
Country Protocol # - Site # List of IEC Approvals of Protocols/ Amendment(s) Date of IEC Approvals of Protocols/ Amendment(s)
Argentina 3475-062 - 0181 IRB/IEC Approval of Protocol 16-FEB-2016

Argentina 3475-062 - 0181 IRB/IEC Approval of Protocol Amendment # 5 29-NOV-2016

Argentina 3475-062 - 0181 IRB/IEC Approval of Protocol Amendment # 6 11-APR-2017

Argentina 3475-062 - 0181 IRB/IEC Approval of Protocol Amendment # 8 27-FEB-2018

Argentina 3475-062 - 0182 IRB/IEC Approval of Protocol 07-AUG-2015

Argentina 3475-062 - 0182 IRB/IEC Approval of Protocol Amendment # 5 09-NOV-2016

Argentina 3475-062 - 0182 IRB/IEC Approval of Protocol Amendment # 6 12-APR-2017

Argentina 3475-062 - 0186 IRB/IEC Approval of Protocol 25-AUG-2015

Argentina 3475-062 - 0186 IRB/IEC Approval of Protocol Amendment # 5 22-NOV-2016

Argentina 3475-062 - 0186 IRB/IEC Approval of Protocol Amendment # 6 23-MAY-2017

Argentina 3475-062 - 0190 IRB/IEC Approval of Protocol 24-NOV-2016

Argentina 3475-062 - 0190 IRB/IEC Approval of Protocol Amendment # 6 12-APR-2017

Australia 3475-062 - 0112 IRB/IEC Approval of Protocol 11-AUG-2015

Australia 3475-062 - 0112 IRB/IEC Approval of Protocol Amendment # 5 01-FEB-2017

Australia 3475-062 - 0112 IRB/IEC Approval of Protocol Amendment # 6 27-APR-2017

Australia 3475-062 - 0113 IRB/IEC Approval of Protocol 29-FEB-2016

Australia 3475-062 - 0113 IRB/IEC Approval of Protocol Amendment # 5 01-FEB-2017

Australia 3475-062 - 0113 IRB/IEC Approval of Protocol Amendment # 6 26-APR-2017

List of IEC Approvals Dates and Description of Incentives

Proprietary



Australia 3475-062 - 0114 IRB/IEC Approval of Protocol 03-DEC-2015

Australia 3475-062 - 0114 IRB/IEC Approval of Protocol Amendment # 5 01-FEB-2017

Australia 3475-062 - 0114 IRB/IEC Approval of Protocol Amendment # 6 26-APR-2017

Australia 3475-062 - 0115 IRB/IEC Approval of Protocol 11-AUG-2015

Australia 3475-062 - 0115 IRB/IEC Approval of Protocol Amendment # 5 01-FEB-2017

Australia 3475-062 - 0115 IRB/IEC Approval of Protocol Amendment # 6 08-MAY-2017

Australia 3475-062 - 0117 IRB/IEC Approval of Protocol 27-NOV-2015

Australia 3475-062 - 0117 IRB/IEC Approval of Protocol Amendment # 5 15-FEB-2017

Australia 3475-062 - 0117 IRB/IEC Approval of Protocol Amendment # 6 26-JUN-2017

Australia 3475-062 - 0118 IRB/IEC Approval of Protocol 12-AUG-2015

Australia 3475-062 - 0118 IRB/IEC Approval of Protocol Amendment # 5 01-FEB-2017

Australia 3475-062 - 0118 IRB/IEC Approval of Protocol Amendment # 6 27-APR-2017

Austria 3475-062 - 0412 Central IRB/IEC Approval of Protocol 24-AUG-2015

Austria 3475-062 - 0412 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

Austria 3475-062 - 0412 Central IRB/IEC Approval of Protocol Amendment # 6 13-APR-2017

Austria 3475-062 - 0412 Central IRB/IEC Approval of Protocol Amendment # 8 24-JAN-2018

Proprietary



Austria 3475-062 - 0414 Central IRB/IEC Approval of Protocol 24-AUG-2015

Austria 3475-062 - 0414 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

Austria 3475-062 - 0414 Central IRB/IEC Approval of Protocol Amendment # 6 13-APR-2017

Austria 3475-062 - 0414 Central IRB/IEC Approval of Protocol Amendment # 8 24-JAN-2018

Austria 3475-062 - 0416 Central IRB/IEC Approval of Protocol 24-AUG-2015

Austria 3475-062 - 0416 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

Austria 3475-062 - 0416 Central IRB/IEC Approval of Protocol Amendment # 6 13-APR-2017

Austria 3475-062 - 0416 Central IRB/IEC Approval of Protocol Amendment # 8 24-JAN-2018

Austria 3475-062 - 0416 IRB/IEC Approval of Protocol 22-JUL-2016

Belgium 3475-062 - 0401 Central IRB/IEC Approval of Protocol 28-OCT-2015

Belgium 3475-062 - 0401 Central IRB/IEC Approval of Protocol Amendment # 5 16-DEC-2016

Belgium 3475-062 - 0401 Central IRB/IEC Approval of Protocol Amendment # 6 06-JUL-2017

Proprietary



Belgium 3475-062 - 0401 Central IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Belgium 3475-062 - 0401 IRB/IEC Approval of Protocol 27-OCT-2015

Belgium 3475-062 - 0402 Central IRB/IEC Approval of Protocol 28-OCT-2015

Belgium 3475-062 - 0402 Central IRB/IEC Approval of Protocol Amendment # 5 16-DEC-2016

Belgium 3475-062 - 0402 Central IRB/IEC Approval of Protocol Amendment # 6 06-JUL-2017

Belgium 3475-062 - 0402 Central IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Belgium 3475-062 - 0402 IRB/IEC Approval of Protocol 28-OCT-2015

Belgium 3475-062 - 0403 Central IRB/IEC Approval of Protocol 28-OCT-2015

Proprietary



Belgium 3475-062 - 0403 Central IRB/IEC Approval of Protocol Amendment # 5 16-DEC-2016

Belgium 3475-062 - 0403 Central IRB/IEC Approval of Protocol Amendment # 6 06-JUL-2017

Belgium 3475-062 - 0403 Central IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Belgium 3475-062 - 0403 IRB/IEC Approval of Protocol 7-Sep-16

Brazil 3475-062 - 0171 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0171 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0171 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0171 IRB/IEC Approval of Protocol 08-OCT-2015

Brazil 3475-062 - 0171 IRB/IEC Approval of Protocol Amendment # 5 06-DEC-2016

Brazil 3475-062 - 0171 IRB/IEC Approval of Protocol Amendment # 6 21-JUN-2017

Brazil 3475-062 - 0172 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0172 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Proprietary



Brazil 3475-062 - 0172 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0172 IRB/IEC Approval of Protocol 18-JUL-2016

Brazil 3475-062 - 0172 IRB/IEC Approval of Protocol Amendment # 5 03-APR-2017

Brazil 3475-062 - 0172 IRB/IEC Approval of Protocol Amendment # 6 04-AUG-2017

Brazil 3475-062 - 0173 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0173 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0173 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0173 IRB/IEC Approval of Protocol 20-JUN-2016

Brazil 3475-062 - 0173 IRB/IEC Approval of Protocol Amendment # 5 08-MAR-2017

Brazil 3475-062 - 0173 IRB/IEC Approval of Protocol Amendment # 6 03-AUG-2017

Brazil 3475-062 - 0174 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0174 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0174 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0174 IRB/IEC Approval of Protocol 08-JUN-2016

Brazil 3475-062 - 0174 IRB/IEC Approval of Protocol Amendment # 5 12-MAY-2017

Proprietary



Brazil 3475-062 - 0174 IRB/IEC Approval of Protocol Amendment # 6 07-AUG-2017

Brazil 3475-062 - 0175 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0175 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0175 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0175 IRB/IEC Approval of Protocol 04-NOV-2016

Brazil 3475-062 - 0175 IRB/IEC Approval of Protocol Amendment # 5 21-FEB-2017

Brazil 3475-062 - 0175 IRB/IEC Approval of Protocol Amendment # 6 NA

Brazil 3475-062 - 0176 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0176 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0176 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0176 IRB/IEC Approval of Protocol 27-JUN-2016

Brazil 3475-062 - 0176 IRB/IEC Approval of Protocol Amendment # 5 03-APR-2017

Brazil 3475-062 - 0176 IRB/IEC Approval of Protocol Amendment # 6 29-AUG-2017

Brazil 3475-062 - 0177 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0177 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0177 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0177 IRB/IEC Approval of Protocol 24-JUL-2016

Proprietary



Brazil 3475-062 - 0177 IRB/IEC Approval of Protocol Amendment # 5 24-MAR-2017

Brazil 3475-062 - 0177 IRB/IEC Approval of Protocol Amendment # 6 09-AUG-2017

Brazil 3475-062 - 0178 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0178 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0178 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0178 IRB/IEC Approval of Protocol 20-JUL-2016

Brazil 3475-062 - 0178 IRB/IEC Approval of Protocol Amendment # 5 23-MAR-2017

Brazil 3475-062 - 0178 IRB/IEC Approval of Protocol Amendment # 6 07-NOV-2017

Brazil 3475-062 - 0179 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0179 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0179 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0179 IRB/IEC Approval of Protocol 03-JUN-2016

