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1>,  �c �L �u �_  

��.����b�w� �ö�í�ó
²�ö�b&��–�b�S�u�_�c�
�ç�Ü�e�i'¼�_�ö�Y�8�S4:�G�^�Q#Ý�@�Ó�u

�}�€�•���I�}�_�
3Æ�º�b&É�Û�•/¡�b4
�L�_�|�~�
� �/��.����^�]�b8	�‚$×�^�‚0d�8#Ý�µ

�Î��.����@�Ž1��I�€�•�p�[�
�G�€�}�b��.����†%?�_�²0[�^�H*…�_�f�j�M�•�G�\�@�š)m�b

1"8Ÿ�\�^�W�Z�>�~�
)��í2��;4 � �\�58	�b�ö�•�‰5* 2016>&�¹�B 28�º 6 �v 2 �¥6ö1Ÿ�ô��>'

�_�>�8�Z�v�
8	�‚$×��.���'¼�b�Q#Ý�b�q4:�ì�N4
�†�W�•�G�\�\�I�€�Z�8�•��  

�‚0d�8#Ý�µ�Î��.����c�
.�#.�8#Ý�x�ó
²�ö�É�ß�Ç�“�–�Ý�@�¤�Ñ�b��.����\�Â�}�?�_

$��^�•�G�\�@�6�•���G�b�S�u�
�w� �ö�l�g�ó
²�ö�_6õ�M�•�_���@���(-s'��M�•�r�[�b6ë�


�\0ñ��.����b� �(�†�I�C�w�E�•�G�\�@�‡�…�I�€�•�H*…�_�P�K�Z�Q#Ý�M�•�\�\�v�_�
�j�8

#Ý�@$Î#'�K�S7•�_�²0[�^�P�Â�†�\�•�G�\�@�•+��^�M���b0[�ó�† 6�S�M��$ª�µ6õ�[�Q#Ý

�M�•�G�\�@5�0[�[�6�•��  

�K�S�@�W�Z�
�•�ž�–�»�Û�–�å�[�c�
6ä$Î�•7u�x�G�€�r�[�_�“�}�€�Z�8�•���Û.��Û$×�í

&É�Û$×0b�…�_�ö�Y�A�
�è�W�b��.����b�q4:�^�Q#Ý�†�N4
�M�•0{!l�?�}�²0[�^0[�ó�
*ƒ�<

�‰�l�g$��–�¦8o�†&g�M��  

�^�>�
�•�ž�–�»�Û�–�å�c�
"‚'g/œ�;�2�Ç��.�����$ª�µ�þ)r�œ�µ�S�

¶%�&k�K�2�Ç�¥�•

+«�Ë+X$†�Û�
�
�M+á&k�K�2�Ç�¥�•+«�Ë
Æ&É���
�
"I��8�� �<�q�·�2�Ç�¥�•*õ$´�Û�
�l�g

�M+á&k�K�2�Ç�¥�•�ç�¾�þ�Û�
�b� �Š�b�v�\�8�B�K�S��  

 

�P1ß�\ �^ �• �� .� �� >8�¸�­�å�º�Ü�¡!l r7ü�@  1200 mg>&�M+á�¡>8�”�¸�°�Ü�¬�Ð�È>&4G

���Ê)��n�<>'>'  

�P1ß�\�^�•� +��j�c� �Ý >8�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´  

�P1ß�\�^�•#Ý�2�l�g#Ý5� >8�ì�Û$ª�2�•��$ª�b�e�¹�V$ö$´�†7V�C�)7V�Y+��^4
/œ�í
Ì$Î�b8��`

(ý+
*õ$´  

�Ú�b� �O�ö+X$†�c�\�b�G#Ý�_�>�8�Z�
3û�–�
�B�Ç�_�c�”�¸�°�Ü�¬

�Ð�È>&4G���Ê)��n�<>'�\�K�Z 1 �G 1200 mg�† 60 �(�?�E�Z 3 4�6ë

6ë7x�[!l r7ü�@�M�•���^�>�
�6�G�ž�Z�b�¸���ö�@,��ò�[�6�€�d�


2 �G% �è7F�b�ž�Z�ì6ë�c 30 �(6ë�r�[%·)°�[�A�•��  

 

�ì�Û$ª�2�•��$ª�b PD-L1 7g�ö�b�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý

+
*õ$´  

3û�–�
�B�Ç�_�c�”�¸�°�Ü�¬�Ð�È>&4G���Ê)��n�<>'�\�K�Z 1 �G 1200 

mg �† 60 �(�?�E�Z 3 4�6ë6ë7x�[!l r7ü�@�M�•���^�>�
�6�G�ž�Z�b

�¸���ö�@,��ò�[�6�€�d�
 2 �G% �è7F�b�ž�Z�ì6ë�c 30 �(6ë�r�[%·

)°�[�A�•��  

 

�ì�Û$ª�2�¤��$ª�b�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´  
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3û�–�
�B�Ç�_�c�”�¸�°�Ü�¬�Ð�È>&4G���Ê)��n�<>'�\�K�Z 1 �G 1200 

mg �† 60 �(�?�E�Z 3 4�6ë6ë7x�[!l r7ü�@�M�•���^�>�
�6�G�ž�Z�b

�¸���ö�@,��ò�[�6�€�d�
 2 �G% �è7F�b�ž�Z�ì6ë�c 30 �(6ë�r�[%·

)°�[�A�•��  

0� 4� 2
 �Ž �� *…>8�p�¥0�.��4�'�
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2>, �• �c �b "I �©�
 �8 #Ý�µ �Î  

�¸�­�å�º�Ü�¡!l r7ü�@ 1200 mg>&�M+á�¡>8�”�¸�°�Ü�¬�Ð�È>&4G���Ê)��n�<>'�
�è�W���•

�c���\�8�:��>'�c�
(•�\�b Genentech, Inc.�_�|�~�p0��I�€�S programmed cell death ligand 1

>&�è�W�
�� PD-L1���\�8�:��>'�_�P�M�•
 $?�¢�ß�È�Ü�å G1>&IgG1>'�§�È�¡�Û�«�b�Ä�º�ì�Ô

�À�¡�ß�î�¼�Ý� �/�[�6�•��  

CD274>&PD-L1>'�c�
#Õ�/
Æ�_�>�8�Z� �N�f&g(ý+
'¼�_$Î#'�K�Z�>�~�
�q�ö�ì�K�S�Ü

�å�Ã#+>&T (ý+
�
 B (ý+
�l�g�¼�³�×�Û�Ý�Ÿ�Û�î T (ý+
>''¼�_$Î#'�M�• CD279>&�è�W�
�� PD-

1���\�8�:��>'�l�g CD80>&B7-1>'�\)��œ�K�

 $?�Â'Å�†2��_�D�š�M�•�\*ƒ�<�}�€�Z�8�•

>&Immunity 2007; 27: 111-22�
 Int Immunol 2007; 19: 813-24>'���r�S�
 PD-L1 �c�
'����b+X

$†(ý+
�_�v$Î#'�K�Z�8�•�G�\>& Cancer Immunol Immunother 2007; 56: 739-45>'�@���Ì�I�€

�Z�>�~�
 PD-L1 �\ PD-1�†�Ó�K�S)�2°�c�
+X$†(ý+
�@� �N"I$�$×�^ T (ý+
�?�}�b�7�Á'¼

�†�G4J�M�•�µ�Î�b�M�X�\�K�Z*ƒ�<�}�€�Z�8�•��  

�•�c�c�
 PD-L1 �b(ý+
�¥8•�æ�_)��œ�K�
 PD-L1 �\ PD-1�\�b)��œ�†7<���M�•�G�\'¼�_

�|�~�
�@�‡� �N"I$�$×�^ T (ý+
�b(ý+

/���q�ö�†�Q�I�K�
+X$†�b�Q�j�†�š�D�M�•�\*ƒ�<

�}�€�Z�8�•��  

�G�€�}�b%±0b�?�}�
�•�c�c�O�ö+X$†�_�P�M�•�‚�S�^��$ª.��_�^�~�“�•�v�b�\�‡�…�I�€�


8��`(ý+
*õ$´�H*…�†�P1ß�\�K�S+«�Ë0è9‚�†���‹�K�
�w� �ö�
�ó
²�ö�l�g�¸���ö�@&�1��I

�€�S��  

 

�•�c�b�8#Ý�µ�Î�_�ö�Y�C4#�Ø�b
 $?�o�Â�_�|�•�j�8#Ý'¼�@�6�}�ƒ�€�
5�(��j�c�Z�¸

�_+³�•�•+��ö�@�6�•���•�c�b�ž�Z�p�l�g�ž�Z�‹�_�c�
�H*…�b0{�9�†���(�_/œ�8�
$��–�@

1��u�}�€�S���œ�_�c�
$Î#'�K�S�¦1ß�_�Â�L�S�S6Û$×�^%±1‘�\)�9‚�†�â�X���Œ�\4�� �K�Z

4:�)�^6·�90Ç�•�†/œ�8�
4#�Ø�b
 $?�o�Â�_�|�•�j�8#Ý�@$2�ƒ�€�•���œ�_�c�
�j+H$ö2A�Í

�Ý�Ô�å�c�b�ž�Z'¼�b4:�)�^��*(�†/œ�:�²0[�@�6�•��  
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3>,+«�Ë�B)¼ 

�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´�b�Ž1��ì�_0Û�o�†/œ�W�S�z�^+«�Ë0è9‚�b�B)¼�†

&g�M��  

 

���w� �ö��  

�q�\7•
¹� '¨�ê%&0è9‚>& OAK 0è9‚>'  

�É�Û�³�¼0��c�†�µ�t�ì�Û$ª�2�T * �b�6�•�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´�H*…

1,225�[>&�•�c*L 613�[�
�»�­�±�Ÿ�­�Ý*L 612�[>'�†�P1ß�_�
�•�c�\�»�­�±�Ÿ�­�Ý>& DOC>'

�b�w� �ö�l�g�ó
²�ö�†�š3Q�M�•'¨�ê%&0è9‚�†���‹�K�S���•�c 1,200 mg/body�j�c�»�­�±

�Ÿ�­�Ý 75 mg/m2 �† 3 4�6ë6ë7x>&�è�W�
�� Q3W���\�8�:��>'�[!l r7ü�@�K�S��  

�q�6�_�Û�å�²�Ò�ì�I�€�S 850�[>&�¥�•�Ç 64 �[�†�µ�t>'�b
²�H*…7Ÿ�K�_�>�8�Z�
�•�c

*L�[�»�­�±�Ÿ�­�Ý*L�\�š3Q�K�Z
²#Õ�Ñ�‡6ë>&�è�W�
�� OS���\�8�:��>'�b�w�–�^��6×�@1��u

�}�€>&�Á�¨�î�»�š>Y 95%�™8—�
6ë>[>80.73>Y0.62, 0.87>[�
 P=0.0003>Y�™�9log-rank�è��>[>'�


�p�¸�Í>Y 95%�™8—�
6ë>[�c�•�c*L�[ 13.8>Y11.8, 15.7>[�•�v�
�»�­�±�Ÿ�­�Ý*L�[ 9.6>Y8.6, 

11.2>[�•�v�[�6�W�S>&�W 1>'��  

*>8�V$ö�Q�j�I�Ê�w���/>&�è�W�
�� EGFR���\�8�:��>'4G���Ê�š$�7g�ö�j�c�•�(�ì�Ü�å�Ã+X�Ÿ�¼�î�®>&�è

�W�
�� ALK���\�8�:��>'/%�œ4G���Ê7g�ö�b�H*…�[�c�
�É�Û�³�¼0��c�†�µ�t�ì�Û$ª�2�_�•�<�
�Q�€�R

