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From the Publisher
� ,I�\RX�DUH�D�IDQ�RI�.RUHDQ�GUDPDV��\RX�PRVW�OLNHO\�KDYH�KHDUG�RI�WKH�1HWÀL[�VHULHV�6TXLG�
Game, which has attracted audiences around the world. Cultural content created in Korea, also 
NQRZQ�DV�µ.�GUDPD¶�RU�µ.�SRS¶��LV�JDLQLQJ�VLJQL¿FDQW�DWWHQWLRQ�ZRUOGZLGH��7KLV�µ.�µ�SKHQRPHQRQ�
LV�QRW�OLPLWHG�ZLWKLQ�WKH�FXOWXUH�DUHQD�DQG�H[WHQGV�LWVHOI�LQWR�LQGXVWU\��WHFKQRORJ\�DQG�VFLHQFH��,Q�
WKH�¿HOG�RI�PHGLFLQH��.�PHGLFLQH�RU�0HGLFDO�.RUHD�LV�DOVR�D�ZHOO�UHFRJQL]HG�WHUP��DQG�� LQ� WKLV�
edition, we have featured one of the eminent leaders of K-medicine. 

)RU�WKLV�HGLWLRQ�RI�RXU�:RUOG�$VLDQ�0HGLFDO�-RXUQDO��ZH�KDG�DQ�RSSRUWXQLW\�WR�VSRWOLJKW�'U��(XO�
6LN�<RRQ��&KDLUPDQ�DQG�%RDUG�RI�'LUHFWRUV�IRU�WKH�.RUHDQ�6RFLHW\�RI�3ODVWLF�DQG�5HFRQVWUXFWLYH�
6XUJHRQV�DQG�DOVR�WKH�SUHVLGHQW�RI�.RUHD�8QLYHUVLW\�0HGLFDO�&HQWHU�$QDP�+RVSLWDO��'U��(XO�6LN�
<RRQ�LV�XQGRXEWHGO\�RQH�RI�WKH�PRVW�KLJKO\�UHVSHFWHG�SK\VLFLDQV�DQG�DQ�DFFRPSOLVKHG�H[SHUW�LQ�
UHFRQVWUXFWLYH�VXUJHU\��:KLOH�SUHSDULQJ�KLV�HGLWLRQ��,�ZDV�LPSUHVVHG�E\�KLV�KXPLOLW\��WKRXJKWIXOQHVV�
DQG�SHUVSHFWLYH�RQ�SDWLHQW�FDUH�DQG�TXDOLW\�RI�OLIH��$OVR��KH�LV�D�WUXH�FKDPSLRQ�DQG�VXSSRUWHU�RI�
LQQRYDWLRQ��ZKLFK�LV�VLJQL¿FDQW�IRU�H[SORULQJ�EUHDNWKURXJK�WHFKQRORJLHV�DQG�WUHDWPHQW�LQ�PHGLFLQH��
,�KRSH�RXU�:$0-�UHDGHUV�¿QG�JUHDW�GHOLJKW�DQG�HQOLJKWHQPHQW�LQ�UHDGLQJ�KLV�VWRU\�DQG�SKLORVRSK\�
LQ�WKH�PHGLFDO�¿HOG�

,Q� RXU� VSHFLDO� UHSRUW��ZH� IHDWXUH� DQ� DUWLFOH� DERXW� D�.RUHDQ� ELRWHFK� FRPSDQ\¶V� MRXUQH\� RI� QHZ�
GUXJ�GHYHORSPHQW��(Q]\FKHP�/LIHVFLHQFHV��D�FOLQLFDO�VWDJH�ELRSKDUPDFHXWLFDO�FRPSDQ\��UHFHQWO\�
FRPSOHWHG�D�8�6��3KDVH���FOLQLFDO�WULDO�RI�LWV�OHDG�FDQGLGDWH�(&����LQ�FKHPRUDGLDWLRQ�LQGXFHG�RUDO�
PXFRVLWLV��&5,20���&5,20�LV�D�SDLQIXO�DQG�GHELOLWDWLQJ�VLGH�HIIHFW�RI�FKHPRUDGLDWLRQ�LQ�ZKLFK�
SDWLHQWV� H[SHULHQFH� VHYHUH�PRXWK� XOFHUDWLRQV� WKDW� VLJQL¿FDQWO\� LPSDFW� HYHU\GD\� DFWLYLWLHV�� 7KH�
pain from severe ulcerations leads to malnutrition and dehydration in patients. In a study, patients 
VKRZHG�D�VXEVWDQWLDO�UHGXFWLRQ�LQ�WKH�GXUDWLRQ�DQG�LQFLGHQFH�RI�VHYHUH�RUDO�PXFRVLWLV�FRPSDUHG�WR�
SODFHER�DUP��6XFK�VWRULHV�RI�.RUHDQ�FRPSDQLHV¶�VXFFHVV�LQ�FOLQLFDO�GHYHORSPHQWV�VLJQDO�D�EULJKW�
IXWXUH�IRU�.RUHDQ�DQG�$VLDQ�WKHUDSHXWLF�FRPSDQLHV�LQ�WKH�8�6��

9DULRXV�ZULWHUV�DQG�H[SHUWV� LPSDUW� WKHLU�NQRZOHGJH�DQG� LQVLJKWV�DV�FR�DXWKRUV� LQ� WKLV�HGLWLRQ�RI�
:$0-��,�VLQFHUHO\�KRSH�WKDW�RXU�UHDGHUV�ZLOO�¿QG�WKHVH�H[FLWLQJ�VHOHFWLRQV�RI�DUWLFOHV�WR�EH�KHOSIXO�
and inspiring. 

'R+\XQ�&KR��3K'
3XEOLVKHU
3UHVLGHQW�	�&(2�RI�:�0HGLFDO�6WUDWHJ\�*URXS
&KDLUPDQ�RI�1HZ�<RUN�+HDOWK�)RUXP

From the Editor-in-Chief
� ,Q� RXU� ��WK� LVVXH��:$0-� LV� SOHDVHG� WR� FRQWLQXH� RXU� SURXG� WUDGLWLRQ� RI� KLJKOLJKWLQJ� D�
PHGLFDO�OHDGHU�ZLWK�LPSHFFDEOH�FUHGHQWLDOV�DQG�D�GD]]OLQJ�UHVXPH�

(XO�6LN�<RRQ��0�'��� 3K�'�� LV� ERWK�&KDLUPDQ� DQG�%RDUG� RI�'LUHFWRU� RI� WKH�.RUHDQ� 6RFLHW\� RI�
3ODVWLF�DQG�5HFRQVWUXFWLYH�6XUJHRQV��.635��DQG�WKH�3UHVLGHQW�RI�.RUHD�8QLYHUVLW\�$QDP�+RVSLWDO�
�.8$+���6HRXO��$IWHU�FRPSOHWLQJ�KLV�HGXFDWLRQ�DQG�WUDLQLQJ�LQ�SODVWLF�VXUJHU\�DQG�WKUHH�\HDUV�LQ�WKH�
.RUHDQ�3XEOLF�+HDOWK�6HUYLFH��'U��<RRQ�SXUVXHG�DQ�DFDGHPLF�FDUHHU�LQFOXGLQJ�VWLQWV�DV�D�9LVLWLQJ�
$VVRFLDWH�3URIHVVRU�DQG�UHVHDUFKHU�DW�WKH�8QLYHUVLW\�RI�&DOLIRUQLD��,UYLQH��ZKHUH�KH�LQYHVWLJDWHG�
WLVVXH�HQJLQHHULQJ�DQG�UHJHQHUDWLYH�PHGLFLQH���+H�KDV�DOVR�VSHQW�WLPH�DV�WKH�3URIHVVRU�DQG�'LUHFWRU�
RI� WKH�'HSDUWPHQW�RI�3ODVWLF�	�5HFRQVWUXFWLYH�6XUJHU\��.8$+��,Q�������'U��<RRQ�EHFDPH� WKH�
'LUHFWRU�RI�WKH�6FLHQWL¿F�3URJUDP�&RPPLWWHH�RI�WKH�.RUHDQ�6RFLHW\�IRU�$HVWKHWLF�6XUJHRQV��7ZR�
\HDUV� ODWHU�� KH�ZDV� QDPHG�9LFH�3UHVLGHQW� RI�3ODQQLQJ�	�&RRUGLQDWLRQ� DW� WKH�.RUHD�8QLYHUVLW\�
0HGLFDO�&HQWHU� �.80&���$OVR�� WKH�.635�UHFRJQL]HG�KLP�ZLWK� LWV�%HVW�$FDGHPLF�$ZDUG��7KH�
IROORZLQJ�\HDU��'U��<RRQ�EHFDPH�WKH�$FWLQJ�3UHVLGHQW�RI�.8$+�ZKLOH�VLPXOWDQHRXVO\�VHUYLQJ�DV�
.635¶V�'LUHFWRU�RI�WKH�7UDLQLQJ�	�(GXFDWLRQ�&RPPLWWHH��$V�WKH�OHDGHU�RI�WKH�.635��'U��<RRQ�
HVWDEOLVKHG�D�QHZ�PLVVLRQ�DQG�YLVLRQ�IRU�WKH�RUJDQL]DWLRQ��DORQJVLGH�VWUDWHJLHV�WR�DFKLHYH�WKHP��

7KURXJKRXW�KLV�FDUHHU��'U��<RRQ�KDV�DOZD\V�VWXGLHG�DQG�H[SORUHG�LQQRYDWLRQ�LQ�KLV�¿HOG��,Q�������
XVLQJ� URERW�DVVLVWHG� WHFKQRORJ\�� KH� LQWURGXFHG� VFDUOHVV� EUHDVW� UHFRQVWUXFWLYH� VXUJHU\� WR�.RUHD��
&XUUHQWO\��KH�LV�GHYHORSLQJ�QDYLJDWLRQ�VXUJHU\��FRPELQLQJ�F\FOLQJ�SUREH�WHFKQRORJ\�ZLWK�UHDO�WLPH�
imaging, allowing surgeons to precisely track instrument positions and apply them to preoperative 
LPDJLQJ�GDWD��$PRQJ�KLV�PDQ\�LQQRYDWLRQV��'U��<RRQ�KHOSHG�WR�SLRQHHU�O\PSKRYHQRXV�DQDVWRPRVLV�
�/9$���ZKLFK� FRQQHFWV� ����PP�GLDPHWHU� �WKLQQHU� WKDQ� KXPDQ�KDLU�� O\PSKDWLFV� WR� VPDOO� YHLQV��
KHOSLQJ�WKRVH�ZLWK�OLPE�O\PSKHGHPD�DQG�WLVVXH�¿EURVLV��+H�DOVR�GHYHORSHG�WKH�YDVFXODUL]HG�O\PSK�
QRGH�WUDQVIHU��9/17���ZKLFK�WUDQVSODQWV�KHDOWK\�O\PSKDWLF�WLVVXH��'U��<RRQ�KDV�SXEOLVKHG�ZRUN�
RQ�D�GLYHUVH�UDQJH�RI�WRSLFV�VXFK�DV�DXWRORJRXV�EUHDVW�UHFRQVWUXFWLRQ��O\PSKRYHQRXV�E\SDVV�IRU�
H[WUHPLW\�O\PSKHGHPD��DQG�URERWLF�VXUJHU\��$V�KH�VD\V�KLPVHOI��'U��<RRQ�³KHOSV�SDWLHQWV�UHVWRUH�
WKHLU�OLYHV�WKURXJK�UHFRQVWUXFWLYH�VXUJHU\�´�+LV�VWRU\�LV�DQ�LQVSLUDWLRQ�IRU�XV�DOO�

,Q� WKLV� LVVXH��ZH� DOVR� RIIHU� SLHFHV� H[SORULQJ� WKH� ODWHVW� VXUJLFDO� WUHDWPHQWV� RI� O\PSKHGHPD� DQG�
(Q]\FKHP�/LIHVFLHQFHV¶�LQQRYDWLYH�GUXJ�IRU�RUDO�PXFRVLWLV�LQ�FDQFHU�SDWLHQWV��0RUHRYHU��\RX�FDQ�
¿QG�ELRSKDUPD� UHSRUWV�RQ�YDOXH�EDVHG�SULFH�SURJUDPV�DIWHU�GHDOV� LQYROYLQJ�3¿]HU� DQG�7DNHGD��
0HUFN�5LGJHEDFN¶V�&29,'���� DQWLYLUDO� OLFHQVLQJ�GHDO� DQG� LWV� LPSDFW� RQ� XSSHU�PLGGOH�LQFRPH�
countries. 

:H�KRSH�\RX�HQMR\�WKLV�SURYRFDWLYH�DQG�H[FLWLQJ�LVVXH�

-RVHSK�3��0F0HQDPLQ��0'��-'��)&/0
(GLWRU�LQ�&KLHI
(93�RI�:�0HGLFDO�6WUDWHJ\�*URXS
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'U��-DHZRQ�5\X�LV�WKH�SUHVLGHQW�DQG�&(2�RI�*HLVLQJHU��D�UHJLRQDO�KHDOWKFDUH�SURYLGHU�
VHUYLQJ�PRUH�WKDQ���PLOOLRQ�SHRSOH�ZLWK�PRUH�WKDQ�KDOI�D�PLOOLRQ�PHPEHUV�HQUROOHG�
LQ�*HLVLQJHU�KHDOWK�SODQ��$W�*HLVLQJHU��KH�KDV�ODUJHO\�FRQWULEXWHG�WR�SXWWLQJ�IRUZDUG�
LQLWLDWLYHV±VXFK�DV�SULPDU\�FDUH�UHGHVLJQ��*HLVLQJHU�DW�+RPH��ZKLFK�EULQJV�KHDOWKFDUH�
VHUYLFHV�WR�SDWLHQWV�LQ�WKHLU�KRPH��DQG�*HLVLQJHU����)RUZDUG��VHQLRU�IRFXVHG��FRQFLHUJH�
healthcare center–to provide people with easier access to top-notch clinical services 
FORVHU� WR� WKH� KRPH� DQG� FRPPXQLWLHV�� 3ULRU� WR� KLV� WHQXUH� DW�*HLVLQJHU�� KH� WRRN�RQ� D�
YDULHW\� RI� OHDGHUVKLS� UROHV� LQ� KHDOWK� V\VWHPV� LQFOXGLQJ� WKH� 8QLYHUVLW\� RI� ,OOLQRLV�
+RVSLWDO�	�+HDOWK�6FLHQFHV�6\VWHPV��&HQWHUV�IRU�0HGLFDUH�DQG�0HGLFDLG�6HUYLFHV��DQG�
WKH�'HSDUWPHQW�RI�9HWHUDQV�$IIDLUV�DV�D�:KLWH�+RXVH�)HOORZ��7R�OHDUQ�PRUH�DERXW�'U��
5\X��SOHDVH�UHDG�LVVXH����RI�:$0-�

BIOPHARMACEUTICAL REPORT I
Pepaxto’s US Uptake to Stall in Multiple Myeloma Until FDA Provides Advice to Address Death 
Risk
%ORRG�FDQFHU�RQFRORJLVWV�ZLOO�SXW�D�KROG�RQ�WKH�XVH�RI�2QFRSHSWLGHV¶�3HSD[WR�XQWLO�)'$�WDEOHV�DQ\�PLWLJDWLRQ�VWUDWHJ\�WR�
UHGXFH�GHDWK�ULVN�RI�WKH�WUHDWPHQW��6LQFH�3HSD[WR¶V�SDWLHQW�SRSXODWLRQ�KDV�DQ�XQPHW�PHGLFDO�QHHG�ZLWK�OLPLWHG�WUHDWPHQW�
RSWLRQV��3HSD[WR�PLJKW�VWLOO�EH�XVHG�LQ�SDWLHQWV�ZKR�KDYH�HDUO\�SURJUHVVLRQ�IURP�%OHQUHS�DQG�;SRYLR��5HFHQW�GDWD�WKDW�
VKRZ� WKHUH�DUH�SDWLHQWV�ZKR�PD\�EHQH¿W� IURP�HLWKHU�3HSD[WR�RU� LPPXQRPRGXODWRU\� LPLGH�GUXJ�3RO\PDVW�DUH� LQ�DQ�
RQJRLQJ�DQDO\VLV±ZKLFK�LV�FUXFLDO�LQ�LGHQWLI\LQJ�SDWLHQWV�ZKR�DUH�EHVW�VXLWHG�IRU�3HSD[WR��7R�OHDUQ�PRUH�DERXW�3HSD[WR¶V�
IXWXUH��SOHDVH�UHDG�LVVXH����RI�:$0-�

BIOPHARMACEUTICAL REPORT II
Medicare’s National Coverage Determination Could Boost Chances of Limited Aduhelm Coverage 
in Alzheimer’s Disease Despite Current Backlash
%\� RSHQLQJ� D�1DWLRQDO� &RYHUDJH�'HWHUPLQDWLRQ� �1&'�� RQ� %LRJHQ¶V�$GXKHOP��0HGLFDUH� VLJQDOHG� D�ZLOOLQJQHVV� WR�
SURYLGH�VRPH�OHYHO�RI�FRYHUDJH�LQ�WKH�86�ZLWKRXW�RXWULJKW�GHQ\LQJ�LWV�XVH��,Q�DQ�LGHDO�VFHQDULR��0HGLFDUH�ZRXOG�FRYHU�
$GXKHOP�DW�WKH�SULFH�RI�PDQXIDFWXULQJ��DW�DSSUR[LPDWHO\�86'��������������SOXV�D�PRGHVW�SUR¿W�IRU�%LRJHQ��+RZHYHU��
WKH�HQRUPRXV�UHVWULFWLRQV�RQ�0HGLFDUH�DUH�OLNHO\�WR�NHHS�RXW�VXFK�DQ�RXWFRPH��,Q�DGGLWLRQ��WKH�1&'�SURFHVV�FDQ�RQO\�
GHWHUPLQH�LI�DQG�WR�ZKDW�H[WHQW�D�GUXJ�VKRXOG�EH�FRYHUHG��DQG�LW�GRHV�QRW�GHDO�ZLWK�WKH�DPRXQW�0HGLFDUH�ZLOO�UHLPEXUVH�
IRU�D�VSHFL¿F�GUXJ�RU�GHYLFH��7R�OHDUQ�PRUH�DERXW�0HGLFDUH¶V�1DWLRQDO�&RYHUDJH�'HWHUPLQDWLRQ��SOHDVH�UHDG�LVVXH����RI�
:$0-�
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COVER STORY

Dr. Yoon at the director’s office of KUMC Anam Hospital

1. As a renowned plastic surgeon and 
respected member of the medical 
community, please share with our readers 
what motivated you to become a physician 
and go to medical school. What event in 
your career or training drove your decision 
to choose a career in plastic surgery?

