
the ‘DCFs w

aiting for your attention’ noticeboard on the 
TrialM

anager M
ain Page to find any DCFs that need action to 

be taken. 
3.

Sites should ensure that all devices at site have sent data so 
that all data is uploaded and visible in TrialM

anager. 
4.

Please be aw
are that Signant Health does not review

 data or 
raise DCFs. 
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6
Setting up SM

S notifications 
As part of participant setup, you can choose to enter a participant’s 
personal m

obile num
ber to receive activation details via SM

S. US 
participants w

ill need to subscribe w
ith the m

obile phone num
ber 

they w
ish to receive this m

essage on. This should be com
pleted 

before setting up a participant. 

To opt-in to receive SM
S activation code, send a text m

essage w
ith 

the w
ord SUBSCRIBE to phone num

ber 42526. W
hen you opt-in to 

the service, you w
ill receive a reply confirm

ing your signup. Once 
confirm

ation of subscription m
essage is received, the participant w

ill 
be able to receive SM

S activation code. 
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7
How

 to set up a participant in TrialM
anager 

Participant setup m
ust be perform

ed by site staff through 
TrialM

anager for all participants. This m
ust be done w

hen the 
participant is at your site for their first study visit and not prior as it is 
a prerequisite for the participant to start entering data in the App.  
Login to TrialM

anager to begin. 

Select ‘Add new
 participant’ 

  

You w
ill then be taken to a screen w

here you w
ill need to enter the 

participant num
ber and provide participant inform

ation; including 
their language, tim

e zone, device type, contact inform
ation (for 

receiving activation details), and Daily Diary rem
inder tim

e.  
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 Select “Next” once all the required fields have been filled out. 

Note: M
obile phone num

ber and em
ail address are used by the 

TrialM
ax system

 to send an activation code to participant. Therefore, 
it is im

portant that this inform
ation is entered correctly. The 

participant should enter either their personal em
ail address and/or 

m
obile num

ber to receive the activation code. 
 Next you w

ill see a confirm
ation screen, w

here you w
ill be able to 

review
 the participant contact inform

ation (m
obile phone num

ber 
and em

ail address) you have entered.  Carefully check the details and 
then select “Confirm

”.  This w
ill lead you to another page confirm

ing 
the other participant inform

ation that has been entered. Carefully 
check this inform

ation as w
ell, then select “Confirm

”.  
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You w
ill then receive a m

essage on screen that w
ill confirm

 that the 
participant w

as created successfully. You w
ill also see displayed a 

Participant Card that is sent to the participant via em
ail/SM

S. This 
participant card contains their activation code and applicable 
instructions for getting set up w

ith the App.  

TrialM
anager w

ill also display a copy of the participant’s card on 
screen and this should be printed if possible, to m

ake it m
ore 

convenient for the participant. Be sure to w
rite dow

n the Activation 
Code displayed on screen and provide this to the participant.  

 

Press “Next” to conclude setup. 
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7.1
How

 to Activate the App  

W
hen the participant setup is com

plete and the participant receives 
their participant card w

ith the w
elcom

e m
essage and activation code, 

the participant should also be provided w
ith a fully charged Sam

sung 
device (provisioned device) to use in the study. 

 

     
 

 

Once the activation code has been entered appropriately, the 
participant w

ill be taken to the login screen w
here they should enter 

the default PIN code ‘1234’ to login for the first tim
e. 

 

The activation screen is the 
first screen presented w

hen 
the provisioned device is 
turned on. Here, the 
participant w

ill need to enter 
the activation code provided in 
the participant card/ 
SM

S/em
ail m

essage. 
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7.1.1
How

 to setup W
iFi on the Provisioned Device 

W
iFi can be configured on the provisioned devices. To access the 

W
iFi Settings on the provisioned device please follow

 these steps: 

1.
Press the ‘hom

e’ button on the device.  
2.

Next, press the ‘gear’ sym
bol in the top right-hand corner of 

the screen. 
3.

Select ‘W
iFi settings’ to display a list of available netw

orks. 
4.

Select the appropriate netw
ork from

 the list and enter the 
passw

ord if required. O
nce the connection is authenticated, 

the W
iFi w

ill connect. 
5.

You can then return by clicking the ‘hom
e’ button, and the 

App w
ill autom

atically open.  

7.1.2
Instructions for reusing the Provisioned Device  

The App supports the reuse of the Provisioned Devices, m
eaning that 

w
hen one participant has finished using the device, it can be setup 

for a subsequent participant. To reuse the Provisioned Device for 
another participant, all unsent clinical data m

ust first be sent to 
Signant Health.  

  
In order to do this, you w

ill first need to 
login to the Logistics Page on the device. 