�€ EGFR7<���8#Ý�j�c ALK 7<���8#Ý�†�w�M�•� �O�ö+X$†�c�_�|�•��$ª�T�@�6�•�H*…�@)��s
°�€�}

�€�S��  

 

 

�W1�� OS�b Kaplan-Meier �d )z >&OAK 0è9‚ >'>&
² �H*…7Ÿ�K>'  
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�r�\7•
¹� '¨ III %&0è9‚>&IMpower1500è9‚>'  

�ì�Û$ª�2�T�b�^�8 *1 �e�¹�V$ö$´�†7V�C�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´�H*… 1,202

�[>&�¥�•�Ç 93 �[�†�µ�t>'�†�P1ß�_�
�•�c 1,200 mg�\�Ú�b� �O�ö+X$†�c>&�•�Ý�Î�É�Û�³

�å>)�Ã�¡�Ü�±�Ÿ�­�Ý>Y A *L�
 402�[>[�j�c�•�Ý�Î�É�Û�³�å>)�Ã�¡�Ü�±�Ÿ�­�Ý>)�Ë�Â�©�¬

�Ð�È>&4G���Ê)��n�<>'>Y B *L�
 400�[>[>'�\�b�G#Ý�ž�Z�b�w� �ö�l�g�ó
²�ö�†�
�G#Ý�ì�Û

$ª�2>&�•�Ý�Î�É�Û�³�å>)�Ã�¡�Ü�±�Ÿ�­�Ý>)�Ë�Â�©�¬�Ð�È>&4G���Ê)��n�<>'>Y C *L�
400�[>[>'

�\�š3Q�M�•'¨�ê%&0è9‚�†���‹�K�S *2���p6ë0Ž�Ò�b)��Ý�
 EGFR4G���Ê�š$�7g�ö�j�c ALK

/%�œ4G���Ê7g�ö�b�H*…>&157�[>'�†7V�C 1,045�[>&�¥�•�Ç 67 �[�†�µ�t>'�b ITT-WT 7Ÿ�K

�_�>�8�Z�
�•�c�G#Ý*L>& B *L 359�[>'�[�P!·*L>& C *L 337�[>'�\�š3Q�K�Z�z0[0Û�o8o% 

�[�6�• OS�b�w�–�^��6×�@1��u�}�€>&�Á�¨�î�»�š>Y 95%�™8—�
6ë>[>80.780>Y0.636, 0.956>[�


P = 0.0164�
�w�–�È =�g
� 0.0184>Y�™�9log-rank�è��>[>'�
�p�¸�Í>Y 95%�™8—�
6ë>[�c�•�c

�G#Ý*LB *L�[ 19.2>Y17.0, 23.8>[�•�v�
�P!·*L C *L�[ 14.7>Y13.3, 16.9>[�•�v�[�6�W�S>& 2018

�º 1 �v 22 �¥�¹�î�±�•�µ�º�œ�Ç�
�W 2>'���^�>�
�•.��G#Ý*L>& A *L 349 �[>'�_�X�8�Z�c�


�P!·*L>& C *L 337�[>'�_�P�M�• OS�b�w�–�^��6×�c1��u�}�€�^�?�W�S��  

*1>8EGFR4G���Ê�š$�7g�ö�j�c ALK /%�œ4G���Ê7g�ö�b�H*…�[�c�
�Q�€�R�€ EGFR7<���8#Ý�j�c ALK

7<���8#Ý�†�w�M�•� �O�ö+X$†�c�_�|�•��$ª�T�@�6�•�H*…�@)��s
°�€�}�€�S��  

*2>8�•�c 1,200 mg�
�•�Ý�Î�É�Û�³�å AUC 6�
�Ã�¡�Ü�±�Ÿ�­�Ý 200 mg/m2�
�Ë�Â�©�¬�Ð�È>&4G���Ê)��n

�<>'15 mg/kg�† Q3W�[ 4 �j�c 6 �¥�î�«�ž�Z�‹�
�•�c 1,200 mg�l�g�Ë�Â�©�¬�Ð�È>&4G���Ê)��n�<>'

15 mg/kg�@Q3W�[�ž�Z�I�€�S��  

 

 

�W2�� OS�b Kaplan-Meier �d )z >&IMpower150 0è9‚ >'>&ITT-WT 7Ÿ�K>'  
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�r�S�
�¥�•�Ç�H*…7Ÿ�K�_�>�E�• ITT-WT 7Ÿ�K�b OS�b�p�¸�Í>Y 95%�™8—�
6ë>[�c�•�c

�G#Ý*LB *L�[ 19.8>Y14.1,24.2>[�•�v�
�P!·*L C *L�[�N���Y+�>Y 13.2, �N���Y+�>[�•�v�


�Á�¨�î�»�š>Y 95%�™8—�
6ë>[>81.311>Y0.498, 3.446>[�[�6�W�S>&�W 3>'��  

 

�W3�� �¥ �• �Ç�H*…7Ÿ�K�_ �> �E�• OS�b Kaplan-Meier �d )z >&IMpower150 0è9‚ >'>&ITT-WT 7Ÿ�K>'  

 

  

>Ý>Ú>Ü

>Ü>Ú>å

>Ü>Ú>ä

>Ü>Ú>â

>Ü>Ú>á

>Ü>Ú>ã

>Ü>Ú>à

>Ü>Ú>ß

>Ü>Ú>Þ

>Ü>Ú>Ý

>Ü>Ú>Ü

>ß>Þ >Þ>å >Þ>ä >Þ>à >Þ>Þ >Ý>å >Ý>ß >ä

#Õ
�Ñ

�m
�œ

�•�c >×>î>ï>ü*L
>î>ï>ü*L

>á
>Ý>à >Ý>à >Ý>à >Ý>ß >Ý>Ý >ã >â >á >à >Ý

>Ü >ß >â >å >Ý>Þ >Ý>á >Ý>ä >Þ>Ý >ß>Ü�v>Þ>à >Þ>ã

>î>ï>ü
G0GTGLGxGHGlGd>×>Ì>î>ï>ü
�tFñ�)G�

>îH�GgG^GEGHGlGd
>ïH�G9GyGjGeGwGOG•
>üH�G_G=GxGMG;GIGy

P�ÍH��™�9log-rank�è��H� 0.5823
�p�¸�ÍH� 95%�™8—�
6ëH�
BCP NE H�13.2, NEH�
G0GTGLGxGHGlGd+ BCP 19.8Gƒ�vH�14.1, 24.2H�
G]GDGŠGW�šH�95%�™8—�
6ëH�1.311H�0.498, 3.446H�
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�s�\7•
¹� '¨ III %&0è9‚>&IMpower1320è9‚>'  

�ì�Û$ª�2�T�b�^�8�e�¹�V$ö$´�†7V�C EGFR 4G���Ê�š$�7\�ö�
 ALK /%�œ4G���Ê7\�ö�b

�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´�H*… 578�[>&�¥�•�Ç 101�[�†�µ�t>'�†�P1ß�_�
�•

�c 1,200 mg�
�É�Û�³�¼0��c>&�•�Ý�Î�É�Û�³�å�j�c�©�«�É�Û�³�å>'�l�g�Ì�Ó�º�Þ�Ÿ�­�»�¼

�º�Ü�˜�Ò�È�ô"@>&�è�W�
���Ì�Ó�º�Þ�Ÿ�­�»���\�8�:��>'�b�G#Ý�ž�Z>Y�•�c�G#Ý*L�
 292�[>[
*1 �b�w� �ö�l�g�ó
²�ö�†�
�É�Û�³�¼0��c>&�•�Ý�Î�É�Û�³�å�j�c�©�«�É�Û�³�å>'�l�g�Ì�Ó

�º�Þ�Ÿ�­�»�b�G#Ý�ž�Z>Y�P!·*L�
 286 �[>[ *2 �\�š3Q�M�•'¨�ê%&0è9‚�†���‹�K�S���•�c�G

#Ý*L�[�P!·*L�\�š3Q�K�Z�z0[0Û�o8o% �b�M�X�[�6�•!“�Q�O#Õ�Ñ�‡6ë>&�è�W�
�� PFS���\�8

�:��>'�b�w�–�^��6×�@1��u�}�€>&�Á�¨�î�»�š>Y 95%�™8—�
6ë>[0.596>Y0.494, 0.719>[�
 P < 

0.0001>Y�™�9log-rank�è��>[�
�w�–�È =�g
� 0.0040>'�
�p�¸�Í>Y 95%�™8—�
6ë>[�c�•�c�G

#Ý*L�[ 7.6>Y6.6, 8.5>[�•�v�
�P!·*L�[ 5.2>Y4.3, 5.6>[�•�v�[�6�W�S>& 2018�º 5 �v 22 �¥�¹

�î�±�•�µ�º�œ�Ç�
�W 4>'��  

*1>8�•�c 1,200 mg�
�•�Ý�Î�É�Û�³�å AUC 6 �j�c�©�«�É�Û�³�å 75 mg/m2�
�Ì�Ó�º�Þ�Ÿ�­�» 500 mg/m2 �†

Q3W>&�›�¥�î�«�b 1 �¥% �_�ž�Z>'�[ 4 �j�c 6 �¥�î�«�ž�Z�‹�
�•�c 1,200 mg�l�g�Ì�Ó�º�Þ�Ÿ�­�»

500 mg/m2 �@Q3W�[�ž�Z�I�€�S��  

*2>8�•�Ý�Î�É�Û�³�å AUC 6 �j�c�©�«�É�Û�³�å 75 mg/m2�
�Ì�Ó�º�Þ�Ÿ�­�» 500 mg/m2 �† Q3W>&�›�¥�î

�«�b 1 �¥% �_�ž�Z>'�[ 4 �j�c 6 �¥�î�«�ž�Z�‹�
�Ì�Ó�º�Þ�Ÿ�­�» 500 mg/m2 �@Q3W�[�ž�Z�I�€�S��  

 

 
�W4�� PFS�b Kaplan-Meier �d )z >&IMpower132 0è9‚ >'>&ITT 7Ÿ�K>'  
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�t�•�¥'¨ III %&0è9‚>&IMpower1300è9‚>'  

�ì�Û$ª�2�T�b�^�8�
�e�¹�V$ö$´�†7V�C�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´�H*… 724

�[�†�P1ß�_�
�•�c 1,200 mg�
�•�Ý�Î�É�Û�³�å�l�g�Ã�¡�Ü�±�Ÿ�­�Ý>&�”�Ý�È�Ñ�å�1 î�º>'

>&�è�W�
�� nab-PTX���\�8�:��>'�b�G#Ý�ž�Z>Y�•�c�G#Ý*L�
 484�[>[ *1 �b�w� �ö�l�g�ó
²�ö

�†�
�•�Ý�Î�É�Û�³�å�l�g nab-PTX�b�G#Ý�ž�Z>Y�P!·*L�
 240�[>[ *2 �\�š3Q�M�•'¨�ê%&0è

9‚�†���‹�K�S���p6ë0Ž�Ò�b)��Ý�
 EGFR4G���Ê�š$�7g�ö�j�c ALK /%�œ4G���Ê7g�ö�b�H*…

�†7V�C 679 �[�b ITT-WT 7Ÿ�K�_�>�8�Z�
�•�c�G#Ý*L>& 451 �[>'�[�P!·*L>& 228 �[>'�\�š

3Q�K�Z�z0[0Û�o8o% �b�M�X�[�6�• OS�b�w�–�^��6×�@1��u�}�€>&�Á�¨�î�»�š>Y 95%�™8—

�
6ë>[ 0.791>Y0.637, 0.982>[�
 P = 0.0331>Y�™�9log-rank�è��>[�
�w�–�È =�g
� 0.0425>'�
�p