- $V�D�FKLOG��,�QHYHU�GUHDPHG�DERXW�EHFRPLQJ�D�SK\VLFLDQ��
:LWKRXW� DQ\� IDPLO\�PHPEHUV� RU� FORVH� UHODWLYHV� LQ� WKH�
PHGLFDO�¿HOG�� ,� KDG�YHU\� OLWWOH� DWWDFKPHQW� RU� H[SRVXUH�
to this career path. When I was in high school, I was 
MXVW�DQ�RUGLQDU\�VWXGHQW�ZKR�VWXGLHG�KDUG�EXW�KDG�D�KDUG�
time deciding which career path was right for me. At the 
time I applied for college, going to medical school was 
D�SRSXODU�HGXFDWLRQDO�SDWKZD\�IRU�PDQ\�VWXGHQWV��7KXV��
as I outlined my career and future, I talked to my family 
PHPEHUV�� ZKR� VXJJHVWHG� WKDW� ,� EHFRPH� D� SK\VLFLDQ��
7KHVH�FRQYHUVDWLRQV�LQVWLOOHG�LQ�PH�YDOXHV�WKDW�FRQWLQXH�
to inspire and encourage me to pursue this profession. 

$IWHU� HQWHULQJ� PHGLFDO� VFKRRO�� ,� MRLQHG� D� YROXQWHHU�
JURXS� FDOOHG� .RUHD� 0HGLFDO� 6WXGHQW� $VVRFLDWLRQ�
�.06&���D�MRLQW�FOXE�IRXQGHG�LQ������WKDW�FRQQHFWV�DOO�
PHGLFDO� VFKRROV� LQ� 6HRXO�� 7KURXJK� WKLV� RUJDQL]DWLRQ��
participants engage in various volunteer opportunities 
GXULQJ� ZHHNHQGV� DQG� VXPPHU� KROLGD\V�� 6XFK�
IXO¿OOLQJ� H[SHULHQFHV� HQDEOHG� PH� WR� WKLQN� DERXW� P\�
SURIHVVLRQDO� LGHQWLW\�� 0RUH� VSHFL¿FDOO\�� ZRUNLQJ� ZLWK�
.06&��,�OHDUQHG�DERXW�WKH�LPSRUWDQW�H[SHFWDWLRQV�DQG�
UHVSRQVLELOLWLHV�RI�D�GRFWRU��

'XULQJ� P\� VWXGLHV�� 3URIHVVRU� 6H�PLQ� %DHN¶V� OHFWXUH�
on reconstructive surgery pushed an ordinary medical 
VWXGHQW� OLNH� P\VHOI� WR� GUHDP� RI� EHFRPLQJ� D� SODVWLF�
VXUJHRQ�� 'U�� %DHN� JUDGXDWHG� IURP� PHGLFDO� VFKRRO� LQ�
.RUHD�DQG�IXUWKHUHG�KLV�VWXGLHV�LQ�WKH�8QLWHG�6WDWHV�WR�
EHFRPH�D�ERDUG�FHUWL¿HG�VXUJHRQ�LQ�ERWK�JHQHUDO�VXUJHU\�
DQG�SODVWLF� VXUJHU\��%\�KLV�PLG���V��'U��%DHN�ZDV� WKH�
&KLHI�RI�3ODVWLF�6XUJHU\�DW�0RXQW�6LQDL�KRVSLWDO�LQ�1HZ�
<RUN��7R�WKLV�GD\��KH�LV�D�OHJHQGDU\�SODVWLF�VXUJHRQ�ZKR�
developed cutting-edge concepts in microsurgery and 
FUDQLRPD[LOORIDFLDO�VXUJHU\��

,�UHPHPEHU�EHLQJ�GXPEIRXQGHG�ZKHQ�,�¿UVW�OHDUQHG�DERXW�
PLFURVXUJHU\� UHFRQVWUXFWLRQ� DQG�PD[LOORIDFLDO� VXUJHU\�
IURP�3URIHVVRU�%DHN��0\�VWXEERUQ�SUHFRQFHSWLRQV�DERXW�
SODVWLF�VXUJHU\�ZHUH�FRPSOHWHO\�EURNHQ�DV�,�OHDUQHG�WKDW�

plastic surgery can not only enhance one’s appearance 
EXW� DOVR� UHVWRUH� IXQFWLRQ�� 8SRQ� WKLV� UHDOL]DWLRQ�� ,� VHW�
P\� KHDUW� RQ� EHFRPLQJ� D� SODVWLF� VXUJHRQ� ZKR� KHOSV�
SDWLHQWV�UHVWRUH�DQG�LPSURYH�WKHLU�TXDOLW\�RI�OLIH�WKURXJK�
reconstructive surgery. 

2. As the first surgeon in Korea to introduce 
scarless breast reconstructive surgery 
using robot-assisted technology in 2012, 
please explain to us why robotic surgery 
is an exciting field category in the field of 
healthcare and medical technology. Can you 
share with our readers about specific robot-
assisted technology and what drew you to 
this work? What is the biggest challenge 
you have faced as an early adopter of this 
technology?

- 5RERWLF�VXUJHU\��D�VXUJLFDO�LQQRYDWLRQ�WKDW�LV�IDU�PRUH�
advanced than conventional endoscopic surgery, allows 
surgeons to perform a variety of procedures using a 
PHFKDQLFDO�KDQG�DWWDFKHG�WR�D�URERW��7KLV�KDQG�PLUURUV�
that of the physician, eliminating any adverse effects 
FDXVHG� E\� WKH� VXUJHRQ¶V� KDQG� WUHPRU��$W� RQO\� �� WR� ��
millimeters thick, it can easily navigate narrow cavities 
DQG�SHUIRUP�GHOLFDWH�WDVNV��7KH�URERW�FDQ�DOVR�SURYLGH�
surgeons with high-resolution, enlarged images, offering 
a crucial tool and advantage during a procedure. 

,Q� WKH� SDVW�� VXUJLFDO� URERWV�ZLWK�PXOWLSOH� DUPV� KDG� WR�
FUHDWH� PXOWLSOH� LQFLVLRQV� GXULQJ� D� VXUJHU\�� +RZHYHU��
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Inspirational Asian 
Healthcare Leader
Eul-Sik Yoon, M.D., Ph.D. 
Chairman and Board of Director, 
Korean Society of Plastic and Reconstructive Surgeons
President, Korea University Anam Hospital 

Dr. Yoon performing the robot-assisted breast reconstructive surgery 
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3. In your role as the chairman of the Korean 
Society of Plastic and Reconstructive 
surgeons, can you share with us some 
background about the organization and 
its mission and goals? What are your 
responsibilities, principles, and challenges 
as you are leading the professional body for 
board-certified plastic surgeons in Korea?

- 7KH� .RUHDQ� 6RFLHW\� RI� 3ODVWLF� DQG� 5HFRQVWUXFWLYH�
6XUJHRQV� �.6356�� LV� DQ� DFDGHPLF� RUJDQL]DWLRQ� WKDW�
UHSUHVHQWV� ������ SODVWLF� VXUJHRQV� LQ� WKH� 5HSXEOLF� RI�
.RUHD� DQG� LV� FHOHEUDWLQJ� LWV� ��WK� DQQLYHUVDU\� WKLV�\HDU��
7KH�FDSDELOLWLHV�RI�UHFRQVWUXFWLYH�VXUJHU\�KDYH�DOORZHG�
RXU� JURXS� WR� ERWK� VDYH� OLYHV� DQG�GUDPDWLFDOO\� DOWHU� WKH�
FRXUVH� RI� SDWLHQW¶V� OLIH�� 7KURXJK� WKH� FDSDELOLWLHV� RI�
reconstructive surgery, our group has not only strived to 
VDYH�SDWLHQWV�EXW�DOVR�WU\�WR�DOWHU�WKH�FRXUVH�RI�SDWLHQW¶V�
life. 

:KHQ�,�¿UVW�EHFDPH�WKH�&KDLUPDQ�RI�.6356��,�LQLWLDWHG�
D�SURMHFW��QDPHG�³7KH�)XWXUH�'UHDP�3URMHFW�´�ZLWK�WKH�
DLP� RI� FUHDWLQJ� D� JOREDOO\� UHFRJQL]HG� VRFLHW\� WKDW� LWV�
PHPEHUV�FDQ�EH�SURXG�RI��1HDUO\�KDOIZD\�LQWR�P\�WHUP��
WKH�SURMHFW�LV�RQ�WUDFN�WR�DFKLHYH�LWV�REMHFWLYHV��'HVSLWH�
WKH� GLI¿FXOWLHV� RI� WKH� RQJRLQJ� &29,'���� FULVLV�� WKH�
GHGLFDWLRQ�DQG�FRPPLWPHQW�RI�RXU�PHPEHUV�KDYH�PDGH�
LW�SRVVLEOH�IRU�WKH�SURMHFW�WR�VWD\�WKH�FRXUVH��

0\� ¿UVW� JRDO� ZDV� WR� OD\� WKH� IRXQGDWLRQ� IRU� RXU�
RUJDQL]DWLRQ� DQG� LQVWLOO� GLJQLW\� LQ� RXU� PHPEHUV�� $V�
WKH� QHZ�&KDLU� RI�.6356�� ,� HVWDEOLVKHG� IRXU� VWUDWHJLHV�
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to achieve the mission and vision of our society. 
6SHFL¿FDOO\�� ,� EHOLHYH� RXU� VRFLHW\¶V�PLVVLRQ� WR� LPSURYH�
the health of humankind through the development of 
plastic and reconstructive surgery shows our willingness 
WR�EHFRPH�D�OHDGLQJ�DFDGHPLF�VRFLHW\�QRW�RQO\�LQ�.RUHD�
EXW�DOVR�DURXQG�WKH�ZRUOG��:H�XQGHUWDNH�VXFK�D�GDXQWLQJ�
WDVN� E\� UHPHPEHULQJ� DQG� WDNLQJ� SULGH� LQ� RXU� KLVWRU\��
FDSWXUHG�E\� WKH�³+LVWRU\�:DOO´�RQ� WKH�EDFN�ZDOO�RI�RXU�
RI¿FH��0RUHRYHU��ZH�DUH�WDNLQJ�PHDVXUHV�WR�XWLOL]H�RQOLQH�
portals and social network platforms such as Instagram 
DQG� )DFHERRN� WR� HQFRXUDJH� JOREDO� FRQQHFWLRQ� DQG�
FRPPXQLFDWLRQ�DPRQJVW�RXU�PHPEHUV���

UHFHQW�DGYDQFHV�LQ�URERWLF�VXUJHU\�KDYH�JLYHQ�IXOO�UDQJH�
RI�PRWLRQ�WR�WKH�URERWLF�DUP��DOORZLQJ�WKUHH�LQVWUXPHQWV�
WR�EH�PDQHXYHUHG�VLPXOWDQHRXVO\�WKURXJK�D�VLQJOH�SRUW��
7KHVH�DGYDQFHV�LQ�URERWLF�VXUJHU\�KDYH�LQWURGXFHG�PRUH�
precision and safety to operations. 

,� VWDUWHG�SHUIRUPLQJ� URERWLF� VXUJHU\� LQ� ������ ,Q� WKRVH�
days, there were only a few plastic surgeons who were 
DEOH� WR� SHUIRUP� URERWLF� VXUJHU\�� $V� D� UHVXOW�� WKHUH�
ZDV� YHU\� OLWWOH� SUHFHGHQW� IRU� PH� WR� IROORZ�� 7KXV�� ,�
had to learn everything from scratch and on my own. 
,� REVHUYHG� URERWLF� VXUJHULHV� SHUIRUPHG� LQ� RWKHU� ¿HOGV�
such as general surgery and urology to learn how to 
RSHUDWH�VXUJLFDO�URERWV��%\�FRPSLOLQJ�DQG�V\QWKHVL]LQJ�
WKLV� UHVHDUFK� DQG� H[SHULHQFH�� ,� HYHQWXDOO\�SLRQHHUHG� D�
new surgical method.

From the perspective of a plastic surgeon, the most 
GHVLUDEOH� ZD\� WR� SHUIRUP� UHSURGXFWLYH� EUHDVW� VXUJHU\�
is to produce optimal results with minimal incisions. 
Conventional methods cannot avoid complications, 
OHDYLQJ� D� ODUJH� VFDU� UDQJLQJ� IURP� DV� OLWWOH� DV� ��FP� WR�
DV�ORQJ�DV���FP��DORQJ�ZLWK�VHURPD�DW�WKH�VXUJLFDO�VLWH��
+RZHYHU�� ZLWK� URERWLF� VXUJHU\�� VXUJHRQV� FDQ� SHUIRUP�
sophisticated resections that drastically reduce the scar 
OHQJWK�WR�DURXQG��FP��PLQLPL]LQJ�GDPDJH�WR�QHUYHV�DQG�
muscles and decreasing the recovery period. According 
to a statistical analysis conducted at our hospital, Korea 
8QLYHUVLW\�$QDP�+RVSLWDO��SRVWRSHUDWLYH�FRPSOLFDWLRQV�
RI�URERWLF�VXUJHU\�ZHUH�VLJQL¿FDQWO\�PLQLPDO�FRPSDUHG�

            Robotic surgery is expected 
to play an important role in 
providing better treatment for 
patients in remote areas

Dr. Yoon with Dr. Evans while studying abroad as 
an exchange professor at UC Irvine

WR�WKRVH�RI�FRQYHQWLRQDO�VXUJHU\��7KXV��URERWLF�VXUJHU\�
LV�WKH�ODWHVW�WHFKQRORJ\�WKDW�FDQ�PLQLPL]H�SDLQ�DQG�ULVN�
while offering optimal results when treating a patient.
 

5RERWLF� VXUJHU\� LV� D� WHFKQRORJ\� WKDW� DOVR� IXO¿OOV� WKH�
needs of surgeons who have to perform delicate and 
FRPSOH[� SURFHGXUHV� LQ� WKH� ¿HOG� RI� GLJLWDO� KHDOWKFDUH�
DQG� WHOHPHGLFLQH�� ,Q� ������'U��0LFKHO�*DJQHU� RI� WKH�
0RXQW�6LQDL�0HGLFDO�&HQWHU�LQ�1HZ�<RUN�VXFFHVVIXOO\�
SHUIRUPHG� URERWLF� FKROHF\VWHFWRP\� RQ� D� ���\HDU�
ROG� ZRPDQ� OLYLQJ� LQ� 6WUDVERXUJ�� )UDQFH�� ORFDWHG�
PRUH� WKDQ� ������ PLOHV� ������� NP�� DZD\� IURP� KLP�
7KLV� WHOHVXUJHU\� WRRN�WKH�VDPH�DPRXQW�RI� WLPH�DV� WKH�
WUDGLWLRQDO�JDOOEODGGHU�RSHUDWLRQ�ZKLFK�ODVWV����PLQXWHV��
6LQFH� WKHQ�� ODSDURVFRSLF� VXUJHU\�� DV� ZHOO� DV� DEODWLYH�
procedures for the treatment of cardiac arrhythmia, has 
EHHQ� VXFFHVVIXOO\�SHUIRUPHG� LQ� WKH�8QLWHG�6WDWHV�DQG�
,WDO\� GXH� WR� WKHVH� QHZIRXQG� FDSDELOLWLHV�� 7RGD\�� WKH�
technology continues to advance, with development 
in areas such as surgical assistance, transportation of 
medical supplies, and imaging analysis.

7HOHPHGLFLQH�KDV�EHFRPH�DQ�HVSHFLDOO\�VDOLHQW�WRSLF�RI�
GLVFXVVLRQ�ZRUOGZLGH�GXH�WR�WKH�&29,'����SDQGHPLF��
Although regulatory issues and social consensus 
prevent the widespread implementation of the system, 
URERWLF�VXUJHU\�LV�H[SHFWHG�WR�SOD\�DQ�LPSRUWDQW�UROH�LQ�
SURYLGLQJ�EHWWHU�WUHDWPHQW�IRU�SDWLHQWV�LQ�UHPRWH�DUHDV�
VXFK�DV�PLOLWDU\�XQLWV��SULVRQV��DQG�KD]DUGRXV�DUHDV�

Commemorative photo after performing Korea’s first single port robotic reconstructive surgery

7KH�QH[W�LPSRUWDQW�DJHQGD�DV�WKH�&KDLUPDQ�ZDV�WR�SXVK�
RXU�RI¿FLDO�MRXUQDO�³$UFKLYHV�RI�3ODVWLF�6XUJHU\��$36�´�
WR� PHHW� WKH� LQWHUQDWLRQDO� VWDQGDUGV�� 6LQFH� .6356� LV�
IXQGDPHQWDOO\� DQ� DFDGHPLF� RUJDQL]DWLRQ�� WKH� TXDOLW\� RI�
DFDGHPLF� MRXUQDOV� LV� GLUHFWO\� WLHG� WR� WKH� GLJQLW\� RI� WKH�
VRFLHW\�� $36� LV� SXEOLVKHG� DV� DQ� LQWHUQDWLRQDO� MRXUQDO�
VL[� WLPHV� D� \HDU�� EXW� LW� KDV� QRW� \HW� EHHQ� LQGH[HG� LQ�
6FLHQFH�&LWDWLRQ�,QGH[��6&,���7R�LPSURYH�WKH�TXDOLW\�RI�
MRXUQDOV��ZH�DVVLJQHG�D�QHZ�JOREDO�SXEOLVKLQJ�FRPSDQ\�
and appointed world-class scholars to produce and edit 
RXU� ZRUN�� ,Q� DGGLWLRQ�� RXU� MRXUQDO� KDV� EHHQ� XSJUDGHG�
WR� DQ� RI¿FLDO� MRXUQDO� LQ� ¿YH�$VLDQ� FRXQWULHV�� LQFOXGLQJ�
,QGRQHVLD�DQG�+RQJ�.RQJ��PD[LPL]LQJ�MRXUQDO�H[SRVXUH�
on social media and liaising with other academic societies 
RYHUVHDV��:H� H[SHFW� WR� EH� LQGH[HG�ZLWKLQ� WKH� QH[W� WZR�
years.

7KLUG�� ZH� ZRUNHG� WR� LPSURYH� WKH� TXDOLW\� RI� UHVLGHQF\�
WUDLQLQJ� E\� UHRUJDQL]LQJ� WKH� HGXFDWLRQDO� H[SHULHQFH�
IRU� VWXGHQWV�� )RU� H[DPSOH�� ZH� KDYH� LPSOHPHQWHG� DQ�
international online platform to improve the current 
RQOLQH� HGXFDWLRQDO� SRUWDOV��$OO� TXDOLI\LQJ� H[DPLQDWLRQV�
DUH�QRZ�WDNHQ�DV�FRPSXWHU�EDVHG�WHVW��&%7���,Q�DGGLWLRQ��
WKH� H[LVWLQJ� HGXFDWLRQDO� FRQWHQW� KDV� EHHQ� PRGL¿HG� WR�
EHWWHU�UHÀHFW�FOLQLFDO�VLWXDWLRQV�WKDW�DUH�DSSOLFDEOH�WR�UHDO�
life settings.



