
16.1.9 Documentation of Statistical Methods 
The document listed below is provided in this section. 

Statistical Analysis Plan (Study ZX008-1601 Part 2) dated 12-October-2022 

Statistical Analysis Plan for Cardiovascular Endpoints (Study ZX008-1601 Part 2) 
dated 22-February-2023 
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for subjects taking concomitant STP) dose and subject's weight at Visit 15 (Part 2; Study Day 1). At Visits 
s 3, 6, and 9), if the subject's weight has changed ± 25% of the weight 

occur after a review of the diary and reported AEs, and if, in the Investigator's opinion, seizure 

rability can occur at the Investigator's discretion, in dose amounts and frequency 
appropriate for the situation. Subsequent dose rechallenge should occur at the Investigator's discretion 
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0%, 25%, 50%, 75%, 100% reduction, and "near seizure freedom" ( 
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Part 2 summaries may be presented by the subject's Part 1 treatment group (Placebo, ZX00B 0.2 
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ject's weight and 

Assigned dose level (mg/kg), if the subject's weig 

30 (mg)/ weight (kg), if the subject's weight (kg) * assigned dose (mg/kg) was> 30 mg 

bject was on concomitant STP and the subject's weight (kg) * 

tion of the full day's 
A partial dose will be considered as 25% of the subject's daily dosage. 

The mean daily dose will be calculated as the sum of each day's dosage in mg/kg/day divided by the 

be a subject's initial dosage at the end of Visit 22 at Month 12. The subject will be 

) + .... +(Dose + ... +Days 
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mg/kg/day, 0.8 mg/kg/day), the subject's weight 

=2, 3, ... , 6) years in Part 2 if they 

investigator has documented the subject's last Part 2 study drug date. 
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seizure to report that day, is "No, this day has been seizure free" then that day will have the seizure 