From
 the login screen, first enter 

the ‘Special Code’, 8888 to ready 
the device for the logistics pIN 
Then enter the ‘Logistics PIN’, 
4422  
Once both PINs have been 
entered in succession, you w

ill be 
taken to the Logistics Page 
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From
 the Logistics Page, select 

‘Resend data’ to send any 
unsent clinical data to Signant 
Health 

The device cannot be reset until all 
clinical data has successfully been sent. 
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Note: if there are new
 unsent variables 

after the data send (due to protocol), 
but all Daily Diary data has successfully 
been sent, then the App can still be 
reset 

 If there is no unsent data, or once all 
unsent data has successfully been sent, 
the ‘Reset app’ button w

ill appear  

Selecting ‘Reset app Button w
ill reset 

the App for the next participant 
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 7.2
Selecting a TrialM

ax App PIN  

The TrialM
ax app has certain restrictions for PIN codes: 

Easily rem
em

bered by the user (ex: m
em

orable date)  
It cannot be the sam

e as the default PIN code 
It m

ust be four digits 
It m

ust not contain running num
bers, e.g. 2345, 5678 w

ill 
not be accepted 
It m

ust not 
contain m

ore 
than three 

consecutively 
repeated num

bers, e.g. 1111, 2222 w
ill not be accepted 

The participant should not share their PIN code w
ith anyone, not 

even 
w

ith 
study 

staff. 
The 

new
 

PIN 
code 

m
ust 

rem
ain 

confidential, w
ith only the participant know

ing the PIN code.   

Selecting the ‘Reset app’ Button w
ill 

reset the App; the App w
ill do one m

ore 
final data sync, then is reset and returns 
to pre-activated state, ready for another 
participant to be setup 
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If a participant forgets their PIN code, they w
ill need to contact the 

helpdesk w
ho w

ill be able to reset the PIN code. 

 7.3
Logging In &

 Setting Security Q
uestion 

After the activation code is entered, 
the participant w

ill be asked to log in 
to the App. The user w

ill have to 
enter the default four-digit PIN code 
(1234) to access the App and w

ill 
then be prom

pted to change their 
PIN to a unique 4-digit PIN.   

The participant should not share 
his/her PIN code w

ith anyone, not 
even w

ith study staff. The new
 PIN 

code m
ust rem

ain confidential, w
ith 

only the participant know
ing the PIN 

code. 

 

Once the participant has changed their PIN, they w
ill be prom

pted to 
select and answ

er a security question w
hich w

ill assist the helpdesk 
in resetting their PIN code should they forget it during the study. 

After PIN code change and security question selection is fully 
com

plete, the participant w
ill be led straight into training on how

 to 
use the App.   
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7.4
Training on the TrialM

ax App  

This initial, m
andatory training is required to be com

pleted before 
the participant can access any other portions of the App (including 
the Daily Diary). 

The training is brief and provides helpful inform
ation on App usage as 

w
ell as a sam

pling of the types of questions they w
ill encounter w

hile 
using the App over the course of the study.   

 

  Once the participant has concluded 
the Training, they w

ill receive this 
screen confirm

ing their com
pletion. 

  

 By tapping ‘Next’ the participant w
ill then be directed to the m

ain 
m

enu of the App w
here they w

ill be able com
plete their Daily Diary 

and m
odify their settings. 

Please note – any activities perform
ed w

hile logged into the App 
should be perform

ed by the participant only.  Site staff w
ill not need 

to login to the App for any purposes. 
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7.5
Softw

are Updates  

Site users/participants do not need to take any special action to 
perform

 a softw
are update during the course of the study; any 

available update is autom
atically dow

nloaded w
hen the TrialM

ax App 
is opened and logged in. The login process m

ay appear to take longer 
than usual w

hen there is a softw
are update, how

ever a percentage 
w

ill be displayed on the device indicating progress. 

 8
M

anaging Participants in TrialM
anager 

8.1
Participant Card 

Upon clicking on a participant num
ber from

 the m
ain page in 

TrialM
anager, the participant/subject’s inform

ation card w
ill display:  

This w
ill show

 details for 
the 

participant, including: language, 
participant status, study group, study start date, and the status of App 
installation. 

Here is w
here you w

ill activate a new
 App for a participant due to loss, 

theft, or change in provision device over the course of the study. 
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8.2
Activating a new

 App for an Existing Participant 

This section w
ill explain how

 the participant and site w
ill handle 

activating new
 Apps for existing participants.  

There are three instances in w
hich a new

 App activation m
ay be 

needed:  

1)
If the participant needs a new

 activation code due broken 
device, loss or theft of device, changing device during the 
study, or 

2)
If the participant has not used their provided activation code 
w

ithin 72 hours w
hich is the expiration lim

it.  This should not 
occur since the participant is to activate the app as soon as 
possible at the visit, or  

3)
If the subject is sw

itching betw
een using their personal 

device and a provisioned device. 