18  | World Asian Medical Journal |  | 2021 WAMJ ISSUE25 DECEMBER | 19

COVER STORY

Finally, we are trying to protect the rights and interests 
RI� RXU� SDWLHQWV� DQG�PHPEHUV� E\� IXUWKHU� LPSURYLQJ� WKH�
medical environment. We are currently working on 
HVWDEOLVKLQJ�D�GLDJQRVLV�DQG�RSHUDWLRQ�FRGLQJ�V\VWHP�IRU�
plastic surgery. We also have a task force to develop new 
PHGLFDO� WHFKQRORJLHV�� 2I� FRXUVH�� RXU� RUJDQL]DWLRQ� KDV�
DOVR�FRQWLQXHG�WR�IRFXV�RQ�FRPEDWWLQJ�WKH�VKRUWFRPLQJV�
RI�WKH�FXUUHQW�1DWLRQDO�+HDOWK�,QVXUDQFH�V\VWHP�LQ�.RUHD�

7KURXJK� WKHVH� HQGHDYRUV�� ,� KRSH� WR� PDNH� .6356� WKH�
EHVW� DFDGHPLF� VRFLHW\� WKDW�XOWLPDWHO\� HDUQV� WKH� WUXVW� RI�
WKH�SXEOLF�WKURXJK�FRPPXQLFDWLRQ�DQG�FROODERUDWLRQ�

4. As the president of Korea University Anam 
Hospital, do you serve patients who travel to 
Korea from other parts of the world?  How do 
they learn about your specialized services? 
What are some benefits that international 
patients can receive by getting medical 
services in Korea?

- Foreign patients can receive the same treatment as 
GRPHVWLF� SDWLHQWV�� .RUHD� 8QLYHUVLW\� 0HGLFDO� &HQWHU�
�.80&�� RSHQHG� DQ� ,QWHUQDWLRQDO� +HDOWK� &DUH� &HQWHU�
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�,+&&�� LQ� ������ 7KLV� FHQWHU� SURYLGHV� KLJK�TXDOLW\�
PHGLFDO� VHUYLFHV� WR� IRUHLJQ� SDWLHQWV� LQ� D� FRPIRUWDEOH�
atmosphere with physicians, nurses, and administrative 
FRRUGLQDWRUV�WKDW�DUH�ÀXHQW�LQ�YDULRXV�IRUHLJQ�ODQJXDJHV��
,Q�IDFW���.80&�KDV�REWDLQHG�WKH�¿IWK�FHUWL¿FDWLRQ�IURP�
WKH�-RLQW�&RPPLVVLRQ� ,QWHUQDWLRQDO� �-&,��DQG�KDV�EHHQ�
UHFRJQL]HG� IRU� HVWDEOLVKLQJ� WKH�ZRUOG¶V� EHVW� V\VWHP� LQ�
SDWLHQW�VDIHW\�DQG�TXDOLW\�RI�PHGLFDO�VHUYLFHV�

For the convenience of our foreign patients, we have 
PDGH� RXU� ZHEVLWH� DYDLODEOH� LQ� IRXU� ODQJXDJHV�� 2Q�
this platform, patients can conveniently make their 
DSSRLQWPHQWV� RQOLQH�� 2Q� \RXU� ¿UVW� YLVLW�� D� SULPDU\�
physician dedicated to foreign patients will assess your 
QHHGV��DQG��ZKHQ�QHFHVVDU\��PDNH�UHIHUUDOV�WR�D�VSHFL¿F�
GHSDUWPHQW��7KH�,+&&�FRRUGLQDWRU�ZLOO�WDNH�FDUH�RI�DOO�
the necessary processes for treatment, from the moment 
you arrive in Korea to the time you receive treatment, 
LQFOXGLQJ� SUHSDULQJ� GRFXPHQWV� IRU� H[SHFWHG� PHGLFDO�
H[SHQVHV�DQG�YLVD�LVVXDQFH�

5. As an eminent opinion leader in plastic 
surgery, what are some major changes or 
new trends in plastic surgery? Also, how do 
you forecast the field of plastic surgery will 
change in the next five years?

- 7KH� ¿HOG� RI� SODVWLF� DQG� UHFRQVWUXFWLYH� VXUJHU\� KDV�
always introduced new technologies and led changes. 
7KH�&29,'����FULVLV�LV�GHPDQGLQJ�PRUH�DGDSWDWLRQ�DQG�
WUDQVIRUPDWLRQ� LQ� WKH� ¿HOG�� SDUWLFXODUO\� IROORZLQJ� WKH�
UHFHQW�VKLIW�WR�D�GLJLWDO�HQYLURQPHQW��356�.25($�������
an international academic congress that I hosted last 
PRQWK�DV�D�FKDLUPDQ�RI�WKH�ERDUG��DOVR�WULHG�WR�VXJJHVW�D�
QHZ�GLUHFWLRQ�LQ�RXU�¿HOG�XQGHU�WKH�WKHPH�RI�³7KH�1H[W�
1RUPDO��$�1HZ�-RXUQH\´�

7R�DGDSW� WR�UDSLGO\�FKDQJLQJ�GHPDQGV��RXU�GHSDUWPHQW�
has recently focused on introducing cutting-edge 
WHFKQRORJLHV� DQG� H[SORULQJ� PHGLFDO� IURQWLHUV�� 5RERWLF�
VXUJHU\�LV�D�JRRG�H[DPSOH�RI�WKLV�GHYHORSHG�WHFKQRORJ\��
and now, more and more hospitals continue to adopt 
LW�� ,Q�DGGLWLRQ��QDYLJDWLRQ�VXUJHU\��ZKLFK�FRPELQHV� WKH�
ODWHVW�F\FOLQJ�SUREH�WHFKQRORJ\�DQG�UHDO�WLPH�LPDJLQJ��LV�
rapidly gaining popularity.

7KH� VXUJLFDO� WUHDWPHQW� RI� O\PSKHGHPD� LV� D� QHZ� ¿HOG�
of reconstructive surgery that is also gaining attention. 
:LWK� WKH� UHPDUNDEOH� GHYHORSPHQW� RI� PLFURVXUJLFDO�
WHFKQLTXHV�� YDULRXV� SK\VLRORJLFDO� VXUJLFDO� PHWKRGV�
DUH�EHLQJ� LQWURGXFHG��$Q�H[DPSOH�RI� WKHVH�PHWKRGV� LV�
O\PSKRYHQRXV� DQDVWRPRVLV� �/9$��� ZKLFK� FRQQHFWV�
���PP�GLDPHWHU��ZKLFK�LV�WKLQQHU�WKDQ�KDLU��O\PSKDWLFV�
WR� VPDOO� YHLQV� WR� FUHDWH� GHWRXUV�� $QRWKHU� H[DPSOH� LV�
YDVFXODUL]HG� O\PSK� QRGH� WUDQVIHU� �9/17��� ZKLFK�
WUDQVSODQWV� KHDOWK\� O\PSKDWLF� WLVVXH�� 0RUHRYHU��
prophylactic lymphovenous anastomosis, which is only 
SHUIRUPHG�LQ�VRPH�FRXQWULHV�VXFK�DV�WKH�8QLWHG�6WDWHV�
and Italy, is also gaining traction.

7UDQVJHQGHU� PHGLFLQH� DQG� VXUJHU\� DOVR� FRQWLQXHV� WR�
SURJUHVV�LQ�.RUHD�LQ�WDQGHP�ZLWK�WKH�/*%74,$��ULJKWV�
PRYHPHQW�WKDW�KDV�EHHQ�JURZLQJ�LQ�WKH�FRXQWU\��7R�UDLVH�
SXEOLF� DZDUHQHVV� DERXW� WKH� ODFN� RI� *HQGHU�$I¿UPLQJ�
&OLQLFV� LQ� .RUHD�� .80&� WRRN� D� VWHS� WR� ODXQFK� WKH�
YHU\� ¿UVW�*HQGHU�&OLQLF� LQ� 6RXWK�.RUHD��:H� DOVR� DLP�
WR� HVWDEOLVK� D� UHVHDUFK� LQVWLWXWH� WKDW� ZLOO� VXSSRUW� DQG�
GHYHORS�UHODWHG�¿HOGV��$V�D�3K\VLFLDQ�DQG�&KDLUPDQ�RI�

WKH�.80&��ZH�ZLOO�DOZD\V�VWDQG�LQ�WKH�IRUHIURQW�WR�SURWHFW�
the rights of all patients needing treatment regardless of 
WKHLU�JHQGHU��UDFH��UHOLJLRQ��DQG�RU�GLVDELOLW\�

9DVFXODUL]HG� FRPSRVLWH� DOORWUDQVSODQWDWLRQ� �9&$�� LV�
DQ� HPHUJLQJ� ¿HOG� LQ� WUDQVSODQW�PHGLFLQH�� LQ�ZKLFK� RXU�
fellow plastic surgeons and I are working continuously. 
In Korea, there were two cases of hand transplantation, 
DQG�DOO�RI�WKHP�KDYH�VKRZQ�JRRG�UHVXOWV��7KHUH�DUH�VWLOO�
UHJXODWRU\�LVVXHV��EXW�VRPH�KRVSLWDOV�DUH�DOUHDG\�SUHSDULQJ�
to undergo a facial transplantation.

�'�SULQWLQJ��DUWL¿FLDO�LQWHOOLJHQFH��$,���DQG�UHJHQHUDWLYH�
PHGLFDO� WHFKQRORJ\� DUH� H[SHFWHG� WR� EH� WKH� QH[W� QHZ�
trend in plastic surgery. I think medical treatment that 
relies heavily on the physician alone is nearly over. From 
now on, it is a matter of how fast new technologies are 
LQWURGXFHG�DQG�KRZ�LW�ZLOO�EH�LPSOHPHQWHG�LQ�WKH�¿HOG�RI�
PHGLFLQH��0DQ\��'�SULQWLQJ�DQG�UHJHQHUDWLYH� WUHDWPHQW�
WHFKQLTXHV� DUH� DOUHDG\� EHLQJ� DGRSWHG� LQ� WKH� FOLQLFDO�
VHWWLQJ��DQG�$,�LV�DOVR�H[SHFWHG�WR�DSSHDU�ZLWKLQ�WZR�WR�
three years.

After a lecture as an invited speaker in the 2019 ASBPRS
(Asian Society for Breast Plastic and Reconstructive Surgery) 

at Chang Gung Memorial Hospital

Dr. Yoon with members of the department of plastic and reconstructive surgery in KUMC Anam Hospital 
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(XO�6LN�<RRQ�� 0�'��� 3K�'��� LV� D� GLVWLQJXLVKHG� 3ODVWLF� DQG� 5HFRQVWUXFWLYH� 6XUJHRQ� ZLWK� RYHU� ��� \HDUV� RI�
H[SHULHQFH��'U��<RRQ�LV�&KDLUPDQ�RI�WKH�.RUHDQ�6RFLHW\�RI�3ODVWLF�DQG�5HFRQVWUXFWLYH�6XUJHRQV��+H�DOVR�VHUYHV�
DV�WKH�3UHVLGHQW�RI�.RUHD�8QLYHUVLW\�$QDP�+RVSLWDO��$V�DQ�LQÀXHQWLDO�DQG�DFWLYH�¿JXUH�LQ�KLV�¿HOG��'U��<RRQ�LV�D�
ZLGHO\�FHOHEUDWHG�PHPEHU�RI�WKH�.RUHDQ�0HGLFDO�$VVRFLDWLRQ��.RUHDQ�6RFLHW\�RI�$VVRFLDWLRQ�RI�0LFURVXUJHU\��

Eul-Sik Yoon, M.D., Ph.D.
Chairman and Board of Directors, Korean Society of Plastic and Reconstructive Surgeons
President, Korea University Anam Hospital

.RUHDQ�6RFLHW\� RI�$HVWKHWLF� 3ODVWLF� 6XUJHU\�� 3ODVWLF� 6XUJHU\�5HVHDUFK�&RXQFLO�� ,QWHUQDWLRQDO� 3ODVWLF�5HFRQVWUXFWLYH�6XUJHU\�� DQG�
$PHULFDQ�6RFLHW\�RI�3ODVWLF�6XUJHU\��'U��<RRQ�KDV�VHUYHG�DV�D�SURPLQHQW�OHDGHU�DQG�LQQRYDWRU�LQ�KLV�¿HOG��+H�KDV�SXEOLVKHG�YDULRXV�
VFLHQWL¿F�SDSHUV�DQG�UHYLHZV��'U��<RRQ¶V�FRPPLWPHQW�WR�SURJUHVV�DQG�UHVHDUFK�LQ�FRVPHWLF�VXUJHU\�HDUQHG�KLP�WKH������%HVW�$FDGHPLF�
$ZDUG�DW�WKH���WK�&RQJUHVV�RI�.RUHDQ�6RFLHW\�RI�3ODVWLF�DQG�5HFRQVWUXFWLYH�6XUJHRQV��+H�FRPSOHWHG�KLV�PHGLFDO�HGXFDWLRQ��UHFHLYLQJ�
KLV�0�'��GHJUHH�DW�WKH�.RUHD�8QLYHUVLW\�&ROOHJH�RI�0HGLFLQH��+H�DOVR�VHUYHG�DV�D�9LVLWLQJ�$VVRFLDWH�3URIHVVRU�DQG�5HVHDUFKHU�LQ�WKH�
8QLYHUVLW\�RI�&DOLIRUQLD��,UYLQH��7RGD\��'U��<RRQ�(XO�6LN�FRQWLQXHV�WR�EH�D�OHDGHU�LQ�6RXWK�.RUHDQ�DQG�LQWHUQDWLRQDO�FRVPHWLF�VXUJHU\�

6. Can you share your final remarks with 
our readers from around the world? Also, 
do you have any advice for physicians and 
healthcare professionals who wish to take 
part in the medical field and innovation?

- 0HGLFLQH�LV�FKDQJLQJ�UDSLGO\�ZLWK�UHFHQW�DGYDQFHV�LQ�
WHFKQRORJ\�DQG�UHVHDUFK��7UHDWPHQW�SURWRFROV�DUH�XSGDWHG�
FRQWLQXRXVO\�DQG�SRVH�D�FKDOOHQJH�IRU�WH[WERRN�SXEOLVKHUV�

who must keep up with all the new treatment modalities 
DQG�WHFKQLTXHV�WKDW�DUH�EHLQJ�LQWURGXFHG��:KDW�,�ZDQW�
WR� HPSKDVL]H� WR� RXU� UHDGHUV�� HVSHFLDOO\� WKRVH� LQ� WKH�
healthcare professionals, is: In line with these changes, 
GRQ¶W� VWLFN�RQO\� WR� WKH�H[LVWLQJ� WHFKQLTXHV��DOZD\V�EH�
LQQRYDWLYH�ZLWK�JRRGZLOO��<RXU�FRQVWDQW�VHOI�UHÀHFWLRQ�
DQG�FUHDWLYLW\�ZLOO�EH�D�GULYLQJ�IRUFH�EHKLQG�\RXU�IXWXUH�
success.

          Your constant self-re!ection and 
creativity will be a driving force behind 
your future success

KoMEDus aims to establish a platform for communication and cooperation between American 
and Korean medical device companies, ultimately creating a strong and reliable network.
We strives to serve as the bridge in the healthcare industry between Korea and the United 
States. KoMEDus encourages the healthcare industry and medical device companies in their 
efforts to enhance both service and quality of life.

Contact     KHIDI USA (Jung Kug Lee, jcl4ever@khidiusa.org)

KoMEDus will support Korean medical device companies 
as they enter the US Market. 

Korean Medical Device Committee in the U.S. 

Better Service
Better Life

KoMEDus
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(Q]\FKHP�/LIHVFLHQFHV¶�,QQRYDWLYH�
'UXJ�*LYHV�&DQFHU�3DWLHQWV�+RSH�
DV�1HZ�7KHUDS\�IRU�2UDO�0XFRVLWLV

LQDELOLW\�WR�HDW�DQG�LQFUHDVHG�ULVN�RI�LQIHFWLRQ�GXH�WR�RSHQ�
VRUHV� LQ� WKH�PXFRVD��7KH�V\PSWRPV�KDYH�D� VLJQL¿FDQW�
HIIHFW� RQ� WKH� SDWLHQW¶V� TXDOLW\� RI� OLIH�LQFOXGLQJ� SDLQ��
QXWULWLRQDO�SUREOHPV�DV�D� UHVXOW�RI� LQDELOLW\� WR�HDW�� DQG�
an increased risk of infection due to open sores in the 
PRXWK��0RUH�LPSRUWDQWO\��LW�FDQ�DOVR�OHDG�WR�VXE�RSWLPDO�
FDQFHU�WUHDWPHQW�E\�OLPLWLQJ�WKH�GRVHV�DQG�GXUDWLRQ�RI�WKH�
chemotherapy and radiation. 

,Q�������WKH�DQQXDO�JOREDO�LQFLGHQFH�RI�+HDG�DQG�1HFN�
&DQFHU��+1&��ZDV�HVWLPDWHG�WR�EH�DURXQG���������DQG�
WKH�QXPEHU�LV�H[SHFWHG�WR�LQFUHDVH��,Q�WKH�8QLWHG�6WDWHV��
WKH�DQQXDO� LQFLGHQFH�RI�+1&� LV�DSSUR[LPDWHO\��������
DQG� DERXW� ���� RU� ������� ZRXOG� UHFHLYH� &57� DV� WKH�
FDQFHU�WUHDWPHQW��$PRQJ�WKRVH�ZKR�UHFHLYH�&57��RYHU�
���� RU� ������� RI� WKH� SDWLHQWV� ZRXOG� GHYHORS� VRPH�
GHJUHH�RI�RUDO�PXFRVLWLV��20��

(Q]\FKHP¶V� (&���� VXFFHVVIXOO\� PHW� ERWK� LWV� SULPDU\�
DQG�VHFRQGDU\�HQGSRLQWV�LQ�WHUPV�RI�HI¿FDF\�DQG�VDIHW\�
LQ�WKH�3KDVH���8�6��VWXG\��3DWLHQWV�RQ�(&����UHSRUWHG�D�
UHGXFWLRQ�LQ�WKH�GXUDWLRQ�RI�VHYHUH�RUDO�PXFRVLWLV��620��
WKURXJK� D� VKRUW�WHUP� IROORZ�XS� SHULRG� IURP������ GD\V�
WR���GD\�������UHGXFWLRQ��LQ�FRPSDULVRQ�WR�WKH�SODFHER�
DUP��(&����DOVR�UHGXFHG�WKH�LQFLGHQFH�RI�620�WKURXJK�
FRPSOHWLRQ�RI�UDGLDWLRQ�E\�������LQ�FRPSDULVRQ�WR�WKH�
SODFHER�DUP������YV����������7KH� LQFLGHQFH�RI�620�
through a short-term follow-up period was reduced 
E\������� LQ� FRPSDULVRQ� WR� WKH�SODFHER�DUP� �����YV��
��������

1R�VHULRXV�DGYHUVH�HYHQWV��6$(��ZHUH�UHSRUWHG�EHWZHHQ�
SODFHER�DQG�(&����JURXSV�DQG�QRQH�RI�WKH�6$(V�ZHUH�
UHODWHG�WR�(&�����6DIHW\�ZDV�DOVR�FRPSDUDEOH�DFURVV�DUPV�
ZLWK� DOO� DGYHUVH� HYHQWV� �$(V�� DWWULEXWDEOH� WR� H[SHFWHG�
FKHPRUDGLDWLRQ�UHODWHG� WR[LFLW\�� 2QH�\HDU� ORQJ�WHUP�
follow-up for tumor outcomes is ongoing.