is "No this day has been seizure free" the seizures entered in the DSD will supersede the seizure 
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��T�R���U�����
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NOPPQRQST�TUVS�TUQ�WXY�ZVPQT[�\]̂_̀VTO]Sa�TUQS�TUQ�b_ccVROQb�dÒ̀�eQ�RQ̂QVTQN�P]R�TUQ�WXY�cfgg�\]̂_̀VTO]Sh�i]R�j]U]RT�ka�TUQ�NQc]lRV̂UOm�mUVRVmTQRObTOmb�dÒ̀�eQ�b_ccVROnQN�bQ̂VRVTQ̀[�e[�RQlO]S�op]RTU�kcQROmVa�Y_R]̂Qa�VSN�k_bTRV̀OVq�gUQ�P]̀̀]dOSl�NQc]lRV̂UOm�mUVRVmTQRObTOmb�dÒ̀�eQ�b_ccVROnQNr��klQ�VT�QSTR[�OST]�\VRT�s�tuQVRbv��jVTQl]ROnQN�\VRT�s�VlQ�Vbr�i]R�j]U]RT�kr�w�x�y� x�y� �sw�x�y� �z{�[QVRb|�i]R�j]U]RT�}r�w�x� �z{�[QVRb|�w�x�y�s{�[QVRba��s{��z{�[QVRb��klQ�VT�QSTR[�OST]�\VRT�w�tuQVRbv��jVTQl]ROnQN�\VRT�w�VlQ�Vbr�i]R�j]U]RT�kr��w�x�y� x�y� �sw�x�y� �z~�[QVRb|�i]R�j]U]RT�}r�w�x� �z{�[QVRb|�w�x� �s{��z~�[QVRb��ZQ����VmQ��YTUSOmOT[��\VRT�s�}VbQ̀OSQ��QOlUT�tcv��\VRT�w�}VbQ̀OSQ��QOlUT�tcv��\VRT�s�}VbQ̀OSQ��QOlUT�t�lv��\VRT�s�}VbQ̀OSQ��QOlUT�jVTQl]ROnQN�Vbr�y�z�h{��l��bh��z�h{��l��\VRT�w�}VbQ̀OSQ��QOlUT�t�lv��\VRT�w�}VbQ̀OSQ��QOlUT�jVTQl]ROnQN�Vbr�y�z�h{��l��bh��z�h{��l��\VRT�s�}�f�t�l�cwv��\VRT�w�}�f�t�l�cwv���Q]lRV̂U[�oj]U]RT�k�]S̀[qr�p]RTU�kcQROmV�oOSm̀_NOSl��Zka�jVSVNVa��Q�Om]qa�Y_R]̂Qa�k_bTRV̀OV�k̀̀�b_e�QmT�NQc]lRV̂UOmb�NVTV�dÒ̀�eQ�̀ObTQN�P]R�TUQ�WXY�ZVPQT[�\]̂_̀VTO]Sh��C@� ���������
���
���������
���\RO]R�kY�b�VRQ�NQbmROeQN�VSN�m]NQN�Vb�S]TQN�OS�TUQ�\VRT�s�Zk\h�\RO]R�kY�b�dÒ̀�eQ�Q�TRVmTQN�PR]c�\VRT�s�Qj�ibh�j]Sm]cOTVST�cQNOmVTO]S�om]̀̀QmTQN�]S�TUQ�m]Sm]cOTVST�cQNOmVTO]Sb�Qj�i�̂VlQq�dÒ̀�eQ�m]NQN�_bOSl�TUQ��]R̀N��QV̀TU�WRlVSOnVTO]S��R_l��OmTO]SVR[�o��Wx��q�i]RcVT�}z��QRbO]S�ZQ̂w�s�h�p]SxcQNOmVTO]S�TRQVTcQST�TUQRV̂OQb�VRQ�RQm]RNQN�]S�TUQ�j]Sm]cOTVST�S]SxcQNOmVTO]S�Qj�ih�gUQ�TUQRV̂OQb�RQm]RNQN�]S�TUQ�S]SxcQNOmVTO]S�̂VlQb�dÒ̀�S]T�eQ�m]NQN�T]�V�NOmTO]SVR[h�j]Sm]cOTVST�kY�b�om]̀̀QmTQN�]S�TUQ�m]Sm]cOTVST�kY��Qj�i�̂VlQq�dÒ̀�eQ�m]NQN�_bOSl�TUQ���Wx���i]RcVT�}z��QRbO]S�ZQ̂w�s��]R�̀VTQRh�kSTOxQ̂ÒQ̂TOm�cQNOmVTO]Sb�dÒ̀�eQ�ONQSTOPOQN�_bOSl�VS[�NR_l�QSTQRQN���
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NOP�QRSSRTUVW�XSWRYUZO[�TUSS�\P�]̂P_�ZR�_PQUVP�̀RV̀R[UZXVZ�UV�aXYZ�bc�dRV̀R[UZXVZ�[P_ÙXZURV̂�UV�aXYZ�b�TUSS�\P�_PQUVP_�X̂�ZOR̂P�[P_ÙXZURV̂�ZOXZ�TPYP�UVUZUXZP_�RV�RY�XQZPY�ZOP�QUŶZ�_R̂P�_XZP�UV�aXYZ�b�RY�ZOR̂P�[P_ÙXZURV̂�ZOXZ�̂ZXYZP_�\PQRYP�aXYZ�b�XV_�TPYP�RVWRUVW�RV�RY�XQZPY�ZOP�QUŶZ�_R̂P�_XZP�UV�aXYZ�bc��eQ�ZOP�̂ZXYZ�_XZP�RY�̂ZRf�_XZP�RQ�X�[P_ÙXZURV�Û�fXYZUXSSg�[Û̂UVWh�ZOP�_XZP�TUSS�\P�̀R[fXYP_�X̂�QXY�X̂�fR̂ Û\SP�TUZO�ZOP�QUŶZ�_R̂P�_XZP�UV�aXYZ�bc�NOP�QRSSRTUVW�XffYRX̀O�TUSS�\P�ZXiPVj��eQ�ZOP�̂ZXYZ�_XZP�R̀ ]̀Ŷ�fYURY�ZR�ZOP�QUŶZ�_R̂P�_XZP�UV�aXYZ�b�\]Z�ZOP�PV_�_XZP�Û�[Û̂UVW�RV�RY�XQZPY�ZOP�QUŶZ�_R̂P�_XZP�UV�aXYZ�bh�ZOP�[P_ÙXZURV�TUSS�\P�̀RV̂U_PYP_�̀RV̀R[UZXVZ�UV�aXYZ�bc��eQ�ZOP�̂ZXYZ�_Xg�Û�[Û̂UVW�\]Z�ZOP�̂ZXYZ�[RVZO�XV_�gPXY�XYP�̀R[fSPZPh�X�[P_ÙXZURV�TUSS�RVSg�\P�Pk̀S]_P_�X̂�\PUVW�̀RV̀R[UZXVZ�UV�aXYZ�b�UQ�ZOP�̂ZXYZ�[RVZOlgPXY�Û�\PQRYP�ZOP�[RVZOlgPXY�RQ�QUŶZ�_R̂P�_XZP�UV�aXYZ�b�XV_�UQ�ZOP�̂ZRf�_XZP�mPUZOPY�Q]SS�_XZPh�[RVZOh�XV_�gPXY�UQ�[Û̂UVW�_Xgh�RY�gPXY�UQ�[Û̂UVW�[RVZO�XV_�_Xgn�Û�\PQRYP�QUŶZ�_R̂P�_XZP�UV�aXYZ�bc��eQ�ZOP�̂ZXYZ�_Xg�XV_�[RVZO�XYP�[Û̂UVW�\]Z�ZOP�̂ZXYZ�gPXY�Û�̀R[fSPZPh�X�[P_ÙXZURV�TUSS�RVSg�\P�Pk̀S]_P_�X̂�̀RV̀R[UZXVZ�UQ�ZOP�̂ZXYZ�gPXY�Û�\PQRYP�ZOP�gPXY�RQ�ZOP�QUŶZ�_R̂P�_XZP�UV�aXYZ�b�XV_�UQ�ZOP�̂ZRf�_XZP�mPUZOPY�Q]SS�_XZPh�[RVZOh�XV_�gPXY�UQ�[Û̂UVW�_Xgh�RY�gPXY�UQ�[Û̂UVW�[RVZO�XV_�_Xgn�Û�\PQRYP�ZOP�QUŶZ�_R̂P�_XZP�UV�aXYZ�bc��eQ�ZOP�̂ZXYZ�_XZP�Û�̀R[fSPZPSg�[Û̂UVW�XV_�ZOP�̂ZRf�_XZP�Û�fYURY�ZR�QUŶZ�_R̂P�UV�aXYZ�bh�ZOP�[P_ÙXZURV�TUSS�\P�X̂ ]̂[P_�ZR�\P�X�fYURY�[P_ÙXZURV�UV�aXYZ�bc�oP_ÙXZURV̂�XV_�ZOPYXfUP̂lZYPXZ[PVẐ�TUSS�\P�̂][[XYUpP_�XV_�̂RYZP_�XSfOX\PZÙXSSg�̂PfXYXZPSg�QRY�R̀V̀R[UZXVZ�[P_ÙXZURV�\g�qVXZR[ÙXS�NOPYXfP]ZÙ�dOP[ÙXS�mqNdn�̀XZPWRYUP̂�mrPsPS�bj�fOXY[X̀RSRWÙXS�RY�ZOPYXfP]ZÙ�̂]\WYR]fn�XV_�tuvwxx�_Y]W�̀R_Pc�yRY�PX̀O�[P_ÙXZURVh�ZOP�V][\PY�XV_�fPỲPVZXWP�RQ�]̂\zP̀Ẑ�TUSS�\P�_ÛfSXgP_c�aXYZ�b�[P_ÙXZURV�̂][[XYg�ZX\SP̂�TUSS�\P�fYP̂PVZP_�QRY�ZOP�vr{�|qy�aRf]SXZURVc�dRV̀R[UZXVZ�[P_ÙXZURV̂�XV_�ZOPYXfUP̂lZYPXZ[PVẐ�XV_�̀RV̀R[UZXVZ�XVZUPfUSPfZÙ�[P_ÙXZURV̂�TUSS�\P�_PQUVP_�XV_�XVXSgpP_�QRY�ZOP�vr{�|qy�aRf]SXZURVc�dRV̀R[UZXVZ�[P_ÙXZURV̂lZYPXZ[PVẐ�XV_�̀RV̀R[UZXVZ�XVZUPfUSPfZÙ�[P_ÙXZURV̂�TUSS�\P�SÛZP_�QRY�ZOP�vr{�|qy�aRf]SXZURVc�}P̂ ]̀P�[P_ÙXZURV̂�XYP�[P_ÙXZURV̂�SÛZP_�X̂�fYRsU_P_�X̂�VPP_P_�UV�X̂ R̂̀UXZURV�TUZO�X�̂PUp]YP�PsPVZc�NOPg�XYP�XŜR�YP̀RY_P_�RV�ZOP�}P̂ ]̀P�oP_ÙXZURV�Pd}yc�q�aXYZ�b�̀RV̀R[UZXVZ�YP̂ ]̀P�[P_ÙXZURV�Û�X�YP̂ ]̀P�[P_ÙXZURV�YP̀RY_P_�UV�ZOP�̂PUp]YP�_UXYg�ZOXZ�Û�]̂P_�UV�YPSXZURV�ZR�X�̂PUp]YP�PsPVZ�_XZP�YP̀RY_P_�RV�RY�XQZPY�ZOP�QUŶZ�_R̂P�_XZP�UV�aXYZ�bc�~RZP�ZOXZ�Q]YZOPY�̂][[XYUP̂�RQ�YP̂ ]̀P�[P_ÙXZURV̂�YP̀RY_P_�RV�ZOP�_XUSg�[P_ÙXZURV�_UXYg�XYP�_P̂ ỲU\P_�UV�ZOP�PQQP̀ZUsPVP̂ �̂̂P̀ZURVc���CK� ����������������q�SÛZUVW�RQ�̂PUp]YP�ZgfP̂�PkfPYUPV̀P_�\g�PX̀O�̂]\zP̀Z�TUSS�\P�fYRsU_P_c�qSS�̂PUp]YP�ZgfP̂�PkfPYUPV̀P_�\g�ZOP�̂]\zP̀Z�fYURY�ZR�XV_�_]YUVW�ZOP�̂Z]_g�XYP�UV̀S]_P_h�X̂�TPSS�X̂�VPT�̂PUp]YP�ZgfP̂�ZOXZ�TPYP�PkfPYUPV̀P_�UV�aXYZ�bc�
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A� ��
����NOO�PQRS�T�UQVWSX�QYQOXUWU�Z[OO�\W�]WRV̂R_Ẁ�V̂R�SaW�bcd�eQVWSX�P̂]fOQS[̂Yg�QU�̀WV[YẀ�[Y�eWhS[̂Y�ijkg�fYOWUU�ŶSẀ�̂SaWRZ[UWj�NYQOXU[U�RWUfOSU�V̂R�PQRS�T�VR̂_�l̂âRS�N�QỲ�m�Z[OO�\W�ĥ_]QRẀ�SaR̂fna�ẀUhR[]S[oW�USQS[US[hU�QỲ�[V�RWQÛYQ\OWg�Û_W�QYQOXUWU�_QX�\W�]WRV̂R_Ẁ�fU[Yn�̀QSQ�VR̂_�l̂âRSU�N�QỲ�m�ĥ_\[YẀj�p*2� qr��
���
�qrs������p*2*2� ,&�#�:�E ���6���?6�&#�����tfRQS[̂Y�̂V�Wu]̂UfRW�[Y�PQRS�T�[Y�̀QXU�Z[OO�\W�hQOhfOQSẀ�QUv��tQSW�̂V�OQUS�wxP�[YSQyW�[Y�PQRS�T��tQSW�̂V�V[RUS�VfOO�̀Q[OX�wxP�[YSQyW�[Y�PQRS�T�z�k�{aW�PQRS�T�Wu]̂UfRW�̀fRQS[̂Y�[Y�̀QXU�Z[OO�\W�Uf__QR[|Ẁ�fU[Yn�SaW�bcd�eQVWSX�P̂]fOQS[̂Y�\X�SaW�_WQY�Q̀[OX�̀̂ UW�n[oWY�[Y�PQRS�T�fU[Yn�Uf__QRX�USQS[US[hUv�Yg�_WQYg�USQỲQR̀�̀Wo[QS[̂Yg�_Ẁ[QYg�_[Y[_f_g�}kg�}~�QỲ�_Qu[_f_j�{a[U�Wu]̂UfRW�Z[OO�QOÛ�\W�Uf__QR[|Ẁ�\X�Uf\nR̂f]U�̂V�PQRS�k�NnW��R̂f]��nR̂f]U�U]Wh[V[Ẁ�[Y�eWhS[̂Y��jT�g�QỲ�V̂R�l̂âRS�N�̂YOXg�UWug�PQRS�k�ZW[naS�Uf\nR̂f]g�QỲ�SaW�Yf_\WR�̂V�ĥYĥ_[SQYS�Ndt�̀RfnU�fUẀ�̀fR[Yn�PQRS�Tj��{aW�PQRS�T�du]̂UfRW�̀fRQS[̂Y�Z[OO�\W�Uf__QR[|Ẁ�hQSWn̂R[hQOOX�\X�SaW�PQRS�T�_WQY�̀Q[OX�̀̂ UQnW��_n�yn�̀QX�g�\RWQy[Yn�SaW�̀fRQS[̂Y�[YŜ�~��̀QX�_̂ YSaOX�]WR[̂̀ U���k�_̂ YSag�~k�����̀QXU�����k����T�_̂ YSaUg��k�����̀QXU������T����~�_̂ YSaUg�f]�Ŝ�Ti�_̂ YSaUj��NVSWR�Ti�_̂ YSaUg�SaW�̀fRQS[̂Y�Z[OO�\W�]RWUWYSẀ�[Y�XWQROX�[YSWRoQOU��Wjnjg���Ti������~��_̂ YSaUg���~��_̂ YSaU�����i��_̂ YSaUg�WShj�e[_[OQROXg�SaW�PQRS�T�du]̂UfRW�̀fRQS[̂Y�Z[OO�\W�Uf__QR[|Ẁ�hQSWn̂R[hQOOX�\X�SaW�PQRS�T�_WQY�̀Q[OX�̀̂ UQnWg�_WQUfRẀ�[Y��_n�̀QX�j��̂R�SaW�bcd�eQVWSX�P̂]fOQS[̂Yg�SaW�hf_fOQS[oW�̀fRQS[̂Y�[Y�̀QXU�[Y�PQRS�T�SaQS�SaW�Uf\�WhS�ZQU�QUU[nYẀ�Ŝ�Q�U]Wh[V[h�̀̂ UQnW�Z[OO�\W�Uf__QR[|Ẁj�tfW�Ŝ�SaW�b]WY�cQ\WO�̀̂ U[Yng�SaW�]WR[̂̀ U�ZaWRW�SaW�Uf\�WhS�[U�QUU[nYẀ�Ŝ�Q�]QRS[hfOQR�̀̂ UW�QRW�ŶS�YWhWUUQR[OX�ĥYUWhfS[oWj�NU�QY�WuQ_]OWg�Q�Uf\�WhS�_QX�\W�QUU[nYẀ�Ŝ��ji�_n�yn�̀QX�̀fR[Yn�x ŶSa�T��x ŶSa�~g��jT�_n�yn�̀QX�̀fR[Yn�x ŶSa�~��x̂ YSa��g�QỲ��ji�_n�yn�̀QX�VR̂_�x̂ YSa���̂YZQR̀j���̂R�SaW�bcd�eQVWSX�P̂]fOQS[̂Yg�SaW�Ua[VS�[Y�̀̂ UQnW�̂V�������Z[OO�\W�]RWUWYSẀ�QS�WQha�UhaẀfOẀ�o[U[S�USQRS[Yn�VR̂_��[U[S�k���bcd�x ŶSa�k�SaR̂fna�dỲ�̂V�eSf̀Xj��̂R�WQha�o[U[Sg�SaW�Yf_\WR�̂V�Uf\�WhSU�Zâ�QSSWỲẀ�SaW�o[U[S�Z[OO�\W�]R̂o[̀Ẁg�QỲ�SâUW�Uf\�WhSU�Z[OO�\W�Uf__QR[|Ẁ�\X�SaW�̀̂ UQnW�̂V�������QUU[nYẀ�QS�SaW�OQUS�USf̀X�̀Rfn�̀[U]WYUQS[̂Y�]R[̂R�Ŝ�SaW�o[U[S�QỲ�SaW�̀̂ UQnW�̂V�������QUU[nYẀ�QS�SaW�ĥYhOfU[̂Y�̂V�SaW�o[U[Sj�p*2*:� �.//0�>�"����$�,&�#�2�&�$�,&�#�:�E ���6���?6�&#�����l̂_\[YẀ�SRWQS_WYS�Wu]̂UfRW�Ŝ�������̀fR[Yn�̀̂ f\OW�\O[Ỳ�SaR̂fna�̂]WY�OQ\WO�SRWQS_WYS�]WR[̂̀ U�Z[OO�\W�Uf__QR[|Ẁ�V̂R�QOO�Uf\�WhSU�SRWQSẀ�Z[Sa�������̀fR[Yn�PQRS�k�QỲ�̂R�PQRS�Tj�{a[U�Z[OO�[YhOf̀Wv�k��QYX�Uf\�WhS�SRWQSẀ�Z[Sa�QhS[oW�������̀fR[Yn�SaW�̀̂ f\OW�\O[Ỳ�]WR[̂̀ g�T��QYX�Uf\�WhS�SRWQSẀ�Z[Sa�QhS[oW�
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NOPPQ�RSTUVW�XYZ�X[\ZT]XT[V̂UXU_V�_̀�a[TX�bc�[VR]_T�de�[Vf�̂SghZiX�XTZ[XZR�jUXY�NOPPQ�RSTUVW�a[TX�k�_̀�XYZ�̂XSRfl��mYÛ�RST[XU_V�jUnn�gZ�i[niSn[XZR�[̂o��mYZ�RST[XU_V�_̀�a[TX�b�XTZ[XpZVX�Zq\_̂STZ�r�XYZ�RST[XU_V�_̀�a[TX�k�XTZ[XpZVX�Zq\_̂STZ��b�R[f�sÙ�XYZ�n[̂X�R_̂Z�R[XZ�UV�a[TX�b�t�XYZ�̀UT̂X�R_̂Z�R[XZ�UV�a[TX�ke�Ù�XYZ�̂SghZiX�j[̂�T[VR_pUuZR�X_�[iXUvZ�NOPPQ�UV�a[TX�bl��mYZ�RST[XU_V�_̀�XTZ[XpZVX�RSTUVW�XYZ�XT[V̂UXU_V�\ZTU_R�UV�a[TX�b�r�XYZ�RST[XU_V�_̀�XTZ[XpZVX�UV�a[TX�k��b�R[f�sÙ�XYZ�n[̂X�R_̂Z�R[XZ�UV�a[TX�b�t�XYZ�̀UT̂X�R_̂Z�R[XZ�UV�a[TX�ke�Ù�XYZ�̂SghZiX�j[̂�T[VR_pUuZR�X_�an[iZg_�UV�a[TX�bl��mYZ�NOPPQ�i_pgUVZR�a[TX�b�[VR�a[TX�k�Zq\_̂STZ�RST[XU_V�jUnn�gZ�̂Spp[TUuZR�jUXY�RẐiTU\XUvZ�̂X[XÛXUî�ŜUVW�XYZ�wm�xyz�a_\Sn[XU_V�gf�XYZ�pZ[V�R[Unf�R_̂Z�UV�a[TX�b�[VR�a[TX�kl�mYZ�NOPPQ�i_pgUVZR�a[TX�b�[VR�a[TX�k�Zq\_̂STZ�RST[XU_V�[n̂_�jUnn�gZ�̂Spp[TUuZR�i[XZW_TUi[nnfc�gTZ[{UVW�XYZ�RST[XU_V�UVX_�iSpSn[XUvZ�\ZTU_R̂�s�dP�R[f̂c��d�p_VXŶc��|�p_VXŶc�b�fZ[Tc�[VR�̀_T�}_Y_TX�~c�[n̂_��kc�dc��c��c�[VR��|�fZ[T̂e���*:� �������
���������
�����������
�����������������xXSRf�pZRUi[XU_V�Û�X_�gZ�[RpUVÛXZTZR�XjUiZ�R[Unfc�[VR�̂Zǹ�TZ\_TXZR�i_p\nU[ViZ�Û�TZi_TRZR�UV�XYZ�Z�U[Tfc�\ZT�R_̂Zc�[̂�̀Snn�s̀Snn�R_̂Z�i_V̂SpZRec�\[TXU[n�snẐ �̂XY[V�̀Snn�R_̂Z�i_V̂SpZRe�_T�pÛ̂ZR�sV_�R_̂Z�i_V̂SpZRe�Z[iY�R[fl�zT_p�XYÛc�i_p\nU[ViZ�jUnn�gZ�i[niSn[XZR�gf�[̂ ŜpUVW�XY[X�[�pÛ̂ZR�R_̂ZtP��_̀�~���R_̂Z�i_V̂SpZRc�\[TXU[nt�P��_̀�~���R_̂Z�i_V̂SpZRc�[VR�̀SnntbPP��_̀�~���R_̂Z�i_V̂SpZRl�z_T�Z[iY�ŜghZiXc�[�R[Unf�RU[Tf�i_p\nU[ViZ�̂i_TZ�jUnn�gZ�XYŜ�_gX[UVZRl��}_p\nU[ViZ�jUnn�[n̂_�gZ�RZXZTpUVZR�g[̂ZR�_V�XYZ�[iXS[n��S[VXUXf�X[{ZVc�RZXZTpUVZR�ŜUVW�XYZ�jZUWYX�_̀�XYZ�RÛ\ZV̂ZR�RTSW�{UX̂�[VR�jZUWYX�_̀�XYZ�TZXSTVZR�RTSW�{UXl�mYZ�Zq\ZiXZR��S[VXUXf�X[{ZV�jUnn�gZ�RZXZTpUVZR�ŜUVW�XYZ�[̂ ÛWVZR�R_̂[WZ�UV�pW]{W]R[f�[VR�XYZ�VSpgZT�_̀�R[f̂�XYZf�jZTZ�[̂ ÛWVZR�[X�XY[X�R_̂[WZl��̀�[�{UX�j[̂�V_X�TZXSTVZRc�XYZ�i_p\nU[ViZ�̀_T�XYZ�\ZTU_R�jUnn�gZ�pÛ̂UVWl�z_T�a[TX�kc�i_p\nU[ViZ�jUnn�gZ�̂Spp[TUuZR�̀_T�XYZ��w��xyz�[VR��w��p�mm�a_\Sn[XU_V̂l�}_p\nU[ViZ�̀_T�a[TX�k�jUnn�gZ�RZTUvZR�̀_T�XYZ�̀UT̂X�bk�p_VXŶ�_̀�a[TX�k�ŜUVW�XYZ��x��g[̂ZR�[̂ Ẑ̂ p̂ZVXl�}_p\nU[ViZ�̀_T�a[TX�b�XYT_SWY�XYZ�̀UT̂X�bk�p_VXŶ�_̀�a[TX�k�jUnn�gZ�RZXZTpUVZR�[VR�̂Spp[TUuZR�ŜUVW�XYZ�x[̀ZXf�a_\Sn[XU_V�̀_T�a[TX�bl��}_p\nU[ViZ�v[nSẐ�jUnn�gZ�i[XZW_TUuZR�[̂o�����QP���QP�������P�����P������bPP����bPP������bbP��� bbP��

DocuSign Envelope ID: 16929825-935F-487B-9858-7F797EB7B0BC 

• 
• 
• 
• 
• .!: 

PUBLIC
 C

OPY 

This
 do

cu
men

t c
an

no
t b

e u
se

d t
o s

up
po

rt a
ny

 m
ark

eti
ng

 au
tho

riz
ati

on
 

ap
pli

ca
tio

n a
nd

 an
y e

xte
ns

ion
s o

r v
ari

ati
on

s t
he

reo
f.



������������	
����������

����
�����
���
������������������������� �!�"�#�$�%�#���&#���&'(�%�)*+�,��#�)�'�-�*���.//0123/2�

45���$�)6"��#����)��7�$��#�&'*��8,�9��������,&�#�:�;�9�������<*/�2:1=)#1:/::�>��#��''�$�?�)6"��#�%?��@AB@	CBD(�E77�)#�F��?&#��G2186�1:/:/�H�'������I6���"��#���4JH� � ,&���KK��7�LMB�

N*G� 	�������O��
���PQ�PR�ST�UVWSQVU�XT�XQY�ZQWX[\]X̂_V�XQU�ZQSQ̀VQUVU�TSaQ�bSQc_ZUSQa�XQ�X̂Q\]dX_e�c_SQScX__Y�TSaQSWScXQ̀�_X̂\]X̀\]Y�WSQUSQafe�TYdg̀\de�\]�USTVXTV�̀Vdg\]X__Y�XTT\cSX̀VU�hS̀i�̀iV�ZTV�\W�X�dVUScSQX_�bSQ[VT̀SaX̀S\QX_f�g]\UZc̀e�XQU�hiV̀iV]�c\QTSUV]VU�]V_X̀VU�̀\�̀iV�dVUScSQX_�bSQ[VT̀SaX̀S\QX_f�g]\UZc̀j��P�kRPR�SQ�lX]̀�m�ST�UVWSQVU�XT�XQY�PR�hS̀i�XQ�\QTV̀�\Q�\]�XẀV]�̀iV�WS]T̀�U\TV�UX̀V�SQ�lX]̀�mj�PRT�hS̀i�\QTV̀�SQ�lX]̀�n�̀iX̀�X]V�\Qa\SQa�SQ�lX]̀�m�X]V�Q\̀�SQc_ZUVU�SQ�̀iV�c\ZQ̀�\W�PRT�SQ�lX]̀�mj��kiV�\]SaSQX_�̀V]dT�ZTVU�̂Y�̀iV�SQ[VT̀SaX̀\]T�SQ�̀iV�VopqT�̀\�SUVQ̀SWY�PRT�hS__�̂V�c\UVU�ZTSQa�̀iV�rVUspP�tV]TS\Q�mujn�\]�_X̀V]j�PRT�X]V�cX̀Va\]SvVU�XT�]V_X̀VU�\]�ZQ]V_X̀VUj�wW�̀iV�PR�ST�̀i\Zaì�̀\�̂V�UVWSQS̀V_Ye�g]\̂X̂_Y�\]�g\TTŜ_Y�]V_X̀VU�̀\�T̀ZUY�U]Za�̀iVQ�S̀�ST�̀\�̂V�cX̀Va\]SvVU�XT�]V_X̀VUj�PQY�kRPR�hS̀i�dSTTSQa�]V_X̀S\QTiSg�hS__�̂V�c\QTSUV]VU�XT� �kiV�TV[V]S̀Y�\W�PRT�bW\]�̂\̀i�Q\QTV]S\ZT�XQU�TV]S\ZT�PRTf�hS__�̂V�XTTVTTVU�̂Y�̀iV�SQ[VT̀SaX̀\]�XT�UVTc]ŜVU�SQ�xVc̀S\Q�yjzjnj�N*G*2� ��F���#{�?�7���#�����7�8$F�����EF��#��rS_U�|�P�̀YgV�\W�PR�̀iX̀�ST�ZTZX__Y�̀]XQTSVQ̀�XQU�dXY�]V}ZS]V�\Q_Y�dSQSdX_�̀]VX̀dVQ̀�\]�̀iV]XgVZ̀Sc�SQ̀V][VQ̀S\Qj�kiV�V[VQ̀�U\VT�Q\̀�aVQV]X__Y�SQ̀V]WV]V�hS̀i�ZTZX_�Xc̀S[S̀SVT�\W�UXS_Y�_S[SQaj�r\UV]X̀V�|�P�̀YgV�\W�PR�̀iX̀�ST�ZTZX__Y�X__V[SX̀VU�hS̀i�XUUS̀S\QX_�TgVcSWSc�̀iV]XgVZ̀Sc�SQ̀V][VQ̀S\Qj�kiV�V[VQ̀�SQ̀V]WV]VT�hS̀i�ZTZX_�Xc̀S[S̀SVT�\W�UXS_Y�_S[SQae�cXZTSQa�USTc\dW\]̀�̂Z̀�g\TVT�Q\�TSaQSWScXQ̀�\]�gV]dXQVQ̀�]ST~�\W�iX]d�̀\�̀iV�]VTVX]ci�gX]̀ScSgXQ̀j�xV[V]V�|�P�̀YgV�\W�PR�̀iX̀�SQ̀V]]Zg̀T�ZTZX_�Xc̀S[S̀SVT�\W�UXS_Y�_S[SQae�\]�TSaQSWScXQ̀_Y�XWWVc̀T�c_SQScX_�T̀X̀ZTe�\]�dXY�]V}ZS]V�SQ̀VQTS[V�̀iV]XgVZ̀Sc�SQ̀V][VQ̀S\Qj� �N*G*:� 4��&#"��#�E"�����#�8$F�����EF��#���xZddX]SVT�\W�kRPRT�hS__�̂V�g]\[SUVU�W\]�̀iV���R�xXWV̀Y�l\gZ_X̀S\Qe�ZQ_VTT�Q\̀VU�\̀iV]hSTVj��kiV�QZd̂ V]�XQU�gV]cVQ̀�\W�TẐ�Vc̀T�hS̀i�X̀�_VXT̀�\QV�\W�̀iV�W\__\hSQa�V[VQ̀T�hS__�̂V�TZddX]SvVU�SQ�XQ�\[V][SVh�TZddX]Y�̀X̂_V����kRPR���pV_X̀VU�kRPR��xV]S\ZT�kRPR��pV_X̀VU�TV]S\ZT�kRPR���xV[V]V�kRPRT��xV[V]V�]V_X̀VU�kRPR�
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"related." 