Brazil 3475-062 - 0179 IRB/IEC Approval of Protocol Amendment # 5 12-APR-2017

Brazil 3475-062 - 0179 IRB/IEC Approval of Protocol Amendment # 6 09-AUG-2017

Brazil 3475-062 - 0180 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0180 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0180 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Proprietary



Brazil 3475-062 - 0180 IRB/IEC Approval of Protocol 25-OCT-2016

Brazil 3475-062 - 0180 IRB/IEC Approval of Protocol Amendment # 5 31-MAR-2017

Brazil 3475-062 - 0180 IRB/IEC Approval of Protocol Amendment # 6 28-JUL-2017

Brazil 3475-062 - 0468 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0468 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0468 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0468 IRB/IEC Approval of Protocol 26-OCT-2016

Brazil 3475-062 - 0468 IRB/IEC Approval of Protocol Amendment # 5 20-FEB-2017

Brazil 3475-062 - 0468 IRB/IEC Approval of Protocol Amendment # 6 NA

Brazil 3475-062 - 0469 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0469 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Brazil 3475-062 - 0469 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0469 IRB/IEC Approval of Protocol 22-NOV-2016

Brazil 3475-062 - 0469 IRB/IEC Approval of Protocol Amendment # 5 05-MAY-2017

Brazil 3475-062 - 0469 IRB/IEC Approval of Protocol Amendment # 6 22-AUG-2017

Brazil 3475-062 - 0470 Central IRB/IEC Approval of Protocol 06-MAY-2016

Brazil 3475-062 - 0470 Central IRB/IEC Approval of Protocol Amendment # 5 31-JAN-2017

Proprietary



Brazil 3475-062 - 0470 Central IRB/IEC Approval of Protocol Amendment # 6 24-JUN-2017

Brazil 3475-062 - 0470 IRB/IEC Approval of Protocol 10-NOV-2016

Brazil 3475-062 - 0470 IRB/IEC Approval of Protocol Amendment # 5 28-MAR-2017

Brazil 3475-062 - 0470 IRB/IEC Approval of Protocol Amendment # 6 28-JUL-2017

Chile 3475-062 - 0162 IRB/IEC Approval of Protocol 06-OCT-2015

Chile 3475-062 - 0162 IRB/IEC Approval of Protocol Amendment # 5 06-MAR-2017

Chile 3475-062 - 0162 IRB/IEC Approval of Protocol Amendment # 6 11-APR-2017

Chile 3475-062 - 0162 IRB/IEC Approval of Protocol Amendment # 8 26-JAN-2018

Chile 3475-062 - 0163 IRB/IEC Approval of Protocol 17-DEC-2015

Chile 3475-062 - 0163 IRB/IEC Approval of Protocol Amendment # 5 06-DEC-2016

Chile 3475-062 - 0163 IRB/IEC Approval of Protocol Amendment # 6 02-MAY-2017

Chile 3475-062 - 0163 IRB/IEC Approval of Protocol Amendment # 8 06-MAR-2018

Chile 3475-062 - 0164 IRB/IEC Approval of Protocol 24-SEP-2015

Chile 3475-062 - 0164 IRB/IEC Approval of Protocol Amendment # 5 23-MAR-2017

Chile 3475-062 - 0164 IRB/IEC Approval of Protocol Amendment # 6 23-NOV-2017

Proprietary



Chile 3475-062 - 0164 IRB/IEC Approval of Protocol Amendment # 8 NA

Chile 3475-062 - 0165 IRB/IEC Approval of Protocol 05-AUG-2015

Chile 3475-062 - 0165 IRB/IEC Approval of Protocol Amendment # 5 29-DEC-2016

Chile 3475-062 - 0165 IRB/IEC Approval of Protocol Amendment # 6 26-APR-2017

Colombia 3475-062 - 0151 IRB/IEC Approval of Protocol 08-OCT-2015

Colombia 3475-062 - 0151 IRB/IEC Approval of Protocol Amendment # 5 30-DEC-2016

Colombia 3475-062 - 0151 IRB/IEC Approval of Protocol Amendment # 6 1-Dec-17

Colombia 3475-062 - 0152 IRB/IEC Approval of Protocol 10-NOV-2015

Colombia 3475-062 - 0152 IRB/IEC Approval of Protocol Amendment # 5 17-DEC-2016

Colombia 3475-062 - 0152 IRB/IEC Approval of Protocol Amendment # 6 06-JUL-2017

Colombia 3475-062 - 0154 IRB/IEC Approval of Protocol 07-OCT-2015

Colombia 3475-062 - 0154 IRB/IEC Approval of Protocol Amendment # 5 17-MAY-2017

Colombia 3475-062 - 0156 IRB/IEC Approval of Protocol 02-SEP-2016

Colombia 3475-062 - 0156 IRB/IEC Approval of Protocol Amendment # 5 17-FEB-2017

Colombia 3475-062 - 0156 IRB/IEC Approval of Protocol Amendment # 6 07-JUL-2017

Colombia 3475-062 - 0156 IRB/IEC Approval of Protocol Amendment # 8 NA

Proprietary



Czech Republic 3475-062 - 0391 Central IRB/IEC Approval of Protocol 19-OCT-2015

Czech Republic 3475-062 - 0391 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Czech Republic 3475-062 - 0391 Central IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Czech Republic 3475-062 - 0391 Central IRB/IEC Approval of Protocol Amendment # 8 12-FEB-2018

Czech Republic 3475-062 - 0391 IRB/IEC Approval of Protocol 03-SEP-2015

Czech Republic 3475-062 - 0391 IRB/IEC Approval of Protocol Amendment # 5 13-DEC-2016

Czech Republic 3475-062 - 0391 IRB/IEC Approval of Protocol Amendment # 6 25-APR-2017

Czech Republic 3475-062 - 0391 IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Czech Republic 3475-062 - 0393 Central IRB/IEC Approval of Protocol 19-OCT-2015

Proprietary



Czech Republic 3475-062 - 0393 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Czech Republic 3475-062 - 0393 Central IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Czech Republic 3475-062 - 0393 Central IRB/IEC Approval of Protocol Amendment # 8 12-FEB-2018

Czech Republic 3475-062 - 0393 IRB/IEC Approval of Protocol 19-OCT-2015

Czech Republic 3475-062 - 0393 IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Czech Republic 3475-062 - 0393 IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Czech Republic 3475-062 - 0393 IRB/IEC Approval of Protocol Amendment # 8 12-FEB-2018

Czech Republic 3475-062 - 0394 Central IRB/IEC Approval of Protocol 19-OCT-2015

Czech Republic 3475-062 - 0394 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Proprietary



Czech Republic 3475-062 - 0394 Central IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Czech Republic 3475-062 - 0394 Central IRB/IEC Approval of Protocol Amendment # 8 12-FEB-2018

Czech Republic 3475-062 - 0394 IRB/IEC Approval of Protocol 17-SEP-2015

Czech Republic 3475-062 - 0394 IRB/IEC Approval of Protocol Amendment # 5 07-DEC-2016

Czech Republic 3475-062 - 0394 IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Czech Republic 3475-062 - 0395 Central IRB/IEC Approval of Protocol 19-OCT-2015

Czech Republic 3475-062 - 0395 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Czech Republic 3475-062 - 0395 Central IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Proprietary



Czech Republic 3475-062 - 0395 Central IRB/IEC Approval of Protocol Amendment # 8 12-FEB-2018

Czech Republic 3475-062 - 0395 IRB/IEC Approval of Protocol 12-AUG-2015

Czech Republic 3475-062 - 0395 IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

Czech Republic 3475-062 - 0395 IRB/IEC Approval of Protocol Amendment # 6 12-APR-2017

Czech Republic 3475-062 - 0395 IRB/IEC Approval of Protocol Amendment # 8 14-FEB-2018

Czech Republic 3475-062 - 0396 Central IRB/IEC Approval of Protocol 19-OCT-2015

Czech Republic 3475-062 - 0396 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Czech Republic 3475-062 - 0396 Central IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Proprietary



Czech Republic 3475-062 - 0396 Central IRB/IEC Approval of Protocol Amendment # 8 12-FEB-2018

Czech Republic 3475-062 - 0396 IRB/IEC Approval of Protocol 03-SEP-2015

Czech Republic 3475-062 - 0396 IRB/IEC Approval of Protocol Amendment # 5 01-DEC-2016

Czech Republic 3475-062 - 0396 IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Czech Republic 3475-062 - 0398 Central IRB/IEC Approval of Protocol 19-OCT-2015

Czech Republic 3475-062 - 0398 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Czech Republic 3475-062 - 0398 Central IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Czech Republic 3475-062 - 0398 Central IRB/IEC Approval of Protocol Amendment # 8 12-FEB-2018

Proprietary



Czech Republic 3475-062 - 0398 IRB/IEC Approval of Protocol 12-AUG-2015

Czech Republic 3475-062 - 0398 IRB/IEC Approval of Protocol Amendment # 5 05-JAN-2017

Czech Republic 3475-062 - 0398 IRB/IEC Approval of Protocol Amendment # 6 06-APR-2017

Czech Republic 3475-062 - 0398 IRB/IEC Approval of Protocol Amendment # 8 01-FEB-2018

Czech Republic 3475-062 - 0400 Central IRB/IEC Approval of Protocol 19-OCT-2015

Czech Republic 3475-062 - 0400 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Czech Republic 3475-062 - 0400 Central IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Czech Republic 3475-062 - 0400 Central IRB/IEC Approval of Protocol Amendment # 8 12-FEB-2018