The steps to handle either of these situations are the sam
e: 

Login to TrialM
anager and select the appropriate participant.  From

 
the participant card screen, select the ‘Activate a new

 app diary’ 
button 

 

You w
ill be required to select the participant’s m

obile phone num
ber 

and/or em
ail address.  Once entered, select ‘Next’. 
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 On the next page, m
ake sure the entered inform

ation is correct, then 
select “Confirm

”. 

You w
ill then receive a m

essage on screen that w
ill confirm

 that the 
participant w

as created successfully. You w
ill also see displayed a 

Participant card that is sent to the participant via em
ail/SM

S (if 
provided).  This Participant card contains their new

 activation code 
and applicable instructions for getting set up w

ith the App. 
TrialM

anager w
ill also display a copy of the card w

hich can be printed 
to m

ake it m
ore convenient for the participant.  

Press ‘Exit’ to return to your site in TrialM
anager.  
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 The participant should then follow
 the appropriate steps to install 

and/or activate their App as outlined in the Participant Setup section 
of this guide. 

8.3
M

anagem
ent tab 

Upon clicking on a participant num
ber from

 the m
ain page in 

TrialM
anager, the participant’s inform

ation card w
ill display.  Clicking 

on the button titled ‘M
anagem

ent’ w
ill bring you to a page displaying 

several options/settings for that participant.  Here you can log 
vaccination dates, update Daily Diary rem

inder tim
es, change 

participant language for the App, add or update participant 
inform

ation, and deactivate a participant from
 the study.  Details for 

each activity are provided in the follow
ing sections. 
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8.3.1
Activating a N

ew
 Vaccination 

W
hen a participant com

es in for the first vaccination the participant 
needs to be set up on TrialM

anager. The vaccination is autom
atically 

activated on the day of a new
 participant set up, for instance, in the 

exam
ple below

, the participant w
as set up on TrialM

anager, and 
vaccinated on 02-Apr-2020. 

**If their vaccination date is not set in TrialM
anager before they 

leave the site office, they w
ill NO

T be able to com
plete their Daily 

Diary. Please be sure this is done before they leave.** 

 

To activate subsequent diaries, click ‘Activate’ next to the 
appropriate visit. You w

ill then be asked to select the date of the next 
vaccination. In the exam

ple above, Vaccination 2 still requires 
activation. 
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8.3.2
Changing Daily Diary Rem

inder Tim
e 

Site staff have the ability to adjust the tim
e that rem

inder 
notifications w

ill be sent to participants to com
plete their Daily Diary 

each day (during the post-vaccination periods).  This can be m
odified 

by accessing the ‘M
anagem

ent’ tab in TrialM
anager for the particular 

participant. 

Additionally, participants m
ay change this on their ow

n by logging 
into the App and selecting ‘Inform

ation and Settings’ from
 the m

ain 
m

enu screen.  This w
ill lead them

 to several options including ‘Diary 
Rem

inder’ w
hich w

ill allow
 them

 to adjust the tim
e.  The perm

itted 
w

indow
 for rem

inders to be sent is betw
een 6:00pm

 and 10:00pm
 in 

15-m
inute increm

ents.  
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8.4
Deactivating a Participant from

 the Study 

W
hether the participant needs to be term

inated early or has reached 
end of study, the participant m

ust be deactivated by the site in 
TrialM

anager so that they can no longer login to the App and record 
study data. 

This can be handled by accessing the ‘M
anagem

ent’ tab in 
TrialM

anager for the particular participant.  Selecting ‘Deactivate this 
participant’ at the very bottom

 of the page (red header) w
ill 

deactivate the participant and prevent further login to the App. 
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Upon clicking this button, you w
ill be asked to confirm

 this is the 
desired action: 

 

Selecting “Confirm
” w

ill successfully deactivate the participant w
hile 

clicking “Cancel” w
ill return you to the m

anagem
ent tab for that 

participant.   

Once deactivated, participants w
ill no longer display on the ‘Active 

Participants’ tab in your m
ain page of TrialM

anager.  There is a 
separate tab titled ‘Deactivated Participants’ that w

ill list any 
participants w

ho have been deactivated. 

 8.5
Participant Travel 

  

 
   

 

All provisioned devices w
ill update the tim

e 
zone autom

atically if the participant travels 
betw

een different tim
e zones. 
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9
How

 to Request Additional Supplies 
If a Site requires device re-supply (for exam

ple m
ore provisioned 

devices than initially allocated in their first shipm
ent), they can 

request it via the Helpdesk (see Helpdesk phone num
ber in Helpdesk 

Operating Hours). The request m
ust be approved by the Pfizer Study 

Team
, as all initial site allocations are predeterm

ined.   

IM
PORTANT NOTE: Rem

em
ber that provisioned devices can be 

reused after one participant has finished using the device. 