Any AE with missing severity will be imputed as "severe." 
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�OPQRSTR�RQRUV�WX�TYRZ[\]�[UVRSRTV�� _̂O_T�]R\P[Ù�VW�YSRa\VbSR�P[TZWUV[Ub\V[WU�WX�TVbPc�VSR\VaRUV�� _̂O_T�]R\P[Ù�VW�YSRa\VbSR�P[TZWUV[Ub\V[WU�XSWa�VdR�TVbPc��eR\Vd�d̂[T�WQRSQ[Rf�Tbaa\Sc�V\g]R�f[]]�gR�YSRTRUVRP�XWS�VdR�Xb]]�h\SV�i�YRS[WPj�̂dR�Tbaa\Sc�f[]]�gR�YRSXWSaRP�gc�VdR�TVbPc�PSb̀�PWT\̀R�WX�klmmn�\V�WUTRV�[U�h\SV�i�\UP�bT[Ù�VdR�aR\U�P\[]c�PWTR�\UP�aWP\]�PWTR�bTRP�PbS[Ù�h\SV�ij��d̂R�XW]]Wf[Ù�Tbaa\S[RT�[U�h\SV�i�f[]]�P[TY]\c�VdR�UbagRS�\UP�YRSZRUV\̀R�WX�TbgoRZVT�f[Vd�\U�\PQRSTR�RQRUV�gc�TcTVRa�WS̀\U�Z]\TT�pqrst�\UP�YSRXRSSRP�VRSa�pTWSVRP�\]Yd\gRV[Z\]]ctu��O]]�̂_O_T��qRS[WbT�̂_O_T��qVbPc�eSb̀�vR]\VRP�̂_O_T�� _̂O_T�gc�w\x[aba�qRQRS[Vc��O]]�̂_O_T�]R\P[Ù�VW�YSRa\VbSR�P[TZWUV[Ub\V[WU�XSWa�VdR�TVbPc���O]]�̂_O_T�]R\P[Ù�VW�YSRa\VbSR�P[TZWUV[Ub\V[WU�XSWa�VSR\VaRUV�d̂RTR�Tbaa\S[RT�f[]]�gR�YSRTRUVRP�XWS�VdR�Xb]]�h\SV�i�YRS[WPj�̂dR�Tbaa\Sc�f[]]�gR�YRSXWSaRP�gc�TVbPc�PSb̀�PWTR�\V�VdR�V[aR�WX�\PQRSTR�RQRUV�WUTRV�[U�h\SV�i�\UP�bT[Ù�VdR�aR\U�P\[]c�PWTR�bTRP�PbS[Ù�h\SV�ij�qR]RZVRP�Tbaa\S[RT�f[]]�\]TW�gR�YRSXWSaRP�gc�VdR�aWP\]�P\[]c�PWT\̀R�PbS[Ù�VdR�TVbPcj��qbaa\S[RT�WX�̂_O_T�f[]]�gR�Tbaa\S[yRP�gc�TVbPc�PSb̀�PWTR�\V�VdR�V[aR�WX�\PQRSTR�RQRUV�WUTRV�[U�h\SV�i�XWS�VdR�XW]]Wf[Ù�Tbg̀SWbYT�XWS�sWdWSV�Ou���h\SV�z�ÒRu�i�{�|�cR\ST}�|{�zi�cR\ST}�zi�~�{� ��qRx�� d̂SRR�aWTV�ZWaaWU�ZWUZWa[V\UV�O_eT�bTRP�gc�sWdWSV�O�[U�h\SV�i�qbaa\S[RT�WX�̂_O_T�f[]]�gR�Tbaa\S[yRP�gc�TVbPc�PSb̀�PWTR�\V�VdR�V[aR�WX�\PQRSTR�RQRUV�WUTRV�[U�h\SV�i�XWS�VdR�XW]]Wf[Ù�Tbg̀SWbYT�XWS�sWdWSV��u���h\SV�z�ÒRu�i�~�{�zn�cR\ST}��zn�cR\ST��i�~�{�z�� z��cR\STj��qRx�� d̂SRR�aWTV�ZWaaWU�ZWUZWa[V\UV�O_eT�bTRP�gc�sWdWSV���[U�h\SV�i��T[Ù�VdR��̂�q\XRVc�hWYb]\V[WU}�VdR�Tbaa\Sc�WX�̂_O_T�gc�VSR\VaRUV�SRZR[QRP�[U�h\SV�z�f[]]�\]TW�gR�YRSXWSaRP�bT[Ù�sWdWSV�O�TbgoRZVT�fdW�bTRP��\]YSW\VR�PbS[Ù�h\SV�i�pQ\]YSW\VR�a\̀URT[ba}�Q\]YSW\VR�TWP[ba}�Q\]YSW\VR�TRa[TWP[ba}�Q\]YSW\VR�TWP[ba�Q\]YSW[Z�\Z[P}�WS�Q\]YSW[Z�\Z[Pt�QTj�VdWTR�fdW�P[P�UWVj��
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OPQRS�TUV�WX�YZ[VT\�]̂_̀aZTQ̂Rb�Z�PQcQaZd�P̀ccZd\�̂[�XefeP�g\�TdVZTcVRT�dVhVQiVj�QR�]ZdT�k�lQaa�gV�_Vd[̂dcVj�̀PQRS�m̂ÛdT�f�P̀gnVhTP�lÛ�̀PVj�mâgZoZc�j̀dQRS�]ZdT�p�iPq�TÛPV�lÛ�jQj�R̂Tq��OPQRS�TUV�WX�YZ[VT\�]̂_̀aZTQ̂Rb�ZRZa\PVP�̂[�]ZdT�p�XefeP�g\�TdVZTcVRT�dVhVQiVj�QR�]ZdT�k�lQaa�gV�P̀ccZdQoVj�[̂d�m̂ÛdT�f�P̀gnVhTP�̀PQRS�TUV�ĉ PT�ĥcĉ R�ĥcgQRZTQ̂RP�̂[�ferP�̀PVj�iVdP̀P�TÛPV�P̀gnVhTP�lÛ�jQj�R̂T�̀PV�TUV�ĥcgQRZTQ̂Rq��OPQRS�TUV�WX�YZ[VT\�]̂_̀aZTQ̂Rb�Z�P̀ccZd\�̂[�TUV�ĉ PT�ĥcĉ Ra\�̂hh̀ddQRS�ZjiVdPV�ViVRTP��st�QRhQjVRhV�̂iVdZaa�̂d�QR�TUV�ĵPV�ZT�̂RPVT�ĥàcRu�QR�]ZdT�k�TUd̂ S̀U�]ZdT�p�lUQaV�dVhVQiQRS�ZhTQiV�vwxxy�lQaa�gV�_d̂iQjVj�g\�ĵPZSV�ZT�̂RPVTb�[QdPT�PÛlQRS�TUV�R̀cgVd�̂[�P̀gnVhTPb�R̀cgVd�̂[�ViVRTP�zR̂TQRS�TUZT�Z�P̀gnVhT�cZ\�UZiV�c̀ aTQ_aV�̂hh̀ddVRhVP�̂[�TUV�PZcV�ViVRTub�ZRj�TUV�R̀cgVd�̂[�dVP̂aiVj�ViVRTPq�fR̂TUVd�P̀ccZd\�̂[�TUV�ĉ PT�ĥcĉ Ra\�̂hh̀ddQRS�ZjiVdPV�ViVRTP�{m̂ÛdT�f|�̂d� {m̂ÛdT�}|�QRhQjVRhV�̂iVdZaa�̂d�QR�TUV�ĵPV�ZT�̂RPVT�ĥàcRu�lQaa�gV�ĥc_aVTVj�PÛlQRS�TUV��PÛlQRS�TUV�cVZR�TQcV�T̂�[QdPT�ViVRT�zcVZP̀dVj�[d̂c�TUV�jZTV�̂[�[QdPT�vwxxy�TdVZTcVRTu�ZRj�TUV�cVZR�j̀dZTQ̂R�̂[�TUV�ViVRTq�~̂d�P̀gnVhTP�lÛ�UZiV�c̀ aTQ_aV�̂hh̀ddVRhVP�̂[�TUV�PZcV�ViVRT�j̀dQRS�TUV�PT̀j\b�TUV�[QdPT�ViVRT�lQaa�gV�̀PVj�QR�TUV�P̀ccZd\q�~̂d�̀RdVP̂aiVj�ViVRTPb�TUV�j̀dZTQ̂R�lQaa�gV�hZah̀aZTVj�̀PQRS�TUV�aZPT�jZTV�̂[�[̂aâl�̀_q�OPQRS�TUV��We�YZ[VT\�]̂_̀aZTQ̂Rb�Z�P̀ccZd\�̂[�TUV�ĉ PT�ĥcĉ Ra\�̂hh̀ddQRS�ZjiVdPV�ViVRTP�QR�]ZdT�p�z�st� �{m̂ÛdT�}|u�QRhQjVRhV�̂iVdZaa�̂d�QR�TUV�ĵPV�ZT�̂RPVT�ĥàcRu�lQaa�gV�_d̂iQjVjb�[QdPT�PÛlQRS�TUV�R̀cgVd�̂[�P̀gnVhTPb�R̀cgVd�̂[�ViVRTP�zR̂TQRS�TUZT�Z�P̀gnVhT�cZ\�UZiV�c̀ aTQ_aV�ĥh̀ddVRhVP�̂[�TUV�PZcV�ViVRTub�ZRj�TUV�R̀cgVd�̂[�dVP̂aiVj�ViVRTPq�fR̂TUVd�P̀ccZd\�̂[�TUV�ĉ PT�ĥcĉ Ra\�̂hh̀ddQRS�ZjiVdPV�ViVRTP�zst�QRhQjVRhV�̂iVdZaa�̂d�QR�TUV�ĵPV�ZT�̂RPVT�ĥàcRu�lQaa�gV�ĥc_aVTVj�PÛlQRS�TUV��PÛlQRS�TUV�cVZR�TQcV�T̂�[QdPT�ViVRT�zcVZP̀dVj�[d̂c�TUV�jZTV�̂[�[QdPT�ĵPV�QR�]ZdT�pu�ZRj�TUV�cVZR�j̀dZTQ̂R�̂[�TUV�ViVRTq�~̂d�P̀gnVhTP�lÛ�UZiV�c̀ aTQ_aV�̂hh̀ddVRhVP�̂[�TUV�PZcV�ViVRT�j̀dQRS�TUV�PT̀j\b�TUV�[QdPT�ViVRT�lQaa�gV�̀PVj�QR�TUV�P̀ccZd\q�~̂d�̀RdVP̂aiVj�ViVRTPb�TUV�j̀dZTQ̂R�lQaa�gV�hZah̀aZTVj�̀PQRS�TUV�aZPT�jZTV�̂[�[̂aâl�̀_q�~̂d�TUV��We�YZ[VT\�]̂_̀aZTQ̂Rb�Z�P̀ccZd\�̂[�TUV�ĉ PT�ĥcĉ Ra\�̂hh̀ddQRS�ZjiVdPV�ViVRTP�QR�]ZdT�p�z�st�{m̂ÛdT�f|�̂d�kxt�{m̂ÛdT�}|�QRhQjVRhV�̂iVdZaa�̂d�QR�TUV�ĵPV�ZT�̂RPVT�ĥàcRu�lQaa�gV�_dVPVRTVj�g\�cVZR�jZQa\�ĵPVb�ĉ jZa�ĵPVb�ZRj�TUV�ĉ PT�dVhVRTa\�ZPPQSRVj�ĵPZSV�aViVa�_dQ̂d�T̂�TUV�̂RPVT�̂[�TUV�ViVRTq��~̂d�TUV��We�YZ[VT\�]̂_̀aZTQ̂Rb�Z�P̀ccZd\�TZgaV�̂[�ZjiVdPV�ViVRTP�lQTU�̂RPVT�j̀dQRS�]ZdT�k�TUZT�lVdV�R̂ŜQRS�ZT�TUV�PTZdT�̂[�]ZdT�p�lQaa�gV�_d̂iQjVj�P̀ccZdQoQRS�g\�TUV�TdVZTcVRT�dVhVQiVj�j̀dQRS�]ZdT�kq��̂�QR[VdVRTQZa�PTZTQPTQhZa�cVTÛjP�zQqVqb�cVTÛjP�TUZT�\QVaj�_�iZàVPu�lQaa�gV�̀PVj�T̂�ĥc_ZdV�TdVZTcVRT�Sd̂ _̀P�̂R�TUV�[dV�̀VRh\�̂d�PViVdQT\�̂[�fePq�XUV�[̂aâlQRS�aQPTQRSP�lQaa�gV�_d̂j̀hVj�[̂d�Zaa�VRd̂aaVj�P̀gnVhTP����faa�fePb�ViVRTP�ĥRPQjVdVj�T̂�gV�Xefe�lQaa�gV�QjVRTQ[QVj�QR�TUV�aQPTQRS��YVdQ̂̀ P�feP�
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[Cohort A] or 10% [Cohort B] 

~10% 

[Cohort A] or 10% 

• 
• 
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• 
• 
• 
• 

!.Elevated prolactin level ~2x above the upper limit of normal (ULN) 
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��UV���WXYZ[\�]̂Y_�̀a�bZ_̂c�dZ\[d�ê_̂�̂Yf�dghfeXcfe�_i�jf�eigXkf[_fe�̂_�f̂gh�gcZ[Zg�bZdZ_�lYik�mZdZ_�no�_hYiX\h�p[e�il�q_Xer�̂ggiYeZ[\�_i�_hf�dghfeXcf�sYibZefe�Z[�t̂jcf�̀u�thf�kf̂dXYfkf[_d�vZcc�Z[gcXef�jciie�sYfddXYfa�hf̂Y_�Ŷ_fa�_fksfŶ_XYfa�YfdsZŶ_iYr�Ŷ_fu�WXYZ[\�]̂Y_�̀a�jier�vfZ\h_�Zd�dghfeXcfe�liY�giccfg_Zi[�̂_�f̂gh�gcZ[Zg�bZdZ_�̂ggiYeZ[\�_i�_hf�dghfeXcf�sYibZefe�Z[�t̂jcf�̀u�wfZ\h_�Zd�dghfeXcfe�liY�giccfg_Zi[�̂_�mZdZ_�no�̂[e�mZdZ_�̀̀�liY�xihiY_�y�̂[e�̂_�mZdZ_�noa�`̀a�̂[e�z̀�liY�xihiY_�{u�{|}�vZcc�jf�ĝcgXĉ_fe�̂d�vfZ\h_�~�\����hfZ\h_�~k�̀u�y_�bZdZ_d�vhfYf�_hf�hfZ\h_�Zd�[i_�giccfg_fe�{|}�vZcc�jf�ef_fYkZ[fe�XdZ[\�_hf�kid_�Yfgf[_cr�giccfg_fe�hfZ\h_�b̂cXfu��iY�xihiY_�ya�̂\f��[̂e�df��ĵdfe���dgiYfd�liY�hfZ\h_�̂[e�vfZ\h_�̂_�f̂gh�̂ddfddkf[_�vZcc�jf�ef_fYkZ[fe�XdZ[\�\Yiv_h�gĥY_d�̂b̂Zĉjcf�lYik�_hf�xf[_fYd�liY�WZdf̂df�xi[_Yic�~xWx��̂[e�_hf��iYce�wf̂c_h��Y\̂[Z�̂_Zi[�~�w��u�Wf_̂Zcd�il�_hf�ê_̂�diXYgfd�̂Yf�̂b̂Zĉjcf�̂_�_hf�liccivZ[\�vfjdZ_fu�h__sd���vvvugegu\ib�[ggeshs�e[ŝi�\Yiv_hgĥY_d�YfdiXYgfd�d̂duh_k�thf��� l�̂ddfddkf[_u��iY�dXj�fg_d�vZ_h�[̂�Z[gikscf_f�jZY_h�ê_f�eXf�_i�giX[_Yr�Yf�XZYfkf[_da��̂[X̂Yr�nd_�il�_hf�sYibZefe�rf̂Y�il�jZY_h�vZcc�jf�d̂dXkfe�_i�jf�_hf�ê_f�il�jZY_hu�thf���dgiYfd�vZcc�jf�ef_fYkZ[fe�i[cr�liY�dXj�fg_d�vhidf�̂\f�̂_�d̂dfddkf[_�Zd���n��rf̂Yd�il�̂\fu��iY�xihiY_�{a�_hf��̂ŝ[fdf��Yiv_h�q_̂[êYe�xĥY_�̀����lYik�_hf��̂ŝ[fdf�qigZf_r�liY�]feẐ_YZg�p[eigYZ[ici\r�Zd�Xdfe�̂d�_hf�YflfYf[gf�_i�ĝcgXĉ_f�_hf���dgiYfdu��iY�f̂gh�bZ_̂c�dZ\[a�ijdfYbfe�b̂cXfd�̂[e�gĥ[\f�lYik�]̂Y_�̀�ĵdfcZ[f�̂[e�gĥ[\f�lYik�]̂Y_�n�ĵdfcZ[f�_i�f̂gh�i[�d_Xer�fb̂cX̂_Zi[�vZcc�jf�dXkk̂ YZ�feu� ]̂Y_�n�̂[e�iY�]̂Y_�̀�ĵdfcZ[f�vZcc�jf�dXkk̂ YZ�fe�liY�_hf���p�q̂lf_r�]isXĉ_Zi[�jr�bZdZ_�̂[e�̂_�̂[r�_Zkf�eXYZ[\�]̂Y_�̀u��fZ\h_�dXkk̂ YZfd�vZcc�̂cdi�jf�sYfdf[_fe�jr�̂\f�\YiXs�~̀�_i��n��rf̂Yd�̂[e����n��rf̂Yd�liY�xihiY_�{�u��lYik�]̂Y_�n�]̂Y_�̀�ĵdfcZ[fa�dŝ\hf__Z�sci_d�vZcc�jf�sYieXgfe�liY�_hf���p�q̂lf_r�]isXĉ_Zi[�ef_̂ZcZ[\�_hf�dXj�fg_d�b̂cXf�il�vfZ\h_�ibfY�_Zkf�_i�d̂dfdd�_hf�YfgibfYr�lYik�vfZ\h_�ciddu��iY�xihiY_�{a�_hf�sci_d�vZcc�jf�sYfdf[_fe�jr�dXj\YiXsd�il�dXj�fg_d��̀_i���n��̂[e� �xiYYfĉ_Zi[d�jf_vff[�vfZ\h_�cidd�̂[e�efgYf̂dfe�̂ssf_Z_f�vZcc�jf�sfYliYkfeu�mZ_̂c�dZ\[da�vfZ\h_a�hfZ\h_a�̂[e�{|}�ê_̂�vZcc�jf�sYfdf[_fe�Z[�̂�ê_̂�cZd_Z[\u��iY�f̂gh�dXj�fg_�vZ_h�̂�gcZ[Zĝccr�kf̂[Z[\lXc�̂j[iYk̂ cZ_r�Z[�bZ_̂c�dZ\[d�~sYibZefe�Z[�yssf[eZ����a�̂�_̂jcf�vZcc�jf�sYieXgfe�iY\̂[Z�fe�jr�ŝŶkf_fY�_ĥ_�cZd_d�f̂gh�dXj�fg_a�̂\fa�df�a�̂[e�êr�il�̂j[iYk̂ c�b̂cXfu�O*3� �������������Q�����y[̂crdZd�il�px�d�vZcc�jf�Z[gcXefe�Z[�̂�dfŝŶ_f�YfsiY_�lYik�xĉYZi�~liYkfYcr�p�ta�{ZikfeZĝc�qrd_fkd�u�
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scores will be determined based on the subject's age at the date o 