 

(Q]\FKHP�/LIHVFLHQFHV�UHFHQWO\�DQQRXQFHG�SRVLWLYH�UHVXOWV�
IRU� LWV� OHDG� FRPSRXQG�(&���� LQ� FKHPRUDGLDWLRQ�LQGXFHG�
RUDO�PXFRVLWLV��&5,20��IRU�KHDG�DQG�QHFN�FDQFHU�SDWLHQWV��
DQ� DUHD� RI� VLJQL¿FDQW� XQPHW� PHGLFDO� QHHG� IRU� SDWLHQWV�
XQGHUJRLQJ�FDQFHU� WKHUDS\��7KHUH�DUH�FXUUHQWO\�QR�)'$�
DSSURYHG�WKHUDSLHV�IRU�&5,20�IRU�KHDG�DQG�QHFN�FDQFHU�
SDWLHQWV��$OO�WKH�FXUUHQWO\�DYDLODEOH�WKHUDSLHV�DUH�SDOOLDWLYH�
care that only reduce symptoms and pain.

&KHPRUDGLDWLRQ�LQGXFHG� RUDO�PXFRVLWLV� �&5,20�� LV� DQ�
DFXWH�LQÀDPPDWLRQ�RI�WKH�RUDO�PXFRVD�IROORZLQJ�V\VWHPLF�
chemotherapy and radiation therapy. It can cause several 
SUREOHPV� LQFOXGLQJ� SDLQ��PDOQXWULWLRQ� DV� D� UHVXOW� RI� DQ�

$FFRUGLQJ� WR� 'U�� &KULVWLQD� +HQVRQ�� 5HVLGHQF\�
3URJUDP� 'LUHFWRU� IRU� 5DGLDWLRQ� 2QFRORJ\� DW�
2NODKRPD�8QLYHUVLW\�� DQG�SULQFLSDO� LQYHVWLJDWRU� IRU�
(Q]\FKHP¶V�3KDVH���&5,20�VWXG\��³2UDO�PXFRVLWLV�LV�
D�FRPPRQ�DQG�GHELOLWDWLQJ�VLGH�HIIHFW�H[SHULHQFHG�E\�
so many of our patients, with no promising therapies 
XS�WR�WKLV�SRLQW��7KDW�ZH¶YH�SURYHQ�FOLQLFDO�HI¿FDF\�
RI� (&����� HVSHFLDOO\� RQH� GHULYHG� IURP� QDWXUH�� LV�
LQFUHGLEO\�H[FLWLQJ�DQG�KROGV�WKH�SRWHQWLDO�WR�GHFUHDVH�
opioid pain medication use and also to avoid treatment 

What the Experts Say About EC-18

EUHDNV�DQG�GHOD\V�WKDW�FDQ�
adversely impact cancer 
prognosis.” 
³7KH� UHVXOWV� RI� WKH�3KDVH�
,,� WULDO� RI� (&���� VXJJHVW�
this medication is safe 
and effective at reducing 
severe oral mucositis 
in patients undergoing 
chemoradiation for head 
DQG� QHFN� FDQFHU�� � 7KLV�

Ki Young Sohn, Chairman, Enzychem Lifesciences

Christina Henson

Daniel Clayburgh
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+HDGTXDUWHUHG�LQ�6HRXO��6RXWK�.RUHD��(Q]\FKHP�/LIHVFLHQFHV��.26'$4���������LV�GHYHORSLQJ�
QRYHO�VPDOO�PROHFXOH�WKHUDSHXWLFV�WR�WDUJHW�IXQGDPHQWDO�SDWKZD\V�LQ�LQÀDPPDWLRQ��SDWLHQWV�ZLWK�
VLJQL¿FDQW� XQPHW� QHHGV� LQ� RQFRORJ\�� LQÀDPPDWRU\�� DQG� VHYHUH� UHVSLUDWRU\� GLVHDVHV��(Q]\FKHP�
OHDG� FDQGLGDWH�� (&����� KDV� VXFFHVVIXOO\� FRPSOHWHG�86�)'$�SKDVH� �� FOLQLFDO� WHVWLQJ� LQ� FDQFHU�
SDWLHQWV��,Q�UHVSRQVH�WR�WKH�.RUHDQ�JRYHUQPHQW�SOHGJH�IRU�D�9DFFLQH�+XE��(Q]\FKHP�KDV�IRUPHG�D�
FRQVRUWLXP�ZLWK�VHYHUDO�GRPHVWLF�FRPSDQLHV�LQ�.RUHD�WR�PDQXIDFWXUH�YDFFLQHV�DJDLQVW�&29,'�����
7KH�FRPSDQ\�SODQV�WR�OHYHUDJH�LWV�H[SHUWLVH�LQ�OLSLG�FKHPLVWU\�DQG�PDQXIDFWXULQJ�WR�HVWDEOLVK�LWVHOI�
DV�D�UHJLRQDO�SURGXFHU�RI�OLSLG�EDVHG�IRUPXODWLRQV�IRU�LPSURYHG�GHOLYHU\�RI�QXFOHLF�DFLGV�DQG�RWKHU�
ELRORJLFDOV�DQG�GUXJV��)RU�PRUH�LQIRUPDWLRQ��SOHDVH�YLVLW�ZZZ�HQ]\FKHP�FRP�

LV� DQ� LQFUHGLEO\� GLI¿FXOW� WUHDWPHQW� IRU� SDWLHQWV�� DQG�
(&����LV�D�SURPLVLQJ�QHZ�WKHUDS\�WKDW�PD\�SURYLGH�
VLJQL¿FDQW� EHQH¿WV� WR� SDWLHQWV�� � ,� ORRN� IRUZDUG� WR�
VHHLQJ� WKH� UHVXOWV� RI� WKH� XSFRPLQJ� 3KDVH� �� WULDO� RI�
(&����´� DGGHG� 'U�� 'DQLHO� &OD\EXUJK�� $VVRFLDWH�
3URIHVVRU� RI� 2WRODU\QJRORJ\� DW� 2UHJRQ� +HDOWK� 	�
6FLHQFH�8QLYHUVLW\��

³6HYHUH�&5,20�DIIHFWV�DOPRVW�����RI�SDWLHQWV�EHLQJ�
treated with concomitant chemoradiation for head 

and neck cancers with symptoms that are so severe 
WKDW� WKH\� FKDOOHQJH� D� SDWLHQWV¶� DELOLW\� WR� WROHUDWH�
RSWLPDO� WUHDWPHQW�´� VDLG� 'U�� 6WHSKHQ� 6RQLV��
3URIHVVRU��+DUYDUG�6FKRRO�RI�'HQWDO�0HGLFLQH�DQG�
.H\�$GYLVRU�IRU�WKH�8�6��3KDVH���&5,20�6WXG\��
³'HVSLWH� LWV� IUHTXHQF\� DQG� EXUGHQ� LW� SODFHV� RQ�
patients and their caregivers, there is no approved 
SKDUPDFHXWLFDO�LQWHUYHQWLRQ��7KH�UHVXOWV�REVHUYHG�
ZLWK� (&���� VXSSRUW� LWV� FRQWLQXHG� GHYHORSPHQW�
DQG�RIIHU�HQFRXUDJHPHQW�DV�DQ�HIIHFWLYH�&5,20�
therapy.”

7KHUH� LV� QR� GRXEW� WKDW� QHZ� WKHUDSLHV� IRU� RUDO�
PXFRVLWLV� DUH� XUJHQWO\� QHHGHG�� (Q]\FKHP�
/LIHVFLHQFHV¶� SRVLWLYH� 3KDVH� �� VWXG\� GDWD� IRU�
LWV� OHDG� FDQGLGDWH� (&����� D� VPDOO� PROHFXOH� RUDO�
LPPXQRPRGXODWRU�FRXOG�EH�D�SRVLWLYH�DGGLWLRQ�IRU�
SDWLHQWV�ZLWK�VHYHUH�RUDO�PXFRVLWLV��620��LQ�KHDG�
and neck cancer patients undergoing concurrent 
FKHPRUDGLDWLRQ��([SHUWV�DOVR�DJUHH��DQG�ZH� ORRN�
forward to hearing updates from the company as 
the clinical program progresses.

Stephen Sonis
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EVERYONE 
DESERVES TO BE WELL
Jane’s Journey: The Rare Disease Landscape From a Mother’s Perspective

When Jane discovered that her 15-month-old son had the autoimmune disorder Histiocytosis, suddenly 
she was forced to navigate the complex and unfamiliar terrain of what she called “rare disease land.” 

She began her journey with questions. The answers were not straightforward. Jane needed compassionate 
experts to translate the complex clinical language and guide her family through the steps.  Fortunately,  she 
connected with doctors who didn’t define her son by his disease, as well as with advocates who provided 
resources for understanding and navigating the clinical landscape. 

Over time, Jane became part of the support network, and now serves as a board member of the 
Histiocytosis Association, helping others who seek guidance for their own journeys. 

RARE DISEASE  •  ONCOLOGY  •  IMMUNOLOGY  •  NEURODEGENERATIVE DISEASE 

At Atlantic Research Group, we have seen great things happen when passionate people like Jane combine their 
strengths to make things better. Together with our Sponsors and Partners around the world, we create smart, 
feasible studies that account for the challenges faced by people with rare diseases.

TRUSTED RELATIONSHIPS 
WITH ADVOCACY AND 

THOUGHT LEADERS

THREE MARKET 
AUTHORIZATIONS WITH

OVER $1B OF SALES

DEEP COMPREHENSION OF 
UNIQUE ASPECTS OF
PEDIATRIC STUDIES

OVER 15 YEARS 
EXPERIENCE IN 

RARE DISEASE TRIALS

atlanticresearchgroup.com

Life Sciences Queensland

LSQ can help you get started.

Contact us now.
info@lsq.com.au
+61 7 3331 3999
www.lsq.com.au

@LSQld

Have you seen what Australia has to offer?

•	 High quality clinical and pre-clinical research capabilities

•	 Political stability, safe & robust legal and regulatory system

•	 Quick start-up time of clinical trials

•	 Preferred location for incorporation in multi-national trials

•	 State-of-the-art medical research facilities and hospitals

•	 Strengths in pre-clinical and early clinical development phases

•	 Strong Government commitment and investment

•	 Favourable Australian Dollar Exchange Rates

•	 Access to 45% R&D Tax Credit*

*Contact LSQ to find out how to acces the R&D Tax Credit

Looking to start a 
clinical trial?
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4. Treatment

���� /\PSKDWLFR�9HQXODU� $QDVWRPRVLV�� /9$�
/O\PSKRYHQRXV�%\SDVV�/9%��
%HFDXVH�RI�UHFHQW�DGYDQFHV�LQ�PLFURVXUJLFDO�WHFKQLTXH�
and instruments, lymphatic vessels with a diameter of 
��������PP�FDQ�EH�DQDVWRPRVHG�WR�YHQXOHV�RU�YHLQV�WR�
FUHDWH�O\PSKR�YHQRXV�E\SDVV��7KLV�VXUJHU\�FDQ�UHVWRUH�
SK\VLRORJLF� O\PSKDWLF� ÀRZ� IURP� O\PSKDWLF� YHVVHO� WR�
YHLQ�ZKHQ� � WKH�SUR[LPDO�SDUW�RI� WKH� O\PSKDWLF�ÀRZ� LV�
REVWUXFWHG�� 3UR[LPDO� REVWUXFWLRQ� RI� O\PSKDWLF� ÀRZ�
is commonly developed in lymphedema following 
oncologic surgery.

%HFDXVH� /9$� WDUJHWV� D� VXSHU¿FLDO� O\PSKDWLF� YHVVHO�
ZKLFK�LV�ORFDWHG�LQ�WKH�VXSHU¿FLDO�IDW�OD\HU��WKH�VXUJHU\�LV�
minimally invasive and causes little postoperative pain. 
7KH�VXUJHU\�FDQ�EH�SHUIRUPHG�ZLWK� VNLQ� LQFLVLRQV� OHVV�
WKDQ�����FP� LQ� OHQJWK�DQG�FDQ�EH�SHUIRUPHG�E\�HLWKHU�

����9DVFXODUL]HG�/\PSK�1RGH�7UDQVIHU��9/17
)UHH� WLVVXH� WUDQVIHU�RI� O\PSK�QRGHV�KDV�EHHQ� WKH�PRVW�
recent development in the treatment of lymphedema. 
Currently, there are two hypotheses commonly accepted 
DV� WKH� SULQFLSOH� RI� 9/17�� )LUVW�� WKH� ³SXPS� WKHRU\´�
VXJJHVWV� WKDW� WKH� 9/1� ÀDS� DEVRUEV� WKH� O\PSK� ÀXLG�
like a pump and drains it into the vein through natural 
O\PSKDWLFRYHQXODU�FRQQHFWLRQV�LQVLGH�WKH�ÀDS��7KH�RWKHU�
K\SRWKHVLV��NQRZQ�DV�WKH�³O\PSKDQJLRJHQHVLV�WKHRU\´��
suggests that the transferred lymph node has a high 
capacity for spontaneous regeneration and improves the 
GUDLQDJH�E\�IRUPLQJ�D�EULGJH�WR�WKH�O\PSKDWLF�SDWKZD\��
5HFHQWO\��9/17�KDV� JDLQHG� FRQVHQVXV� DV� D� SURPLVLQJ�
RSHUDWLYH�WHFKQLTXH�IRU�O\PSKHGHPD�EDVHG�RQ�H[FHOOHQW�
outcomes, especially in patients in advanced stages.

Lymphatic vessel anastomosed to side wall of vein. ICG lymphography 
shows flow from lymphatic vessel to vein after LVA. 

5HFHQWO\�� LQGRF\DQLQH� JUHHQ� O\PSKRJUDSK\� �,&*�� KDV�
EHFRPH�D�SRSXODU�LPDJLQJ�WHFKQLTXH�IRU�WKH�GLDJQRVLV�RI�
O\PSKHGHPD�� ,&*� LV� LQMHFWHG�VXEGHUPDOO\� LQ� WKH�GLVWDO�
H[WUHPLW\��7KH�,&*�ELQGV�WR�DOEXPLQ�DQG�LV�WDNHQ�XS�E\�
O\PSKDWLF�YHVVHOV��7KH�O\PSKDWLF�ÀRZ�FDQ�EH�YLVXDOL]HG�
LQ� UHDO� WLPH��7KLV� H[DPLQDWLRQ� FDQ�EH�SHUIRUPHG� LQ� DQ�
RXWSDWLHQW�FOLQLF�URRP��7KH�,&*�O\PSKRJUDSK\�LV�XVHIXO�
to evaluate stages of lymphedema and decide whether 
RU�QRW�SK\VLRORJLF�O\PSKDWLF�VXUJHU\�FDQ�EH�SHUIRUPHG��
1HZ�LPDJLQJ�WHFKQLTXHV��LQFOXGLQJ�PDJQHWLF�UHVRQDQFH�
DQJLRJUDSK\�DQG�XOWUDVRXQG��KDYH�DOVR�EHHQ�XVHG�

Arm with lymphedema

ORFDO�RU�JHQHUDO�DQHVWKHVLD��+RZHYHU��QRW�DOO�SDWLHQWV�FDQ�
EH�D�FDQGLGDWH�IRU� WKLV�VXUJHU\�VLQFH�O\PSKDWLF�YHVVHOV�
undergo degenerative change as the lymphedema 
SURJUHVVHV��$Q�,&*�O\PSKRJUDSKLF�H[DP�LV�D�XVHIXO�WRRO�
WR�HYDOXDWH�ZKHWKHU�RU�QRW�O\PSKDWLF�YHVVHOV�DUH�VXLWDEOH�
IRU�/9$�VXUJHU\�

Schematic illustration of VLNT
Lymph node flap is transplanted into the arms or legs 

with lymphedema in the form of a free flap.

Latest Update for Surgical Treatment
of Lymphedema

1. Introduction 

/\PSKHGHPD�LV�D�FKURQLF��SURJUHVVLYH�FRQGLWLRQ�FDXVHG�
E\� LQVXI¿FLHQW� O\PSKDWLF� GUDLQDJH� DQG� WKH� VXEVHTXHQW�
VWDVLV� RI� SURWHLQ�ULFK� LQWHUVWLWLDO� ÀXLG�� $� FRPPRQ�
symptom of the disease is the swelling of upper or lower 
H[WUHPLWLHV�� ,Q� WKH�HDUO\� VWDJHV�RI� WKH�GLVHDVH��SDWLHQWV�
IHHO� KHDYLQHVV� RU� WLJKWQHVV� RI� WKH� DIIHFWHG� H[WUHPLW\�
ZLWKRXW�VZHOOLQJ��$V�WKH�GLVHDVH�SURJUHVVHV��VLJQL¿FDQW�
VZHOOLQJ�� LQÀDPPDWLRQ�� DQG� ¿EURVLV� GHYHORS�� 3DWLHQWV�
ZLWK�O\PSKHGHPD�H[SHULHQFH�SDLQ��GLVFRPIRUW��UHFXUUHQW�
FHOOXOLWLV��DQG�RYHUDOO�GHFUHDVHG�TXDOLW\�RI�OLIH��

dissection, radiation, and chemotherapy. It is known 
WKDW� DSSUR[LPDWHO\� ���� RI� EUHDVW� FDQFHU� VXUYLYRUV�
H[SHULHQFH�O\PSKHGHPD��DQG�XS�WR�����RI�J\QHFRORJLF�
FDQFHU�SDWLHQWV�H[SHULHQFH�O\PSKHGHPD�DIWHU�RQFRORJLF�
VXUJHU\�� 2YHUDOO�� DERXW� ���� PLOLRQ� SHRSOH� ZRUOGZLGH�
suffer from lymphedema.  