�¸�Í>Y 95%�™8—�
6ë>[�c�•�c�G#Ý*L�[ 18.6>Y16.0, 21.2>[�•�v�
�P!·*L�[ 13.9>Y12.0, 18.7>[

�•�v�[�6�W�S>& 2018�º 3 �v 15 �¥�¹�î�±�•�µ�º�œ�Ç�
�W 5>'��  

*1>8�•�c 1,200 mg�
�•�Ý�Î�É�Û�³�å AUC 6 �@Q3W�[�
 nab-PTX 100 mg/m2 �@1 4�6ë6ë7x�[�
 4 �j�c 6

�¥�î�«�ž�Z�‹�
�•�c 1,200 mg�@Q3W�ž�Z�I�€�S��  

*2>8�•�Ý�Î�É�Û�³�å AUC 6 �@Q3W�[�
 nab-PTX 100 mg/m2 �@1 4�6ë6ë7x�[�
 4 �j�c 6 �¥�î�«�ž�Z�I�€

�S��  

 

�W5�� OS�b Kaplan-Meier �d )z >&IMpower130 0è9‚ >'>&ITT-WT 7Ÿ�K>'  
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�u�\7•
¹� '¨ III %&0è9‚>&IMpower1100è9‚>'  

�ì�Û$ª�2�T�b�^�8 *1�
 PD-L17g�ö>&+X$†(ý+
�j�c+X$†�• ¶
 $?(ý+
�_�>�E�• PD-L1$Î

#'"á�@ 1%�è�V>'�b�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´�H*… 572�[>&�¥�•�Ç 51 �[�†�µ

�t>'�†�P1ß�_�
�•�c 1,200 mg>Y�•�c*L�
 285�[>[�b�w� �ö�l�g�ó
²�ö�†�
�É�Û�³�¼0��c

>&�©�«�É�Û�³�å�j�c�•�Ý�Î�É�Û�³�å>'�l�g�Ì�Ó�º�Þ�Ÿ�­�»�j�c�¤�Ò�©�±�Å�å�b�G#Ý�ž�Z

>Y�ì�Û$ª�2*L�
 287 �[>[�\�š3Q�M�•'¨�ê%&0è9‚�†���‹�K�S���p6ë0Ž�Ò�b)��Ý�
 EGFR4G

���Ê�š$�7g�ö�j�c ALK /%�œ4G���Ê7g�ö�b�H*…�†7V�C 554 �[�b ITT-WT 7Ÿ�K�b�:�U

TC3/IC3-WT7Ÿ�K*2 205�[>&�¥�•�Ç 24 �[�†�µ�t>'�_�>�8�Z�
�•�c*L>& 107�[>'�[�ì�Û$ª

�2*L>&98 �[>'�\�š3Q�K�Z�z0[0Û�o8o% �[�6�•
²#Õ�Ñ�‡6ë�b�w�–�^��6×�@1��u�}�€>&�Á�¨

�î�»�š>Y 95%�™8—�
6ë>[0.595>Y0.398, 0.890>[�
 P = 0.0106>Y�™�9log-rank�è��>[�
�w�–�È =

�g
� 0.0413>'�
�p�¸�Í>Y 95%�™8—�
6ë>[�c�•�c*L�[ 20.2>Y16.5, �N���Y+�>[�•�v�
�ì�Û$ª

�2*L�[ 13.1>Y7.4, 16.5>[�•�v�[�6�W�S>& 2018�º 9 �v 10 �¥�¹�î�±�•�µ�º�œ�Ç�
�W 6>'��  

*1>8EGFR4G���Ê�š$�7g�ö�j�c ALK /%�œ4G���Ê7g�ö�b�H*…�[�c�
�Q�€�R�€ EGFR7<���8#Ý�j�c ALK

7<���8#Ý�†�w�M�•� �O�ö+X$†�c�_�|�•��$ª�T�@�6�•�H*…�@)��s
°�€�}�€�S��  

*2>8+X$†)�)Ê�è�/�p�_�>�E�• PD-L1 �†$Î#'�K�S+X$†(ý+
�@�(�u�•�m�œ>& TC>'�j�c+X$†�• ¶
 $?(ý+
�@

�(�u�•�m�œ>& IC>'�_�X�8�Z�_���p7Ÿ�I�€�
 TC3>&TC�Í 50%>'�j�c IC3>&IC�Í 10%>'�[�6�•���œ�_

TC3/IC37Ÿ�K�\�I�€�S��  

 

 

 

 

�W6�� OS�b Kaplan-Meier �d )z >&IMpower110 0è9‚ >'>&TC3/IC3-WT 7Ÿ�K>'  
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>&PD-L1$Î#'"g�#�9�b�w� �ö�l�g�ó
²�ö>'  

�q�\7•
¹� '¨�ê%&0è9‚>& OAK0è9‚>'�_)��s
°�€�}�€�S�H*…�b�:�U�
+X$†)�)Ê�è�/�_�>�8

�ZPD-L1�†$Î#'�K�S+X$†(ý+
�l�g+X$†�• ¶
 $?(ý+
�@�(�u�•�m�œ>&�è�W�
�� PD-L1$Î#'

"á���\�8�:��>'�_6õ�M�•�_���@�“�}�€�S�M4Š�b�H*…�b�¹�î�±�_�ö�Y�A�
 PD-L1$Î#'"á'¼

�9�_�H(ô$×�_0Ž�Ò�†/œ�W�S�w� �ö�l�g�ó
²�ö�b)��Ý�c�è�W�b�\�>�~�[�6�W�S��  

 

�w� �ö�_�X�8�Z�
 PD-L1�b$Î#'"g�#�b�w� �ö�b)��Ý�c�
/² 1�b�\�>�~�[�6�W�S��  

�^�>�
 PD-L1�b$Î#'"g�#�_�|�}�N�
�•�c�b�ó
²�ö�É�ß�Ç�“�–�Ý�c� �]�[�6�W�S��  
 

/² 1 +X$†)� )Ê�è �/ �_ �> �E�• PD-L1 �b $Î #' "g�# �9 �b �w�  �ö  
>&OAK 0è9‚ �
 2016�º 7 �v 7 �¥ �¹ �î �± �• �µ �º �œ�Ç>'  

PD-L1>&�@1>'  �ž�Z*L  �[�X  
OS 

�p�¸�Í>Y 95%CI>[  
>&�•�v>'  

�Á�¨�î�»�š * 
>Y95%CI>[  

�º�«�8#Ý�b  
p �Í  

TC 0 �?�X IC 0 
�•.�  180 12.6>Y9.6, 15.2>[  

0.78>Y0.61, 1.01>[  
0.8454 

DOC 199  8.9>Y7.7, 11.5>[  

TC 1/2/3�j�c IC 1/2/3 
�•.�  241  15.7>Y12.6, 18.0>[  

0.74>Y0.58, 0.93>[  
DOC 222 10.3>Y8.8, 12.0>[  

TC 0/1�?�X IC 0/1 
�•.�  290  12.7>Y10.0, 15.0>[  

0.79>Y0.64, 0.96>[  
0.4479 

DOC 284  9.2>Y8.2, 11.1>[  

TC 2/3�j�c IC 2/3 
�•.�  129  16.3>Y13.3, 20.1>[  

0.67>Y0.49, 0.92>[  
DOC 136 10.8>Y8.8, 12.7>[  

TC 0/1/2�?�X IC 0/1/2 
�•.�  348  12.6>Y10.2, 14.2>[  

0.83>Y0.69, 1.00>[  
0.0031 

DOC 356  9.8>Y8.6, 11.8>[  

TC 3 �j�c IC 3 
�•.�  72 20.5>Y17.5, NE>[  

0.43>Y0.27, 0.69>[  
DOC 65  8.9>Y5.6, 11.6>[  

DOC>8�»�­�±�Ÿ�­�Ý�
 *>8PD-L1 $Î#'>& IC 0�
 IC 1�
 IC 2�
 IC 3>'�
�S��$ª�b�Þ�ª�Ó�å�X>& 1�
 2>'�l�g)�)Ê�º>&�e�¹�V
$ö$´�
8��e�¹�V$ö$´>'�†�™�9�I�Ê�\�K�S�™�9 Cox �G�•  

 

 

 

 

                              

>&�@1>' TC>8+X$†)�)Ê�_�>�E�• PD-L1 �†$Î#'�K�S+X$†(ý+
�@�(�u�•�m�œ  
IC>8+X$†)�)Ê�_�>�E�• PD-L1 �†$Î#'�K�S+X$†�• ¶
 $?(ý+
�@�(�u�•�m�œ  
OAK 0è9‚�
 IMpower1500è9‚�[�Q#Ý�K�S TC0>| 3�
 IC0>| 3 �c�W/²�g!·  

PD-L1$Î#'�b�(8®�ö =  PD-L1$Î#'  
�Þ�Ë�Ý  

TC 

PD-L1�b7g�ö�o�Â�@1��u�}�€�^�8  
�j�c�
��,
�I�Ø�_6õ�€�^�C�
 PD-L1�_�|�•7g�ö�o�Â�@+X$†(ý+
�b 1%�• 6�_1��u�}�€�•  TC0 

��,
�I�Ø�_6õ�€�^�C�
 PD-L1�_�|�•7g�ö�o�Â�@+X$†(ý+
�b 1%�è�V 5%�• 6�_1��u�}�€�•  TC1 
��,
�I�Ø�_6õ�€�^�C�
 PD-L1�_�|�•7g�ö�o�Â�@+X$†(ý+
�b 5%�è�V 50%�• 6�_1��u�}�€�•  TC2 
��,
�I�Ø�_6õ�€�^�C�
 PD-L1�_�|�•7g�ö�o�Â�@+X$†(ý+
�b 50%�è�V�_1��u�}�€�•  TC3 

IC 

PD-L1�b7g�ö�o�Â�@1��u�}�€�^�8  
�j�c�
��,
�I�Ø�_6õ�€�^�C�
 PD-L1�_�|�•7g�ö�o�Â�@+X$†�• ¶
 $?(ý+
�b 1%�• 6�_1��u�}�€�•  IC0 

��,
�I�Ø�_6õ�€�^�C�
 PD-L1�_�|�•7g�ö�o�Â�@+X$†�• ¶
 $?(ý+
�b 1%�è�V 5%�• 6�_1��u�}�€�•  IC1 
��,
�I�Ø�_6õ�€�^�C�
 PD-L1�_�|�•7g�ö�o�Â�@+X$†�• ¶
 $?(ý+
�b 5%�è�V 10%�• 6�_1��u�}�€�•  IC2 
��,
�I�Ø�_6õ�€�^�C�
 PD-L1�_�|�•7g�ö�o�Â�@+X$†�• ¶
 $?(ý+
�b 10%�è�V�_1��u�}�€�•  IC3 
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)�)Ê�º�l�g+X$†)�)Ê�è�/�_�>�E�• PD-L1 �b$Î#'"g�#�9�b�w� �ö�c/² 2 �l�g�W 7>| 8 �b

�\�>�~�[�6�~�
�e�¹�V$ö$´�b�H*…�[�c�
 TC0 �?�X IC0 *L>&+X$†)�)Ê�_�>�E�• PD-L1 �†

$Î#'�K�S+X$†(ý+
�l�g+X$†�• ¶
 $?(ý+
�@�(�u�•�m�œ�@�8�N�€�v 1%�• 6>'�_�>�8�Z�


�»�­�±�Ÿ�­�Ý*L�\�š3Q�K�S7•�b� �Ý�b�±�A�I�@�`�I�8
4�¥�@1��u�}�€�S���^�>�
)�)Ê�º

�l�g PD-L1 �b$Î#'"á�_�|�}�N�
�•�c�b�ó
²�ö�É�ß�Ç�“�–�Ý�c� �]�[�6�W�S��  
 

/² 2�� )� )Ê�º �l �g +X$†)� )Ê�è �/ �_ �> �E�• PD-L1 �b $Î #' "g�# �9 �b �w�  �ö  
>&OAK 0è9‚ �
 2016�º 7 �v 7 �¥ �¹ �î �± �• �µ �º �œ�Ç>'  