For weight, the occurrence of at least a~ 7% gain/reduction or~ 10% gain/reduction from 

For subjects with an occurrence of a 7% reduction in weight 

18 years of age. 
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T��lf�mheZ�no�phffVe�qZhrbfr�abYY�cV�hWWVWWVg�\[e�WXcsVtZW�u�v�Z[�wx�yVheW�[Yg�htt[egbfr�Z[�ZzV�WtzVgXYV�[\�hWWVWWiVfZW�rb{Vf�bf�phcYV�nj��[̂ftVdZXhYYyo�dXcVeZhY�ihZXehZb[f�thf�cV�gVWtebcVg�bf�ZVeiW�[\�WV|XVftVo�Zbibfro�hfg�ZVid[j�mXcVeZy�t[fWbWZW�[\�h�WVebVW�[\�deVgbtZhcYV�V{VfZWo�hfg�ZzV�WV|XVftV�[\�tzhfrVW�bf�WVt[fghey�WV}XhY�tzhehtZVebWZbtW�zhW�cVVf�thZVr[eb~Vg�cy�WV{VehY�re[XdWj�pzV�[fWVZ�hfg�de[reVWW�[\�dXcVeZhY�tzhfrVW�abYY�cV�eVt[egVg�[f�h���d[bfZ�WthYV�\[e�c[yW�hfg�rbeYW�WVdhehZVYyj��[yW�heV�ehZVg�\[e�rVfbZhY�gV{VY[diVfZ�hfg�dXcbt�zhbe�re[aZz�Zze[Xrz�WZhrV�l�Z[�WZhrV��j��beYW�heV�ehZVg�\[e�ceVhWZ�gV{VY[diVfZ�hfg�dXcbt�zhbe�re[aZz�Zze[Xrz�WZhrV�l�Z[�WZhrV��j�pzV�fXicVe�hfg�dVetVfZhrV�[\�WXcsVtZW�bf�Vhtz�phffVe�qZhrV�abYY�cV�deVWVfZVg�\[e�hYY�{bWbZW�WVdhehZVYy�\[e�c[yW�hfg�rbeYW�[{VehYY�hfg�ce[�Vf�[XZ�\[e�ZzV�\[YY[abfr�mheZ�w�hrV�re[XdW��u� ����YY�phffVe�WZhrbfr�ghZh�abYY�cV�deVWVfZVg�bf�ZzV�WXcsVtZ�ghZh�YbWZbfrj�N*N� ������������������������hc[ehZ[ey�Wh\VZy�dhehiVZVeW�abYY�cV�hfhYy~Vg�cy�h�tVfZehY�Yhc[ehZ[ey�XWbfr�WZhfgheg�{hYbghZVg�iVZz[gWj��YY�Yhc[ehZ[ey�Wh\VZy�ghZh�abYY�cV�t[YYVtZVg�hW�dVe�ZzV�WtzVgXYV�[\�hWWVWWiVfZW�rb{Vf�bf�phcYV�nj�pzV�\[YY[abfr�Yhc[ehZ[ey�dhehiVZVeW�abYY�cV�hfhYy~Vg���_VihZ[Y[ry��zVi[rY[cbfo�zVihZ[tebZo�VeyZze[tyZVWo�VeyZze[tyZV�iVhf�t[edXWtXYhe�{[YXiVo�YVX�[tyZVWo�VeyZze[tyZV�iVhf�t[edXWtXYhe�zVi[rY[cbfo�VeyZze[tyZV�iVhf�t[edXWtXYhe�zVi[rY[cbf�t[ftVfZehZb[fo�fVXZe[dzbYWo�Yyidz[tyZVWo�i[f[tyZVWo�V[Wbf[dzbYWo�chW[dzbYW�dYhZVYVZWo�hfg�iVhf�dYhZVYVZ�{[YXiV�� ẑVibWZey��hYcXibf������o�hY�hYbfV�dz[WdzhZhWV���m�o�hYhfbfV�hibf[ZehfW\VehWV����p��q�mp�o�hWdheZhZV�hibf[ZehfW\VehWV���qp��q�̀ p�o�cbthec[fhZVo�cY[[g�XeVh�fbZe[rVf������o�thYtbXi��̂h�o�tzY[ebgV��̂Y�o�teVhZbfbfVo�teVhZbfV��bfhWVo�rhiih�rYXZhiyY�ZehfW\VehWV����p�o�rYXt[WVo�YhtZhZV�gVzyge[rVfhWV����_�o�dz[WdzhZVo�d[ZhWWbXi����o�W[gbXi���h�o�Z[ZhY�cbYbeXcbfo�gbeVtZ�cbYbeXcbfo�Z[ZhY�tz[YVWZVe[Yo�Z[ZhY�de[ZVbfo�ZebrYytVebgVWo�XehZVo�V��Uo�lr�o�lr�o�lr�j�
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• 

• 

7 years to sll years, 

> 11 years to s 15 years, 

> 15 years to s 18 years . 
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SSRS data and will only ask about a subject's capability to 

is assessed as a "yes" answer at any time during the 

is assessed as a "yes" answer at any time during the 

PUBLIC
 C

OPY 

This
 do

cu
men

t c
an

no
t b

e u
se

d t
o s

up
po

rt a
ny

 m
ark

eti
ng

 au
tho

riz
ati

on
 

ap
pli

ca
tio

n a
nd

 an
y e

xte
ns

ion
s o

r v
ari

ati
on

s t
he

reo
f.



������������	
����������

����
�����
���
������������������������� �!�"�#�$�%�#���&#���&'(�%�)*+�,��#�)�'�-�*���.//0123/2�

>��#��''�$�?�)6"��#�%?��@AB@	CBD(�E77�)#�F��?&#��G2186�1:/:/�H�'������I6���"��#���4JH� � ,&���KD��7�LMB�
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questions 1 through 10 are marked as 'yes' 

experiencing a event (Question 11) will be provided 

A shift table of the subject's Part 1 baseline categorization {No
 vs. the subject's most se 
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confirmed and approved by the Epilepsy Study Consortium (ESC) as a 'drop seizure' 
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NOP�QRS�TUVVSWSXYS�UX�Z[\�V]W�̂]XQR�O�Q]�_]R]WQ�̀�ab[�NcdWQ�O�Zde�fg�Q]�_]R]WQ�̀�ab[P�QUhS�i]UXQ�Y]hidWST�Q]�QRS�jdkSlUXS�NcdWQ�gPm�nRS�Qo]�pSe�Z[\qWSldQST�rdWUdslSk�V]W�_]R]WQ�j�dWS�TSVUXST�dk�V]ll]okt��NgP�QRS�TUVVSWSXYS�UX�TW]i�kSUuvWS�VWSwvSXYe�iSW�Ox�Tdek�NZ[\P�TvWUXy�QRS�VUWkQ�gO�h]XQRk�]iSXqldsSl�nWSdQhSXQ�cSWU]T�NcdWQ�O�Zde�g�Q]�zUkUQ�OO�]W�an{�oRUYRSrSW�Y]hSk�VUWkQP�Y]hidWST�Q]�QRS�jdkSlUXS�NcdWQ�gP|��NOP�QRS�TUVVSWSXYS�UX�Z[\�V]W�̂]XQR�O�Q]�̂]XQR�gO�NcdWQ�O�Zde�fg�Q]�zUkUQ�OO�]W�an{�oRUYRSrSW�Y]hSk�VUWkQP�Y]hidWST�Q]�QRS�jdkSlUXS�NcdWQ�gPm�nRS�VWSwvSXYe�]V�TW]i�kSUuvWSk�TvWUXy�d�yUrSX�UXQSWrdl�oUll�sS�TSWUrST�VW]h�QRS�XvhsSW�dXT�QeiS�]V�SrSXQk�WSY]WTST�UX�kvs}SYQ�TUdWUSkm�\]W�SdYR�kvs}SYQ{�QRS�kSUuvWS�VWSwvSXYe�iSW�Ox�Tdek�oUll�sS�YdlYvldQST�dk�QRS�XvhsSW�]V�kSUuvWSk�WSY]WTST�TvWUXy�QRS�iSWU]T{�TUrUTST�se�QRS�XvhsSW�]V�Tdek�UX�QRS�iSWU]T�dXT�hvlQUilUST�se�Oxm�nRS�TW]i�kSUuvWS�VWSwvSXYe�oUll�sS�YdlYvldQST�VW]h�dll�drdUldslS�TdQd�Y]llSYQST�TvWUXy�QRS�WSlSrdXQ�UXQSWrdlm�nRS�VWSwvSXYe�]V�TW]i�kSUuvWSk�oUll�sS�Y]vXQST�VW]h�QRS�TdUle�TUdWe�WSY]WTk�iW]rUTST�se�QRS�[vs}SYQ�]W�cdWSXQ~_dWSyUrSWm��Ski]XkSk�Q]�QRS�Z[Z�wvSkQU]X�ds]vQ�QRS�XvhsSW�]V�kSUuvWSk�iSW�kSUuvWS�SiUk]TS�oUll�sS�RdXTlST�TUVVSWSXQle�dYY]WTUXy�Q]�QRS�V]ll]oUXy�WSki]XkS�]iQU]Xkm���������� ��������������������]�kSUuvWSk� ���̀kUXylS�kSUuvWS� g�X̀�SiUk]TS�]V�hdXe�TUkYWSQS�kSUuvWSk� jdkST�]X�QRS�kvs}SYQ~YdWSyUrSW�WSki]XkS�UX�QRS�Z[Z�Q]�QRS�QWUyySWST�XvhsSW�]V�kSUuvWSk� ��̀YlvkQSW�]V�kSUuvWSk�sdYpqQ]qsdYp� nRUk�oUll�sS�TSQSWhUXST�ShiUWUYdlle�vkUXy�QRS�kQvTe�dk�TSkYWUsST�sSl]om��������������������[SUuvWS�YlvkQSWk�oUQR]vQ�d�iSWYSiQUslS�UXQSWUYQdl�iSWU]T�NUmSmsdYpqQ]qsdYp QRdQ�dWS�SXQSWST�UX�QRS�Z[Z�oSWS�Y]XkUTSWST�vXY]vXQdslS�dXT�]Xle�QRS�TvWdQU]X�]V�QRS�SrSXQ�Uk�WSY]WTST�UX�R]vWkt�hUXvQSkt�kSY]XTkm�\]W�d�YlvkQSW�]V�kSUuvWSk�sdYpqQ]qsdYp�QRS�XvhsSW�]V�TUkYWSQS�kSUuvWSk�QRdQ�]YYvWWST�TvWUXy�d�YlvkQSW�Uk�X]Q�SXQSWST�UX�QRS�Z[Zm�n]�SkQUhdQS�QRS�XvhsSW�]V�kSUuvWSk�TvWUXy�d�sdYpqQ]qsdYp�YlvkQSW{�QRS�XvhsSW�]V�
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question "Enter the 
in the episode". 