Proprietary



Czech Republic 3475-062 - 0400 IRB/IEC Approval of Protocol 07-SEP-2016

Czech Republic 3475-062 - 0400 IRB/IEC Approval of Protocol Amendment # 5 30-NOV-2016

Czech Republic 3475-062 - 0400 IRB/IEC Approval of Protocol Amendment # 6 15-MAY-2017

Germany 3475-062 - 0351 Central IRB/IEC Approval of Protocol 01-OCT-2015

Germany 3475-062 - 0351 Central IRB/IEC Approval of Protocol Amendment # 6 27-APR-2017

Germany 3475-062 - 0351 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Germany 3475-062 - 0351 IRB/IEC Approval of Protocol 01-OCT-2015

Germany 3475-062 - 0351 IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Germany 3475-062 - 0354 Central IRB/IEC Approval of Protocol 01-OCT-2015

Germany 3475-062 - 0354 Central IRB/IEC Approval of Protocol Amendment # 6 27-APR-2017

Germany 3475-062 - 0354 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Germany 3475-062 - 0354 IRB/IEC Approval of Protocol 01-OCT-2015

Germany 3475-062 - 0354 IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Proprietary



Germany 3475-062 - 0355 Central IRB/IEC Approval of Protocol 01-OCT-2015

Germany 3475-062 - 0355 Central IRB/IEC Approval of Protocol Amendment # 6 27-APR-2017

Germany 3475-062 - 0355 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Germany 3475-062 - 0355 IRB/IEC Approval of Protocol 01-OCT-2015

Germany 3475-062 - 0355 IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Germany 3475-062 - 0356 Central IRB/IEC Approval of Protocol 01-OCT-2015

Germany 3475-062 - 0356 Central IRB/IEC Approval of Protocol Amendment # 6 27-APR-2017

Germany 3475-062 - 0356 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Germany 3475-062 - 0356 IRB/IEC Approval of Protocol 09-DEC-2015

Germany 3475-062 - 0356 IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Germany 3475-062 - 0357 Central IRB/IEC Approval of Protocol 01-OCT-2015

Germany 3475-062 - 0357 Central IRB/IEC Approval of Protocol Amendment # 6 27-APR-2017

Germany 3475-062 - 0357 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Germany 3475-062 - 0357 IRB/IEC Approval of Protocol 01-OCT-2015

Germany 3475-062 - 0357 IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Germany 3475-062 - 0359 Central IRB/IEC Approval of Protocol 01-OCT-2015

Proprietary



Germany 3475-062 - 0359 Central IRB/IEC Approval of Protocol Amendment # 6 27-APR-2017

Germany 3475-062 - 0359 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Germany 3475-062 - 0359 IRB/IEC Approval of Protocol 22-DEC-2016

Germany 3475-062 - 0359 IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Guatemala 3475-062 - 0141 IRB/IEC Approval of Protocol 17-AUG-2015

Guatemala 3475-062 - 0141 IRB/IEC Approval of Protocol Amendment # 5 04-JAN-2017

Guatemala 3475-062 - 0141 IRB/IEC Approval of Protocol Amendment # 5 05-JAN-2017

Guatemala 3475-062 - 0141 IRB/IEC Approval of Protocol Amendment # 6 06-APR-2017

Guatemala 3475-062 - 0141 IRB/IEC Approval of Protocol Amendment # 8 31-JAN-2018

Guatemala 3475-062 - 0143 IRB/IEC Approval of Protocol 17-AUG-2015

Guatemala 3475-062 - 0143 IRB/IEC Approval of Protocol Amendment # 5 04-JAN-2017

Guatemala 3475-062 - 0143 IRB/IEC Approval of Protocol Amendment # 5 05-JAN-2017

Guatemala 3475-062 - 0143 IRB/IEC Approval of Protocol Amendment # 6 06-APR-2017

Guatemala 3475-062 - 0143 IRB/IEC Approval of Protocol Amendment # 8 31-JAN-2018

Guatemala 3475-062 - 0144 IRB/IEC Approval of Protocol 08-JAN-2016

Guatemala 3475-062 - 0144 IRB/IEC Approval of Protocol Amendment # 5 04-JAN-2017

Proprietary



Guatemala 3475-062 - 0144 IRB/IEC Approval of Protocol Amendment # 5 05-JAN-2017

Guatemala 3475-062 - 0144 IRB/IEC Approval of Protocol Amendment # 6 06-APR-2017

Guatemala 3475-062 - 0144 IRB/IEC Approval of Protocol Amendment # 8 31-JAN-2018

Guatemala 3475-062 - 0145 IRB/IEC Approval of Protocol 21-JUL-2016

Guatemala 3475-062 - 0145 IRB/IEC Approval of Protocol Amendment # 5 04-JAN-2017

Guatemala 3475-062 - 0145 IRB/IEC Approval of Protocol Amendment # 5 05-JAN-2017

Guatemala 3475-062 - 0145 IRB/IEC Approval of Protocol Amendment # 6 06-APR-2017

Guatemala 3475-062 - 0145 IRB/IEC Approval of Protocol Amendment # 8 31-JAN-2018

Guatemala 3475-062 - 0146 IRB/IEC Approval of Protocol 09-NOV-2016

Guatemala 3475-062 - 0146 IRB/IEC Approval of Protocol Amendment # 5 04-JAN-2017

Guatemala 3475-062 - 0146 IRB/IEC Approval of Protocol Amendment # 5 05-JAN-2017

Guatemala 3475-062 - 0146 IRB/IEC Approval of Protocol Amendment # 6 06-APR-2017

Guatemala 3475-062 - 0146 IRB/IEC Approval of Protocol Amendment # 8 31-JAN-2018

Hong Kong 3475-062 - 0441 IRB/IEC Approval of Protocol 02-SEP-2015

Hong Kong 3475-062 - 0441 IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

Hong Kong 3475-062 - 0441 IRB/IEC Approval of Protocol Amendment # 6 05-APR-2017

Proprietary



Hong Kong 3475-062 - 0441 IRB/IEC Approval of Protocol Amendment # 8 13-FEB-2018

Hong Kong 3475-062 - 0442 IRB/IEC Approval of Protocol 14-OCT-2015

Hong Kong 3475-062 - 0442 IRB/IEC Approval of Protocol Amendment # 5 01-MAR-2017

Hong Kong 3475-062 - 0442 IRB/IEC Approval of Protocol Amendment # 6 05-MAY-2017

Hungary 3475-062 - 0341 Central IRB/IEC Approval of Protocol 08-SEP-2015

Hungary 3475-062 - 0341 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Hungary 3475-062 - 0341 Central IRB/IEC Approval of Protocol Amendment # 6 09-MAY-2017

Hungary 3475-062 - 0341 Central IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Hungary 3475-062 - 0342 Central IRB/IEC Approval of Protocol 08-SEP-2015

Hungary 3475-062 - 0342 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Hungary 3475-062 - 0342 Central IRB/IEC Approval of Protocol Amendment # 6 09-MAY-2017

Hungary 3475-062 - 0342 Central IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Hungary 3475-062 - 0343 Central IRB/IEC Approval of Protocol 08-SEP-2015

Hungary 3475-062 - 0343 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Hungary 3475-062 - 0343 Central IRB/IEC Approval of Protocol Amendment # 6 09-MAY-2017

Hungary 3475-062 - 0343 Central IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Hungary 3475-062 - 0344 Central IRB/IEC Approval of Protocol 08-SEP-2015

Hungary 3475-062 - 0344 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Hungary 3475-062 - 0344 Central IRB/IEC Approval of Protocol Amendment # 6 09-MAY-2017

Proprietary



Hungary 3475-062 - 0344 Central IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Hungary 3475-062 - 0345 Central IRB/IEC Approval of Protocol 08-SEP-2015

Hungary 3475-062 - 0345 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Hungary 3475-062 - 0345 Central IRB/IEC Approval of Protocol Amendment # 6 09-MAY-2017

Hungary 3475-062 - 0345 Central IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Hungary 3475-062 - 0346 Central IRB/IEC Approval of Protocol 08-SEP-2015

Hungary 3475-062 - 0346 Central IRB/IEC Approval of Protocol Amendment # 5 12-DEC-2016

Hungary 3475-062 - 0346 Central IRB/IEC Approval of Protocol Amendment # 6 09-MAY-2017

Hungary 3475-062 - 0346 Central IRB/IEC Approval of Protocol Amendment # 8 20-FEB-2018

Italy 3475-062 - 0331 Central IRB/IEC Approval of Protocol 23-SEP-2015

Italy 3475-062 - 0331 Central IRB/IEC Approval of Protocol Amendment # 5 16-MAR-2017

Italy 3475-062 - 0331 Central IRB/IEC Approval of Protocol Amendment # 6 20-SEP-2017

Italy 3475-062 - 0331 Central IRB/IEC Approval of Protocol Amendment # 8 NA

Italy 3475-062 - 0331 IRB/IEC Approval of Protocol 04-NOV-2015

Italy 3475-062 - 0331 IRB/IEC Approval of Protocol Amendment # 5 20-MAR-2017

Italy 3475-062 - 0331 IRB/IEC Approval of Protocol Amendment # 6 27-SEP-2017

Italy 3475-062 - 0333 Central IRB/IEC Approval of Protocol 23-SEP-2015

Italy 3475-062 - 0333 Central IRB/IEC Approval of Protocol Amendment # 5 16-MAR-2017