PD-L1>&�@1>'  �ž�Z*L  �[�X  
OS 

�p�¸�Í>Y 95%CI>[  
>&�•�v>'  

�Á�¨�î�»�š * 
>Y95%CI>[  

�º�«�8#Ý�b  
p �Í  

8��e�¹�V$ö$´       

TC 0 �?�X IC 0 
�•.�  140  14.0>Y10.1, 15.9>[  

0.75>Y0.57, 1.00>[  
0.8364 

DOC 150 11.2>Y8.6, 13.5>[  

TC 1/2/3�j�c IC 1/2/3 
�•.�  171  17.6>Y14.2, 20.4>[  

0.72>Y0.55, 0.95>[  
DOC 162 11.3>Y9.3, 13.0>[  

TC 0/1�?�X IC 0/1 
�•.�  221  14.1>Y11.7, 16.3>[  

0.79>Y0.62, 1.00>[  
0.2447 

DOC 212 11.3>Y8.9, 13.5>[  

TC 2/3�j�c IC 2/3 
�•.�  89 18.7>Y15.5, NE>[  

0.61>Y0.42, 0.88>[  
DOC 99 11.3>Y8.8, 13.0>[  

TC 0/1/2�?�X IC 0/1/2 
�•.�  262  14.2>Y12.1, 16.1>[  

0.83>Y0.67, 1.03>[  
0.0017 

DOC 265 11.9>Y9.8, 13.9>[  

TC 3 �j�c IC 3 
�•.�  49 22.5>Y18.0, NE>[  

0.35>Y0.21, 0.61>[  
DOC 47  8.7>Y4.7, 11.3>[  

�e�¹�V$ö$´       

TC 0 �?�X IC 0 
�•.�  40  7.6>Y4.4, 12.9>[  

0.82>Y0.51, 1.32>[  
0.7207 

DOC 49 7.1>Y6.0, 8.6>[  

TC 1/2/3�j�c IC 1/2/3 
�•.�  70  9.9>Y7.6, 15.5>[  

0.71>Y0.48, 1.06>[  
DOC 60  8.7>Y6.2, 10.9>[  

TC 0/1�?�X IC 0/1 
�•.�  69  7.8>Y6.7, 11.2>[  

0.76>Y0.52, 1.11>[  
0.9299 

DOC 72 7.3>Y6.3, 8.6>[  

TC 2/3�j�c IC 2/3 
�•.�  40 10.4>Y7.6, 17.5>[  

0.76>Y0.45, 1.29>[  
DOC 37  9.7>Y5.6, 17.2>[  

TC 0/1/2�?�X IC 0/1/2 
�•.�  86  7.8>Y6.9, 10.6>[  

0.79>Y0.57, 1.11>[  
0.4902 

DOC 91 7.5>Y6.3, 8.7>[  

TC 3 �j�c IC 3 
�•.�  23 17.5>Y7.9, 23.3>[  

0.57>Y0.27, 1.20>[  
DOC 18 11.6>Y5.6, 16.5>[  

DOC>8�»�­�±�Ÿ�­�Ý�
 *>88��™�9 Cox �G�•  

 

 

 

 

 

 

 

 

�W7�� �e �¹ �V$ö$´ �H*…7Ÿ�K�_ �> �E�• OS �b Kaplan-Meier �d )z >&OAK 0è9‚ >'  
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�W8�� �e �¹ �V$ö$´ �H*…7Ÿ�K�_ �> �E�• PD-L1 $Î #' "g�# �9 �[ �b OS �b Kaplan-Meier �d )z >&OAK 0è9‚ >'  

>&�e �W>8TC 1/2/3�j �c IC 1/2/3 �b �H*…7Ÿ�K�
 �‘ �W>8TC 0 �? �X IC 0 �b �H*…7Ÿ�K>'  

 

�r�\7•
¹� '¨�ê%&0è9‚>& IMpower1500è9‚>'�_)��s
°�€�}�€�S�H*…�b�:�U�
 PD-L1$Î#'"á

�_6õ�M�•�_���@�“�}�€�S�M4Š�b�H*…�b�¹�î�±�_�ö�Y�A�
 PD-L1$Î#'"á'¼�9�_�H(ô$×�_

0Ž�Ò�†/œ�W�S�w� �ö�l�g�ó
²�ö�b)��Ý�c�è�W�b�\�>�~�[�6�W�S��  

 

�w� �ö�_�X�8�Z�
 PD-L1�b$Î#'"g�#�9�b�w� �ö�b)��Ý�c�
/² 3�b�\�>�~�[�6�W�S��  

�^�>�
 PD-L1�b$Î#'"g�#�_�|�}�N�
�•�c�b�ó
²�ö�É�ß�Ç�“�–�Ý�c� �]�[�6�W�S��  

 
/² 3�� +X$†)� )Ê�è �/ �_ �> �E�• PD-L1 �b $Î #' "g�# �9 �b �w�  �ö >&OS�
 ITT-WT 7Ÿ�K>'  

>&IMpower150 0è9‚ �
 2018�º 1 �v 22 �¥ �¹ �î �± �• �µ �º �œ�Ç>'  

PD-L1>&�@1>'  �ž�Z*L  �[�X  
OS 

�p�¸�Í>Y 95%CI>[  
>&�•�v>'  

�Á�¨�î�»�š * 
>Y95%CI>[  

�º�«�8#Ý�b  
P �Í  

TC 0 �?�X IC 0 
B *L 167 17.1>Y13.5, 20.4>[  

0.82>Y0.62, 1.08>[  
0.7283 

C *L 172 14.1>Y12.9, 16.3>[  

TC 1/2/3�j�c IC 1/2/3 
B *L 192 22.5>Y18.2, 26.1>[  

0.77>Y0.58, 1.04>[  
C *L 165 16.4>Y11.2, 22.9>[  

TC 0/1�?�X IC 0/1 
B *L 230 19.1>Y15.8, 23.8>[  

0.77>Y0.60, 0.99>[  
0.8585 

C *L 221 14.3>Y13.3, 16.4>[  

TC 2/3�j�c IC 2/3 
B *L 129 22.2>Y17.0, 26.1>[  

0.82>Y0.58, 1.17>[  
C *L 116 16.7>Y10.5, 24.2>[  

TC 0/1/2�?�X IC 0/1/2 
B *L 288 18.2>Y16.1, 21.0>[  

0.81>Y0.65, 1.02>[  
0.4630 

C *L 272 14.4>Y13.3, 16.7>[  

TC 3 �j�c IC 3 
B *L 71 25.2>Y18.7, NE>[  

0.70>Y0.43, 1.13>[  
C *L 65 15.0>Y9.8, NE>[  

*>88��™�9 Cox �G�•  

 

GWGIGMG;GIGy*L
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���ó
²�ö��  

�q�\7•
¹� '¨�ê%&0è9‚>& OAK 0è9‚>'  

�w���¦1ß�c�•�c*L�b 573/609�[>& 94.1%>'�
�»�­�±�Ÿ�­�Ý*L�b 555/578�[>& 96.0%>'�_1�

�u�}�€�
��9‚.��\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c�•�c*L 390/609�[>& 64.0%>'�
�»

�­�±�Ÿ�­�Ý*L 496/578�[>& 85.8%>'�_1��u�}�€�S��$Î#'"á�@ 5%�è�V�b�I�Ý6õ�€�@�°���[

�A�^�8�w���¦1ß�c/² 4 �b�\�>�~�[�6�W�S��  
 

/² 4�� $Î #' "á�@5%�è �V�b �I �Ý6õ�€ �@�° �� �[ �A�^ �8 �w�� �¦ 1ß>&OAK 0è9‚ >'>&�ó 
² �ö 0Ž�Ò�P1ß7Ÿ�K>'  
�þ���9�±�(8®>& SOC: System Organ Class>'  

�ö�•1�>& PT: Preferred Term) 
>&MedDRA ver.19.0>'  

�•�c*L>& 609�[>'  

² Grade Grade 3-4 Grade 5 

�[�X>& %>'  �[�X>& %>'  �[�X>& %>'  
�I�Ý6õ�€�@�°���[�A�^�8
²�w���¦1ß  390 (64.0) 90 (14.8) 0 
�M+á�í
²3�7€���>�|�g�ž�Z4Š�)�b"g�Â  202 (33.2) 15 (2.5) 0 

$B�›  87 (14.3) 8 (1.3) 0 
!“�Š$U  51 (8.4) 2 (0.3) 0 
$Î!Õ 49 (8.0) 0 0 

*ö+`7€��  136 (22.3) 6 (1.0) 0 
�O�°  53 (8.7) 2 (0.3) 0 

�W$i 47 (7.7) 3 (0.5) 0 
$ö+u�>�|�g$ö�W)�)Ê7€��  119 (19.5) 8 (1.3) 0 

$Î$H 42 (6.9) 2 (0.3) 0 
�Q�:$[$U  38 (6.2) 2 (0.3) 0 

�æ1p�>�|�g�$8ô7€��  86 (14.1) 9 (1.5) 0 

8×�'�ö3å  52 (8.5) 0 0 

 

�^�>�
�•�c*L�_�>�8�Z6ë2A�ö*õ$L�H 10 �[>& 1.6%>'�
*â�µ+�7€�� 43 �[>& 7.1%>'�
�±+`!V�í

5��Ø�b�W$i 5 �[>& 0.8%>'�
 1 �º(¾�€$S 1 �[>& 0.2%>'�
#å"g+b�µ+�7€�� 27 �[>& 4.4%>'�
�j+H

�µ+�7€�� 1 �[>& 0.2%>'�
�W�¶�/�µ+�7€�� 1 �[>& 0.2%>'�
&„)�7€��>&� �Û�å�í�Â�Þ�î$U�Ã*L

'¼�†�µ�t>' 11 �[>& 1.8%>'�
+;!V�í9Ê+w!V 5 �[>& 0.8%>'�
 infusion reaction 8 �[>& 1.3%>'�
'½

!V�í�“(à'½/%0Ž$U 2 �[>& 0.3%>'�
+H�µ+�7€��>&�€(ý'ö6ë2A�ö+H!V'¼>' 5 �[>& 0.8%>' �l�g5�

�Ø�b$ö+u7€�� 9 �[>& 1.5%>' �@1��u�}�€�S���r�S�
+…!V�
 P/‘�ö2�/‘�
5�$U'½!“�Š$U�
�°

'½!V�l�g
 $?�ö/‘�`�È�ö�a�ö(ø�l$S�c1��u�}�€�^�?�W�S���•�j�8#Ý$Î#'"g�#�c6õ4��¦1ß

>&+«�Ë�è���Í$��–�†�µ�t>'�†�µ�t7Ÿ0£)��Ý�†&g�M��  

 

�r�\7•
¹� '¨�ê%&0è9‚>& IMpower1500è9‚>'  

�w���¦1ß�c�•�c�G#Ý*L B *L�b 386/393�[>& 98.2%>'�
�P!·*L C *L�b 390/394�[>& 99.0%>'

�_1��u�}�€�
��9‚.��\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c�•�c�G#Ý*L B *L 370/393�[

>&94.1%>'�
�P!·*L C *L�b 377/394�[>& 95.7%>'�_1��u�}�€�S���•�c�G#Ý*L B *L�_�>�8�Z

�•�c�\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c 286/393�[>& 72.8%>'�_1��u�}�€�
$Î#'"á