data reported for "episodes of many discrete 
seizures" of other subjects in the 

") 
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OPQR�STUVWXYX�UXT �Z[XVT\TVP]]R̂�X[TU_SXU�_\�OPQR�STUVWXYX�UXT̀aWXU�TQV]aSX�b_Yc�PQ�XUYTOPYX�_\�YcX�QaObXW�_\�UXT̀aWXÛ�PQS�PQ�XUYTOPYX�_\�YcX�SaWPYT_Q�_\�YcX�UXT̀aWXU�TQ�YcX�X[TU_SX̂�VPYXd_WT̀XS�TQY_�e�_\�f� baVgXYUh�ij�OTQaYXUk�jlem�OTQaYXUk�nem�OTQaYXUo�pcX�OXSTPQ�QaObXW�_\�STUVWXYX�UXT̀aWXU�WX[_WYXS�TQ�YcX�STUVWXYX�UXT̀aWX�V]aUYXW�XqXQYU�PVW_UU�P]]�r_c_WY�s�UabtXVYU�TQ�YcX�uPWY�e�pvw�[XWT_S�xT]]�bX�aUXS�Y_�TO[aYX�YcX�QaObXW�_\�UXT̀aWXU�Xy[XWTXQVXS�SaWTQd�P�V]aUYXW�_\�bPVglY_lbPVg�UXT̀aWXU�TQ�uPWY�jo�pcX�SX\TQTYT_Q�SX\TQXS�cXWX�aUXU�YcX�uPWY�e�pvw�[XWT_S�Y_�OPTQYPTQ�V_O[PWPbT]TYR�bXYxXXQ�YcX�uPWY�e�UaOOPWTXU�PQS�YcX�uPWY�j�UaOOPWTXÛ�YcPY�TÛ�Y_�XQUaWX�YcPY�uPWYU�e�PQS�j�b_Yc�aUX�YcX�UPOX�QaObXW�xcXQ�TO[aYTQd�YcX�QaObXW�_\�UXT̀aWXU�TQ�P�bPVglY_lbPVg�V]aUYXWo��pcX�OXSTPQ�QaObXW�_\�UXT̀aWXU�xT]]�YcXQ�bX�aUXS�Y_�TO[aYX�V_aQYU�\_W�UXT̀aWX�V]aUYXWUh�� PUUTdQXS�YcX�OXSTPQ�QaObXW�_\�UXT̀aWXU�WX[_WYXS�TQ�STUVWXYX�UXT̀aWX�XqXQYU�ij�OTQaYXU�� lz�c_aWU{�xT]]�bX�PUUTdQXS�YcX�OXSTPQ�QaObXW�_\�UXT̀aWXU�WX[_WYXS�TQ�STUVWXYX�UXT̀aWX�XqXQYU�jlem�OTQaYXU�� �z�c_aWU{�xT]]�bX�PUUTdQXS�YcX�OXSTPQ�QaObXW�_\�UXT̀aWXU�WX[_WYXS�TQ�STUVWXYX�UXT̀aWX�XqXQYU�n�em�OTQaYXUo�sQ�P]YXWQPYTqX�OXYc_S�\_W�TO[aYPYT_Q�_\�YcX�QaObXW�_\�UXT̀aWX�XqXQYU�PUU_VTPYXS�xTYc�X[TU_SXU�YcPY�xXWX�SXUVWTbXS�TQ�YcX�X| �xT]]�bX�[XW\_WOXSUXT̀aWX�bPVglY_lbPVg PWX�Yc_UX�YcPY�STS�Q_Y�cPqX�P�QaObXW�_\�UXT̀aWX�XqXQYU�PUU_VTPYXS�xTYc�YcXOo�}Q�_WSXW�Y_�PUU_VTPYX�P�QaObXW�_\�UXT̀aWX�XqXQYU�PUU_VTPYXS�xTYc�YcXÔ�YcX�\_]]_xTQd�P]YXWQPYTqX�OXYc_S�\_W�TO[aYPYT_Q�xT]]�bX�aUXSo�eo{� lY_l T]]�bX�V]PUUT\TXS�PVV_WSTQd�Y_�SaWPYT_Q̂�PU�TQ�YcX�[WTOPWR�PQP]RUTUo��Zc_WYh�i�e�c_aW�SaWPYT_Q��wXSTaOh�e��z�c_aWÛ�TQV]aUTqX��~_Qdh�n�z�c_aWU� �YcPY�_VVaWWXS�SaWTQd�YcX�pTYWPYT_Q�_W�wPTQYXQPQVX�uXWT_S�_\�uPWY�e�xT]]�bX�TSXQYT\TXS�PU�TQ�YcX�[WTOPWR�PQP]RUTUo�pcXUX�X[TU_SXU�xXWX�WX[_WYXS�TQ�YcX�STPWR�xTYc�TQ\_WOPYT_Q�Pb_aY�YcX�QaObXW�_\�STUVWXYX�UXT̀aWXU�TQ�YcX�V]aUYXW�X[TU_SX�PQS�YcX�SaWPYT_Q�_\�P�UTQd]X�STUVWXYX�UXT̀aWX�xTYcTQ�YcX�V]aUYXW�X[TU_SXo�fo{�pcX�SaWPYT_Q�_\�P�UTQd]X�UXT̀aWX�xTYcTQ�YcX�STUVWXYX�UXT̀aWX�V]aUYXW�X[TU_SX�xT]]�bX�SX\TQXS�PUh��
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seizures will be imputed using the seizure count and duration of seizures recorded for "an episode of 
zures". 

• 'short' clusters (i.e., 59 minutes) will be 

• 'medium' clusters (i.e., 1 

• 'long' clusters (i.e., > 

iary as "A cluster of seizures back to back" 
"episodes 

duration" 

. The "A cluster of 

Cluster episodes described in the diary as "A cluster of seizures back back" w 

• 
• 
• 

2.) Seizure cluster episodes described as "An episode of many discrete seizures" 

PUBLIC
 C

OPY 

This
 do

cu
men

t c
an

no
t b

e u
se

d t
o s

up
po

rt a
ny

 m
ark

eti
ng

 au
tho

riz
ati

on
 

ap
pli

ca
tio

n a
nd

 an
y e

xte
ns

ion
s o

r v
ari

ati
on

s t
he

reo
f.



������������	
����������

����
�����
���
������������������������� �!�"�#�$�%�#���&#���&'(�%�)*+�,��#�)�'�-�*���.//0123/2�

45���$�)6"��#����)��7�$��#�&'*��8,�9��������,&�#�:�;�9�������<*/�2:1=)#1:/::�>��#��''�$�?�)6"��#�%?��@AB@	CBD(�E77�)#�F��?&#��G2186�1:/:/�H�'������I6���"��#���4JH� � ,&���KL��7�MLB�

� ��NO�PQRSTUVW�QX�TYU�ZS[\TQ]R�]X�TYU�ZQV � �� �_̂̀�aYU�T]T\b�ZS[\TQ]R�]X�TYU�]cU[\bb�ZQVd[UTU�VUQeS[U�dbSVTU[�UfQV]ZU�gQbb�hU�d\bdSb\TUZ�\V�TYU�ZS[\TQ]R�X[]P�VTUf�i�PSbTQfbQUZ�hj�TYU�RSPhU[�]X�VUQeS[UV�[Uf][TUZ�QR�TYU�ZQVd[UTU�VUQeS[U�dbSVTU[�UfQV]ZU_�k_̀�aYU�T]T\b�ZS[\TQ]R�X[]P�VTUf�̂�gQbb�hU�d\TUl][QeUZ�QRT]�d\TUl][QUV�\Vm��nY][Tm�op�kq�PQRSTUV��rUZQSPm�sO�PQRSTUV��iOO�PQRSTUV�tQ_U_W�N��k�Y]S[VW�QRdbSVQcÙ��u]Rlm�v�iOO�PQRSTUV�s_̀�aYU�PUZQ\R�RSPhU[�]X�VUQeS[UV�[Uf][TUZ�gQTYQR�\�ZQVd[UTU�VUQeS[U�dbSVTU[�UfQV]ZU�gQbb�hU�ZUTU[PQRUZ�X][�\bb�ZQVd[UTU�dbSVTU[�UfQV]ZUV�QR�TYU�nY][TW�rUZQSPW�\RZ�u]Rl�ZQVd[UTU�dbSVTU[�ZS[\TQ]R�d\TUl][QUV�QR�TYU�f]fSb\TQ]R_�aYU�PUZQ\R�c\bSU�gQbb�TYUR�hU�QPfSTUZ�QRT]�TYU�nY][TW�rUZQSPW�\RZ�u]Rl�ZS[\TQ]R�h\dwxT]xh\dw�dbSVTU[�d\TUl][QUV_�aYU�X[UySURdj�]X�zn{xd]RXQ[PUZ�Z[]f�VUQeS[UV�gQbb�TYUR�hU�ZUTU[PQRUZ�SVQRl�TYU�\bTU[R\TQcU�dbSVTU[�UcURT�QPfST\TQ]R_�aYU�VSPP\[j�VT\TQVTQdVW�R]Rf\[\PUT[Qd�P]ZUbW�\RZ�f\[\PUT[Qd�P]ZUbV�\V�SVUZ�X][�TYU�f[QP\[j�URZf]QRT�gQbb�hU�SVUZ�X][�TYU�dbSVTU[�UcURT�VURVQTQcQTj�\R\bjVQV_�|}~�������}���}�����������������~��aYU��\VUbQRU�t�\[T�Ǹ�Z[]f�VUQeS[U�X[UySURdjW�][��n��NW�QV�d\bdSb\TUZ�\V�QR��\[T�NW�SVQRl�TYU��n��X[]P�TYU����d]RVUdSTQcU�Z\jV�QPPUZQ\TUbj�f[UdUZQRl�TYU�Z\TU�]X��\[T�N��\j�N_��][�\Rj�QRZQcQZS\b�VSh�UdTW�TYU�X[UySURdj�]X�VUQeS[UV�TY\T�[UVSbT�QR�Z[]fV��TYU�Z[]f�VUQeS[U�X[UySURdj�X][�VY][T��fU[����Z\jV�ZS[QRl�TYU�h\VUbQRU�fU[Q]Z�t�n��Ǹ�gQbb�hU�ZU[QcUZ�\V�X]bb]gVm� �aYU�Z[]f�VUQeS[U�X[UySURdj�fU[����Z\jV�X][��\[T�N�a�r�fU[Q]Z�t�n�ar �̀QV�ZUXQRUZ�hUb]gm� �aYU�Z[]f�VUQeS[U�X[UySURdj�fU[����Z\jV�X][�TYU��\[T�N��QR\b��UUw�]X�a�r�t�n���Ǹ�QV�ZUXQRUZ�hUb]gm��aYU�Z[]f�VUQeS[U�X[UySURdj�fU[����Z\jV�X][�TYU��\[T�N�T[\RVQTQ]R�fU[Q]Z�]X��\[T�N�t�n�a��̀�QV�ZUXQRUZ�hUb]gm�
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• 2 minutes, if the duration of the discrete seizure was answered as "Less than 2 minutes" 
• crete seizure was answered as "2 - 10 minutes" 
• 15 minutes, if the duration of the discrete seizure was answered as "More than 10 minutes" 

• 
• 
• 

28 x Total number of drop seizures during the Part 1 baseline period 
DSFsi = Total number of days in the Part 1 study baseline period with nonmissing diary data 