3. Diagnosis 

,QLWLDO� GLDJQRVLV� RI� O\PSKHGHPD� FDQ� EH� SHUIRUPHG�
E\� FOLQLFDO� H[DPLQDWLRQ�� /\PSKHGHPD� XVXDOO\� VWDUWV�
ZLWK� XQLODWHUDO� H[WUHPLW\�� IROORZLQJ� EUHDVW� FDQFHU� RU�
gynecologic cancer surgeries. It deteriorates in the evening 
DIWHU� DFWLYLW\� DQG�JHWV� EHWWHU� LQ� WKH�PRUQLQJ��&ODVVLFDO�
diagnosis was performed with lymphoscintigraphy, 
ZKLFK�KDV�ORQJ�EHHQ�FRQVLGHUHG�WKH�JROG�VWDQGDUG�LQ�WKH�
GLDJQRVLV�DQG�HYDOXDWLRQ�RI�O\PSKHGHPD��5DGLRODEHOHG�
WUDFHU� LV� LQMHFWHG� VXEGHUPDOO\� DW� GLVWDO� H[WUHPLW\�� 7KH�
WUDFHU� LV� WKHQ� WDNHQ� XS� E\� WKH� O\PSKDWLF� YHVVHOV� DQG�
WUDYHOV�SUR[LPDOO\�DORQJ�WKHP�WR�UHDFK�WKH�O\PSK�QRGHV��
7KH� WUDQVSRUW� LV� GHOD\HG� RU� LPSDLUHG� LQ� O\PSKHGHPD�
patients. Although lymphoscintigraphy is helpful in 
WKH�GLDJQRVLV�RI�O\PSKHGHPD��LW�KDV�VHYHUDO�GUDZEDFNV�
LQFOXGLQJ� SDLQIXO� LQMHFWLRQV� DQG� SRRU� UHVROXWLRQ��

2. Causes

/\PSKHGHPD� LV�FODVVL¿HG� LQWR�SULPDU\�DQG�VHFRQGDU\�
O\PSKHGHPD�� 3ULPDU\� O\PSKHGHPD� LV� FDXVHG� E\� DQ�
LQWULQVLF�SUREOHP�ZLWK�WKH�O\PSKDWLF�V\VWHP��G\VSODVLD�
RU�DJHQHVLV�RI�O\PSKDWLF�YHVVHOV�RU�O\PSK�QRGHV��2QH�
of the leading causes of the secondary lymphedema is 
oncologic surgery with treatment including lymph node 

Peter C. Neligan, Jaume Masia, 
Neil B.Piller, Lymphedema complete 
medical and surgical management 

Example of arm lymphedema 

ICG lymphography: normal arm  
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-DH�+R�&KXQJ��0�'���3K�'���LV�D�SK\VLFLDQ��VXUJHRQ��DVVLVWDQW�SURIHVVRU��DQG�D�UHVHDUFKHU��+H�LV�QRZ�VHUYLQJ�DV�DQ�
DVVLVWDQW�VHFUHWDU\�RI�VXUJHU\�FRPPLWWHH�LQ�WKH�.RUHDQ�VRFLHW\�RI�/\PSKHGHPD��+H�LV�DQ�H[SHUW�LQ�PLFURVXUJHU\�
DQG�SHUIRUPV�UHFRQVWUXFWLYH�VXUJHULHV�VXFK�DV�KHDG�DQG�QHFN�RU�EUHDVW�UHFRQVWUXFWLRQ��6LQFH�KH�ZDV�UHVLGHQW��KH�

 Jae-Ho Chung, M.D., Ph.D.
Acting Chief, Department of Plastic and Reconstructive Surgery, Korea University Anam Hospital
Executive Assistant Secretary, Korean Society of Plastic and Reconstructive Surgeons
Assistant Secretary at Surgery Committee, The Korean Society of Lymphedema

KDV�EHHQ�LQWHUHVWHG�LQ�WKH�¿HOG�RI�O\PSKHGHPD�DQG�YLVLWHG�WKH�ZRUOG¶V�OHDGLQJ�FHQWHU�LQ�O\PSKDWLF�VXUJHU\�VXFK�DV�WKH�8QLYHUVLW\�RI�
&KLFDJR�DQG�WKH�8QLYHUVLW\�RI�7RN\R��%DVHG�RQ�WKHVH�H[SHULHQFHV��KH�SHUIRUPV�YDULRXV�W\SHV�RI�O\PSKDWLF�VXUJHU\�VXFK�DV�O\PSKRYHQRXV�
DQDVWRPRVLV��YDVFXODUL]HG�O\PSK�QRGH�WUDQVIHU��DQG�SURSK\ODFWLF�VXUJHU\��,Q�DGGLWLRQ��KH�KDV�FRQGXFWHG�DQLPDO�H[SHULPHQWV�XVLQJ�VWHP�
FHOOV�DQG�JURZWK�IDFWRU�WR�¿QG�QRYHO�WKHUDSHXWLFV�IRU�O\PSKHGHPD��ZKLFK�LV�VWLOO�FRQVLGHUHG�D�UHIUDFWRU\�GLVHDVH��+LV�UHVHDUFK�LV�VXSSRUWHG�
DV�D�QDWLRQDO�WDVN��$OVR��LQ�UHFRJQLWLRQ�RI�KLV�UHVHDUFK�FDSDELOLWLHV��KH�ZDV�DZDUGHG�DV�DQ�H[FHOOHQW�EDVLF�UHVHDUFKHU�E\�WKH�.RUHDQ�6RFLHW\�
RI�3ODVWLF�DQG�5HFRQVWUXFWLYH�6XUJHRQV�LQ�������&XUUHQWO\��KH�LV�UHFRJQL]HG�E\�WKH�VRFLHW\�DV�D�\RXQJ�UHVHDUFKHU�ZLWK�D�SURPLVLQJ�IXWXUH��
SXEOLVKLQJ�DERXW����SDSHUV��LQFOXGLQJ����6&,�SDSHUV�

���� 3UHYHQWLYH� 3URFHGXUH�� ,PPHGLDWH� /\PSKDWLF�
5HFRQVWUXFWLRQ
/\PSKHGHPD� LV� D� UHIUDFWRU\� GLVHDVH� WKDW� LV� GLI¿FXOW�
to reverse once it occurs. Currently, immediate 
lymphatic reconstruction is drawing attention as a novel 
SUHYHQWLYH� WHFKQLTXH��$IWHU� UHYHUVH�PDSSLQJ�ZLWK� ,&*�
lymphography, surgeons connect lymphatic vessels of 
XSSHU�ORZHU� H[WUHPLW\� WR� WKH� VXUURXQGLQJ� YHLQ�� ,W� FDQ�
LPSURYH�WKH�GUDLQDJH�RI�O\PSKDWLF�ÀXLG�DQG�UHGXFH�WKH�
rate of lymphedema.

EHHQ� FRQGXFWHG� WR� GHYHORS� DQLPDO�PRGHOV� DQG� UHVHDUFK�
on stem cells and growth factors are also in progress to 
GHYHORS�QRYHO�WKHUDSLHV��7KH�RQJRLQJ�UHVHDUFK�LV�VKRZLQJ�
WKH�GHVLUHG�UHVXOW�DQG�DLPLQJ�WR�EH�DSSURYHG�IRU�FOLQLFDO�
trials soon.

6. Strengths of Korea

/\PSKHGHPD� UHTXLUHV� D� V\VWHPDWLF� DSSURDFK� IURP�
GLDJQRVLV� WR� VXUJHU\� WR� UHKDELOLWDWLRQ� GXH� WR� WKH� QDWXUH�
RI�WKH�GLVHDVH��.RUHD¶V�PHGLFDO�V\VWHP�LV�ZHOO�HTXLSSHG�
with a cooperative system, displaying the capacity to 
treat lymphedema. Also, Korean plastic surgeons are 
well known for their academic achievements. Korean 
SODVWLF�VXUJHRQV�KDYH�FRQVLGHUDEOH�FOLQLFDO�H[SHULHQFH�LQ�
microsurgery, consistently showing highly satisfactory 
outcomes. 

5. Basic Research in the Field of 
Lymphedema

$OWKRXJK� WKH�DIRUHPHQWLRQHG�VXUJLFDO�SURFHGXUHV�H[LVW�
to treat lymphedema, the disease is still considered to 
EH� D� UDUH� GLVHDVH�� ,Q� .RUHD�� VLJQL¿FDQW� UHVHDUFK� KDV�

����'HEXONLQJ�3URFHGXUH

�L��/LSRVXFWLRQ
In late-stage cases, adipose tissue depositions and 
VRPHWLPHV� ¿EURVLV� DUH� WKH� SURPLQHQW� PDQLIHVWDWLRQV�
RI� WKH�GLVHDVH�� ,Q� WKLV�FDVH�� OLSRVXFWLRQ�FDQ�EH�XVHG� WR�
remove hypertrophic tissues and lessen edematous 
V\PSWRPV��,W�LV�D�XVHIXO�WUHDWPHQW�RSWLRQ�LQ�FRQMXQFWLRQ�
with controlled compression therapy.

�LL��([FLVLRQDO�3URFHGXUHV
Invasive reductive procedures such as the Charles 
RSHUDWLRQ� FDQ� EH� XVHG� DV� D� VROH� WUHDWPHQW� RSWLRQ�
for patients with terminal refractory lymphedema. 
7KLV�PHWKRG� KDV� QRW� EHHQ� XVHG� LQ� D�ZKLOH� EHFDXVH� RI�
H[WHQVLYH� VFDUULQJ� DQG� VXEVWDQWLDO�PRUELGLW\� LQFOXGLQJ�
VLJQL¿FDQW� EORRG� ORVV� RU� LQIHFWLRQ�� 5HFHQWO\�� KRZHYHU��
radical reduction of lymphedema with preservation of 
SHUIRUDWRUV� �5533�� DQG� PRGL¿HG� &KDUOHV� SURFHGXUH��
composed of a negative dressing and delayed skin graft, 
provide optimal outcomes for patients with advanced 
H[WUHPLW\�O\PSKHGHPD�

Intraoperative photo of immediate lymphatic reconstruction Pre- and postoperative clinical image of patient underwent VLNT
At 15 months, the postoperative circumference diameter of left leg was 
significantly decreased.

7KHUH�DUH�YDULRXV�GRQRU�VLWHV�IRU�9/17��VXFK�DV�JURLQ��
VXEPHQWDO�DQG�VXSUDFODYLFXODU�DUHDV��-XVW�OLNH�WKH�GRQRU�
VLWHV�� WKH� UHFLSLHQW� VLWHV�DOVR�KDYH�JUHDW�YDULDELOLW\�� ,Q�
WUHDWLQJ� XSSHU� H[WUHPLW\� O\PSKHGHPD�� UHFLSLHQW� VLWHV�
KDYH� LQFOXGHG� WKH� ZULVW�� HOERZ�� DQG� D[LOODU\� UHJLRQV��
)RU�ORZHU�H[WUHPLW\�O\PSKHGHPD��WKH�DQNOH�DQG�JURLQ�
are the most common recipient sites.While the literature 
IRU�9/17�LV�VWLOO�LQ�LWV�HDUO\�VWDJHV��UHVXOWV�KDYH�EHHQ�
IDYRUDEOH��$OVR�� LQ� PDQ\� FDVHV�� LW� FDQ� EH� SHUIRUPHG�
ZLWK�VLPXOWDQHRXV�/9$V�IRU�EHWWHU�RXWFRPHV�

      Korea’s medical system 
is well-equipped with 
a cooperative system, 
displaying the capacity 
to treat lymphedema

.\RQJ�-H�:RR�� 0�'��� 3K�'��� LV� DQ� DVVLWDQW� SURIHVVRU� DQG� FKLHI� RI� 'HSDUWPHQW� RI� 3ODWLF� DQG� 5HFRQVWUXFWLYH�
6XUJHU\��0RNGRQJ�+RVSLWDO��(ZKD�:RPDQV�8QLYHUVLW\��+H�JUDGXDWHG�IURP�6HRXO�1DWLRQDO�8QLYHUVLW\�&ROOHJH�
RI�0HGLFLQH�� DQG� ¿QLVKHG� WUDLQLQJ� DQG� IHOORZVKLS� RI� SODVWLF� VXUJHU\� DW� 6DPVXQJ�0HGLFDO� &HQWHU�� 6HRXO�� +LV�
VSHFLDOW\�LV�PLFURVXUJLFDO�O\PSKDWLF�VXUJHU\��DQG�EUHDVW�UHFRQVWUXFWLRQ�IROORZLQJ�PDVWHFWRP\�IRU�EUHDVW�FDQFHU��

Kyong-Je Woo, M.D., Ph.D.
Assistant Professor and Chief of Department of Plastic and Reconstructive Surgery, 
Mokdong Hospital, Ewha Womans University 

+H�HVWDEOLVKHG�WKH�VXUJLFDO�WHDP�DW�WKH�O\PSKHGHPD�FHQWHU�DW�0RNGRQJ�+RVSLWDO�DQG�KH�KDV�EHHQ�DFWLYHO\�SHUIRUPLQJ�VXUJLFDO�WUHDWPHQW�
RI�O\PSKHGHPD�RI�XSSHU�DQG�ORZHU�H[WUHPLWLHV��7KH�O\PSKHGHPD�FHQWHU�LQ�0RNGRQJ�+RVSLWDO�LV�RQH�RI�WKH�ELJJHVW�O\PSKHGHPD�FHQWHUV�
in Korea. 
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shared-risk models that can creatively avoid impacting 
EHVW�SULFH��KH�DGGHG��7KH�0HGLFDLG�EHVW�SULFH�SROLF\�
UHTXLUHV�GUXJ�PDQXIDFWXUHUV�WR�JLYH�0HGLFDLG�WKH�EHVW��
RU� ORZHVW� SULFH� DPRQJ� QHDUO\� DOO� SXUFKDVHUV�� 7KHUH�
KDV�EHHQ�D�FRQFHUQ�WKDW�WKLV�SROLF\�FDQ�DIIHFW�LQVXUHU�
FRPSOLDQFH�ZLWK�YDOXH�EDVHG�DUUDQJHPHQWV�

,Q� D� FURZGHG� PDUNHW�� YDOXH�EDVHG� SODQV� PD\� QRW�
EH� HQRXJK� WR� JLYH� D� FRPSHWLWLYH� DGYDQWDJH� IURP� DQ�
DFFHVV�SHUVSHFWLYH��EXW�LW�PD\�NHHS�WKH�GUXJV�DW�SDULW\�
SULFH��&R[� VDLG�� ,Q� WKH� FDVH�RI�$OXQEULJ��KRZHYHU�� D�
SD\HU�ZLOO� KDYH� D� UHLPEXUVHPHQW� LQFHQWLYH� WR� SUHIHU�
$OXQEULJ�YHUVXV�DQRWKHU��VDLG�/RQJPDQ��ZKR�ZRUNHG�
RQ� WKH�7DNHGD�3RLQW���GHDO�� ,I�D�GUXJ�GRHV�QRW�ZRUN�
for a patient, then the manufacturer would need to 
UHLPEXUVH� WKH�SD\HU��PDNLQJ� LW�FRVW� OHVV� WKDQ�VLPLODU�
GUXJV�WKDW�GR�QRW�KDYH�VXFK�D�YDOXH�EDVHG�DUUDQJHPHQW��
/RQJPDQ�H[SODLQHG�

&R[� DOVR� UHIHUUHG� WR� DQRWKHU� YDOXH�EDVHG� SURJUDP�
involving the targeted therapy for Bayer’s 
�(75�%$<1�� 175.� JHQH� IXVLRQ� LQKLELWRU� 9LNWUDYL�
�ODURWUHFWLQLE��� ZKLFK� DOVR� HQWHUHG� WKH� FRPSHQGLXP�
WKURXJK� DQ� DFFHOHUDWHG� DSSURYDO�� 8QGHU� WKH� SD\HU�
agnostic deal, which was announced a few years ago, 
%D\HU�ZLOO�UHIXQG�XS�WR����GD\V�ZRUWK�RI�WUHDWPHQW�LI�D�
SDWLHQW�GRHV�QRW�EHQH¿W�IURP�WKH�GUXJ��DV�DVVHVVHG�E\�
a physician.

,W�LV�GLI¿FXOW�WR�DGMXGLFDWH�D�GHDO�EDVHG�RQ�VXEMHFWLYH��
TXDOLWDWLYH� DVVHVVPHQWV� OLNH� UDGLRJUDSKLF� WHVW�
UHVXOWV�� /RQJPDQ� VDLG�� 7KLV� KDV� EHHQ� RQH� RI� WKH�
FKDOOHQJHV�ZKHQ�LW�FRPHV�WR�ZLGHU�XVH�RI�YDOXH�EDVHG�
DUUDQJHPHQWV�� 2Q� WKH� RWKHU� KDQG�� SKDUPDF\� FODLPV�
GDWD�FDQ�EH�D�VWUDLJKWIRUZDUG�GDWD�SRLQW�WR�XVH�WR�MXGJH�
WUHDWPHQW�HI¿FDF\��&R[�VDLG��,I�D�SDWLHQW�GLVFRQWLQXHV�D�
GUXJ��WKDW�ZRXOG�EH�QRWHG�LQ�WKH�FODLP�V\VWHP��$�KHDOWK�
SODQ�FDQ�DFFHVV�D�SKDUPDF\�FODLPV�GDWDEDVH�DQG�FDQ�
WUDFN�GRFWRU�YLVLWV��EORRG�WHVWV�DQG
 

SUHVFULSWLRQ�FRQWLQXDWLRQ��/RQJPDQ�VDLG��6LQFH�D�QXPEHU�
RI�WKHVH�GUXJV�DUH�RUDOO\�DGPLQLVWHUHG��LQFOXGLQJ�;DONRUL�
DQG�$OXQEULJ��SKDUPDF\�FODLPV�GDWD�FDQ�EH�DQDO\]HG�LQ�
UHDO�WLPH�WR�¿W�ZLWK�D�YDOXH�EDVHG�SODQ��&R[�VDLG��7KHUH�
PD\�EH�VRPH�GHOD\V�ZKHQ�LW�FRPHV�WR�PHGLFDO�FODLPV��RQ�
the other hand, he added.

+RZHYHU�� -DNXE� +ODYND�� 3K'�� UHVHDUFK� DVVLVWDQW�
SURIHVVRU�� +HDOWK� 3ROLF\� DQG�0DQDJHPHQW�� 86&� 3ULFH�
6FKRRO�RI�3XEOLF�3ROLF\��/RV�$QJHOHV��SRLQWHG�RXW� WKDW�
issues arise even with claims data, due to incorrect 
coding.