Proprietary



Italy 3475-062 - 0333 Central IRB/IEC Approval of Protocol Amendment # 6 20-SEP-2017

Italy 3475-062 - 0333 Central IRB/IEC Approval of Protocol Amendment # 8 NA

Italy 3475-062 - 0333 IRB/IEC Approval of Protocol 17-SEP-2015

Italy 3475-062 - 0333 IRB/IEC Approval of Protocol Amendment # 5 19-JAN-2017

Italy 3475-062 - 0333 IRB/IEC Approval of Protocol Amendment # 6 08-SEP-2017

Italy 3475-062 - 0334 Central IRB/IEC Approval of Protocol 23-SEP-2015

Italy 3475-062 - 0334 Central IRB/IEC Approval of Protocol Amendment # 5 16-MAR-2017

Italy 3475-062 - 0334 Central IRB/IEC Approval of Protocol Amendment # 6 20-SEP-2017

Italy 3475-062 - 0334 Central IRB/IEC Approval of Protocol Amendment # 8 NA

Italy 3475-062 - 0334 IRB/IEC Approval of Protocol 17-NOV-2015

Italy 3475-062 - 0334 IRB/IEC Approval of Protocol Amendment # 5 13-MAR-2017

Italy 3475-062 - 0334 IRB/IEC Approval of Protocol Amendment # 6 11-SEP-2017

Italy 3475-062 - 0335 Central IRB/IEC Approval of Protocol 23-SEP-2015

Italy 3475-062 - 0335 Central IRB/IEC Approval of Protocol Amendment # 5 16-MAR-2017

Italy 3475-062 - 0335 Central IRB/IEC Approval of Protocol Amendment # 6 20-SEP-2017

Italy 3475-062 - 0335 Central IRB/IEC Approval of Protocol Amendment # 8 NA

Proprietary



Italy 3475-062 - 0335 IRB/IEC Approval of Protocol 13-JUL-2015

Italy 3475-062 - 0335 IRB/IEC Approval of Protocol Amendment # 5 20-FEB-2017

Italy 3475-062 - 0335 IRB/IEC Approval of Protocol Amendment # 6 11-SEP-2017

Italy 3475-062 - 0336 Central IRB/IEC Approval of Protocol 23-SEP-2015

Italy 3475-062 - 0336 Central IRB/IEC Approval of Protocol Amendment # 5 16-MAR-2017

Italy 3475-062 - 0336 Central IRB/IEC Approval of Protocol Amendment # 6 20-SEP-2017

Italy 3475-062 - 0336 Central IRB/IEC Approval of Protocol Amendment # 8 NA

Italy 3475-062 - 0336 IRB/IEC Approval of Protocol 15-JAN-2016

Italy 3475-062 - 0336 IRB/IEC Approval of Protocol Amendment # 5 08-FEB-2017

Italy 3475-062 - 0336 IRB/IEC Approval of Protocol Amendment # 6 06-SEP-2017

Italy 3475-062 - 0337 Central IRB/IEC Approval of Protocol 23-SEP-2015

Italy 3475-062 - 0337 Central IRB/IEC Approval of Protocol Amendment # 5 16-MAR-2017

Italy 3475-062 - 0337 Central IRB/IEC Approval of Protocol Amendment # 6 20-SEP-2017