28 x Total number of drop seizures during the Part 1 T + M period 
DSFTM = Total number of days in the Part 1 T + M period with nonmissing diary data 

28 x Total number of drop seizures during the final week of Part 1 T + M 
DSFFwl = Total number of days with nonmissing diary data during the final week of Part 1 T + M 
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�OPQ�RSTUVWRWXU�YQSWXZ�[W\\�]Q�ZQ̂WUQZ�TV�RPQ�ZT_�T̂RQS�RPQ�QUZ�X̂�RPQ�̀TSR�a�bTWURQUTUcQ�YQSWXZ�RX�RPQ�ZT_�]Q̂XSQ�RPQ�̂WSVR�RSQTRdQUR�WU�̀TSR�ef��gZZWRWXUT\\_h�̂XS�iXPXSR�gh�̂XS�RPQ�XRPQS�WURQSjT\V�kbXURP�a�RPSXlmP�iXPXSR�g�nopq�ZQ̂WUQZ�WU�OT]\Q�rh�RPQ�ZSXY�VQWslSQ�̂SQtlQUc_�YQS�eu�ZT_V�̂XS�RPTR�WURQSjT\h�vpwoxnh�y ŴUQZ�TV�̂X\\X[Vz��OPQ�R[X�{Q_�Q̂̂QcRWjQUQVV�dQTVlSQV�̂XS�iXPXSR�gh�vpwna�TUZ�vpwneh�[W\\�]Q�cT\cl\TRQZ�TV�̂X\\X[Vz���OPQ�R[X�{Q_�Q̂̂QcRWjQUQVV�dQTVlSQV�̂XS�iXPXSR�|h�vpw|na�TUZ�vpw|neh�[W\\�]Q�cT\cl\TRQZ�TV�̂X\\X[Vz���2/*2*:�?�������}6���E77�)#�F������E�$����#�?�7���#����8�&'~����yU�T\\�VQWslSQ�TUT\_VQVh�RPQ�|TVQ\WUQ�k̀TSR�aq�jT\lQ�[W\\�]Q�RPQ�]TVQ\WUQ�lVQZf�wXS�TU_�X̂�RPQ�jTSWT]\QV�ZQ̂WUQZ�WU�RPQ�YSQjWXlV�VQcRWXUh�RPQ�cPTUmQ�̂SXd�]TVQ\WUQ�̂XS�TU_�WUZWjWZlT\�Vl]�QcR�[W\\�]Q�cT\cl\TRQZ�TVz��ivpw���̀XVR�]TVQ\WUQ�jT\lQ��vpw|a�OPQ�YQScQURTmQ�cPTUmQ�̂SXd�]TVQ\WUQ�̂XS�TU_�WUZWjWZlT\�Vl]�QcR�[W\\�]Q�cT\cl\TRQZ�TVz��ìvpw���k̀XVR�]TVQ\WUQ�jT\lQ��vpw|aq��a�����vpw|a�OPQ�{Q_�Q̂̂QcRWjQUQVV�dQTVlSQV�TSQ�RPQ�dQZWTUV�X̂�̀ivpwna�TUZ�̀ivpwnef�plddTS_�VRTRWVRWcV�̂XS�RPQ�cPTUmQV�̂SXd�]TVQ\WUQh�TUZ�RPQ�YQScQURTmQ�cPTUmQV�̂SXd�]TVQ\WUQ�[W\\�T\VX�]Q�YSQVQURQZf�g��W\cX�XU�VWmUQZ�STU{�RQVR�[W\\�]Q�lVQZ�RX�TVVQVV�RPQ�VWmUŴWcTUcQ�X̂�RPQ�YQScQURTmQ�cPTUmQ�̂SXd�]TVQ\WUQf��WjQU�RPTR�]TVQ\WUQ�SQ̂QSV�RX�RPQ�YQSWXZ�YSWXS�RX�WUWRWTRWXU�X̂�ZXl]\Q�]\WUZ�RSQTRdQUR�WU�̀TSR�ah�WR�WV�Q�YQcRQZ�RPTR�\XUm�RQSd�RSQTRdQUR�[WRP�����u�[W\\�\QTZ�RX�T�SQZlcRWXU�WU�ZSXY�VQWslSQ�̂SQtlQUc_f�ŷ�[Q�ZQVWmUTRQ�RPQ�̀TSR�a�]TVQ\WUQ�vpwh�vpwnah�vpwne�]_��|ah��nah�TUZ��neh�SQVYQcRWjQ\_h�RPQ�{Q_�Q̂̂QcRWjQUQVV�X]�QcRWjQ�WV�RX�RQVR�RPQ�Ul\\�P_YXRPQVWV�\WVRQZ�TV�RPQ�̂X\\X[WUmz�
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28 x Total number of drop seizures during the days in the Part 1 transition period 
DSFrRA = Total number of days with nonmissing diary data during the Part 1 transition period 

, i=1, 2, 3, ... , 12, is de 

28 x Total number of drop seizures in the ith interval 
DSFoLE,; = Total number of days in the ith interval with nonmissing diary data 

28 x Total number of drop seizures from Day 1 of OLE to Cohort A EOS 
DSFEi = Total number of days from Day 1 to Cohort A EOS with nonmissing diary data 

28 x Total number of drop seizures from Day 31 of OLE to Cohort A EOS 
DSFEi = Total number of days from Day 31 to Cohort A EOS with nonmissing diary data 

28 x Total number of drop seizures from Day 1 of OLE to Visit 22 
DSF =------------------------BEl Total number of days from Day 1 to Visit 22 

28 x Total number of drop seizures from Day 31 of OLE to Visit 22 
DSFEi = Total number of days from Day 1 to Visit 22 PUBLIC
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:2:so%, :2:75%, 100% I 

:2: 
here LDT :2: Dates, then the time interval 

point scale: <25%, :2:25%, 
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be calculated. In addition, the number of subjects who had at least a ~25% improvement -
the number who had either a ~25%, ~50%, ~75%, or 100% improvement, -

ar tallies will present the number of subjects with at least a ~50% 
improvement and the number with at least a ~75% improvement. 

will rate their global impression of the subject's condition at each clinic visit 

I scale measures the change in the subject's clinical status from a speci 
I rating scale permits a global evaluation of the subject's improvement 