%RWK� ;DONRUL� DQG�$OXQEULJ� JRW� WKHLU� LQLWLDO� UHJXODWRU\�
QRGV� YLD� DFFHOHUDWHG� DSSURYDOV� LQ� ����� DQG� ������
UHVSHFWLYHO\�� :KLOH� ;DONRUL� LV� FXUUHQWO\� DSSURYHG� IRU�
$/.��RU�526���VXEVHWV��$OXQEULJ�LV�LQGLFDWHG�RU�$/.��
16&/&�

Value-based arrangements can help 
manage high-risk categories where 
there is an uncertainty about the 
economic impact

Innovative Value-Based Price Programs 
Back in the Spotlight

BIOPHARMA REPORT I

9DOXH�EDVHG� SODQV� DUH� HPHUJLQJ� DV� SDUWLFXODUO\�
DWWUDFWLYH�FRYHUDJH�RSWLRQV� IRU� WKHUDSLHV� WKDW�EHFRPH�
DYDLODEOH�DIWHU�DQ�)'$�DFFHOHUDWHG�DSSURYDO��7KH�ORZHU�
amount of evidence that underscores such an approval 
provides an impetus to attempt alternative payment 
PRGHOV��VDLG�WZR�H[SHUWV�

7KHUH�LV�D�UHDO�DSSHWLWH�WR�H[SORUH�LQ�WKH�86�ZDUUDQWLHV�
WKDW�DUH�RIWHQ�VHHQ�LQ�(XURSH��DV�GHPRQVWUDWHG�ZLWK�D�
recently announced one with 3¿]HU¶V� �1<6(�3)(��
;DONRUL� �FUL]RWLQLE�� IRU� QRQ�VPDOO� FHOO� OXQJ� FDQFHU�
SDWLHQWV�ZLWK�D�FHUWDLQ�PXWDWLRQ��$QRWKHU�EX]]\�YDOXH�
EDVHG� DUUDQJHPHQW� ZDV� Takeda Pharmaceuticals’ 
�7<2�������ULVN�VKDULQJ�DJUHHPHQW�ZLWK�3RLQW��+HDOWK�
UHJDUGLQJ�$/.�WDUJHWHG� WKHUDS\�$OXQEULJ��EULJDWLQLE��
IRU�16&/&�SDWLHQWV��7KH�HQJDJHPHQW�RI�WKLUG�SDUWLHV�WR�
overcome any data-related challenges, and use of easy 
data points gleaned from pharmacy claims, is making 
WKH�LPSOHPHQWDWLRQ�RI�VXFK�SODQV�SRVVLEOH�

2YHU� WKH� ODVW� GHFDGH�� YDOXH�EDVHG� UHLPEXUVHPHQW�
models have garnered a ton of interest at conferences 
DQG�DPRQJ�DFDGHPLFV��%XW�FKDOOHQJHV�LQ�EXLOGLQJ�D�GDWD�
infrastructure that can identify outcome metrics and 
logistics to dispense payments have largely relegated 
these models to an anecdotal status. While these 
KXUGOHV� UHPDLQ��H[SHUWV�KDYH�QRWHG�D� IHZ�GLIIHUHQFHV�
ZLWK�WKH�UHFHQW�H[DPSOHV�LQ�YDOXH�EDVHG�SODQV��7KHVH�
KDYH�LQFOXGHG�WKHUDSLHV�WKDW�WDUJHW�SDWLHQW�VXEVHWV�ZLWK�
certain cancers or orphan disorders, where long-term 
HI¿FDF\�GDWD�LV�RIWHQ�VFDQW�ZKHQ�WKH�GUXJ�LV�ODXQFKHG�

/DUJHU�KHDOWKFDUH�SODQV�ZLWK�H[LVWLQJ�GDWD�FDSDELOLWLHV�
GR� KDYH� DQ� DGYDQWDJH�� EXW� HYHQ� UHODWLYHO\� VPDOOHU�
ones with an intent to invest in such plans are making 
KHDGZD\� LQ� LPSOHPHQWLQJ� YDOXH�EDVHG� DUUDQJHPHQWV��
H[SHUWV�QRWHG�

Accelerated approval presents ideal stimulus

9DOXH�EDVHG� SURJUDPV� FDQ� EH� YDOXDEOH� UHJDUGLQJ� WKH�
immature data that supports an accelerated approval 
EHFDXVH�WKH\�FDQ�EXLOG�DQ�HYLGHQFH�EULGJH�IRU�SURGXFW�
XVH�� VDLG� -DFN� 0\FND�� &(2�� 0HGLFDO� 0DUNHWLQJ�
(FRQRPLFV�� DQ� ,QGHJHQH� FRPSDQ\�� 0RQWFODLU�� 1HZ�
-HUVH\�� &RXSOHG� ZLWK� WKH� KLJK� FRVW� RI� UDUH� GLVHDVH�
SURGXFWV�RU�RQFRORJ\�GUXJV��SD\HUV�DUH�FRQFHUQHG�DERXW�
whether there is enough data to demonstrate long-term 
HI¿FDF\� LQ� WKH� FDVH� RI� DFFHOHUDWHG� DSSURYDOV��7KLV� LV�
especially relevant when it comes to gene therapies that 
KDYH�D�KLJK�XSIURQW�FRVW��VDLG�5RJHU�/RQJPDQ��IRXQGHU�
RI�)ORUKDP��1HZ�-HUVH\��EDVHG�PDUNHW�DFFHVV�DGYLVRU\�
DQG� SODWIRUP� FRPSDQ\� 5HDO� (QGSRLQWV�� 9DOXH�EDVHG�
arrangements can help manage high-risk categories 
ZKHUH� WKHUH� LV� DQ� XQFHUWDLQW\� DERXW� WKH� HFRQRPLF�
LPSDFW��/RQJPDQ�VDLG�

:KLOH�KH� LV�ZRUNLQJ�RQ�YDOXH�EDVHG�SURMHFWV��0\FND�
said a therapy that has undergone accelerated approval 
ZRXOG� QRW� DXWRPDWLFDOO\� EH� SDUW� RI� VXFK� D� SURJUDP��
/RQJPDQ�VDLG�KLV�¿UP�LV�DOVR�ZRUNLQJ�RQ�YDOXH�EDVHG�
VROXWLRQV� IRU� WKHUDSLHV� WKDW� KDYH� EHHQ� WKURXJK� WKH�
UHJXODWRU\�SDWKZD\��3D\HUV� DUH�FHUWDLQO\� LQWHUHVWHG� LQ�
WKHVH�DQG�VR�LV�ELRSKDUPD��KH�DGGHG�

'HVSLWH�WKH�LQWHUHVW�WR�XVH�WKLV�WRRO��WKH�LPSOHPHQWDWLRQ�
RI�VXFK�SURJUDPV�KDV�EHHQ�YDULDEOH��EXW�H[SHUWV�QRWHG�
VRPH� HPHUJLQJ� WUHQGV� WKDW� VLJQDO� FKDQJH��7KH� UHFHQW�
3¿]HU�DUUDQJHPHQW�IRU�;DONRUL�LV�LQQRYDWLYH�LQ�WKDW�LW�
directly deals with patients and essentially acts as a 
ZDUUDQW\��/RQJPDQ�VDLG��$V�SHU�QHZV�UHSRUWV��LI�;DONRUL�
GRHV�QRW�ZRUN�ZLWKLQ�WKH�¿UVW�WKUHH�PRQWKV��3¿]HU�ZLOO�
refund the entire cost to any patient and health plan.
5\DQ� &R[�� YLFH� SUHVLGHQW�� $FFHVV� ([SHULHQFH� WHDP��
3UHFLVLRQ� IRU� 9DOXH�� 2YLHGR�� )ORULGD�� DOVR� PDGH� WKH�
GLVWLQFWLRQ� WKDW� 3¿]HU¶V� DUUDQJHPHQW� LV� UHODWLYHO\�
QRYHO��FRQVLGHULQJ�LW�GRHV�QRW�LQYROYH�MXVW�UHEDWHV�WKDW�
DUH� FRPPRQO\� XVHG� LQ� SD\HU� GHDOV�� EXW� DQ� LQVXUDQFH�
SD\PHQW�RI�VRUWV��7KLV�VFKHPH�LV�JRLQJ�LQ�WKH�GLUHFWLRQ�RI�
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To provide comprehensive and world class research
infrastructure to support the research in developing
high - tech medical technology

,QGLYLGXDO�GHWHUPLQLQJ�IDFWRUV�OLNH�SODQ�VL]H

2YHU� WKH� ODVW� GHFDGH�� VRPH� SD\HUV� KDYH� EXLOW� WKH�
DGPLQLVWUDWLYH� LQIUDVWUXFWXUH� DQG� GDWD� FDSDELOLWLHV�
WR� HQJDJH� YDOXH�EDVHG� SURJUDPV�� VDLG� &R[�� /DUJHU�
national plans like Humana� �1<6(�+80�� DQG�
Anthem Blue Cross Blue Shield� �1<6(�$170��
have their own data companies, and such entities may 
have access to pharmacy and medical claims data that 
RWKHUV� GR� QRW�� KH� DGGHG��$GPLQLVWUDWLYH� EDUULHUV� GR�
H[LVW�IRU�WKRVH�VPDOOHU�SOD\HUV�ZKR�GLG�QRW�EXLOG�WKLV�
infrastructure.

7KDW�VDLG��VRPH�OLNH�+DUYDUG�3LOJULP�+HDOWK�&DUH�KDYH�
EHHQ� RQ� WKH� IRUHIURQW� RI� H[SORULQJ� VXFK� DOWHUQDWLYH�
SODQV�ZLWK�RWKHU�SURGXFWV�IRU�D�ORQJ�WLPH��0\FND�VDLG��
,W�LVQ¶W�WKH�ELJJHVW�SODQ�EXW�LV�VL]DEOH�LQ�0DVVDFKXVHWWV��
3RLQW��+HDOWK�� ZKLFK� VLJQHG� WKH� 7DNHGD� GHDO�� LV� D�
FRPELQDWLRQ� RI� WKH� 7XIWV� +HDOWK� 3ODQ� DQG� +DUYDUG�
3LOJULP�

3D\HUV� WKDW� GRQ¶W� KDYH� H[WHQVLYH� GDWD� FDSDELOLWLHV�
can always employ third parties that can capture 
DQG�DQDO\]H�GDWD�IRU�VXFK�YDOXH�EDVHG�DUUDQJHPHQWV��
/RQJPDQ�VDLG��+RZHYHU��FRQVLGHULQJ�KLJKO\�UHJXODWHG�

GDWD�VKDULQJ� UHTXLUHPHQWV�� WKDW� FDQ� EULQJ� FKDOOHQJHV�
RI�GDWD�SULYDF\��&R[�VDLG��7KHUH�LV�D�QHHG�IRU�JUHDWHU�
WUDQVSDUHQF\� LQ� WKH� VWUXFWXUH� RI� WKHVH� SODQV�� EXW�
UHJXODWRU\�IDFWRUV�OLNH�WKH�0HGLFDLG�EHVW�SULFH�UXOH�WKDW�
FDQ� LQÀXHQFH� SULFH� QHJRWLDWLRQ� UHVWULFW� WKDW�� +YODND�
said.

9DOXH�EDVHG�DUUDQJHPHQWV�QHHG�WR�EH�XVHG�VHOHFWLYHO\�
such that they reach patients in an effective way, said 
(G�6FKRRQYHOG��PDQDJLQJ�SULQFLSDO��9DOXH�	�$FFHVV��
=6�$VVRFLDWHV��3ULQFHWRQ��1HZ�-HUVH\��,W¶V�QRW�D�RQH�
VL]H�¿WV� DOO� DSSURDFK� DQG� WKHUH� LV� PXFK� LQYHVWPHQW�
QHHGHG�WR�PDNH�WKHP�IXQFWLRQ��0\FND�DGGHG�

BIOPHARMA REPORT I
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as correspondent in India for BioSpectrum, a publication focused on the Asian biotechnology industry. 
She then moved to the United States to pursue a Masters degree in Science, Health and Environmental
Reporting at New York University. Manasi has reported primarily on topics that combine health and 
policy, and her work has appeared in Nature Medicine, Nautilus and Scienceline. Her coverage at 
BioPharm Insight focuses on cancer.
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  Considering highly 
regulated data-sharing 
requirements, that can 
bring challenges of data 
privacy
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2QFH� LQLWLDO� SXUFKDVLQJ� DJUHHPHQWV� DUH� IXO¿OOHG��
PROQXSLUDYLU¶V� SULFH� ZRXOG� EH� GHWHUPLQHG� E\� WKH�
FOLQLFDO� H[SHULHQFH�� DYDLODEOH� HYLGHQFH�� DQG� SXEOLF�
RSLQLRQ�DW�WKDW�WLPH��H[SHUWV�QRWHG��3¿]HU��1<6(�3)(��
DQG� %LR17HFK� �1$6'$4�%17;�� VHFXUHG� D� KLJKHU�
SULFH� IRU� WKHLU� &29,'���� YDFFLQH� RQFH� WKH\� KDG�
HI¿FDF\�GDWD�LQ�PLOOLRQV�RI�SHRSOH�

Patent provisions draw some concerns

7KH� DJUHHPHQW� SURYLGHV� D� SDWKZD\� IRU� VXSSO\LQJ�
molnupiravir to countries outside the licensed territory, 
ZKHUH�SDWHQWV�KDYH�QRW�EHHQ�JUDQWHG��$ELQDGHU�VDLG��
8QGHU�LQWHUQDWLRQDO�ODZ��LQGLYLGXDO�FRXQWULHV�FDQ�UHMHFW�
SDWHQWV�DQG�JUDQW�FRPSXOVRU\�OLFHQVHV��KH�H[SODLQHG�

%XW�0HUFN� DQG�033¶V� DJUHHPHQW� LQFOXGHV� D� FODXVH�
WKDW� FRXOG� SUHYHQW� VXEOLFHQVHG� JHQHULF� FRPSDQLHV�
from contesting molnupiravir patents, Cohen noted. 
7KLV� ZRXOG� SUHFOXGH� PDQXIDFWXUHUV� ZKR� VLJQ� RQ� WR�
WKH� WHUPV� RI� WKH� VXEOLFHQVLQJ� GHDO� IURP� FKDOOHQJLQJ�
patents to facilitate generic production, she said.

0ROQXSLUDYLU� LQYHQWRU� (PRU\� 8QLYHUVLW\� SXVKHG�
IRU� DOORZLQJ� WKH� 033� WR� WHUPLQDWH� VXEOLFHQVLQJ�
agreements with any manufacturer that contests the 

SDWHQW�� 5DPDFKDQGUDQ� VDLG�� 7KHUH¶V� VRPH� UHDVVXUDQFH�
IURP�WKH�033�WKDW�LW�ZRQ¶W�H[HUFLVH�WKLV�ULJKW�DV�LW�UXQV�
FRQWUDU\� WR� WKHLU� FRUH� SULQFLSOHV�� 5DPDFKDQGUDQ� VDLG��
³%XW�LW¶V�GLVDSSRLQWLQJ�WR�VHH�D�XQLYHUVLW\�ZKR�UHFHLYHG�
VLJQL¿FDQW�DPRXQWV�RI�WD[SD\HU�PRQH\�WR�GLVFRYHU�DQG�
develop this drug promoting anti-access provisions in 
this license,” she added.

6WLOO��ZKLOH�VXFK�DQ�DJUHHPHQW�GRHV�QRW�DGGUHVV�JOREDO�
DFFHVV�FRPSOHWHO\��HYHU\�ELW�FRXQWV��VDLG�-DFRE�6KHUNRZ��
SURIHVVRU� RI� /DZ�� 8QLYHUVLW\� RI� ,OOLQRLV�� 8UEDQD�
&KDPSDLJQ�&ROOHJH�RI�/DZ��:RUN�QHHGV�WR�EH�FRQWLQXHG�
to develop solutions for the remaining countries, he 
added.

([SHUWV� LQWHUYLHZHG� E\� WKLV� SXEOLFDWLRQ� FRPPHQGHG�
WKH�WUDQVSDUHQF\�RI�0HUFN¶V�DJUHHPHQW�DV�LW�LV�SXEOLFO\�
DFFHVVLEOH��%XW�WKH�ODFN�RI�GHWDLOHG�FOLQLFDO�WULDO�GDWD²
LQFOXGLQJ�WKH�GUXJ¶V�LGHDO�SDWLHQW�SRSXODWLRQ²PDNHV�LW�
GLI¿FXOW� IRU� FRXQWULHV� WR� SODQ� PROQXSLUDYLU¶V� HYHQWXDO�
rollout, they added.

2Q� ��� 6HSWHPEHU�� WKLV� QHZV� VHUYLFH� UHSRUWHG� LW� ZDV�
FULWLFDO� WR� WHVW� DQG� LGHQWLI\� HOLJLELOLW\� IRU�PROQXSLUDYLU�
HDUO\� LQ� GLVHDVH� SURJUHVVLRQ�� +HDOWKFDUH� SURYLGHUV¶�
LQWHUSUHWDWLRQV�RI�VHYHUH�&29,'����ULVN�IDFWRUV�ZLOO�DOVR�
prove key in determining the drug’s use.

William Newton is a healthcare reporter for GlobalData focusing on central nervous system diseases 
and ophthalmology. Previously, he worked at the healthcare information firm Close Concerns, where 
he covered breaking news in diabetes therapeutics and technology for the company’s industry-facing 
publication, and at the digital health startup Fitscript, where he assisted in researching digital health
and lifestyle intervention approaches to treating diabetes. He graduated Williams College with a BA in 
Economics and Spanish and worked as a News Editor, Executive Editor, and Managing Editor of the 
Williams Record.
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Manasi Vaidya has a Masters degree in biotechnology. After a stint in a research lab, she spent two years 
as correspondent in India for BioSpectrum, a publication focused on the Asian biotechnology industry. 
She then moved to the United States to pursue a Masters degree in Science, Health and Environmental
Reporting at New York University. Manasi has reported primarily on topics that combine health and 
policy, and her work has appeared in Nature Medicine, Nautilus and Scienceline. Her coverage at 
BioPharm Insight focuses on cancer.
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Upper Middle-Income Countries Le$ 
Out by New Merck/Ridgeback COVID-19 
Antiviral Licensing Deal 

BIOPHARMA REPORT II

As Merck� �1<6(�05.�� DQG� Ridgeback 
Biotherapeutics VLJQ�RQ�WR�D�OLFHQVLQJ�GHDO�WR�H[SDQG�
JOREDO� XVH� RI� WKHLU� &29,'���� FDSVXOH�PROQXSLUDYLU��
many upper middle-income countries could fall 
through the cracks.

0HUFN�DQG�WKH�0HGLFLQH�3DWHQW�3RRO��033��DQQRXQFHG�
a voluntary license for the generic manufacturing and 
VDOH� RI� PROQXSLUDYLU� WKDW� FRYHUV� ���� FRXQWULHV� RQ�
:HGQHVGD\�����2FWREHU���8QGHU�WKH�DJUHHPHQW��JHQHULF�
PDQXIDFWXUHUV�FDQ�UHFHLYH�QRQH[FOXVLYH�VXEOLFHQVHV�WR�
SURGXFH� WKH�DQWLYLUDO��:KLOH�PDQ\�H[SHUWV� ODXGHG�WKH�
deal, some noted upper middle-income countries not 
FRYHUHG�LQ�WKH�DJUHHPHQW�DUH�OHIW�LQ�D�GLI¿FXOW�SRVLWLRQ�

7KH� DJUHHPHQW� FRYHUV� DOO� ORZ�LQFRPH�� PRVW� ORZHU�
middle-income, and some upper middle-income 
FRXQWULHV�� DFFRUGLQJ� WR� WKH�033�� %XW� DOPRVW� KDOI� RI�
WKH�ZRUOG¶V�SRSXODWLRQ�IDOOV�RXWVLGH�WKH�GHDO��QRWHG�'U�
5HVKPD�5DPDFKDQGUDQ��YHWHUDQV�DIIDLUV�VFKRODU��<DOH�
8QLYHUVLW\��1HZ�+DYHQ��&RQQHFWLFXW��6SHFL¿FDOO\��WKLV�
LV�ZKHUH�����RI�DOO�&29,'����LQIHFWLRQV� LQ� WKH�¿UVW�
KDOI�RI������RFFXUUHG��VKH�DGGHG�

,Q�/DWLQ�$PHULFD�DQG�WKH�&DULEEHDQ��RYHU�����RI�WKH�
population falls outside the agreement, according to an 
DQDO\VLV� IURP� WKH� .QRZOHGJH� (FRORJ\� ,QWHUQDWLRQDO�
�.(,��� ³/HDYLQJ� RXW� FRXQWULHV� OLNH�$UJHQWLQD� RU� WKH�
'RPLQLFDQ�5HSXEOLF�LV�WKH�QHJDWLYH�VLGH�RI�DQ�RYHUDOO�
SRVLWLYH�DJUHHPHQW�´�DGGHG�/XLV�*LO�$ELQDGHU��VHQLRU�
UHVHDUFKHU�� .(,�� &RORPELD�� &RVWD� 5LFD�� (FXDGRU��
0H[LFR��3DQDPD��DQG�3HUX�DUH�DPRQJ�H[FOXGHG�XSSHU�
PLGGOH�LQFRPH�FRXQWULHV�IURP�WKLV�UHJLRQ��%UD]LO�LV�LQ�
VHSDUDWH�QHJRWLDWLRQV�ZLWK�0HUFN�

For countries outside the deal, there is concern that 
wealthier countries with more purchasing power will 
FRUQHU� WKH� PROQXSLUDYLU� VXSSO\�� VDLG� 5DFKHO� &RKHQ��
1RUWK�$PHULFD�5HJLRQDO�([HFXWLYH�'LUHFWRU��'UXJV�IRU�
1HJOHFWHG�'LVHDVHV�,QLWLDWLYH��+LJK��LQFRPH�FRXQWULHV�
OLNH�WKH�86�DQG�8.�KDYH�DOUHDG\�HQWHUHG�PROQXSLUDYLU�
SUHSXUFKDVLQJ� DJUHHPHQWV�� UDLVLQJ� FRQFHUQV� RI� ³GRVH�

KRDUGLQJ´� VHHQ� ZLWK� P51$� &29,'���� YDFFLQHV��
VKH� QRWHG��7KH�(0$�KDV� VWDUWHG� D� UROOLQJ� UHYLHZ� IRU�
PROQXSLUDYLU� DQG� WKH� )'$� LV� KROGLQJ� DQ� $GYLVRU\�
&RPPLWWHH�PHHWLQJ�WR�GLVFXVV�LWV�GDWD�RQ����1RYHPEHU�

+RZHYHU�� WKH� OLFHQVHG�DUHD� LV� ODUJH�HQRXJK� WR� LQGXFH�
generic entry, and the countries that were left out of 
0HUFN¶V� GHDO� FDQ� EHQH¿W� IURP� WKDW�� $ELQDGHU� VDLG��
%XW� WKH� GHDO¶V� ¿QH� SULQW²VSHFL¿FDOO\� D� FODXVH� WKDW�
FRXOG� FXUWDLO� SDWHQW� FKDOOHQJHV� IURP� VXEOLFHQVHG�
PDQXIDFWXUHUV²KDG� RWKHU� H[SHUWV�PRUH�ZDU\��0HUFN�
GLG�QRW�UHVSRQG�WR�D�FRPPHQW�UHTXHVW�

High-income countries may set price benchmarks

:LWKRXW� D� VXEOLFHQVH� WR� SURGXFH�PROQXSLUDYLU��PDQ\�
XSSHU�PLGGOH�LQFRPH�FRXQWULHV��80,&V��ZLOO�KDYH�WR�
directly compete with high-income countries for supply, 
5DPDFKDQGUDQ� VDLG�� 6LPLODU� WR� WKH� FDVH�ZLWK�P51$�
vaccines, high-income countries with more purchasing 
SRZHU�FRXOG�EX\�H[FHVV�GRVHV�RI�PROQXSLUDYLU��&RKHQ�
added.