�@5%�è�V�b�•�c�\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c/² 5 �b�\�>�~�[�6�W�S��  
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/² 5�� $Î #' "á�@5%�è �V�b �• �c �\ �b �I �Ý6õ�€ �@�° �� �[ �A�^ �8 �w�� �¦ 1ß 
>&IMpower150 0è9‚ >'>&�ó 
² �ö 0Ž�Ò�P1ß7Ÿ�K>'  

�þ���9�±�(8®>& SOC: System Organ Class>'  
�ö�•1�>& PT: Preferred Term) 

>&MedDRA ver.20.1>'  

B *L>&393�[>'  

² Grade Grade 3-4 Grade 5 

�[�X>& %>'  �[�X>& %>'  �[�X>& %>'  
�•�c�\�b�I�Ý6õ�€�@�°���[�A�^�8
²�w���¦1ß  286 (72.8) 104 (26.5) 5 (1.3) 

*ö+`7€��  141 (35.9) 25 (6.4) 1 (0.3) 
�W$i 65 (16.5) 10 (2.5) 0 
�O�°  53 (13.5) 8 (2.0) 0 

�}&Î  28 (7.1) 0 0 
�Î�¤  26 (6.6) 3 (0.8) 0 

�•
Æ!V  21 (5.3) 2 (0.5) 0 
�M+á�í
²3�7€���>�|�g�ž�Z4Š�)�b"g�Â  141 (35.9) 14 (3.6) 0 

$B�›  64 (16.3) 7 (1.8) 0 
!“�Š$U  38 (9.7) 4 (1.0) 0 

$ö+u�>�|�g$ö�W)�)Ê7€��  129 (32.8) 10 (2.5) 0 

$Î$H 50 (12.7) 5 (1.3) 0 
�Q�:$[$U  35 (8.9) 1 (0.3) 0 

+:�Ÿ$U 20 (5.1) 0 0 
+«�Ë�è��  73 (18.6) 26 (6.6) 0 

ALT �Q�•  20 (5.1) 5 (1.3) 0 
�æ1p�>�|�g�$8ô7€��  70 (17.8) 13 (3.3) 0 

8×�'�ö3å  41 (10.4) 6 (1.5) 0 

'½9µ�A(Ô�>�|�g)��œ)�)Ê7€��  69 (17.6) 6 (1.5) 0 
6õ(�$b  41 (10.4) 3 (0.8) 0 

/‘�®�>�|�g�Ü�å�Ã(Ô7€��  57 (14.5) 20 (5.1) 1 (0.3) 
2�/‘  34 (8.7) 8 (2.0) 0 


Æ�(�*7€��  56 (14.2) 4 (1.0) 0 
#å"g+b�µ+��*�W$U 39 (9.9) 1 (0.3) 0 

 

�^�>�
�•�c�G#Ý*L B *L�_�>�8�Z6ë2A�ö*õ$L�H 13 �[>& 3.3%>'�
*â�µ+�7€�� 32 �[>& 8.1%>'�


�±+`!V�í5��Ø�b�W$i 18 �[>& 4.6%>'�
+…!V 3 �[>& 0.8%>'�
#å"g+b�µ+�7€�� 60 �[>& 15.3%>'�


�j+H�µ+�7€�� 2 �[>& 0.5%>'�
�W�¶�/�µ+�7€�� 3 �[>& 0.8%>'�
&„)�7€��>&� �Û�å�í�Â�Þ�î$U

�Ã*L'¼�†�µ�t>' 20 �[>& 5.1%>'�
+;!V�í9Ê+w!V 1 �[>& 0.3%>'�
 infusion reaction 13�[>& 3.3%>'�


'½!V�í�“(à'½/%0Ž$U 1 �[>& 0.3%>'�
+H�µ+�7€��>&�€(ý'ö6ë2A�ö+H!V'¼>' 11 �[>& 2.8%>'�
5�

�Ø�b$ö+u7€�� 10 �[>& 2.5%>'�l�g$Î!Õ�ö�ò�p#+�ö�a$U 11 �[>& 2.8%>'�@1��u�}�€�S���r

�S�
 1 �º(¾�€$S�
5�$U'½!“�Š$U�
�°'½!V�
 P/‘�ö2�/‘�l�g
 $?�ö/‘�`�È�ö�a�ö(ø�l$S�c

1��u�}�€�^�?�W�S���•�j�8#Ý$Î#'"g�#�c6õ4��¦1ß>&+«�Ë�è���Í$��–�†�µ�t>'�†�µ�t7Ÿ0£

)��Ý�†&g�M��  

 

�¥�•�Ç�H*…7Ÿ�K�_�>�E�•�w���¦1ß�c�•�c�G#Ý*L B *L�b 36/36�[>& 100%>'�
�P!·*L C *L

�b 24/24�[>& 100%>'�_1��u�}�€�
��9‚.��\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c�•�c�G

#Ý*LB *L 36/36�[>& 100%>'�
�P!·*L C *L�b 24/24�[>& 100%>'�_1��u�}�€�S���•�c�G#Ý*L

B *L�_�>�8�Z�•�c�\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c 35/36 �[>& 97.2%>'�_1��u�}

�€�
$Î#'"á�@ 10%�è�V�b�•�c�\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c/² 6 �b�\�>�~�[

�6�W�S��  
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/² 6�� �¥ �• �Ç�H*…7Ÿ�K�_ �> �8 �Z $Î #' "á�@10%�è �V�b �• �c �\ �b �I �Ý6õ�€ �@�° �� �[ �A�^ �8 �w�� �¦ 1ß 
>&IMpower150 0è9‚ >'>&�ó 
² �ö 0Ž�Ò�P1ß7Ÿ�K>'  

�þ���9�±�(8®>& SOC: System Organ Class>'  
�ö�•1�>& PT: Preferred Term) 

>&MedDRA ver.20.1>'  

B *L>&36 �[>'  

² Grade Grade 3-4 Grade 5 

�[�X>& %>'  �[�X>& %>'  �[�X>& %>'  
�•�c�\�b�I�Ý6õ�€�@�°���[�A�^�8
²�w���¦1ß  35 (97.2) 16 (44.4) 1 (2.8) 

*ö+`7€��  20 (55.6) 3 (8.3) 0 
�}&Î �� 9 (25.0) 0 0 
�O�°  9 (25.0) 2 (5.6) 0 

�•
Æ!V  6 (16.7) 1 (2.8) 0 
�Î�¤  4 (11.1) 0 0 

$ö+u�>�|�g$ö�W)�)Ê7€��  20 (55.6) 2 (5.6) 0 
$Î$H 11 (30.6) 2 (5.6) 0 

�M+á�í
²3�7€���>�|�g�ž�Z4Š�)�b"g�Â  18 (50.0) 0 0 
�Ï�ð�¤  14 (38.9) 0 0 
$Î!Õ 7 (19.4) 0 0 

+«�Ë�è��  11 (30.6) 6 (16.7) 0 
�ò�p#+�X�ö�a  5 (13.9) 5 (13.9) 0 

AST �Q�•  4 (11.1) 0 0 
ALT �Q�•  4 (11.1) 0 0 

�æ1p�>�|�g�$8ô7€��  10 (27.8) 5 (13.9) 0 
8×�'�ö3å �� 9 (25.0) 3 (8.3) 0 


Æ�(�*7€��  8 (22.2) 0 0 

#å"g+b�µ+��*�W$U�� 5 (13.9) 0 0 
#å"g+b�µ+��¹4
$U �� 4 (11.1) 0 0 

/‘�®�>�|�g�Ü�å�Ã(Ô7€��  7 (19.4) 3 (8.3) 0 
$Î!Õ�ö�ò�p#+�ö�a$U  4 (11.1) 3 (8.3) 0 

2�/‘  4 (11.1) 2 (5.6) 0 

 

�s�\7•
¹� '¨�ê%&0è9‚>& IMpower1320è9‚>'  

�w���¦1ß�c�•�c�G#Ý*L�b 286/291�[>& 98.3%>'�
�P!·*L�b 266/274�[>& 97.1%>'�_1��u

�}�€�
��9‚.��\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c�•�c�G#Ý*L�b 267/291�[>& 91.8%>'�


�P!·*L�b 239/274�[>& 87.2%>'�_1��u�}�€�S��$Î#'"á�@ 5%�è�V�b�•�c�\�b�I�Ý6õ�€�@�°

���[�A�^�8�w���¦1ß�c/² 7 �b�\�>�~�[�6�W�S��  
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/² 7�� $Î #' "á�@5%�è �V�b �• �c �\ �b �I �Ý6õ�€ �@�° �� �[ �A�^ �8 �w�� �¦ 1ß 
>&IMpower132 0è9‚ >'>&�ó 
² �ö 0Ž�Ò�P1ß7Ÿ�K>'  

�þ���9�±�(8®>& SOC: System Organ Class>'  
�ö�•1�>& PT: Preferred Term) 

>&MedDRA ver.21.0>'  

�•�c�G#Ý*L>& 291�[>'  

² Grade Grade 3-4 Grade 5 

�[�X>& %>'  �[�X>& %>'  �[�X>& %>'  
�•�c�\�b�I�Ý6õ�€�@�°���[�A�^�8
²�w���¦1ß  214 (73.5) 77 (26.5) 8 (2.7) 

�M+á�í
²3�7€���>�|�g�ž�Z4Š�)�b"g�Â  115 (39.5) 19 (6.5) 1 (0.3) 
!“�Š$U  47 (16.2) 7 (2.4) 0 
$B�›  30 (10.3) 7 (2.4) 0 

$Î!Õ 23 (7.9) 2 (0.7) 0 
*ö+`7€��  94 (32.3) 13 (4.5) 1 (0.3) 

�O�°  39 (13.4) 1 (0.3) 0 
�W$i 32 (11.0) 4 (1.4) 0 

�}&Î  24 (8.2) 0 0 
/‘�®�>�|�g�Ü�å�Ã(Ô7€��  61 (21.0) 17 (5.8) 0 

2�/‘  43 (14.8) 8 (2.7) 0 

$ö+u�>�|�g$ö�W)�)Ê7€��  72 (24.7) 8 (2.7) 0 
$Î$H 26 (8.9) 2 (0.7) 0 

�Q�:$[$U  15 (5.2) 0 0 
+«�Ë�è��  65 (22.3) 12 (4.1) 0 

ALT �Q�•  33 (11.3) 3 (1.0) 0 
AST �Q�•  32 (11.0) 1 (0.3) 0 

�æ1p�>�|�g�$8ô7€��  46 (15.8) 11 (3.8) 1 (0.3) 

8×�'�ö3å  26 (8.9) 0 1 (0.3) 

Æ�(�*7€��  21 (7.2) 2 (0.7) 0 

#å"g+b�µ+��*�W$U 15 (5.2) 1 (0.3) 0 

 

�^�>�
�•�c�G#Ý*L�_�>�8�Z6ë2A�ö*õ$L�H 15 �[>& 5.2%>'�
*â�µ+�7€�� 45 �[>& 15.5%>'�


�±+`!V�í5��Ø�b�W$i 9 �[>& 3.1%>'�
+…!V 1 �[>& 0.3%>'�
 1 �º(¾�€$S 1 �[>& 0.3%>'�
#å"g+b

�µ+�7€�� 24 �[>& 8.2%>'�
�j+H�µ+�7€�� 1 �[>& 0.3%>'�
�W�¶�/�µ+�7€�� 1 �[>& 0.3%>'�
&„)�

7€��>&� �Û�å�í�Â�Þ�î$U�Ã*L'¼�†�µ�t>' 5 �[>& 1.7%>'�
+;!V�í9Ê+w!V 2 �[>& 0.7%>'�
 infusion 

reaction 6�[>& 2.1%>'�
+H�µ+�7€��>&�€(ý'ö6ë2A�ö+H!V'¼>' 7 �[>& 2.4%>'�
5��Ø�b$ö+u7€��

8 �[>& 2.7%>'�
�°'½!V 1 �[>& 0.3%>'�
�ò�p#+�ö�a�í$Î!Õ�ö�ò�p#+�ö�a$U 24 �[>& 8.2%>'�l

�g�¤��$U 32 �[>& 11.0%>'�@1��u�}�€�S���r�S�
5�$U'½!“�Š$U�
'½!V�í�“(à'½/%0Ž$U�
 P

/‘�ö2�/‘�l�g
 $?�ö/‘�`�È�ö�a�ö(ø�l$S�c1��u�}�€�^�?�W�S���•�j�8#Ý$Î#'"g�#�c6õ4�

�¦1ß>&+«�Ë�è���Í$��–�†�µ�t>'�†�µ�t7Ÿ0£)��Ý�†&g�M��  

 

�t�•�¥'¨�ê%&0è9‚>& IMpower1300è9‚>'  

�w���¦1ß�c�•�c�G#Ý*L�b 471/473�[>& 99.6%>'�
�P!·*L�b 230/232�[>& 99.1%>'�_1��u

�}�€�
��9‚.��\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c�•�c�G#Ý*L�b 455/473�[>& 96.2%>'�


�P!·*L�b 215/232�[>& 92.7%>'�_1��u�}�€�S��$Î#'"á�@ 5%�è�V�b�•�c�\�b�I�Ý6õ�€�@�°

���[�A�^�8�w���¦1ß�c/² 8 �b�\�>�~�[�6�W�S��  
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/² 8�� $Î #' "á�@5%�è �V�b �• �c �\ �b �I �Ý6õ�€ �@�° �� �[ �A�^ �8 �w�� �¦ 1ß 
>&IMpower130 0è9‚ >'>&�ó 
² �ö 0Ž�Ò�P1ß7Ÿ�K>'  

�þ���9�±�(8®>& SOC: System Organ Class>'  
�ö�•1�>& PT: Preferred Term) 

>&MedDRA ver.21.0>'  

�•�c�G#Ý*L>& 473�[>'  

² Grade Grade 3-4 Grade 5 

�[�X>& %>'  �[�X>& %>'  �[�X>& %>'  
�•�c�\�b�I�Ý6õ�€�@�°���[�A�^�8
²�w���¦1ß  354 (74.8) 151 (31.9) 6 ( 1.3) 

*ö+`7€��  191 (40.4) 35 (7.4) 0 
�W$i 108 (22.8) 16 (3.4) 0 
�O�°  80 (16.9) 9 (1.9) 0 

�Î�¤  49 (10.4) 8 (1.7) 0 
�}&Î  33 (7.0) 1 (0.2) 0 

�M+á�í
²3�7€���>�|�g�ž�Z4Š�)�b"g�Â  191 (40.4) 25 (5.3) 1 (0.2) 
$B�›  117 (24.7) 12 (2.5) 0 

!“�Š$U  47 (9.9) 7 (1.5) 0 
/‘�®�>�|�g�Ü�å�Ã(Ô7€��  100 (21.1) 56 (11.8) 0 

2�/‘  65 (13.7) 32 (6.8) 0 

�ò�p#+�ö�a$U  36 (7.6) 20 (4.2) 0 
/‘�`�È�ö�a$U  29 (6.1) 7 (1.5) 0 

$ö+u�>�|�g$ö�W)�)Ê7€��  123 (26.0) 4 (0.8) 0 
$Î$H 37 (7.8) 2 (0.4) 0 

�Q�:$[$U  33 (7.0) 1 (0.2) 0 
+:�Ÿ$U 30 (6.3) 0 0 

�æ1p�>�|�g�$8ô7€��  93 (19.7) 19 (4.0) 0 

8×�'�ö3å  55 (11.6) 4 (0.8) 0 
�*�Ð�¢�¿�©�˜�Ò/‘$U  24 (5.1) 3 (0.6) 0 

+«�Ë�è��  100 (21.1) 37 (7.8) 0 
/‘�`�È�X�ö�a  41 (8.7) 12 (2.5) 0 

�ò�p#+�X�ö�a  29 (6.1) 16 (3.4) 0 

Æ�(�*7€��  60 (12.7) 2 (0.4) 0 

#å"g+b�µ+��*�W$U 48 (10.1) 2 (0.4) 0 

'½9µ�A(Ô�>�|�g)��œ)�)Ê7€��  75 (15.9) 7 (1.5) 0 
'½*×$b 28 (5.9) 1 (0.2) 0 

6õ(�$b  25 (5.3) 4 (0.8) 0 
�ç�¾�þ�
+�4Œ�>�|�g)ª7x7€��  68 (14.4) 5 (1.1) 2 (0.4) 

�ç�¾�T7´  26 (5.5) 4 (0.8) 0 

 

�^�>�
�•�c�G#Ý*L�_�>�8�Z6ë2A�ö*õ$L�H 22 �[>& 4.7%>'�
*â�µ+�7€�� 23 �[>& 4.9%>'�
�±

+`!V�í5��Ø�b�W$i 19 �[>& 4.0%>'�
#å"g+b�µ+�7€�� 67 �[>& 14.2%>'�
�j+H�µ+�7€�� 5 �[

>&1.1%>'�
�W�¶�/�µ+�7€�� 2 �[>& 0.4%>'�
&„)�7€��>&� �Û�å�í�Â�Þ�î$U�Ã*L'¼�†�µ�t>' 29

�[>& 6.1%>'�
 infusion reaction 9�[>& 1.9%>'�
'½!V�í�“(à'½/%0Ž$U 2 �[>& 0.4%>'�
+H�µ+�7€

��>&�€(ý'ö6ë2A�ö+H!V'¼>' 12 �[>& 2.5%>'�
5��Ø�b$ö+u7€�� 3 �[>& 0.6%>'�
 P/‘�ö2�/‘ 1 �[

>&0.2%>'�
�ò�p#+�ö�a�í$Î!Õ�ö�ò�p#+�ö�a$U 66 �[>& 14.0%>'�l�g�¤��$U 35 �[>& 7.4%>'�@

1��u�}�€�S���r�S�
+…!V�
 1 �º(¾�€$S�
5�$U'½!“�Š$U�
+;!V�í9Ê+w!V�
�°'½!V�l�g
 $?

�ö/‘�`�È�ö�a�ö(ø�l$S�c1��u�}�€�^�?�W�S���•�j�8#Ý$Î#'"g�#�c6õ4��¦1ß>&+«�Ë�è���Í

$��–�†�µ�t>'�†�µ�t7Ÿ0£)��Ý�†&g�M��  
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�u�\7•
¹� '¨�ê%&0è9‚>& IMpower1100è9‚>'  

�w���¦1ß�c�•�c*L�b 258/286�[>& 90.2%>'�
�ì�Û$ª�2*L�b 249/263�[>& 94.7%>'�_1��u

�}�€�
��9‚.��\�b�I�Ý6õ�€�@�°���[�A�^�8�w���¦1ß�c�•�c*L�b 173/286�[>& 60.5%>'�
�ì

�Û$ª�2*L�b 224/263�[>& 85.2%>'�_1��u�}�€�S��$Î#'"á�@ 5%�è�V�b�•�c�\�b�I�Ý6õ�€�@

�°���[�A�^�8�w���¦1ß�c/² 9 �b�\�>�~�[�6�W�S��  
 

/² 9�� $Î #' "á�@5%�è �V�b �• �c �\ �b �I �Ý6õ�€ �@�° �� �[ �A�^ �8 �w�� �¦ 1ß 
>&IMpower110 0è9‚ >'>&�ó 
² �ö 0Ž�Ò�P1ß7Ÿ�K>'  

�þ���9�±�(8®>& SOC: System Organ Class>'  
�ö�•1�>& PT: Preferred Term) 

>&MedDRA ver.22.0>'  

�•�c*L>& 286�[>'  

² Grade Grade 3-4 Grade 5 

�[�X>& %>'  �[�X>& %>'  �[�X>& %>'  
�•�c�\�b�I�Ý6õ�€�@�°���[�A�^�8
²�w���¦1ß  171 (59.8) 36 (12.6) 0 

�M+á�í
²3�7€���>�|�g�ž�Z4Š�)�b"g�Â  64 (22.4) 4 (1.4) 0 
$B�›  22 (7.7) 2 (0.7) 0 

!“�Š$U  21 (7.3) 1 (0.3) 0 
$ö+u�>�|�g$ö�W)�)Ê7€��  53 (18.5) 4 (1.4) 0 

$Î$H 19 (6.6) 0 0 
*ö+`7€��  51 (17.8) 4 (1.4) 0 

�O�°  20 (7.0) 1 (0.3) 0 
�W$i 17 (5.9) 0 0 

�æ1p�>�|�g�$8ô7€��  36 (12.6) 9 (3.1) 0 

8×�'�ö3å  20 (7.0) 2 (0.7) 0 
+«�Ë�è��  34 (11.9) 7 (2.4) 0 

ALT �Q�•  18 (6.3) 4 (1.4) 0 

Æ�(�*7€��  31 (10.8) 0 0 

#å"g+b�µ+��*�W$U 19 (6.6) 0 0 

 

�^�>�
�•�c*L�_�>�8�Z6ë2A�ö*õ$L�H 11 �[>& 3.8%>'�
*â�µ+�7€�� 26 �[>& 9.1%>'�
�±+`

!V�í5��Ø�b�W$i 3 �[>& 1.0%>'�
 1 �º(¾�€$S 1 �[>& 0.3%>'�
#å"g+b�µ+�7€�� 32 �[>& 11.2%>'�


�W�¶�/�µ+�7€�� 2 �[>& 0.7%>'�
&„)�7€��>&� �Û�å�í�Â�Þ�î$U�Ã*L�†�µ�t>' 7 �[>& 2.4%>'�


infusion reaction 7�[>& 2.4%>'�
'½!V�í�“(à'½/%0Ž$U 1 �[>& 0.3%>'�
+H�µ+�7€��>&�€(ý'ö6ë

2A�ö+H!V'¼>'2 �[>& 0.7%>'�
5��Ø�b$ö+u7€�� 4 �[>& 1.4%>'�
�°'½!V 1 �[>& 0.3%>'�
/‘#+2�

8×$U�Ã*L1 �[>& 0.3%>'�
�ò�p#+�ö�a�í$Î!Õ�ö�ò�p#+�ö�a$U 2 �[>& 0.7%>'�l�g�¤��$U 7 �[

>&2.4%>'�@1��u�}�€�S���r�S�
+…!V�
�j+H�µ+�7€���
5�$U'½!“�Š$U�
+;!V�í9Ê+w!V�
 P

/‘�ö2�/‘�l�g
 $?�ö/‘�`�È�ö�a�ö(ø�l$S�c1��u�}�€�^�?�W�S���•�j�8#Ý$Î#'"g�#�c6õ4�

�¦1ß>&+«�Ë�è���Í$��–�†�µ�t>'�†�µ�t7Ÿ0£)��Ý�†&g�M��  
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4>, �‹ 0¿�_ �X�8 �Z  

�ì�Û$ª�2�T�b�6�•�H*…�_�Q#Ý�M�•���œ�_�c�
�Ž1��²�ó�\�K�Z�Q#Ý�B)¼1*��>&
²�[1*��>'