over time. The severity of a subject's condition is rated on a 7 

• 
• 
• 
• 
• 
• 
• 

• 
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• 
• 
• 
• 

rescue medication may be administered according to each subject's personalized regimen consisting of 
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that subject's responses to each item in the subscale. A value of O represents the lowest or poorest 
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� NOOPOQ�RST�USVWXT�YW�Z[T\]TWÛ�_Z�V̀̀�aTYb][Ta�cSVc�dĉeYUV̀̀ f̂�[Ta]̀c�YW�g[_ea�dYhThi�jRki�ljRki�Rli�mli�Rmf�nTcoTTW�nVaT̀YWT�VWg�cST�pqr�R[TVcsTWc�tT[Y_g�oSTcST[�rlk�U_WZY[sTg�Va�g[_e�_[�W_ch�RST�USVWXT�Z[_s�nVaT̀YWT�YW�cST�Z[T\]TWÛ�_Z�V̀̀�U_]WcVǹT�s_c_[�aTYb][Ta�djRki�Rli�kli�mli�Rmi�uli�vl�oYcS�V�g[_ef� wxOyzyPO�{xQ��RST�USVWXT�Z[_s�nVaT̀YWT�YW�cST�Z[T\]TWÛ�_Z�V̀̀�U_]WcVǹT�s_c_[�aTYb][Ta�djRki�ajRki�Rli�kli�mli�Rmi�uli�VWg�|lf�� NOOPOQ�RST�USVWXT�YW�cST�Z[T\]TWÛ�_Z�V̀̀�U_]WcVǹT�W_W}s_c_[�aTYb][Ta�dVnaTWUTi�ŝ_Ù_WYUi�Z_UV̀�oYcS_]c�ÙTV[�_naT[~VǹT�s_c_[�aYXWai�YWZVWcỲT�aeVasai�VWg�TeỲTecYU�aeVasaf�RST�USVWXT�Z[_s�nVaT̀YWT�YW�cST�Z[T\]TWÛ�_Z�V̀̀�U_]WcVǹT�aTYb][Ta� wxOyzyPO�{xQ�RST�USVWXT�Z[_s�nVaT̀YWT�YW�cST�Z[T\]TWÛ�_Z�V̀̀�U_]WcVǹT�aTYb][Ta�dYhThi�s_c_[�VWg�W_W}s_c_[f�RST�e[_e_[cY_W�_Z�a]n�TUca�oS_�VUSYT~T�V�o_[aTWYWX�_[�W_�USVWXT�dYhTh YhTh���_[���aTYb][Taf�YW�Z[T\]TWÛ�_Z�V̀̀�U_]WcVǹT�aTYb][Ta�cSVc�[Ta]̀c�YW�g[_eai�U_]WcVǹT�s_c_[�aTYb][Ta�cSVc�g_�W_c�[Ta]̀c�YW�g[_eai�V̀̀�U_]WcVǹT�s_c_[�aTYb][Tai�V̀̀�U_]WcVǹT�aTYb][Tai�VWg�V̀̀�U_]WcVǹT�aTYb][Ta�cSVc�g_�W_c�[Ta]̀c�YW�g[_ea�
wxOyzyPO�{xQ�RST�e[_e_[cY_W�_Z�a]n�TUca�oS_�SV~T�V�_[���aTYb][Taf�YW�Z[T\]TWÛ�_Z�V̀̀�aTYb][Ta�cSVc�[Ta]̀c�YW�g[_ea�drlk�U_WZY[sTgfi�ĉeYUV̀�g[_e�aTYb][Tai�V̀̀�U_]WcVǹT�s_c_[�aTYb][Tai�V̀̀�U_]WcVǹT�W_W}s_c_[�aTYb][Tai�VWg�V̀̀�U_]WcVǹT�aTYb][Ta���]snT[�_Z�aTYb][T}Z[TT�gV̂ai�gTZYWTg�Va��f�gV̂a�oYcS�W_�U_]WcVǹT�aTYb][Ta�VWg��f�gV̂a�oYcS�W_�aTYb][Ta�cSVc�[Ta]̀c�YW�g[_ea� �wxOyzyPO�{xQ��]snT[�_Z�aTYb][T}Z[TT�gV̂ai�gTZYWTg�Va��f�gV̂a�oYcS�W_�aTYb][Ta�cSVc�[Ta]̀ca�YW�g[_ea�drlk�U_WZY[sTgfi�VWg��f�gV̂a�oYcS�W_�U_]WcVǹT�s_c_[�aTYb][Ta�q_WXTac�YWcT[~V̀�nTcoTTW�aTYb][Ta�cSVc�[Ta]̀c�YW�g[_ea� q_WXTac�YWcT[~V̀�nTcoTTW�aTYb][Ta�cSVc�[Ta]̀c�YW�g[_ea�drlk}U_WZY[sTgf�� ��]T�c_�kp���}��i�sVŴ�k_S_[c�m�a]n�TUca�UV[TXY~T[a�YW�cSYa�c[YV̀�gT̀V̂Tg�_[�sYaaTg�cSTY[�_W}aYcT�ac]ĝ�~YaYca�c_�sYcYXVcT�S_aeYcV̀�_[�ÙYWYU�T�e_a][T�c_�cST�s_ac�[TUTWc̀̂�gYaU_~T[Tg�U_[_WV~Y[]ah�vVŴ�aYcTa�SV~T�V̀a_�gT̀V̂Tg�_[�sYaaTg�_WaYcT�eVcYTWc�~YaYca�g]T�c_�aYcT�Ù_a][Ti�ZVUỲYĉ�dThXh�rk|pf�Ù_a][Ti�VWg�eŜaYUYVW�VWg�_[�U__[gYWVc_[�V~VỲVnỲYĉh�RS_]XS�VW�YWcT[Ys�VWV̀̂aYa�oVa�W_c�aeTUYZYTg�YW�cST�e[_c_U_̀i�_WT�Ya�nTYWX�U_Wg]UcTg�Z_[�k_S_[c�m�g]T�c_�cST�]W�W_oWa�Vaa_UYVcTg�oYcS�a]n�TUca�]WVǹT�_[�]WoỲ̀YWX�c_�VccTWg�cSTY[�_W}aYcT�~YaYcai�cST�YWU[TVaTg�[Ya��_Z�UVaT�[Ta][XTWUT�̀_U�g_oW�oYcSYW�~V[Y_]a�ac]ĝ�aYcT�[TXY_Wai�VWg�cST�]WUT[cVYWĉ�a][[_]WgYWX�cST�
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MNOPQRSTNU�NV�WXY�Z[\]RMS�̂TZTSZ�_Ù�SaR�MNÙ[MS�NV�VTU_Q�ONUTSNbTUc�̂TZTSZd�eaR�TUSRbTO�_U_QfZTZ�gTQQ�\R�TUMQ[̀R̀�TU�SaR�URhS�cQN\_Q�PbNSNMNQ�[P̀_SR�ZaN[Q̀�NUR�\R�bRi[TbR̀�PbTNb�SN�ZS[̀f�MQNZ[bRd��jU_QfZRZ�NV�_QQ�MN[US_\QR�ZRTk[bRZ�Sa_S�̀T̀�UNS�bRZ[QS�TU�̀bNPZ�lTdRdm�nNUopbNP�ZRTk[bRZq�gRbR�_̀ R̀̀�SN�SaR�Yjrd�eaR�Ma_UcR�VbNO�\_ZRQTUR�TU�nNUopbNP�ZRTk[bRZ�_Ù�NV�SaR�PbNPNbSTNU�NV�Z[\]RMSZ�gaN�_MaTR̂R�_�gNbZRUTUc�VbNO�\_ZRQTUR�lTdRdm�st�uv�bR̀[MSTNUqm�Nb�wuvm��xyvm��yuvm��zyvm�{uuv�bR̀[MSTNUm�_Ù�UR_b�ZRTk[bR�VbRR̀NO �lTdRdm�u�Nb�{�ZRTk[bRZq�VbNO�\_ZRQTUR�TU�VbRi[RUMf�NV�nNUopbNP�ZRTk[bRZ�gRbR�_U_QfkR̀�_Z�ZPRMTVTR̀�VNb�SaR�NSaRb�ZRTk[bR�cbN[PTUcZd��j�ZRUZTST̂TSf�_U_QfZTZ�NV�YW�R̂RUSZ�bRPNbSR̀�TU�SaR�RpT_bf�g_Z�MNÙ[MSR̀�VNb�_�Z[\ZRS�NV�YW�ZRTk[bR�SfPRZ�NVVTMT_QQf�bRMNcUTkR̀�\f�SaR�|USRbU_STNU_Q�}R_c[R�jc_TUZS�WPTQRPZf~��e�m�Y�e�m��NM_Q�gTSa�_Ù�gTSaN[S�MQR_b�N\ZRb̂_\QR�ZTcUZm�_\ZRUMR�_SfPTM_Q�_\ZRUMRd�eaR�YW�R̂RUSZ�gRbR�PbRZRUSR̀�TU�Nb̀Rb�NV�TUMbR_ZTUc�RORbcRUMf�̂T_�SaR�VNQQNgTUc�cbN[PTUcZ~���_QQ�YW�RPTZǸRZ����YW�RPTZǸRZ�gTSa�UN�bRZM[R�OR̀TM_STNUZ�_̀OTUTZSRbR̀����YW�RPTZǸRZ�gTSa�{�bRZM[R�OR̀TM_STNU�_̀OTUTZSRbR̀���YW�RPTZǸRZ�gTSa�w�{�bRZM[R�OR̀TM_STNU�_̀OTUTZSRbR̀��j�PbRoR̀TSR̀�̂RbZTNU�NV�SaR�ZRTk[bR�̀_S_ZRSZ�VNb��NaNbS�j�g_Z�bRi[RZSR̀�VNb�bRc[Q_SNbf�Z[\OTZZTNUZm�TUSRÙR̀�SN�bRPbRZRUS�SaR�NbTcTU_Q�TUZS_UMR�NV�̀_S_�PbTNb�SN�OǸTVTM_STNUZ�O_̀R�_Z�_�bRZ[QS�NV�MQR_UTUc�VNb�r_bS�{��NaNbS�j�̀_S_\_ZR�QNM�d��PNU�ZPNUZNb�bRi[RZSm�YTcU_US��R_QSa�MbR_SR̀���̂RbZTNUZ�NV�PbRo o ���_Uf�R̀TSZ�O_̀R�SabN[ca�SaR�ebT_Q��_U_cRb�PNbS_Q�gRbR�bRON̂R̀m���_Uf�R̀TSZ�O_̀R�SabN[ca�SaR�ebT_Q��_U_cRb�PNbS_Q�Nb�̀TbRMSQf�NU�SaR�̀R̂TMR�TSZRQV�gRbR�bRON̂R̀m���_Uf�R̀TSZ�O_̀R�SabN[ca�SaR�ebT_Q��_U_cRb�PNbS_Q�Nb�̀TbRMSQf�NU�SaR�̀R̂TMR�TSZRQV�gRbR�bRON̂R̀m�gTSa�SaR�RhMRPSTNU�NV�SaR�ZRTk[bR�MQ_ZZTVTM_STNU�VTRQ̀�lSaTZ�VTRQ̀�TZ�UNS�Z[\]RMSobRPNbSR̀�_Ù�TZ�Z[\]RMS�SN�bR̂TRg�i[Rbf�_PPbN̂_Q�\f�SaR�WPTQRPZf�YS[̀f��NUZNbST[Oqd�YRUZTST̂TSf�_U_QfZRZ�VNb�bRSbNZPRMST̂R�̀_S_�Ma_UcRZm�[ZTUc�SaR�_\N̂R���̀_S_ZRSZm�gRbR�PRbVNbOR̀d�jU_QfZRZ�TUMQ[̀R̀�SaR�Ma_UcR�VbNO��_ZRQTUR�TU�ZRTk[bR�VbRi[RUMf�_Ù�PRbMRUS_cR�NV�Z[\]RMSZ�gTSa�TOPbN̂RORUS�TU�ZRTk[bR�VbRi[RUMf�VbNO��_ZRQTUR�VNb�WY�oMNUVTbOR̀�̀bNP�ZRTk[bRZm�SfPTM_Q�̀bNP�ZRTk[bRZm�_Ù�TÙT̂T̀[_Q�ZRTk[bR�SfPRZd���eaR�PQ_UUR̀�_U_QfZRZ�NV�SaR��TURQ_Ù�j̀_PST̂R��Ra_̂TNb�YM_QR�gRbR�UNS�MNOPQRSR̀�̀[R�SN�TZZ[RZ�gTSa�SaR�MNQQRMSTNU�NV�SaR�i[RZSTNUU_TbR�NU�SaR�RpT_bf�̀R̂TMRd�eaR�i[RZSTNUU_TbR�g_Z�UNS�_̀OTUTZSRbR̀�TU�_�g_f�Sa_S�_QQNgR̀�VNb�̀RSRbOTU_STNU�NV�SaR�̀NO_TU�ZMNbRZd�eaR�bRi[TbRORUS�VNb�_̀OTUTZSRbTUc�SaTZ�i[RZSTNUU_TbR�g_Z�bRON̂R̀�VbNO�SaR�PbNSNMNQ�TU�_�PbNSNMNQ�_ORÙORUS�_Ù�_QZN�bRON̂R̀�VbNO�SaR�Yjrd��j̀ T̀STNU_Q�gRTcaS�Z[OO_bf�_U_QfZRZ�\f�r_bS�{�jcR�cbN[P�gRbR�_̀ R̀̀d�
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display math symbols (e.g., µ). Certain subscripts and superscripts ( 
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• 

• 

• 

determination (see also template 03.007C "Table of Contents for Tables 
Statistical Analysis Plan"). A decimal system (x.y and x.y.z) should be used to identify TLFs with 

• 

• 

• 

• For numeric variables, include "unit" in column or row heading when appropriate . 

• 
e). This is distinct from the 'n' used for the descriptive 
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• values should be output in the format: "O.xxxx", where xxxx 

• 

• 

• 

• 

e subheading followed by "(cont)" at the top of each subsequent page. The 

• 
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• Missing data should be represented on subject listings as either a hyphen (" "} with a 
corresponding footnote (" known or not evaluated"}, or as "N/A", with the footnote "N/A = 
not applicable", whichever is appropriate. 

• Dates should be printed in SAS® DATE9.format ("ddMMMyyyy": 01JUL2000}. Missing portions of 

• 

• 

• 

• 
• 

because they are not applicable for the subject are output as "N/A", unless otherwise specified . 

• Footnotes should always begin with "Note:" if an informational footnote, or 1, 2, 3, etc. if a 

• 
• 

• 

'Program : myprogram.sas Listing source: 16.x.y.z'). 
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ee E, Namkoong K, Lee YM, Lee JS, and Kim HD, "Caregiver's burden and quality of life in 
mitochondrial disease," Pediatric Neurology, vol. 42, no. 4, pp. 271-

Thiele EA, Marsh ED, French JA, et al. Cannabidiol in patients with seizures associated with Lennox-Gastaut 
drome (GWPCARE4}: a randomised, double-blind, placebo-controlled phase 3 trial. Lancet. 

C, Alonso NB, Migliorini RCVP et al., "Quality of life and burden in caregivers of patients 
with epilepsy," The Journal of Neuroscience Nursing, vol. 39, no. 6, pp. 354-
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NOPQRS�TUVWXR� YWZPRX� NOPQR�[RO\RX� ]̂_QW\R\�Û�Ỳab�]̂cRXUZ�b̂OQd̀Ù�efg�fR̀h��Y�g�Yih�YSb�g�Yic�OjjQU_OPQRk� ]̂_QW\R\�Û�lmb�]̂cRXUZ�b̂OQd̀Ù�efg�fR̀h��Y�g�Yih�YSb�g�Yic�OjjQU_OPQRk�nopqr� stuvusussusususp� wxryzr{|}�~���r��zxr���r�zq��{���{��x~���������~{��x�r����rx�v���o}���zx�{���ox��v�p}�nxro��r{���r|r��r���zx�{���ox��s���z��ox}���o�����|��o{��nr����~����o{�r���x~���o�rq�{r���~�~x������~x�����rx�|o���zx~�r���z��xoq�o����xr������r��zxr���r{���o�o�r���rx��~{�v�����������nn��~�zqo��~{�
�� ����

nopqr� stuvusussususus|� wxryzr{|}�~���r��zxr���r�zq��{���{��x~���������~{��x�r����rx�v���o}���zx�{���ox��v�p}�nxro��r{���r|r��r���zx�{���ox��s���z��ox}���o�����|��o{��nr����~����o{�r���x~���o�rq�{r���~�~x������~x�����rx�|o���zx~�r���z��xoq�o����xr������r��zxr���r{���o�o�r���rx��~{�������������nn��~�zqo��~{�
�� ����

nopqr� stuvusussususuv� wxryzr{|}�~���r��zxr���r�zq��{���{��x~���������~{��x�r����rx�v���o}���zx�{���ox��v�p}��ox��v� ro{��o�q}��~�r���z��ox}���o�����|��o{��nr����~����o{�r���x~���o�rq�{r����~�~x������~x�����rx�|o���zx~�r���z��xoq�o����������nn��~�zqo��~{� �� ����
nopqr� stuvusussususuvo� wxryzr{|}�~���r��zxr���r�zq��{���{��x~���������~{��x�r����rx�v���o}���zx�{���ox��v�p}��ox��v� ro{��o�q}��~�r���z��ox}���o�����|��o{��nr����~����o{�r���x~���o�rq�{r����~�~x������~x�����rx�|o���zx~�r���z��xoq�o����xr������r��zxr���r{���o�o�r���rx��~{�s����������nn��~�zqo��~{� �� ����
nopqr� stuvusussususuvp� wxryzr{|}�~���r��zxr���r�zq��{���{��x~���������~{��x�r����rx�v���o}�� �� ����

DocuSign Envelope ID: 16929825-935F-487B-9858-7F797EB7B0BC 

PUBLIC
 C

OPY 

This
 do

cu
men

t c
an

no
t b

e u
se

d t
o s

up
po

rt a
ny

 m
ark

eti
ng

 au
tho

riz
ati

on
 

ap
pli

ca
tio

n a
nd

 an
y e

xte
ns

ion
s o

r v
ari

ati
on

s t
he

reo
f.



������������	
����������

����
�����
���
������������������������� �!�"�#�$�%�#���&#���&'(�%�)*+�,��#�)�'�-�*���.//0123/2�

45���$�)6"��#����)��7�$��#�&'*��8,�9��������,&�#�:�;�9�������<*/�2:1=)#1:/::�>��#��''�$�?�)6"��#�%?��@AB@	CBD(�E77�)#�F��?&#��G2186�1:/:/�H�'������I6���"��#���4JH� � ,&���AK��7�LMB�
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based on a "Yes" response to Question 9 in the DSD. During 

approved for each subject as a "drop seizure" 

History eCRF is identified by a "Record Position" number. These seizure types are then referred to by 

with a "Seizure Unique ID". For most subjects, there is a direct correspondence between the Seizure 
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