([SHQVLYH� SULFH� SRLQWV� LQ� KLJK�LQFRPH� FRXQWULHV� FDQ�
VHW�EHQFKPDUNV�IRU�SULFLQJ�LQ�80,&V��&RKHQ�VDLG��,Q�
its initial molnupiravir prepurchasing agreement, the 
86�ZLOO� SD\�86'�����SHU�¿YH�GD\� WUHDWPHQW� FRXUVH��
7KLV� LV� GHVSLWH� .(,� HVWLPDWLQJ� WKH� GUXJ� FRVWV� OHVV�
WKDQ� 86'� ��� WR� SURGXFH�� 7KH� ,QVWLWXWH� IRU� &OLQLFDO�
(IIHFWLYHQHVV� 5HVHDUFK� GHFOLQHG� WR� FRPPHQW� WR� WKLV�
news service on molnupiravir’s cost effectiveness until 
LWV�GUDIW�HYLGHQFH�UHSRUW�LV�SXEOLVKHG�LQ�HDUO\�)HEUXDU\�

7KHUH� LV� WKH� ULVN� RI� 80,&V� SD\LQJ�PRUH� WKDQ� KLJK�
LQFRPH�FRXQWULHV��'UXJ�PDNHUV�FDQ�WU\�WR�VHW�D�SURGXFW¶V�
SULFH� DV� KLJK� DV� SRVVLEOH�� DV� WKHUH� DUH� 80,&V� WKDW�
FRXOG�PHHW�DQ�HYHQ�KLJKHU�SULFH��$V�DQ�H[DPSOH��6RXWK�
Africa paid more for the AstraZeneca� �/21�$=1��
&29,'����YDFFLQH�WKDQ�WKH�8.�EHFDXVH�WKH�ODWWHU�KDG�
D�SXUFKDVLQJ�DJUHHPHQW�ZLWK� WKH�FRPSDQ\�� H[SODLQHG�
'U�0DULDQD�6RFDO��DVVRFLDWH�VFLHQWLVW�+HDOWK�3ROLF\�DQG�
0DQDJHPHQW�� -RKQV� +RSNLQV� 8QLYHUVLW\�� %DOWLPRUH��
0DU\ODQG�
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For more information, visit www.viread.com/hcp

WARNINGS AND PRECAUTIONS
•  New onset or worsening renal impairment: Cases 

of acute renal failure and Fanconi syndrome have been 
reported with the use of VIREAD. In all patients, assess 
estimated creatinine clearance (CrCl) prior to initiating  
and during therapy. In patients at risk for renal dysfunction, 
including those who previously experienced renal events 
while receiving adefovir dipivoxil, additionally monitor 
serum phosphorus, urine glucose, and urine protein. In 
patients with CrCl <50 mL/min, adjust dosing interval 
and closely monitor renal function. Avoid concurrent 
or recent use with a nephrotoxic agent. Cases of acute  
renal failure, some requiring hospitalization and renal 
replacement therapy, have been reported after initiation of 
high dose or multiple NSAIDs in HIV-infected patients with 
risk factors for renal dysfunction; consider alternatives 
to NSAIDs in these patients. Persistent or worsening 
bone pain, pain in extremities, fractures and/or muscular 
pain or weakness may be manifestations of proximal 
renal tubulopathy and should prompt an evaluation of 
renal!function

•  Coadministration with other products:
–  Do not use in combination with other products 

containing tenofovir disoproxil fumarate
–  Do not administer in combination with adefovir dipivoxil

•  Patients coinfected with HIV-1 and HBV: Due to the 
risk of development of HIV-1 resistance, VIREAD should 
only be used in HIV-1 and HBV coinfected patients as part 
of an appropriate antiretroviral combination regimen. 
HIV-1 antibody testing should be offered to all HBV-
infected patients before initiating therapy with VIREAD

•  Bone effects: Decreases in bone mineral density (BMD) 
and mineralization defects, including osteomalacia, have 
been seen in patients treated with VIREAD. Consider 

assessment of BMD in adult and pediatric patients who 
have a history of pathologic bone fracture or other risk 
factors for bone loss. In a clinical trial conducted in 
pediatric subjects 12 to <18 years of age with chronic 
hepatitis B, total body BMD gain was less in VIREAD-
treated subjects as compared to the control group. In 
patients at risk of renal dysfunction who present with 
persistent or worsening bone or muscle symptoms, 
hypophosphatemia and osteomalacia secondary to 
proximal renal tubulopathy should be considered

ADVERSE REACTIONS
•   In HBV-infected subjects with compensated liver 

disease: Most common adverse reaction (all grades) 
was nausea (9%). Other treatment-emergent adverse 
reactions reported in >5% of patients treated with VIREAD  
included: abdominal pain, diarrhea, headache, dizziness, 
fatigue, nasopharyngitis, back pain, and skin rash

•  In HBV-infected subjects with decompensated liver 
disease: Most common adverse reactions (all grades) 
reported in !10% of patients treated with VIREAD were 
abdominal pain (22%), nausea (20%), insomnia (18%), 
pruritus (16%), vomiting (13%), dizziness (13%), and 
pyrexia (11%)

DRUG INTERACTIONS
•  Didanosine: Coadministration increases didanosine 

concentrations. Use with caution and monitor for evidence 
of didanosine toxicity (e.g., pancreatitis, neuropathy). 
Didanosine should be discontinued in patients who 
develop didanosine-associated adverse reactions. In 
patients weighing >60 kg, the didanosine dose should be 
reduced to 250 mg once daily when it is coadministered 
with VIREAD and in patients weighing <60kg, the 
didanosine dose should be reduced to 200 mg once daily 
when coadministered with VIREAD

IMPORTANT SAFETY INFORMATION (cont’d) IMPORTANT SAFETY INFORMATION (cont’d)

DETECTED AT YEAR 1 THROUGH YEAR 8...AT 8 YEARS: NO RESISTANCE WAS
Annual evaluation of resistance was a prespecified secondary endpoint  
for Studies 102 and 103 in HBeAg- and HBeAg+ chronic hepatitis B 
patients3; no evidence of resistance was found. Cumulative VIREAD 
genotypic resistance was evaluated annually for up to 384 weeks in 
Studies!102, 103, 106, 108, and 121.2,4,5

•  In the nucleotide-naïve population from Studies 102 and 103, HBeAg+ subjects 
had a higher baseline viral load than HBeAg– subjects and a significantly higher 
proportion of the subjects remained viremic at their last time point on VIREAD 
monotherapy (15% vs 5%, respectively)2

•  HBV isolates from these subjects who remained viremic showed treatment- 
emergent substitutions; however, no specific substitutions occurred at a 
sufficient frequency to be associated with resistance to VIREAD (genotypic and 
phenotypic analyses)2

Not an actual patient, but is representative of a real patient 
type. Models are used for illustrative purposes only.

N0 HBV RESISTANCE DEVELOPED
YEAR 1 through YEAR 8 
in clinical trials (Studies 102 and 103)2,3*
*Data for Years 2 through 8 are from the open-label phase.6

•  There was a 64% (412/641) retention rate at Year 8: 266/426 
patients given VIREAD—>VIREAD; 146/215 patients given adefovir 
dipivoxil—>VIREAD2,6

DRUG INTERACTIONS (cont’d)
•  HIV-1 protease inhibitors: Coadministration decreases 

atazanavir concentrations and increases tenofovir 
concentrations; use atazanavir given with ritonavir. 
Coadministration of VIREAD with atazanavir and ritonavir,  
darunavir and ritonavir, or lopinavir/ritonavir increases 
tenofovir concentrations. Monitor for evidence of tenofovir  
toxicity

•  Drugs affecting renal function: Coadministration of 
VIREAD with drugs that reduce renal function or compete 
for active tubular secretion may increase concentrations 
of tenofovir

DOSAGE AND ADMINISTRATION
•  Recommended dose, in adults and pediatric patients 
!12 years of age (!35 kg), for the treatment of chronic 
hepatitis B: one 300 mg tablet, once daily, taken orally, 
without regard to food

•  In the treatment of chronic hepatitis B, the optimal 
duration of treatment is unknown

•  Safety and efficacy in pediatric patients <12 years of 
age or weighing <35kg with chronic hepatitis B have not 
been established

•  The dosing interval of VIREAD should be adjusted (using 
recommendations in the table below) and renal function 
closely monitored in patients with baseline creatinine 
clearance <50 mL/min

DOSAGE ADJUSTMENT FOR PATIENTS WITH 
ALTERED CREATININE CLEARANCE

aCalculated using ideal (lean) body weight. 
b Generally once weekly assuming three hemodialysis sessions a week of 
approximately 4 hours duration. VIREAD should be administered following 
completion of dialysis.

aCalculated using ideal (lean) body weight. 
b Generally once weekly assuming three hemodialysis sessions a week of 
approximately 4 hours duration. VIREAD should be administered following 
completion of dialysis.

•  The pharmacokinetics of tenofovir have not been  
evaluated in non-hemodialysis patients with 
creatinine clearance <10 mL/min; therefore, no dosing 
recommendation is available for these patients

•  No dose adjustment is necessary for patients with mild 
renal impairment (creatinine clearance 50-80 mL/min). 
Routine monitoring of estimated creatinine clearance, 
serum phosphorus, urine glucose, and urine protein 
should be performed in these patients

•  No data are available to make dose recommendations in 
pediatric patients with renal impairment

Please see Brief Summary of full Prescribing Information 
including BOXED WARNING on the following pages.

References:  1.  Data  on  file, Gilead Sciences, Inc. Healthcare Analytics. 2. VIREAD [package insert]. Foster City, CA: Gilead Sciences, Inc.;  
May 2015. 3. Marcellin P, Heathcote EJ, Buti M, et al. Tenofovir disoproxil fumarate versus adefovir dipivoxil for chronic hepatitis 
B. N Engl J Med. 2008;359(23):2442-2455. 4. Data on file, Gilead Sciences, Inc. Study 102 CSR. 5. Data on file, Gilead Sciences, Inc. 
Study 103 CSR. 6. Marcellin P, Gane EJ, Flisiak R, et al. Long term treatment with tenofovir disoproxil fumarate for chronic hepatitis B 
infection is safe and well tolerated and associated with durable virologic response with no detectable resistance: 8 year results from 
two phase 3 trials [AASLD abstract 229]. Hepatology. 2014;60(4)(suppl):313A-314A. 

Recommended 
300 mg dosing 
interval

Every  
24 hours

Every  
48 hours

Every 72  
to 

96 hours

Every 7 days or after a 
total of approximately  
12 hours of dialysisb

Creatinine clearance (mL/min)a

Hemodialysis patients
!50 30-49 10-29
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THROUGH

YEAR 8

AT YEAR 1
The primary endpoint—complete 
response*—was evaluated in  
Studies 102 and 1032

Resistance was evaluated as  
a secondary endpoint2,3

GILEAD IS COMMITTED TO THE EDUCATION AND 
TREATMENT OF CHRONIC HEPATITIS B.

* The primary endpoint in Studies 102 and 103 was complete response to treatment at 48 weeks as defined by HBV DNA 
<400 copies/mL (69 IU/mL) + histological response (Knodell necroinflammatory score improvement of !2 points without 
worsening in Knodell fibrosis score). Annual evaluation of resistance was a prespecified secondary endpoint. Cumulative 
VIREAD genotypic resistance was evaluated annually for up to 384 weeks in Studies 102, 103, 106, 108, and 121.2,3

Please see Brief Summary of full Prescribing Information 
including BOXED WARNING on the following pages.

Prescribed  
oral antiviral 
according to  
US prescription 
data for treatment  
of CHB1aFOLLOW THE 

JOURNEY OF VIREAD
In Study 102 (HBeAg–, n=375) and Study 103 (HBeAg+, n=266),  
a combined total of 641 adult patients with chronic hepatitis B 
(CHB) and compensated liver disease who were primarily 
nucleoside treatment naïve entered a 48-week, randomized, 
double-blind, active-controlled treatment period comparing 
VIREAD 300 mg to adefovir dipivoxil 10 mg. Subjects who 
completed double-blind treatment at Week 48 were eligible 
to roll over with no interruption in treatment to open-label 
VIREAD. Of 641 patients enrolled in the initial trials, 412 (64%) 
completed 384 weeks of treatment.2

71% of HBeAg– VIREAD patients vs 49% of adefovir dipivoxil patients.2-4  

67% of HBeAg+ VIREAD patients vs 12% of adefovir dipivoxil patients.2,3,5

INDICATION AND USAGE
VIREAD® (tenofovir disoproxil fumarate) is indicated for 
the treatment of chronic hepatitis B in adults and pediatric 
patients 12 years of age and older.
The following points should be considered when initiating 
therapy with VIREAD for the treatment of HBV infection:
•  The indication in adults is based on data from treatment 

of subjects who were nucleoside–treatment-naïve and 
treatment-experienced with documented resistance to 
lamivudine. Subjects were adults with HBeAg-positive and 
HBeAg-negative chronic hepatitis B with compensated 
liver disease

•  VIREAD was evaluated in a limited number of subjects with 
chronic hepatitis B and decompensated liver disease

•  The numbers of subjects in clinical trials who had adefovir 
resistance-associated substitutions at baseline were too 
small to reach conclusions of efficacy

IMPORTANT SAFETY 
INFORMATION
BOXED WARNING: LACTIC ACIDOSIS/SEVERE 
HEPATOMEGALY WITH STEATOSIS and POST 
TREATMENT EXACERBATION OF HEPATITIS
•  Lactic acidosis and severe hepatomegaly with 

steatosis, including fatal cases, have been reported 
with the use of nucleoside analogs, including VIREAD, 
in combination with other antiretrovirals

•  Severe acute exacerbations of hepatitis have 
been reported in HBV-infected patients who have 
discontinued anti-hepatitis B therapy, including 
VIREAD. Hepatic function should be monitored 
closely with both clinical and laboratory follow-up 
for at least several months in patients who  
discontinue anti-hepatitis B therapy, including 
VIREAD. If appropriate, resumption of anti-hepatitis B 
therapy may be warranted

COMPLETE RESPONSE RESULTS AT YEAR 1...