�@1"�O�}�€�Z�8�•�G�\�?�}�
�\0ñ1*��>&
²�[1*��>'�†4:�)�_���‹�[�A�•�‹0¿�[�6�•�²0[

�@�6�•���Q�b�V�[�
��.����Ü�«�¡'ö#.0£#ì>& RMP>'�_�ö�Y�A�
�•�c�b��.����ó
²�ö%�0i

�q�·�l�b� �Š�/�D�@�6�•�‹0¿�[�6�W�Z�
�•�c�b�ž�Z�@4:�)�^�H*…�†0Ç�•�í"I���K�
�•�c

�b�ž�Z�_�|�~5�(��^�j�8#Ý�†$Î#'�K�S7•�_�P�Â�M�•�G�\�@�²0[�^�S�u�
�è�W�b�q>|�s�b

�M�m�Z�† 6�S�M�‹0¿�_�>�8�Z�Q#Ý�M�•�m�A�[�6�•��  

 

�q  �‹ 0¿�_ �X�8 �Z  

�q -1 �W0°�b>&1>'>|>&5>'�b�8�N�€�?�_0ñ�\�M�•�‹0¿�[�6�•�G�\��  

(1) �L#Õ�›
>�±+§�@�æ���M�•�@�‡0Ç$ª4�� �Ð!l$S7T'¼>&4”4(�Ó%4�@�‡0Ç$ª4�� �Ð!l$S7T�


�…�æ�@�‡0Ç$ª4�� �Ð!l$S7T�
�…�æ�@�‡0Ç$ª$S7T�^�]>'  

(2) "I���µ+�$S7T  

(3) 4”4(�Ó%4%±�¦�@�æ���M�•�@�‡0Ç$ª4�� $S7T>&�@�‡0Ç$ª4�� �æ��$S7T�
�@�‡0Ç$ª4�� 

� �Š$S7T�
�@�‡0Ç$ª4�� �N4
$S7T�^�]>'  

(4) �¥�¶�ì�Û$ª�2�
�†0¿*(�K�
�¥�¶�ì�Û$ª�2�•'ì 1 �j�c�¥�¶�ì�Û$ª�2�•'ì 2 �b�‹0¿�ö =

�_�€�•�†���†/œ�W�Z�8�•�‹0¿  

(5) � �O�ö+X$†�c���‰'ö#.�•'ì�b�‹0¿�ö =�_�€�•�†���†/œ�W�Z�8�•�‹0¿  

 

�q -2�� *õ$´�b�ì�Û$ª�2�l�g�j�8#Ý$Î#'�ì�b�P�Â�_���(�^%±1‘�\)�9‚�†�â�X���Œ>&�W/²�b

�8�N�€�?�_0ñ�\�M�•���Œ>'�@�
�\0ñ0Ç$ª&É�b�•�c�_6õ�M�•��$ª�b2��õ*…�\�K�Z4Ä*(�I�€

�Z�8�•�G�\��  

/²  

�í �� ���Œ
 0Á�v�“�‹ 2 �º�b�6�‡%Ê�Ÿ�†�Ÿ�¢�K�S�‹�_ 5 �º�è�V�b�@�‡��$ª�b+«�Ë%Ê�Ÿ�†

/œ�W�Z�8�•�G�\���:�U�
 2 �º�è�V�c�
�@�‡.�"@$ª�2�†�z�\�K�S+«�Ë+X$†�Û�b%Ê�Ÿ�†

/œ�W�Z�8�•�G�\��  

�í �� ���Œ
 0Á�v�“�‹ 2 �º�b�6�‡%Ê�Ÿ�†�Ÿ�¢�K�S�‹�_ 4 �º�è�V�b+«�Ë)�9‚�†�w�K�Z�8�•

�G�\���:�U�
 3 �º�è�V�c�
*õ$´�b�@�‡.�"@$ª�2�†�µ�t�ç�¾�þ$S�Û�b+«�Ë%Ê�Ÿ�†/œ�W

�Z�8�•�G�\��  

 

�r �� 7T
Æ�b �� .� �� �_ �� 'ö #. �b �/ �D�_ �X�8 �Z  

��.����_��'ö#.�_�‘�¦�M�•�S�õ*…�@4Ä*(�I�€�
0�.��û���?�}�b�_��'F�•�
�w� �ö�í�ó


²�ö'¼.��Û$×�_���b'ö#.�l�g���Œ'¼�_�P�M�•�_���f�j�
�w���¦1ß�@$Î#Õ�K�S���œ�b���Ì

���»�
'¼�@3ÿ�x�?�_/œ�ƒ�€�•�/�D�@�Z�W�Z�8�•�G�\��  
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�s �� �j �8 #Ý�l �b �P�Â�_ �X�8 �Z  

�s -1 �‹ 0¿�/ �D�_ 6õ�M�• 0[ �ó  

6ë2A�ö*õ$L�H'¼�b5�(��^�j�8#Ý�@$Î#Õ�K�S7•�_�
 24 �ì6ë0Ç$ª�/�D�b�W�
�\0ñ�‹0¿�j�c

4�� �‹0¿�_�>�8�Z�
$Î#'�K�S�j�8#Ý�_�Â�L�Z
°7T'ö#.�l�g CT '¼�b�j�8#Ý�b6·�9�_�²0[

�^�è���b)��Ý�@�\�¥�p�_�“�}�€�
%$�U�_�P�Â�•+��^�/�D�@�Z�W�Z�8�•�G�\��  

 

�s -2 �� $ª�‘ �¦ *…�_ �| �• �w�� �¦ 1ß�P�Â�_ 6õ�M�• 0[ �ó  

�@�‡0Ç$ª�_� �ƒ�•�S6Û$×�^%±1‘�l�g�•+��†�w�M�•��$ª�‘�¦*…�@�j�8#Ý�Ô�½�±�Ü�å�¢

�†�µ�u�S,^$b�b�«�¡�Ü�î�½�å�¢�†/œ�8�z�����\�_���†
¹�w�[�A�•�³�î�Ò��$ª�/�D�@�Z


��I�€�Z�8�•�G�\���^�>�
�Z
��/�D�_�X�8�Z�
�@�‡�H*…�\�Q�b���˜�_���(�_�Ø%±�I�€�Z

�8�•�G�\��  

 

D!-3 �j �8 #Ý�b 0Ç�• �x �P�Â�_ 6õ�K�Z  

�j�8#Ý>&6ë2A�ö*õ$L�H�
*â�µ+�7€���
�±+`!V�í5��Ø�b�W$i�
+…!V�
 1 �º(¾�€$S�

Æ�(

�*7€��>&#å"g+b�µ+�7€���
�j+H�µ+�7€���
�W�¶�/�µ+�7€��>'�
&„)�7€��>&� �Û�å�í�Â�Þ

�î$U�Ã*L�†�µ�t>'�
5�$U'½!“�Š$U�
+;!V�í9Ê+w!V�
 infusion reaction�
'½!V�í�“(à'½/%0Ž$U�


+H�µ+�7€��>&�€(ý'ö6ë2A�ö+H!V'¼>'�
5��Ø�b$ö+u7€���
�°'½!V�
/‘#+2�8×$U�Ã*L�
 P/‘

�ö2�/‘�

 $?�ö/‘�`�È�ö�a�ö(ø�l$S�
�ì�Û$ª�2�G#Ý�ì�b/‘�®�˜�ö>&�ò�p#+�ö�a�
$Î!Õ�ö

�ò�p#+�ö�a$U>'�
�ì�Û$ª�2�G#Ý�ì�b�¤��$U'¼>'�_�P�K�Z�
�\0ñ�‹0¿�j�c3Æ7„��$ª�µ6õ�b

�S6Û�ö�†�w�M�•���Œ�\4�� �K>&�j�8#Ý�b0Ç�•�x�P�Â�_6õ�K�Z�æ�_�l�g�-�|�†�w�E�}�€�•

�²�ó�_�6�•�G�\>'�
%$�U�_4:�)�^��*(�@�[�A�•�/�D�@�Z�W�Z�8�•�G�\�� >Ì
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5>, �ž �Z �P1ß�\ �^ �• �H*… 

���w� �ö�_6õ�M�•�¦8o��  

�q  �•�c�b�"�c�ž�Z�c�W0°�b�H*…�_�>�8�Z�w� �ö�@&g�I�€�Z�8�•��  

Ÿ �É�Û�³�¼0��c�†�µ�t�ì�Û$ª�2�T�†�w�M�•�)7V�Y+��^�ê B �‡ ���ë�‡�j�c
Ì$Î�b8�

�`(ý+
*õ$´�H*…>& EGFR4G���Ê�š$��j�c ALK /%�œ4G���Ê7g�ö�b�H*…�[�c�Q�€�R

�€ EGFR�³�ß�©�å�Ÿ�¼�î�®7<���c�j�c ALK �³�ß�©�å�Ÿ�¼�î�®7<���c�b��$ª�T

�v�w�M�•�H*…>'  

Ÿ �ì�Û$ª�2�T�b�^�8 PD-L17g�ö>&TC3>&TC�Í 50%>'�j�c IC3>&IC�Í 10%>'>'�b�)7V

�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$ >́&�S�T�K�
 EGFR4G���Ê�š$��j�c ALK /%�œ4G

���Ê7g�ö�b�H*…�c7V�C>'�H*…  

 

�^�>�
 PD-L1 $Î#'"g�#�c�
�”�¸�°�Ü�¬�Ð�È>&4G���Ê)��n�<>'�b�¥�å�Ã�½�œ�å0Ç�•

.�>&�Ë�å�±�¼ OptiView PD-L1>&SP142>'>'�†#Ý�8�Z ����M�•�G�\��  

 

�r  �•�c�b�Ú�b� �O�ö+X$†�c�\�b�G#Ý�ž�Z�c�W0°�b�H*…�_�>�8�Z�w� �ö�@&g�I�€�Z�8

�•��  

Ÿ �•�Ý�Î�É�Û�³�å�
�Ã�¡�Ü�±�Ÿ�­�Ý�l�g�Ë�Â�©�¬�Ð�È>&4G���Ê)��n�<>'�\�b�G#Ý

�ž�Z>8�ì�Û$ª�2�T�b�^�8�e�¹�V$ö$´�†7V�C�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ

$´>&�S�T�K�
 EGFR4G���Ê�š$��j�c ALK /%�œ4G���Ê7g�ö�b�H*…�c7V�C>'�H*… 

Ÿ �É�Û�³�¼0��c>&�©�«�É�Û�³�å�j�c�•�Ý�Î�É�Û�³�å>'�l�g�Ì�Ó�º�Þ�Ÿ�­�»�\�b�G

#Ý�ž�Z>8�ì�Û$ª�2�T�b�^�8�e�¹�V$ö$´�†7V�C�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+


*õ$ >́&�S�T�K�
 EGFR4G���Ê�š$��j�c ALK /%�œ4G���Ê7g�ö�b�H*…�c7V�C>'�H*… 

Ÿ �•�Ý�Î�É�Û�³�å�l�g�Ã�¡�Ü�±�Ÿ�­�Ý>&�”�Ý�È�Ñ�å�1 î�º>'�\�b�G#Ý�ž�Z>8�ì�Û

$ª�2�T�b�^�8�e�¹�V$ö$´�†7V�C�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$>́&�S�T�K�


EGFR4G���Ê�š$��j�c ALK /%�œ4G���Ê7g�ö�b�H*…�c7V�C>'�H*… 

 