Italy 3475-062 - 0337 Central IRB/IEC Approval of Protocol Amendment # 8 NA

Proprietary



Italy 3475-062 - 0337 IRB/IEC Approval of Protocol 05-FEB-2016

Italy 3475-062 - 0337 IRB/IEC Approval of Protocol Amendment # 5 22-FEB-2017

Italy 3475-062 - 0337 IRB/IEC Approval of Protocol Amendment # 6 15-NOV-2017

Japan 3475-062 - 0061 IRB/IEC Approval of Protocol 29-JUL-2016

Japan 3475-062 - 0061 IRB/IEC Approval of Protocol Amendment # 5 28-FEB-2017

Japan 3475-062 - 0061 IRB/IEC Approval of Protocol Amendment # 6 29-JUN-2017

Japan 3475-062 - 0061 IRB/IEC Approval of Protocol Amendment # 8 22-MAR-2018

Japan 3475-062 - 0062 IRB/IEC Approval of Protocol 16-DEC-2015

Japan 3475-062 - 0062 IRB/IEC Approval of Protocol Amendment # 5 26-JAN-2017

Japan 3475-062 - 0062 IRB/IEC Approval of Protocol Amendment # 6 29-JUN-2017

Japan 3475-062 - 0063 IRB/IEC Approval of Protocol 26-JAN-2016

Japan 3475-062 - 0063 IRB/IEC Approval of Protocol Amendment # 5 28-FEB-2017

Japan 3475-062 - 0063 IRB/IEC Approval of Protocol Amendment # 6 23-MAY-2017

Japan 3475-062 - 0063 IRB/IEC Approval of Protocol Amendment # 8 27-MAR-2018

Japan 3475-062 - 0064 IRB/IEC Approval of Protocol 20-JAN-2016

Japan 3475-062 - 0064 IRB/IEC Approval of Protocol Amendment # 5 22-FEB-2017

Japan 3475-062 - 0064 IRB/IEC Approval of Protocol Amendment # 6 26-JUN-2017

Proprietary



Japan 3475-062 - 0065 IRB/IEC Approval of Protocol 15-DEC-2015

Japan 3475-062 - 0065 IRB/IEC Approval of Protocol Amendment # 5 16-FEB-2017

Japan 3475-062 - 0065 IRB/IEC Approval of Protocol Amendment # 6 08-JUN-2017

Japan 3475-062 - 0065 IRB/IEC Approval of Protocol Amendment # 8 15-MAR-2018

Japan 3475-062 - 0066 IRB/IEC Approval of Protocol 21-DEC-2015

Japan 3475-062 - 0066 IRB/IEC Approval of Protocol Amendment # 5 27-FEB-2017

Japan 3475-062 - 0066 IRB/IEC Approval of Protocol Amendment # 6 27-JUN-2017

Japan 3475-062 - 0066 IRB/IEC Approval of Protocol Amendment # 8 27-MAR-2018

Japan 3475-062 - 0067 IRB/IEC Approval of Protocol 06-JAN-2016

Japan 3475-062 - 0067 IRB/IEC Approval of Protocol Amendment # 5 02-FEB-2017

Japan 3475-062 - 0067 IRB/IEC Approval of Protocol Amendment # 6 15-JUN-2017

Japan 3475-062 - 0068 IRB/IEC Approval of Protocol 21-DEC-2015

Japan 3475-062 - 0068 IRB/IEC Approval of Protocol Amendment # 5 21-FEB-2017

Japan 3475-062 - 0068 IRB/IEC Approval of Protocol Amendment # 6 27-JUN-2017

Japan 3475-062 - 0069 IRB/IEC Approval of Protocol 19-JAN-2016

Japan 3475-062 - 0069 IRB/IEC Approval of Protocol Amendment # 5 24-FEB-2017

Japan 3475-062 - 0069 IRB/IEC Approval of Protocol Amendment # 6 20-JUN-2017

Japan 3475-062 - 0069 IRB/IEC Approval of Protocol Amendment # 8 20-Mar-18

Japan 3475-062 - 0070 IRB/IEC Approval of Protocol 04-MAR-2016

Japan 3475-062 - 0070 IRB/IEC Approval of Protocol Amendment # 5 07-FEB-2017

Proprietary



Japan 3475-062 - 0070 IRB/IEC Approval of Protocol Amendment # 6 14-JUN-2017

Japan 3475-062 - 0070 IRB/IEC Approval of Protocol Amendment # 8 7-Mar-18

Japan 3475-062 - 0071 IRB/IEC Approval of Protocol 16-DEC-2015

Japan 3475-062 - 0071 IRB/IEC Approval of Protocol Amendment # 5 01-FEB-2017

Japan 3475-062 - 0071 IRB/IEC Approval of Protocol Amendment # 6 31-MAY-2017

Japan 3475-062 - 0071 IRB/IEC Approval of Protocol Amendment # 8 07-MAR-2018

Japan 3475-062 - 0072 IRB/IEC Approval of Protocol 17-DEC-2015

Japan 3475-062 - 0072 IRB/IEC Approval of Protocol Amendment # 5 02-FEB-2017

Japan 3475-062 - 0072 IRB/IEC Approval of Protocol Amendment # 6 25-MAY-2017

Japan 3475-062 - 0072 IRB/IEC Approval of Protocol Amendment # 8 15-MAR-2018

Japan 3475-062 - 0073 IRB/IEC Approval of Protocol 17-FEB-2016

Japan 3475-062 - 0073 IRB/IEC Approval of Protocol Amendment # 5 27-FEB-2017

Japan 3475-062 - 0073 IRB/IEC Approval of Protocol Amendment # 6 26-JUN-2017

Japan 3475-062 - 0074 IRB/IEC Approval of Protocol 17-FEB-2016

Japan 3475-062 - 0074 IRB/IEC Approval of Protocol Amendment # 5 08-FEB-2017

Japan 3475-062 - 0074 IRB/IEC Approval of Protocol Amendment # 6 14-JUN-2017

Japan 3475-062 - 0075 IRB/IEC Approval of Protocol 26-FEB-2016

Japan 3475-062 - 0075 IRB/IEC Approval of Protocol Amendment # 5 15-FEB-2017

Japan 3475-062 - 0075 IRB/IEC Approval of Protocol Amendment # 6 14-JUN-2017

Japan 3475-062 - 0075 IRB/IEC Approval of Protocol Amendment # 8 14-Mar-18

Proprietary



Japan 3475-062 - 0077 IRB/IEC Approval of Protocol 01-FEB-2016

Japan 3475-062 - 0077 IRB/IEC Approval of Protocol Amendment # 5 22-FEB-2017

Japan 3475-062 - 0077 IRB/IEC Approval of Protocol Amendment # 6 21-JUN-2017

Japan 3475-062 - 0078 IRB/IEC Approval of Protocol 26-APR-2016

Japan 3475-062 - 0078 IRB/IEC Approval of Protocol Amendment # 5 28-FEB-2017

Japan 3475-062 - 0078 IRB/IEC Approval of Protocol Amendment # 6 26-JUN-2017

Japan 3475-062 - 0078 IRB/IEC Approval of Protocol Amendment # 8 23-MAR-2018

Japan 3475-062 - 0079 IRB/IEC Approval of Protocol 19-JAN-2016

Japan 3475-062 - 0079 IRB/IEC Approval of Protocol Amendment # 5 14-MAR-2017

Japan 3475-062 - 0079 IRB/IEC Approval of Protocol Amendment # 6 20-JUN-2017

Japan 3475-062 - 0080 IRB/IEC Approval of Protocol 29-FEB-2016

Japan 3475-062 - 0080 IRB/IEC Approval of Protocol Amendment # 5 28-FEB-2017

Japan 3475-062 - 0080 IRB/IEC Approval of Protocol Amendment # 6 27-JUN-2017

Japan 3475-062 - 0081 IRB/IEC Approval of Protocol 17-DEC-2015

Japan 3475-062 - 0081 IRB/IEC Approval of Protocol Amendment # 5 16-FEB-2017

Japan 3475-062 - 0081 IRB/IEC Approval of Protocol Amendment # 6 22-JUN-2017

Japan 3475-062 - 0082 IRB/IEC Approval of Protocol 15-DEC-2015

Proprietary



Japan 3475-062 - 0082 IRB/IEC Approval of Protocol Amendment # 5 14-MAR-2017

Japan 3475-062 - 0082 IRB/IEC Approval of Protocol Amendment # 6 13-JUN-2017

Japan 3475-062 - 0083 IRB/IEC Approval of Protocol 04-JUL-2016

Japan 3475-062 - 0083 IRB/IEC Approval of Protocol Amendment # 5 30-MAR-2017

Japan 3475-062 - 0083 IRB/IEC Approval of Protocol Amendment # 6 03-JUL-2017

Japan 3475-062 - 0083 IRB/IEC Approval of Protocol Amendment # 8 28-MAR-2018

Latvia 3475-062 - 0321 Central IRB/IEC Approval of Protocol 21-JUL-2015

Latvia 3475-062 - 0321 Central IRB/IEC Approval of Protocol Amendment # 5 07-DEC-2016

Latvia 3475-062 - 0321 Central IRB/IEC Approval of Protocol Amendment # 6 13-APR-2017

Latvia 3475-062 - 0321 Central IRB/IEC Approval of Protocol Amendment # 8 26-JAN-2018

Latvia 3475-062 - 0322 Central IRB/IEC Approval of Protocol 21-JUL-2015

Latvia 3475-062 - 0322 Central IRB/IEC Approval of Protocol Amendment # 5 07-DEC-2016

Latvia 3475-062 - 0322 Central IRB/IEC Approval of Protocol Amendment # 6 13-APR-2017

Latvia 3475-062 - 0322 Central IRB/IEC Approval of Protocol Amendment # 8 26-JAN-2018

Latvia 3475-062 - 0324 Central IRB/IEC Approval of Protocol 21-JUL-2015

Latvia 3475-062 - 0324 Central IRB/IEC Approval of Protocol Amendment # 5 07-DEC-2016

Latvia 3475-062 - 0324 Central IRB/IEC Approval of Protocol Amendment # 6 13-APR-2017

Proprietary



Latvia 3475-062 - 0324 Central IRB/IEC Approval of Protocol Amendment # 8 26-JAN-2018

Lithuania 3475-062 - 0311 Central IRB/IEC Approval of Protocol 22-JUL-2015

Lithuania 3475-062 - 0311 Central IRB/IEC Approval of Protocol Amendment # 5 07-DEC-2016

Lithuania 3475-062 - 0311 Central IRB/IEC Approval of Protocol Amendment # 6 14-APR-2017

Lithuania 3475-062 - 0311 Central IRB/IEC Approval of Protocol Amendment # 8 15-MAR-2018

Lithuania 3475-062 - 0311 IRB/IEC Approval of Protocol 22-JUL-2015

Lithuania 3475-062 - 0312 Central IRB/IEC Approval of Protocol 22-JUL-2015

Lithuania 3475-062 - 0312 Central IRB/IEC Approval of Protocol Amendment # 5 07-DEC-2016

Lithuania 3475-062 - 0312 Central IRB/IEC Approval of Protocol Amendment # 6 14-APR-2017

Lithuania 3475-062 - 0312 Central IRB/IEC Approval of Protocol Amendment # 8 15-MAR-2018

Lithuania 3475-062 - 0312 IRB/IEC Approval of Protocol 22-JUL-2015

Lithuania 3475-062 - 0313 Central IRB/IEC Approval of Protocol 22-JUL-2015

Lithuania 3475-062 - 0313 Central IRB/IEC Approval of Protocol Amendment # 5 07-DEC-2016

Lithuania 3475-062 - 0313 Central IRB/IEC Approval of Protocol Amendment # 6 14-APR-2017

Lithuania 3475-062 - 0313 Central IRB/IEC Approval of Protocol Amendment # 8 15-MAR-2018

Lithuania 3475-062 - 0313 IRB/IEC Approval of Protocol 22-JUL-2015

Mexico 3475-062 - 0131 IRB/IEC Approval of Protocol 27-AUG-2015

Mexico 3475-062 - 0131 IRB/IEC Approval of Protocol Amendment # 5 16-DEC-2016

Mexico 3475-062 - 0131 IRB/IEC Approval of Protocol Amendment # 6 16-Jun-17

Proprietary



Mexico 3475-062 - 0132 IRB/IEC Approval of Protocol 23-SEP-2015

Mexico 3475-062 - 0132 IRB/IEC Approval of Protocol Amendment # 5 10-FEB-2017

Mexico 3475-062 - 0132 IRB/IEC Approval of Protocol Amendment # 6 09-JUN-2017

Mexico 3475-062 - 0134 IRB/IEC Approval of Protocol 10-AUG-2015

Mexico 3475-062 - 0134 IRB/IEC Approval of Protocol Amendment # 5 07-MAR-2017

Mexico 3475-062 - 0134 IRB/IEC Approval of Protocol Amendment # 6 05-JUN-2017

Mexico 3475-062 - 0134 IRB/IEC Approval of Protocol Amendment # 8 11-Apr-18

Mexico 3475-062 - 0135 IRB/IEC Approval of Protocol 30-JUL-2015

Mexico 3475-062 - 0135 IRB/IEC Approval of Protocol Amendment # 5 06-DEC-2016

Mexico 3475-062 - 0136 IRB/IEC Approval of Protocol 12-AUG-2015

Mexico 3475-062 - 0136 IRB/IEC Approval of Protocol Amendment # 5 29-NOV-2016

Mexico 3475-062 - 0136 IRB/IEC Approval of Protocol Amendment # 6 08-AUG-2017

Mexico 3475-062 - 0138 IRB/IEC Approval of Protocol 17-SEP-2015

Mexico 3475-062 - 0138 IRB/IEC Approval of Protocol Amendment # 5 17-MAY-2017

Mexico 3475-062 - 0138 IRB/IEC Approval of Protocol Amendment # 6 09-JUN-2017

Mexico 3475-062 - 0138 IRB/IEC Approval of Protocol Amendment # 8 12-MAR-2018

Netherlands 3475-062 - 0301 Central IRB/IEC Approval of Protocol 25-AUG-2015

Netherlands 3475-062 - 0301 Central IRB/IEC Approval of Protocol Amendment # 5 21-NOV-2016

Proprietary



Netherlands 3475-062 - 0301 Central IRB/IEC Approval of Protocol Amendment # 6 31-MAY-2017

Netherlands 3475-062 - 0301 Central IRB/IEC Approval of Protocol Amendment # 8 19-MAR-2018

Netherlands 3475-062 - 0302 Central IRB/IEC Approval of Protocol 25-AUG-2015

Netherlands 3475-062 - 0302 Central IRB/IEC Approval of Protocol Amendment # 5 21-NOV-2016

Netherlands 3475-062 - 0302 Central IRB/IEC Approval of Protocol Amendment # 6 31-MAY-2017

Netherlands 3475-062 - 0302 Central IRB/IEC Approval of Protocol Amendment # 8 19-MAR-2018

Netherlands 3475-062 - 0303 Central IRB/IEC Approval of Protocol 25-AUG-2015

Netherlands 3475-062 - 0303 Central IRB/IEC Approval of Protocol Amendment # 5 21-NOV-2016

Netherlands 3475-062 - 0303 Central IRB/IEC Approval of Protocol Amendment # 6 31-MAY-2017