Once approved, it w
ill take 5 business days to prepare any additional 

shipm
ents. These w

ill be shipped w
ith standard delivery service. 

Replacem
ent device requests (for exam

ple for devices that are lost or 
broken during use) should be requested via the Helpdesk. A return 
shipm

ent label w
ill be provided, along w

ith a Faulty Device Return 
form

 to indicate w
hy a replacem

ent is needed. 

10
How

 to return the provisioned devices 
At the end of the study ALL devices m

ust be returned to Signant 
Health.  

W
hen returning devices to Signant Health, UPS w

ill need to pick them
 

up. If the site does not have a regular pickup, they w
ill have to call their 

local UPS office for a pickup. The UPS num
ber is different in each 

country. The UPS driver can bring a m
anual w

aybill to the site if they 
do not have one. Please see Appendix A for US Logistics device returns 
instructions. 

If you need to return a faulty device to Signant Health, m
ake sure to 

include a com
pleted Faulty Device Return Form

 (refer to Signant 
Health Helpdesk for a form

) w
ith the return. Only devices w

ith a Faulty 
Device Return Form

 included w
ill be investigated for any unsent data. 
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11
Frequently Asked Q

uestions 
 Q

:  W
here can I get m

ore help? 

A: Please contact the Signant Health Helpdesk. The Helpdesk is 
available 24/7 via the phone num

ber provided at the beginning of 
this guide or on the participant’s Q

uick Reference Guide or Device 
Label. Please m

ake sure to provide as m
uch inform

ation as you can 
about the problem

. For any protocol or health-related questions, 
please contact your study m

onitor. 

 Q
:  How

 often should the provisioned device be charged? 

A: Please be sure to leave the provisioned device plugged into the 
charger w

hen not in use to keep it fully charged.  

 Q
:  W

hat do I do if m
y provisioned device does not sw

itch on? 

A:  Charge the provisioned device for tw
o (2) hours. After charging, 

turn the device on. If the hom
e screen w

ith m
essage and App icons 

does not appear, call the Helpdesk. 

 Q
: A participant forgot their PIN code and cannot use their 

provisioned device. How
 can the PIN code be retrieved? 

A: The participant’s PIN code can be retrieved. The participant should 
call the helpdesk w

ho w
ill retrieve their original PIN code. 

 Q
: How

 w
ill the participant know

 how
 to send data? 

A: The App w
ill do it autom

atically, as long as the device is online. The 
App w

ill send data each tim
e the participant logs in, and also w

hen 
saving study answ

ers. 
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Q
: A participant forgot to com

plete their Daily Diary on one day. Can 
that be added later on? 

A: 
No. 

Data 
cannot 

be 
entered 

retrospectively. 
How

ever, 
the 

participant can update their sym
ptom

s – both experience and severity 
w

ithin the sam
e day.  

  Q
: W

hat should be done if the device is unable to send data? 

A: As soon as the participant logs into the App, unsent data w
ill be 

sent im
m

ediately once a connection is established. If the participant 
cannot seem

 to access a connection, please rem
ind them

 that all data 
w

ill be saved and autom
atically sent the next tim

e they use the 
device online. If they continue to have issues w

ith data sending, 
please contact helpdesk. 
 Q

: Is the participant able to change the tim
e and/or settings on a 

provisioned device? 

A: The provisioned device is locked to only enable usage of the App 
and W

iFi setup. The participant cannot change the tim
e or m

ake any 
other changes to the settings. Also, the device uses the netw

ork-
provided date and tim

e, so if the participant travels to a different tim
e 

zone 
or 

there 
are 

changes 
in 

daylight 
savings, 

the 
tim

e 
w

ill 
autom

atically be updated. 
 Q

: Can the participant send data w
hile aw

ay on vacation in another 
country or region? 

A: Yes, as long as they can connect to a netw
ork. Because of tim

e zone 
differences, the tim

e of entry m
ay appear different. 
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Q
: W

hat happens if the participant forgets to log out of the App?  

A: If the participant does not log out of the App, the App w
ill 

autom
atically log the participant out. Please note that any unsaved 

answ
ers w

ill be deleted from
 the App at that tim

e. 

 Q
: W

ill the Helpdesk answ
er questions related to the Daily Diary 

itself? 

A: The Helpdesk can provide answ
ers on how

 the Daily Diary 
functions, but for any vaccine or study-related questions, the 
participant needs to contact the site. 

 Q
:  The participant does not understand the questions.  W

hat 
should I do? 

A: If the participant does not understand the questions in the 
TrialM

ax App, you m
ay have to explain w

hat is being asked. The 
Helpdesk cannot answ

er any health-related questions. For further 
assistance w

ith the questions, please contact your study m
onitor. 
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12
APPEN

DIX A: US LO
GISTICS DEVICE 

RETURNS 
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