�s  �W0°�_0ñ�\�M�•8��`(ý+
*õ$´�H*…�_�P�M�•�•�c�b�ž�Z�l�g�Q#Ý�‰�2�_�X�8�Z�c�
�•

�c�b�w� �ö�@&�'g�I�€�Z�>�}�N�
�•�c�b�ž�Z�P1ß�\�^�}�^�8��  

Ÿ /¡�‹�H*…�_�P�M�•�•�c�b�""‚�ž�Z�l�g�Ú�b� �O�ö+X$†�c�\�b�G#Ý�ž�Z   

Ÿ �ì�Û$ª�2�T�b�6�•�H*…�_�P�M�•�•�c�\�Ú�b� �O�ö+X$†�c�\�b�G#Ý�ž�Z  

Ÿ �ì�Û$ª�2�T�b�^�8�
 TC>:50%�?�X IC>:10%�b�H*…�_�P�M�•�•�c�b�""‚�ž�Z  

Ÿ �ì�Û$ª�2�T�b�^�8�e�¹�V$ö$´�H*…�_�P�M�•�Ú�b� �O�ö+X$†�c�\�b�G#Ý�ž�Z  

Ÿ �ì�Û$ª�2�T�b�^�88��e�¹�V$ö$´�H*…�_�P�M�•�
�r�[�•�c�b�w� �ö�@&g�I�€�Z�8

�^�8�Ú�b� �O�ö+X$†�c�\�b�G#Ý�ž�Z  

 

�t  �ì�Û$ª�2�T�b�^�8�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´�H*…�c�
 PD-L1 �è���[ TC3
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�j�c IC3 �[�6�€�d�
�•�c�b�""‚�ž�Z�†*ƒ�Ö�M�•�m�A�[�6�•���r�S�
�† =�ì�Û$ª�2�_

�P�M�•�¸���ö�_�e8Ÿ�@�^�8�\*ƒ�<�}�€�•8��e�¹�V$ö$´�H*…�_�P�K�Z�c�
 PD-L1$Î#'

"g�#�_�?�?�ƒ�}�N�
4:�)�^�† =�ì�Û$ª�2�\�b�G#Ý�ž�Z�†*ƒ�Ö�M�•�G�\�@�[�A�•���^

�>�
�•�c�b�ž�Z�_�6�S�W�Z�c�
*õ$´0Ç$ª�ž�–�»�Û�–�å>&�¥�•*õ$´�Û�
)…>''¼�†�g!·

�M�•�G�\��  

 

�u  �•�c�c�\7•
¹� '¨�ê%&0è9‚>& OAK0è9‚>'�_�>�8�Z�

²�/7Ÿ�K�_�>�8�Z�»�­�±�Ÿ�­�Ý

*L�_�P�K�Z
ƒ2z�ö�@�è0É�I�€�Z�8�•���S�T�K�
�e�¹�V$ö$´�b�H*…�[�c�
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�l�g+X$†�• ¶
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�í ��Gadgeel S et al. Ann Oncol 2017; 28(suppl 5): Abstr 1296O 
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�ž�Z�†/œ

�ƒ�^�8�G�\��  

Ÿ �•�c�b�B�(�_�P�K4#�D$U�b�¤�€�T�b�6�•�H*…  

 

�r  ��$ª�S�b0Û�o�_�>�8�Z�W0°�_0ñ�\�M�•�H*…�_�X�8�Z�c�
�•�c�b�ž�Z�c�N�á�I�€�^�8

�@�
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�Å5��_�•�c�†�Q#Ý�M�•�G�\�†*ƒ�Ö�[�A�•��  

Ÿ 6ë2A�ö*õ$L�H�b�œ�G�j�c�Q�b�¤�€�b�6�•�H*…  

Ÿ +�4Š#ì
@�è���[6ë2A�s�†1��u�•�H*…�l�g�q�·�ö�b�:�U)z*õ+š!V�x�¤���ö*õ!V'¼

�b*õ�_!V$U�ö�š�ì�@�s�}�€�•�H*…  

Ÿ +¬�k
 $?$L�H�b�6�•�H*…�j�c�Ï�ö$×,]�K�C�c
Ì$Î�ö�b+¬�k
 $?$L�H�b�¤�€�T�b

�6�•�H*…  
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Ÿ ECOG Performance Status 3-4>&�@2>' �b�H*… 

 

 

 

 

 

                              
>&�@2>' ECOG�b Performance Status (PS) 

Score  

0 
²�C�e8Ÿ�^�C�q�·�[�A�•��$Î$S�S�\� �L�¥�–#Õ�q�@�D7H�^�C/œ�<�•��  

1 *×�/$×�_ í�K�8�q�·�c�D7H�I�€�•�@ �
�L/œ�•+��[�
3M�8���x�Ù�W�Z�b�8���c/œ�:�G�\�@�[�A�•��  

�[>83M�8���¦ �
�¦�»�8��  

2 �L/œ�•+��[+¬�(�b3��b�G�~�b�G�\�c�M�m�Z�•+��T�@�8���c�[�A�^�8���¥�p�b 50%�è�V�c�Ë�µ�»�¥�[4#�H�M��  

3 7H�}�€�S+¬�(�b3��b�G�~�b�G�\�K�?�[�A�^�8���¥�p�b  50%�è�V�†�Ë�µ�»�?�Ô�Ê�[4#�H�M��  

4 
²�C�·�E�^�8��+¬�(�b3��b�G�~�b�G�\�c
²�C�[�A�^�8���ö
²�_�Ë�µ�»�?�Ô�Ê�[4#�H�M��  
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6>, �ž �Z �_ 7•�K�Z$� �– �M�m�A�¦ 8o 

�q  �ç�Ü�e�i'¼�_�•�<�
0�4�2
�Ž��*…�@�f�j�M�•2(�q'¼�_�ö�Y�A�•�c�b"I�ö�l�g4:�G�Q

#Ý�b�S�u�_�²0[�^�_���†���(�_#.0Ž�K�Z�?�}�Q#Ý�M�•�G�\��  

�r  ��$ª6ä���_
›'g�U�
�H*…�j�c�Q�b���˜�_�w� �ö�l�g�47d�ö�†���(1��Â�K�
� �–�†�“

�Z�?�}�ž�Z�M�•�G�\��  

�s  �ì�Û$ª�2�T�†�w�M�•�)7V�Y+��^4
/œ�í
Ì$Î�b8��`(ý+
*õ$´�H*…�_�>�8�Z�c+X$†)�)Ê

�_�>�E�• PD-L1 �†$Î#'�K�S+X$†(ý+
�l�g+X$†�• ¶
 $?(ý+
�@�(�u�•�m�œ�v&�1��K

�S�V�[�•�c�b�ž�Z�•�°�†�8�•�M�•�G�\�@�ƒ�r�K�8�@�
�Q�€�}�@&�1��[�A�^�8���œ�_

�c�
�•�c�b�Q#Ý�b4:�°�†4:�)�_�8�•�K�S�V�[�ž�Z�M�•�G�\��  

�t  �z�^�j�8#Ý�b�Ð�¿�ª�Ó�å�º�_�X�8�Z  

Ÿ 6ë2A�ö*õ$L�H�@�6�}�ƒ�€�•�G�\�@�6�•�b�[�
�•�c�b�ž�Z�_�6�S�W�Z�c�
+«�Ë$U

"g>&�ç�¾�T7´�
���¿�
$Î!Õ'¼>'�b&�1��l�g+�4Š X )z�è���b���‹'¼�
0{�9�†���(

�_/œ�:�G�\���r�S�
�²0[�_�Â�L�Z+�4Š CT�
/‘�ë�Ð�î�•�î'¼�b�è���†���‹�M�•

�G�\��  

Ÿ �•�c�b�ž�Z�c5��Ø�b infusion reaction�_
��<�Z)m�ô�ì�_���(�^�P�Â�b�[�A�• =


��†/œ�W�S�V�[6ä���K�
�•�c�ž�Z�p�l�g�•�c�ž�Z)
�¢�‹�c�Â�–�±�Ý�§�–�å�† �

���M�•'¼�
�H*…�b"g�Â�†���(�_0{�9�M�•�G�\���^�>�
 infusion reaction�†$Î#'�K

�S���œ�_�c�

²�Z�b�©�Ã�l�g$U"g�@�ö
²�_�G�Ÿ�M�•�r�[�H*…�†���(0{�9�M�•�G

�\��  

Ÿ *â�µ+�7€���@�6�}�ƒ�€�•�G�\�@�6�•�b�[�
�•�c�b�ž�Z6ä���S�l�g�ž�Z�‡6ë�p�c

���‡$×�_*â�µ+��è��>& AST�
 ALT�
 !-GTP�
 Al-P�
�Å�Ü�Ý�Å�å'¼�b ���>'�†���‹

�M�•�G�\��  

Ÿ #å"g+b�µ+�7€���
�j+H�µ+�7€���l�g�W�¶�/�µ+�7€���@�6�}�ƒ�€�•�G�\�@�6�•�b

�[�
�•�c�b�ž�Z6ä���S�l�g�ž�Z�‡6ë�p�c���‡$×�_
Æ�(�*�µ+��è��>& TSH�
4�7³

T3�
4�7³ T4�
 ACTH�
/‘�p�¥�Ý�³�°�î�Ý'¼�b ���>'�†���‹�M�•�G�\��  

Ÿ �•�c�b�ž�Z�_�|�~�
4#�Ø�b
 $?�o�Â�_2s�I�M�•�\*ƒ�<�}�€�•�]���^$L�H�x$S�Â

�@�6�}�ƒ�€�•�G�\�@�6�•��$��–�@1��u�}�€�S���œ�_�c�
$Î#'�K�S�¦1ß�_�Â�L�S

�S6Û$×�^%±1‘�\)�9‚�†�â�X���Œ�\4�� �K�Z4:�)�^6·�90Ç�•�†/œ�8�
4#�Ø�b
 $?

�o�Â�_�|�•�j�8#Ý�@$2�ƒ�€�•���œ�_�c�
�•�c�b��.��j�c�p�F�
�l�g�j+H$ö2A�Í

�Ý�Ô�å�c�b�ž�Z'¼�†*ƒ�Ö�M�•�G�\���^�>�
�j+H$ö2A�Í�Ý�Ô�å�b�ž�Z�_�|�~�j�8

#Ý�b�5�•�@1��u�}�€�^�8���œ�_�c�
�j+H$ö2A�Í�Ý�Ô�å�è�¥�b
 $?�š�D�c�b3ã�•

�v*ƒ�Ö�M�•��  

Ÿ �ž�Z)
�¢�‹�
�X4�6ë�?�}�X�•�v)�4#�K�Z�?�}�j�8#Ý�@$Î#'�M�•�G�\�@�6�•�S�u�


�•�c�b�ž�Z)
�¢�‹�_�v�j�8#Ý�b$Î#'�_���(�_�@�–�M�•��  

Ÿ 1 �º(¾�€$S�@�6�}�ƒ�€�
(¾�€$S�ö�£�º�”�©�»�î�©�«�_+³�•�G�\�@�6�•�b�[�
�•

�ì�
�O�°�
�Î�¤'¼�b$U"g�b$Î#'�x/‘(¾�Í�b�V�¼�_���(�@�–�M�•�G�\�� 1 �º(¾�€
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$S�@$2�ƒ�€�S���œ�_�c�ž�Z�†�p�F�K�
�–�å�«�Ü�å0��c�b�ž�Z'¼�b4:�)�^��*(�†

/œ�:�G�\��  

�u  OAK 0è9‚�[�c�ž�Z6ä���?�} 36 4��r�[�
 IMpower150 0è9‚�
 IMpower132 0è9‚�


IMpower1300è9‚�l�g IMpower1100è9‚�[�c�ž�Z6ä���?�} 48 4��r�[�c 6 4�6ë6ë7x�


�Q�€�è7F�c�8�N�€�b0è9‚�v 9 4�6ë6ë7x�[�w� �ö�b0Û�o�†/œ�W�Z�8�S�G�\�†�g*ƒ�_�


�•�c�ž�Z�p�c���‡$×�_#ì
@�è���[� �Ý�b&�1��†/œ�:�G�\��  

 