Netherlands 3475-062 - 0303 Central IRB/IEC Approval of Protocol Amendment # 8 19-MAR-2018

Netherlands 3475-062 - 0304 Central IRB/IEC Approval of Protocol 25-AUG-2015

Netherlands 3475-062 - 0304 Central IRB/IEC Approval of Protocol Amendment # 5 21-NOV-2016

Netherlands 3475-062 - 0304 Central IRB/IEC Approval of Protocol Amendment # 6 31-MAY-2017

Netherlands 3475-062 - 0304 Central IRB/IEC Approval of Protocol Amendment # 8 19-MAR-2018

New Zealand 3475-062 - 0101 Central IRB/IEC Approval of Protocol 30-JUN-2015

New Zealand 3475-062 - 0101 Central IRB/IEC Approval of Protocol Amendment # 5 05-JAN-2017

Proprietary



New Zealand 3475-062 - 0101 Central IRB/IEC Approval of Protocol Amendment # 6 21-MAR-2017

New Zealand 3475-062 - 0101 Central IRB/IEC Approval of Protocol Amendment # 8 08-MAR-2018

New Zealand 3475-062 - 0101 IRB/IEC Approval of Protocol 30-JUL-2015

New Zealand 3475-062 - 0101 IRB/IEC Approval of Protocol Amendment # 5 05-JAN-2017

New Zealand 3475-062 - 0101 IRB/IEC Approval of Protocol Amendment # 6 21-MAR-2017

New Zealand 3475-062 - 0101 IRB/IEC Approval of Protocol Amendment # 8 08-MAR-2018

Poland 3475-062 - 0291 Central IRB/IEC Approval of Protocol 12-OCT-2015

Poland 3475-062 - 0291 Central IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Poland 3475-062 - 0291 Central IRB/IEC Approval of Protocol Amendment # 6 30-MAR-2017

Poland 3475-062 - 0291 Central IRB/IEC Approval of Protocol Amendment # 8 13-FEB-2018

Poland 3475-062 - 0291 IRB/IEC Approval of Protocol 12-OCT-2015

Proprietary



Poland 3475-062 - 0292 Central IRB/IEC Approval of Protocol 12-OCT-2015

Poland 3475-062 - 0292 Central IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Poland 3475-062 - 0292 Central IRB/IEC Approval of Protocol Amendment # 6 30-MAR-2017

Poland 3475-062 - 0292 Central IRB/IEC Approval of Protocol Amendment # 8 13-FEB-2018

Poland 3475-062 - 0292 IRB/IEC Approval of Protocol 22 Dec 2015

Poland 3475-062 - 0293 Central IRB/IEC Approval of Protocol 12-OCT-2015

Poland 3475-062 - 0293 Central IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Poland 3475-062 - 0293 Central IRB/IEC Approval of Protocol Amendment # 6 30-MAR-2017

Poland 3475-062 - 0293 Central IRB/IEC Approval of Protocol Amendment # 8 13-FEB-2018

Poland 3475-062 - 0293 IRB/IEC Approval of Protocol 12-OCT-2015

Poland 3475-062 - 0294 Central IRB/IEC Approval of Protocol 12-OCT-2015

Poland 3475-062 - 0294 Central IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Poland 3475-062 - 0294 Central IRB/IEC Approval of Protocol Amendment # 6 30-MAR-2017

Poland 3475-062 - 0294 Central IRB/IEC Approval of Protocol Amendment # 8 13-FEB-2018

Poland 3475-062 - 0294 IRB/IEC Approval of Protocol 12-OCT-2015

Poland 3475-062 - 0296 Central IRB/IEC Approval of Protocol 12-OCT-2015

Poland 3475-062 - 0296 Central IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Poland 3475-062 - 0296 Central IRB/IEC Approval of Protocol Amendment # 6 30-MAR-2017

Poland 3475-062 - 0296 Central IRB/IEC Approval of Protocol Amendment # 8 13-FEB-2018

Poland 3475-062 - 0296 IRB/IEC Approval of Protocol 25-DEC-2015

Proprietary



Poland 3475-062 - 0297 Central IRB/IEC Approval of Protocol 12-OCT-2015

Poland 3475-062 - 0297 Central IRB/IEC Approval of Protocol Amendment # 5 08-DEC-2016

Poland 3475-062 - 0297 Central IRB/IEC Approval of Protocol Amendment # 6 30-MAR-2017

Poland 3475-062 - 0297 Central IRB/IEC Approval of Protocol Amendment # 8 13-FEB-2018

Poland 3475-062 - 0297 IRB/IEC Approval of Protocol 06-OCT-2016

Puerto Rico 3475-062 - 0121 Central IRB/IEC Approval of Protocol 15-JUL-2015

Puerto Rico 3475-062 - 0121 Central IRB/IEC Approval of Protocol Amendment # 1 04-AUG-2016

Puerto Rico 3475-062 - 0121 Central IRB/IEC Approval of Protocol Amendment # 2 04-AUG-2016

Puerto Rico 3475-062 - 0121 Central IRB/IEC Approval of Protocol Amendment # 3 04-AUG-2016

Puerto Rico 3475-062 - 0121 Central IRB/IEC Approval of Protocol Amendment # 5 28-OCT-2016

Puerto Rico 3475-062 - 0121 Central IRB/IEC Approval of Protocol Amendment # 6 07-APR-2017

Puerto Rico 3475-062 - 0121 Central IRB/IEC Approval of Protocol Amendment # 8 27-DEC-2017

Proprietary



Puerto Rico 3475-062 - 0121 IRB/IEC Approval of Protocol 15-JUL-2015

Puerto Rico 3475-062 - 0121 IRB/IEC Approval of Protocol Amendment # 3 08-AUG-2016

Puerto Rico 3475-062 - 0121 IRB/IEC Approval of Protocol Amendment # 5 28-OCT-2016

Puerto Rico 3475-062 - 0121 IRB/IEC Approval of Protocol Amendment # 6 07-APR-2017

Puerto Rico 3475-062 - 0122 Central IRB/IEC Approval of Protocol 15-JUL-2015

Puerto Rico 3475-062 - 0122 Central IRB/IEC Approval of Protocol Amendment # 1 04-AUG-2016

Puerto Rico 3475-062 - 0122 Central IRB/IEC Approval of Protocol Amendment # 2 04-AUG-2016

Proprietary



Puerto Rico 3475-062 - 0122 Central IRB/IEC Approval of Protocol Amendment # 3 04-AUG-2016

Puerto Rico 3475-062 - 0122 Central IRB/IEC Approval of Protocol Amendment # 5 28-OCT-2016

Puerto Rico 3475-062 - 0122 Central IRB/IEC Approval of Protocol Amendment # 6 07-APR-2017

Puerto Rico 3475-062 - 0122 Central IRB/IEC Approval of Protocol Amendment # 8 27-DEC-2017

Puerto Rico 3475-062 - 0122 IRB/IEC Approval of Protocol 15-JUL-2015

Proprietary



Puerto Rico 3475-062 - 0122 IRB/IEC Approval of Protocol Amendment # 3 08-AUG-2016

Puerto Rico 3475-062 - 0122 IRB/IEC Approval of Protocol Amendment # 5 28-OCT-2016

Puerto Rico 3475-062 - 0122 IRB/IEC Approval of Protocol Amendment # 6 07-APR-2017

Puerto Rico 3475-062 - 0122 IRB/IEC Approval of Protocol Amendment # 8 27-DEC-2017

Russia 3475-062 - 0211 IRB/IEC Approval of Protocol 07-OCT-2015

Russia 3475-062 - 0211 IRB/IEC Approval of Protocol Amendment # 5 27-MAR-2017

Russia 3475-062 - 0211 IRB/IEC Approval of Protocol Amendment # 6 12-JUL-2017

Russia 3475-062 - 0211 IRB/IEC Approval of Protocol Amendment # 8 26-MAR-2018

Russia 3475-062 - 0213 IRB/IEC Approval of Protocol 02-NOV-2015

Proprietary



Russia 3475-062 - 0213 IRB/IEC Approval of Protocol Amendment # 5 19-DEC-2016

Russia 3475-062 - 0213 IRB/IEC Approval of Protocol Amendment # 6 19-JUN-2017

Russia 3475-062 - 0214 IRB/IEC Approval of Protocol 24-AUG-2015

Russia 3475-062 - 0214 IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

Russia 3475-062 - 0214 IRB/IEC Approval of Protocol Amendment # 6 14-JUN-2017

Russia 3475-062 - 0215 IRB/IEC Approval of Protocol 24-AUG-2015

Russia 3475-062 - 0215 IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

Russia 3475-062 - 0215 IRB/IEC Approval of Protocol Amendment # 6 15-JUN-2017

Russia 3475-062 - 0216 IRB/IEC Approval of Protocol 31-AUG-2015

Russia 3475-062 - 0216 IRB/IEC Approval of Protocol Amendment # 5 21-DEC-2016

Russia 3475-062 - 0216 IRB/IEC Approval of Protocol Amendment # 6 22-JUN-2017

Russia 3475-062 - 0217 IRB/IEC Approval of Protocol 07-SEP-2015

Russia 3475-062 - 0217 IRB/IEC Approval of Protocol Amendment # 5 16-DEC-2016

Russia 3475-062 - 0217 IRB/IEC Approval of Protocol Amendment # 6 04-JUL-2017

Russia 3475-062 - 0218 IRB/IEC Approval of Protocol 01-SEP-2015

Proprietary



Russia 3475-062 - 0218 IRB/IEC Approval of Protocol Amendment # 5 17-JAN-2017

Russia 3475-062 - 0218 IRB/IEC Approval of Protocol Amendment # 6 04-JUL-2017

Russia 3475-062 - 0219 IRB/IEC Approval of Protocol 17-SEP-2015

Russia 3475-062 - 0219 IRB/IEC Approval of Protocol Amendment # 5 15-DEC-2016

Russia 3475-062 - 0219 IRB/IEC Approval of Protocol Amendment # 6 15-JUN-2017

Russia 3475-062 - 0220 IRB/IEC Approval of Protocol 05-OCT-2015

Russia 3475-062 - 0220 IRB/IEC Approval of Protocol Amendment # 5 30-DEC-2016

Russia 3475-062 - 0220 IRB/IEC Approval of Protocol Amendment # 6 31-JUL-2017

Russia 3475-062 - 0436 IRB/IEC Approval of Protocol 02-OCT-2015

Russia 3475-062 - 0436 IRB/IEC Approval of Protocol Amendment # 5 07-DEC-2016

Russia 3475-062 - 0436 IRB/IEC Approval of Protocol Amendment # 6 16-JUN-2017

Russia 3475-062 - 0436 IRB/IEC Approval of Protocol Amendment # 8 19-MAR-2018

Russia 3475-062 - 0440 IRB/IEC Approval of Protocol 17-SEP-2015

Russia 3475-062 - 0440 IRB/IEC Approval of Protocol Amendment # 5 19-JAN-2017

Russia 3475-062 - 0440 IRB/IEC Approval of Protocol Amendment # 6 31-JUL-2017

Russia 3475-062 - 0451 IRB/IEC Approval of Protocol 17-AUG-2015

Russia 3475-062 - 0451 IRB/IEC Approval of Protocol Amendment # 5 16-DEC-2016

Russia 3475-062 - 0451 IRB/IEC Approval of Protocol Amendment # 6 15-AUG-2017

Russia 3475-062 - 0454 IRB/IEC Approval of Protocol 01-OCT-2015

Proprietary



Russia 3475-062 - 0454 IRB/IEC Approval of Protocol Amendment # 5 13-JAN-2017

Russia 3475-062 - 0454 IRB/IEC Approval of Protocol Amendment # 6 30-JUN-2017

Russia 3475-062 - 0458 IRB/IEC Approval of Protocol 18-AUG-2016

Russia 3475-062 - 0458 IRB/IEC Approval of Protocol Amendment # 5 15-DEC-2016

Russia 3475-062 - 0458 IRB/IEC Approval of Protocol Amendment # 6 15-JUN-2017

Russia 3475-062 - 0459 IRB/IEC Approval of Protocol 15-SEP-2016
Russia 3475-062 - 0459 IRB/IEC Approval of Protocol Amendment # 5 02-MAR-2017
Russia 3475-062 - 0459 IRB/IEC Approval of Protocol Amendment # 6 29-JUN-2017
South Africa 3475-062 - 0201 Central IRB/IEC Approval of Protocol 19-NOV-2015

South Africa 3475-062 - 0201 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

South Africa 3475-062 - 0201 Central IRB/IEC Approval of Protocol Amendment # 6 03-MAY-2017

South Africa 3475-062 - 0201 IRB/IEC Approval of Protocol 18-JAN-2016

South Africa 3475-062 - 0201 IRB/IEC Approval of Protocol Amendment # 5 16-DEC-2016

South Africa 3475-062 - 0201 IRB/IEC Approval of Protocol Amendment # 6 09-JUN-2017

Proprietary



South Africa 3475-062 - 0202 Central IRB/IEC Approval of Protocol 19-NOV-2015

South Africa 3475-062 - 0202 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

South Africa 3475-062 - 0202 Central IRB/IEC Approval of Protocol Amendment # 6 03-MAY-2017

South Africa 3475-062 - 0202 IRB/IEC Approval of Protocol 22-JUL-2015

South Africa 3475-062 - 0202 IRB/IEC Approval of Protocol Amendment # 3 19-OCT-2016

South Africa 3475-062 - 0202 IRB/IEC Approval of Protocol Amendment # 5 01-FEB-2017

South Africa 3475-062 - 0203 Central IRB/IEC Approval of Protocol 19-NOV-2015

South Africa 3475-062 - 0203 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

South Africa 3475-062 - 0203 Central IRB/IEC Approval of Protocol Amendment # 6 03-MAY-2017

South Africa 3475-062 - 0203 IRB/IEC Approval of Protocol 17-SEP-2015

South Africa 3475-062 - 0203 IRB/IEC Approval of Protocol Amendment # 5 28-NOV-2016

Proprietary



South Africa 3475-062 - 0203 IRB/IEC Approval of Protocol Amendment # 6 03-MAY-2017

South Africa 3475-062 - 0205 Central IRB/IEC Approval of Protocol 19-NOV-2015

South Africa 3475-062 - 0205 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

South Africa 3475-062 - 0205 Central IRB/IEC Approval of Protocol Amendment # 6 03-MAY-2017

South Africa 3475-062 - 0205 IRB/IEC Approval of Protocol 17-SEP-2015

South Africa 3475-062 - 0207 Central IRB/IEC Approval of Protocol 19-NOV-2015

South Africa 3475-062 - 0207 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

South Africa 3475-062 - 0207 Central IRB/IEC Approval of Protocol Amendment # 6 03-MAY-2017

South Africa 3475-062 - 0207 IRB/IEC Approval of Protocol 17-SEP-2015

South Africa 3475-062 - 0209 Central IRB/IEC Approval of Protocol 19-NOV-2015

South Africa 3475-062 - 0209 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

South Africa 3475-062 - 0209 Central IRB/IEC Approval of Protocol Amendment # 6 03-MAY-2017

Proprietary



South Africa 3475-062 - 0209 IRB/IEC Approval of Protocol 25-FEB-2016

South Africa 3475-062 - 0453 Central IRB/IEC Approval of Protocol 19-NOV-2015

South Africa 3475-062 - 0453 Central IRB/IEC Approval of Protocol Amendment # 5 14-DEC-2016

South Africa 3475-062 - 0453 Central IRB/IEC Approval of Protocol Amendment # 6 03-MAY-2017

South Africa 3475-062 - 0453 IRB/IEC Approval of Protocol 17-SEP-2015

South Korea 3475-062 - 0091 IRB/IEC Approval of Protocol 14-JUL-2015

South Korea 3475-062 - 0091 IRB/IEC Approval of Protocol Amendment # 5 09-JAN-2017

South Korea 3475-062 - 0091 IRB/IEC Approval of Protocol Amendment # 6 22-MAY-2017

South Korea 3475-062 - 0091 IRB/IEC Approval of Protocol Amendment # 8 27-FEB-2018

South Korea 3475-062 - 0092 IRB/IEC Approval of Protocol 27-JUL-2015

South Korea 3475-062 - 0092 IRB/IEC Approval of Protocol Amendment # 5 01-DEC-2016

South Korea 3475-062 - 0092 IRB/IEC Approval of Protocol Amendment # 6 22-MAY-2017

South Korea 3475-062 - 0092 IRB/IEC Approval of Protocol Amendment # 8 02-MAR-2018

South Korea 3475-062 - 0093 IRB/IEC Approval of Protocol 26-AUG-2015

Proprietary



South Korea 3475-062 - 0093 IRB/IEC Approval of Protocol Amendment # 5 19-JAN-2017

South Korea 3475-062 - 0093 IRB/IEC Approval of Protocol Amendment # 6 28-APR-2017

South Korea 3475-062 - 0093 IRB/IEC Approval of Protocol Amendment # 8 13-MAR-2018

South Korea 3475-062 - 0094 IRB/IEC Approval of Protocol 05-AUG-2015

South Korea 3475-062 - 0094 IRB/IEC Approval of Protocol Amendment # 5 27-DEC-2016

South Korea 3475-062 - 0094 IRB/IEC Approval of Protocol Amendment # 6 22-MAY-2017

South Korea 3475-062 - 0094 IRB/IEC Approval of Protocol Amendment # 8 23-FEB-2018

Spain 3475-062 - 0261 Central IRB/IEC Approval of Protocol 04-SEP-2015

Spain 3475-062 - 0261 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0261 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0261 IRB/IEC Approval of Protocol 16-SEP-2015

Spain 3475-062 - 0262 Central IRB/IEC Approval of Protocol 04-SEP-2015

Spain 3475-062 - 0262 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0262 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0262 IRB/IEC Approval of Protocol 16-SEP-2015

Spain 3475-062 - 0263 Central IRB/IEC Approval of Protocol 04-SEP-2015

Proprietary



Spain 3475-062 - 0263 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0263 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0263 IRB/IEC Approval of Protocol 16-SEP-2015

Spain 3475-062 - 0264 Central IRB/IEC Approval of Protocol 04-SEP-2015

Spain 3475-062 - 0264 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0264 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0264 IRB/IEC Approval of Protocol 14-SEP-2015

Spain 3475-062 - 0265 Central IRB/IEC Approval of Protocol 04-SEP-2015

Spain 3475-062 - 0265 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0265 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0265 IRB/IEC Approval of Protocol 08-SEP-2015

Spain 3475-062 - 0266 Central IRB/IEC Approval of Protocol 04-SEP-2015

Spain 3475-062 - 0266 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0266 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0266 IRB/IEC Approval of Protocol 14-SEP-2015

Proprietary



Spain 3475-062 - 0267 Central IRB/IEC Approval of Protocol 04-SEP-2015

Spain 3475-062 - 0267 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0267 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0267 IRB/IEC Approval of Protocol 14-SEP-2015

Spain 3475-062 - 0268 Central IRB/IEC Approval of Protocol 04-SEP-2015

Spain 3475-062 - 0268 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0268 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0268 IRB/IEC Approval of Protocol 16-Sep-15

Spain 3475-062 - 0270 Central IRB/IEC Approval of Protocol 04-SEP-2015

Proprietary



Spain 3475-062 - 0270 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0270 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0270 IRB/IEC Approval of Protocol 16-SEP-2016

Spain 3475-062 - 0478 Central IRB/IEC Approval of Protocol 04-SEP-2015

Spain 3475-062 - 0478 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Spain 3475-062 - 0478 Central IRB/IEC Approval of Protocol Amendment # 6 19-MAY-2017

Spain 3475-062 - 0478 IRB/IEC Approval of Protocol 30-SEP-2016

Switzerland 3475-062 - 0242 Central IRB/IEC Approval of Protocol 18-NOV-2015

Switzerland 3475-062 - 0242 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Switzerland 3475-062 - 0242 Central IRB/IEC Approval of Protocol Amendment # 6 04-APR-2017

Switzerland 3475-062 - 0242 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Switzerland 3475-062 - 0242 IRB/IEC Approval of Protocol 18-DEC-2015

Switzerland 3475-062 - 0243 Central IRB/IEC Approval of Protocol 18-NOV-2015

Switzerland 3475-062 - 0243 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Switzerland 3475-062 - 0243 Central IRB/IEC Approval of Protocol Amendment # 6 04-APR-2017

Switzerland 3475-062 - 0243 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Switzerland 3475-062 - 0243 IRB/IEC Approval of Protocol 18-DEC-2015

Switzerland 3475-062 - 0244 Central IRB/IEC Approval of Protocol 18-NOV-2015

Switzerland 3475-062 - 0244 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Proprietary



Switzerland 3475-062 - 0244 Central IRB/IEC Approval of Protocol Amendment # 6 04-APR-2017

Switzerland 3475-062 - 0244 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Switzerland 3475-062 - 0244 IRB/IEC Approval of Protocol 20-JAN-2016

Switzerland 3475-062 - 0245 Central IRB/IEC Approval of Protocol 18-NOV-2015

Switzerland 3475-062 - 0245 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Switzerland 3475-062 - 0245 Central IRB/IEC Approval of Protocol Amendment # 6 04-APR-2017

Switzerland 3475-062 - 0245 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Switzerland 3475-062 - 0245 IRB/IEC Approval of Protocol 18-MAR-2016

Switzerland 3475-062 - 0246 Central IRB/IEC Approval of Protocol 18-NOV-2015

Switzerland 3475-062 - 0246 Central IRB/IEC Approval of Protocol Amendment # 5 25-NOV-2016

Switzerland 3475-062 - 0246 Central IRB/IEC Approval of Protocol Amendment # 6 04-APR-2017

Switzerland 3475-062 - 0246 Central IRB/IEC Approval of Protocol Amendment # 8 08-FEB-2018

Switzerland 3475-062 - 0246 IRB/IEC Approval of Protocol 18-NOV-2015

Taiwan 3475-062 - 0421 IRB/IEC Approval of Protocol 04-SEP-2015

Taiwan 3475-062 - 0421 IRB/IEC Approval of Protocol Amendment # 5 28-DEC-2016

Taiwan 3475-062 - 0421 IRB/IEC Approval of Protocol Amendment # 6 10-MAY-2017

Taiwan 3475-062 - 0421 IRB/IEC Approval of Protocol Amendment # 8 27-MAR-2018

Taiwan 3475-062 - 0422 IRB/IEC Approval of Protocol 12-AUG-2015

Taiwan 3475-062 - 0422 IRB/IEC Approval of Protocol Amendment # 5 11-JAN-2017

Taiwan 3475-062 - 0422 IRB/IEC Approval of Protocol Amendment # 6 16-MAY-2017

Proprietary



Taiwan 3475-062 - 0422 IRB/IEC Approval of Protocol Amendment # 8 15-MAR-2018

Taiwan 3475-062 - 0423 IRB/IEC Approval of Protocol 20-JUL-2015

Taiwan 3475-062 - 0423 IRB/IEC Approval of Protocol Amendment # 5 24-JAN-2017

Taiwan 3475-062 - 0423 IRB/IEC Approval of Protocol Amendment # 6 23-MAY-2017

Taiwan 3475-062 - 0423 IRB/IEC Approval of Protocol Amendment # 8 2-May-18

Taiwan 3475-062 - 0424 IRB/IEC Approval of Protocol 03-SEP-2015

Taiwan 3475-062 - 0424 IRB/IEC Approval of Protocol Amendment # 5 13-DEC-2016

Taiwan 3475-062 - 0424 IRB/IEC Approval of Protocol Amendment # 6 02-JUN-2017

Taiwan 3475-062 - 0424 IRB/IEC Approval of Protocol Amendment # 8 11-APR-2018

UK 3475-062 - 0231 Central IRB/IEC Approval of Protocol 05-NOV-2015

UK 3475-062 - 0231 Central IRB/IEC Approval of Protocol Amendment # 1 16-NOV-2015

UK 3475-062 - 0231 Central IRB/IEC Approval of Protocol Amendment # 4 21-DEC-2016

UK 3475-062 - 0231 Central IRB/IEC Approval of Protocol Amendment # 7 14-JUN-2017

UK 3475-062 - 0231 Central IRB/IEC Approval of Protocol Amendment # 9 13-MAR-2018

UK 3475-062 - 0231 IRB/IEC Approval of Protocol 05-NOV-2015

UK 3475-062 - 0232 Central IRB/IEC Approval of Protocol 05-NOV-2015

Proprietary



UK 3475-062 - 0232 Central IRB/IEC Approval of Protocol Amendment # 1 16-NOV-2015

UK 3475-062 - 0232 Central IRB/IEC Approval of Protocol Amendment # 4 21-DEC-2016

UK 3475-062 - 0232 Central IRB/IEC Approval of Protocol Amendment # 7 14-JUN-2017

UK 3475-062 - 0232 Central IRB/IEC Approval of Protocol Amendment # 9 13-MAR-2018

UK 3475-062 - 0232 IRB/IEC Approval of Protocol 05-NOV-2015

UK 3475-062 - 0232 IRB/IEC Approval of Protocol Amendment # 2 16-NOV-2015

UK 3475-062 - 0233 Central IRB/IEC Approval of Protocol 05-NOV-2015

UK 3475-062 - 0233 Central IRB/IEC Approval of Protocol Amendment # 1 16-NOV-2015

UK 3475-062 - 0233 Central IRB/IEC Approval of Protocol Amendment # 4 21-DEC-2016

UK 3475-062 - 0233 Central IRB/IEC Approval of Protocol Amendment # 7 14-JUN-2017

UK 3475-062 - 0233 Central IRB/IEC Approval of Protocol Amendment # 9 13-MAR-2018

UK 3475-062 - 0233 IRB/IEC Approval of Protocol 05-NOV-2015

UK 3475-062 - 0234 Central IRB/IEC Approval of Protocol 05-NOV-2015

UK 3475-062 - 0234 Central IRB/IEC Approval of Protocol Amendment # 1 16-NOV-2015

Proprietary



UK 3475-062 - 0234 Central IRB/IEC Approval of Protocol Amendment # 4 21-DEC-2016

UK 3475-062 - 0234 Central IRB/IEC Approval of Protocol Amendment # 7 14-JUN-2017

UK 3475-062 - 0234 Central IRB/IEC Approval of Protocol Amendment # 9 13-MAR-2018

UK 3475-062 - 0234 IRB/IEC Approval of Protocol 05-NOV-2015

UK 3475-062 - 0235 Central IRB/IEC Approval of Protocol 05-NOV-2015

UK 3475-062 - 0235 Central IRB/IEC Approval of Protocol Amendment # 1 16-NOV-2015

UK 3475-062 - 0235 Central IRB/IEC Approval of Protocol Amendment # 4 21-DEC-2016

UK 3475-062 - 0235 Central IRB/IEC Approval of Protocol Amendment # 7 14-JUN-2017

UK 3475-062 - 0235 Central IRB/IEC Approval of Protocol Amendment # 9 13-MAR-2018

UK 3475-062 - 0235 IRB/IEC Approval of Protocol 02-SEP-2016

UK 3475-062 - 0236 Central IRB/IEC Approval of Protocol 05-NOV-2015

UK 3475-062 - 0236 Central IRB/IEC Approval of Protocol Amendment # 1 16-NOV-2015

Proprietary



UK 3475-062 - 0236 Central IRB/IEC Approval of Protocol Amendment # 4 21-DEC-2016

UK 3475-062 - 0236 Central IRB/IEC Approval of Protocol Amendment # 7 14-JUN-2017

UK 3475-062 - 0236 Central IRB/IEC Approval of Protocol Amendment # 9 13-MAR-2018

UK 3475-062 - 0236 IRB/IEC Approval of Protocol 02-SEP-2016
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