aHealthcare Analytics Monthly data, August 2014-June 2015.
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Brief Summary (Cont’d) 
osteomalacia secondary to proximal renal tubulopathy should be considered in 
patients at risk of renal dysfunction who present with persistent or worsening 
bone or muscle symptoms while receiving products containing tenofovir DF (See 
Warnings and Precautions).
ADVERSE REACTIONS: Clinical Trials in Adult Subjects with Chronic 
Hepatitis B and Compensated Liver Disease: Treatment-Emergent Adverse 
Reactions: In controlled clinical trials in subjects with chronic hepatitis B (0102 
and 0103), more subjects treated with VIREAD during the 48-week double-blind 
period experienced nausea: 9% with VIREAD versus 2% with adefovir dipivoxil. 
Other treatment-emergent adverse reactions reported in >5% of subjects treated 
with VIREAD included: abdominal pain, diarrhea, headache, dizziness, fatigue, 
nasopharyngitis, back pain, and skin rash. No significant change in the tolerability 
profile was observed with continued treatment with VIREAD for up to 384 weeks.
Laboratory Abnormalities: in Studies 0102 and 0103 (0–48 Weeks) laboratory 
abnormalities (Grades 3–4) reported in !1% of subjects treated with Viread 
(n=426) and adefovir dipivoxil (n=215), respectively, were: any !Grade 3 
laboratory abnormality (19%, 13%); creatine kinase (M: >990 U/L; F: >845 U/L) 
(2%, 3%); serum amylase (>175 U/L) (4%, 1%); glycosuria (!3+) (3%, <1%); 
AST (M: >180 U/L; F: >170 U/L) (4%, 4%); and ALT (M: >215 U/L; F: >170 U/L) 
(10%, 6%). Laboratory abnormalities (Grades 3–4) were similar in subjects 
continuing VIREAD treatment for up to 384 weeks in these trials. 
The overall incidence of on-treatment ALT flares (defined as serum ALT >2 " 
baseline and >10 " ULN, with or without associated symptoms) was similar 
between VIREAD (2.6%) and adefovir dipivoxil (2%). ALT flares generally occurred 
within the first 4-8 weeks of treatment and were accompanied by decreases in 
HBV DNA levels. No subject had evidence of decompensation. ALT flares typically 
resolved within 4-8 weeks without changes in study medication. The adverse 
reactions observed in subjects with chronic hepatitis B and lamivudine resistance 
who received treatment with VIREAD were consistent with those observed in 
other hepatitis B clinical trials in adults. Clinical Trial in Adult Subjects with Chronic 
Hepatitis B and Decompensated Liver Disease: In a small randomized, double-
blind, active-controlled trial (0108), subjects with CHB and decompensated liver 
disease received treatment with VIREAD or other antiviral drugs for up to 48 
weeks. Among the 45 subjects receiving VIREAD, the most frequently reported 
treatment-emergent adverse reactions of any severity were abdominal pain 
(22%), nausea (20%), insomnia (18%), pruritus (16%), vomiting (13%), dizziness 
(13%), and pyrexia (11%). Two of 45 (4%) subjects died through Week 48 of the 
trial due to progression of liver disease. Three of 45 (7%) subjects discontinued 
treatment due to an adverse event. Four of 45 (9%) subjects experienced a 
confirmed increase in serum creatinine of 0.5 mg/dL (1 subject also had a 
confirmed serum phosphorus <2 mg/dL through Week 48). Three of these 
subjects (each of whom had a Child-Pugh score !10 and MELD score !14 at 
entry) developed renal failure. Because both VIREAD and decompensated liver 
disease may have an impact on renal function, the contribution of VIREAD to renal 
impairment in this population is difficult to ascertain. One of 45 subjects 
experienced an on-treatment hepatic flare during the 48 week trial. 
Clinical Trials in Pediatric Subjects 12 Years of Age and Older with Chronic Hepatitis 
B: Assessment of adverse reactions is based on one randomized study (0115) in 
106 pediatric subjects (12 to less than 18 years of age) infected with chronic 
hepatitis B receiving treatment with VIREAD (N = 52) or placebo (N = 54) for 72 
weeks. The adverse reactions observed in pediatric subjects who received 
treatment with VIREAD were consistent with those observed in clinical trials of 
VIREAD in adults. In this study, both the VIREAD and placebo treatment arms 
experienced an overall increase in mean lumbar spine BMD over 72 weeks, as 
expected for an adolescent population. The BMD gains from baseline to Week 72 
in lumbar spine and total body BMD in VIREAD-treated subjects (+5% and +3%, 
respectively) were less than the BMD gains observed in placebo-treated subjects 
(+8% and +5%, respectively). Three subjects in the VIREAD group and two 
subjects in the placebo group had significant (greater than 4%) lumbar spine BMD 
loss at Week 72. At baseline, mean BMD Z-scores in subjects randomized to 
VIREAD were #0.43 for lumbar spine and #0.20 for total body, and mean BMD 
Z-scores in subjects randomized to placebo were #0.28 for lumbar spine and 
#0.26 for total body. In subjects receiving VIREAD for 72 weeks, the mean 
change in BMD Z-score was #0.05 for lumbar spine and #0.15 for total body 
compared to +0.07 and +0.06, respectively, in subjects receiving placebo. As 
observed in pediatric studies of HIV-infected patients, skeletal growth (height) 
appeared to be unaffected (See Warnings and Precautions).   
Postmarketing Experience: The following adverse reactions have been 
identified during postapproval use of VIREAD. Because postmarketing reactions 
are reported voluntarily from a population of uncertain size, it is not always 
possible to reliably estimate their frequency or establish a causal relationship to 
drug exposure: allergic reaction, including angioedema, lactic acidosis, 
hypokalemia, hypophosphatemia, dyspnea, pancreatitis, increased amylase, 
abdominal pain, hepatic steatosis, hepatitis, increased liver enzymes (most 
commonly AST, ALT gamma GT), rash, rhabdomyolysis, osteomalacia (manifested 
as bone pain and which may contribute to fractures), muscular weakness, 

myopathy, acute renal failure, renal failure, acute tubular necrosis, Fanconi 
syndrome, proximal renal tubulopathy, interstitial nephritis (including acute 
cases), nephrogenic diabetes insipidus, renal insufficiency, increased creatinine, 
proteinuria, polyuria, asthenia. The following adverse reactions listed above, may  
occur as a consequence of proximal renal tubulopathy: rhabdomyolysis, 
osteomalacia, hypokalemia, muscular weakness, myopathy, hypophosphatemia.  
DRUG INTERACTIONS: Didanosine: Coadministration of VIREAD and 
didanosine should be undertaken with caution and patients receiving this 
combination should be monitored closely for didanosine-associated adverse 
reactions. Didanosine should be discontinued in patients who develop didanosine-
associated adverse reactions. When administered with VIREAD, Cmax and AUC of 
didanosine increased significantly. The mechanism of this interaction is unknown. 
Higher didanosine concentrations could potentiate didanosine-associated 
adverse reactions, including pancreatitis and neuropathy. Suppression of CD4+ 
cell counts has been observed in patients receiving VIREAD with didanosine 400 
mg daily. In patients weighing >60 kg, the didanosine dose should be reduced to 
250 mg once daily when it is coadministered with VIREAD. In patients weighing 
<60 kg, the didanosine dose should be reduced to 200 mg once daily when it is 
coadministered with VIREAD. When coadministered, VIREAD and didanosine EC 
may be taken under fasted conditions or with a light meal (<400 kcal, 20% fat). 
For additional information on coadministration of VIREAD and didanosine, please 
refer to the full Prescribing Information for didanosine. HIV-1 Protease 
Inhibitors: VIREAD decreases the AUC and Cmin of atazanavir. Viread should not 
be coadministered with atazanavir without ritonavir. Lopinavir/ritonavir, atazanavir 
coadministered with ritonavir, and darunavir coadministered with ritonavir have 
been shown to increase tenofovir concentrations. Tenofovir disoproxil fumarate  
is a substrate of P-glycoprotein (Pgp) and breast cancer resistance protein 
(BCRP) transporters. When tenofovir disoproxil fumarate is coadministered with 
an inhibitor of these transporters, an increase in absorption may be observed. 
Patients receiving VIREAD concomitantly with lopinavir/ritonavir, ritonavir-boosted 
atazanavir, or ritonavir-boosted darunavir should be monitored for VIREAD-
associated adverse reactions. VIREAD should be discontinued in patients who 
develop VIREAD-associated adverse reactions. Drugs Affecting Renal 
Function: Since tenofovir is primarily eliminated by the kidneys, coadministration 
of VIREAD with drugs that reduce renal function or compete for active tubular 
secretion may increase serum concentrations of tenofovir and/or increase the 
concentrations of other renally eliminated drugs. Some examples include, but are 
not limited to cidofovir, acyclovir, valacyclovir, ganciclovir, valganciclovir, 
aminoglycosides (e.g., gentamicin), and high-dose or multiple NSAIDs (See 
Warnings and Precautions). In the treatment of chronic hepatitis B, VIREAD should 
not be administered in combination with adefovir dipivoxil. 
USE IN SPECIFIC POPULATIONS: Pregnancy: Pregnancy Category B: There 
are no adequate and well-controlled studies in pregnant women. Because animal 
reproduction studies are not always predictive of human response, VIREAD 
should be used during pregnancy only if clearly needed. Antiretroviral Pregnancy 
Registry: To monitor fetal outcomes of pregnant women exposed to VIREAD, an 
Antiretroviral Pregnancy Registry has been established. Healthcare providers are 
encouraged to register patients by calling 1-800-258-4263. Animal Data: 
Reproduction studies have been performed in rats and rabbits at doses up to 14 
and 19 times the human dose based on body surface area comparisons and 
revealed no evidence of impaired fertility or harm to the fetus due to tenofovir. 
Nursing Mothers: The Centers for Disease Control and Prevention 
recommend that HIV-1-infected mothers not breastfeed their infants to 
avoid risking postnatal transmission of HIV-1. Samples of breast milk 
obtained from five HIV-1 infected mothers in the first post-partum week show that 
tenofovir is secreted in human milk. The impact of this exposure in breastfed 
infants is unknown.  Because of both the potential for HIV-1 transmission and the 
potential for serious adverse reactions in nursing infants, mothers should be 
instructed not to breastfeed if they are receiving VIREAD. Geriatric Use: 
Clinical studies of VIREAD did not include sufficient numbers of subjects aged 65 
and over to determine whether they respond differently from younger subjects. In 
general, dose selection for the elderly patient should be cautious, keeping in mind 
the greater frequency of decreased hepatic, renal, or cardiac function, and of 
concomitant disease or other drug therapy. Patients with Impaired Renal 
Function: It is recommended that the dosing interval for VIREAD be modified in 
patients with estimated creatinine clearance <50 mL/min or in patients with 
ESRD who require dialysis (See Dosage and Administration). 
For detailed information, please see full Prescribing Information. To 
learn more call 1-800-GILEAD-5 (1-800-445-3235) or visit www.
VIREAD.com. 

VIREAD® (tenofovir disoproxil fumarate) tablets
Brief summary of full Prescribing Information. Please see full 
Prescribing Information including Boxed WARNING. Rx only

WARNING: LACTIC ACIDOSIS/SEVERE HEPATOMEGALY 
WITH STEATOSIS and POST TREATMENT EXACERBATION 
OF HEPATITIS
•  Lactic acidosis and severe hepatomegaly with steatosis, 

including fatal cases, have been reported with the use of 
nucleoside analogs, including VIREAD, in combination with 
other antiretrovirals (See Warnings and Precautions)

•  Severe acute exacerbations of hepatitis have been reported in 
HBV-infected patients who have discontinued anti-hepatitis 
therapy, including VIREAD. Hepatic function should be monitored 
closely with both clinical and laboratory follow-up for at least 
several months in patients who discontinue anti-hepatitis B 
therapy, including VIREAD. If appropriate, resumption of anti-
hepatitis B therapy may be warranted (See Warnings and 
Precautions)

INDICATIONS AND USAGE: VIREAD is indicated for the treatment of chronic 
hepatitis B in adults and pediatric patients 12 years of age and older. 
The following points should be considered when initiating therapy with VIREAD for 
the treatment of HBV infection:
•  The indication in adults is based on safety and efficacy data from treatment of 

subjects who were nucleoside-treatment-naïve and subjects who were treatment-
experienced with documented resistance to lamivudine. Subjects were adults with 
HBeAg-positive and HBeAg-negative chronic hepatitis B with compensated liver 
disease (See Adverse Reactions) 

•  VIREAD was evaluated in a limited number of subjects with chronic hepatitis B 
and decompensated liver disease (See Adverse Reactions) 

•  The numbers of subjects in clinical trials who had adefovir resistance-associated 
substitutions at baseline were too small to reach conclusions of efficacy

DOSAGE AND ADMINISTRATION: For the treatment of chronic hepatitis B the 
recommended dose, in adults and pediatric patients !12 years of age (!35 kg), is  
one 300 mg tablet, once daily, taken orally, without regard to food. In the 
treatment of chronic hepatitis B, the optimal duration of treatment is unknown. 
Safety and efficacy in pediatric patients <12 years of age with chronic hepatitis B 
weighing <35 kg have not been established. Dose Adjustment for Renal 
Impairment in Adults: Significantly increased drug exposures occurred when 
VIREAD was administered to subjects with moderate to severe renal impairment. 
Therefore, the dosing interval of VIREAD tablets 300 mg should be adjusted in 
patients with baseline creatinine clearance <50 mL/min using the recommendations 
in Table 1. These dosing interval recommendations are based on modeling of 
single-dose pharmacokinetic data in non-HIV and non-HBV infected subjects with 
varying degrees of renal impairment, including end-stage renal disease (ESRD) 
requiring hemodialysis. The safety and effectiveness of these dosing interval 
adjustment recommendations have not been clinically evaluated in patients with 
moderate or severe renal impairment, therefore clinical response to treatment  
and renal function should be closely monitored in these patients (See Warnings 
and Precautions). No dose adjustment of VIREAD tablets 300 mg is necessary for 
patients with mild renal impairment (creatinine clearance 50–80 mL/min). 
Routine monitoring of calculated creatinine clearance, serum phosphorus, urine 
glucose and urine protein should be performed in patients with mild renal 
impairment (See Warnings and Precautions).
Dosage Adjustment for Adult Patients with Altered Creatinine Clearance

a. Calculated using ideal (lean) body weight. 
b.  Generally once weekly assuming three hemodialysis sessions a week of 

approximately 4 hours duration. VIREAD should be administered following 
completion of dialysis.

The pharmacokinetics of tenofovir have not been evaluated in non-hemodialysis 
patients with creatinine clearance <10 mL/min; therefore, no dosing 
recommendation is available for these patients. No data are available to make 
dose recommendations in pediatric patients with renal impairment.
CONTRAINDICATIONS: None.
WARNINGS AND PRECAUTIONS: Lactic Acidosis/Severe Hepatomegaly 
with Steatosis: Lactic acidosis and severe hepatomegaly with steatosis, 
including fatal cases, have been reported with the use of nucleoside analogs, 

including VIREAD, in combination with other antiretrovirals. A majority of these 
cases have been in women. Obesity and prolonged nucleoside exposure may be 
risk factors. Particular caution should be exercised when administering nucleoside 
analogs to any patient with known risk factors for liver disease; however, cases 
have also been reported in patients with no known risk factors. Treatment with 
VIREAD should be suspended in any patient who develops clinical or laboratory 
findings suggestive of lactic acidosis or pronounced hepatotoxicity (which may 
include hepatomegaly and steatosis even in the absence of marked transaminase 
elevations). Exacerbation of Hepatitis after Discontinuation of Treatment: 
Discontinuation of anti-HBV therapy, including VIREAD, may be associated with 
severe acute exacerbations of hepatitis. Patients infected with HBV who 
discontinue VIREAD should be closely monitored with both clinical and laboratory 
follow-up for at least several months after stopping treatment. If appropriate, 
resumption of anti-hepatitis B therapy may be warranted. New Onset or 
Worsening Renal Impairment: Tenofovir is principally eliminated by the kidney. 
Renal impairment, including cases of acute renal failure and Fanconi syndrome 
(renal tubular injury with severe hypophosphatemia), has been reported with the 
use of VIREAD (See Adverse Reactions). It is recommended that estimated 
creatinine clearance be assessed in all patients prior to initiating therapy and as 
clinically appropriate during therapy with VIREAD. In patients at risk of renal 
dysfunction, including patients who have previously experienced renal events 
while receiving adefovir dipivoxil, it is recommended that estimated creatinine 
clearance, serum phosphorus, urine glucose, and urine protein be assessed prior 
to initiation of VIREAD, and periodically during VIREAD therapy. Dosing interval 
adjustment of VIREAD and close monitoring of renal function are recommended 
in all patients with creatinine clearance <50 mL/min (See Dosage and 
Administration). No safety or efficacy data are available in patients with renal 
impairment who received VIREAD using these dosing guidelines, so the potential 
benefit of VIREAD therapy should be assessed against the potential risk of renal 
toxicity. VIREAD should be avoided with concurrent or recent use of a nephrotoxic 
agent (e.g., high-dose or multiple non-steroidal anti-inflammatory drugs 
(NSAIDs)) (See Drug Interactions). Cases of acute renal failure after initiation of 
high dose or multiple NSAIDs have been reported in HIV-infected patients with 
risk factors for renal dysfunction who appeared stable on tenofovir DF. Some 
patients required hospitalization and renal replacement therapy. Alternatives to 
NSAIDs should be considered, if needed, in patients at risk for renal dysfunction. 
Persistent or worsening bone pain, pain in extremities, fractures and/or muscular 
pain or weakness may be manifestations of proximal renal tubulopathy and should 
prompt an evaluation of renal function in at-risk patients. Coadministration 
with Other Products: VIREAD should not be used in combination with the fixed-
dose combination products ATRIPLA®, COMPLERA®, STRIBILD® or TRUVADA® 
since tenofovir disoproxil fumarate is a component of these products. VIREAD 
should not be administered in combination with adefovir dipivoxil (See Drug 
Interactions). Patients Coinfected with HIV-1 and HBV: Due to the risk of 
development of HIV-1 resistance, VIREAD should only be used in HIV-1 and HBV 
coinfected patients as part of an appropriate antiretroviral combination regimen. 
HIV-1 antibody testing should be offered to all HBV-infected patients before 
initiating therapy with VIREAD. It is also recommended that all patients with HIV-1 
be tested for the presence of chronic hepatitis B before initiating treatment with 
VIREAD.
Bone Effects
Bone Mineral Density: In clinical trials in HIV-1 infected adults, VIREAD was 
associated with slightly greater decreases in bone mineral density (BMD) and 
increases in biochemical markers of bone metabolism, suggesting increased 
bone turnover relative to comparators. Serum parathyroid hormone levels and 
1,25 Vitamin D levels were also higher in subjects receiving VIREAD (See Adverse 
Reactions). 
Clinical trials evaluating VIREAD in pediatric and adolescent subjects were 
conducted. Under normal circumstances, BMD increases rapidly in pediatric 
patients. In HIV-1 infected subjects aged 2 years to less than 18 years, bone 
effects were similar to those observed in adult subjects and suggest increased 
bone turnover. Total body BMD gain was less in the VIREAD-treated HIV-1 
infected pediatric subjects as compared to the control groups. Similar trends were 
observed in chronic hepatitis B infected adolescent subjects aged 12 years to less 
than 18 years. In all pediatric trials, skeletal growth (height) appeared to be 
unaffected (See Adverse Reactions). 
The effects of VIREAD-associated changes in BMD and biochemical markers on 
long-term bone health and future fracture risk are unknown. Assessment of BMD 
should be considered for adults and pediatric patients who have a history of 
pathologic bone fracture or other risk factors for osteoporosis or bone loss. 
Although the effect of supplementation with calcium and vitamin D was not 
studied, such supplementation may be beneficial for all patients. If bone 
abnormalities are suspected then appropriate consultation should be obtained. 
Mineralization Defects: Cases of osteomalacia associated with proximal renal 
tubulopathy, manifested as bone pain or pain in extremities and which may 
contribute to fractures, have been reported in association with the use of VIREAD 
(See Adverse Reactions). Arthralgias and muscle pain or weakness have also been 
reported in cases of proximal renal tubulopathy. Hypophosphatemia and 
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300 mg dosing 
interval

Every 24 
hours

Every 48 
hours

Every 72 to 
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Every 7 days or after a total  
of approximately 12 hours  
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Creatinine clearance (mL/min)a

Hemodialysis patients
!50 30-49 10-29
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For more information, visit www.viread.com/hcp

WARNINGS AND PRECAUTIONS
•  New onset or worsening renal impairment: Cases 

of acute renal failure and Fanconi syndrome have been 
reported with the use of VIREAD. In all patients, assess 
estimated creatinine clearance (CrCl) prior to initiating  
and during therapy. In patients at risk for renal dysfunction, 
including those who previously experienced renal events 
while receiving adefovir dipivoxil, additionally monitor 
serum phosphorus, urine glucose, and urine protein. In 
patients with CrCl <50 mL/min, adjust dosing interval 
and closely monitor renal function. Avoid concurrent 
or recent use with a nephrotoxic agent. Cases of acute  
renal failure, some requiring hospitalization and renal 
replacement therapy, have been reported after initiation of 
high dose or multiple NSAIDs in HIV-infected patients with 
risk factors for renal dysfunction; consider alternatives 
to NSAIDs in these patients. Persistent or worsening 
bone pain, pain in extremities, fractures and/or muscular 
pain or weakness may be manifestations of proximal 
renal tubulopathy and should prompt an evaluation of 
renal!function

•  Coadministration with other products:
–  Do not use in combination with other products 

containing tenofovir disoproxil fumarate
–  Do not administer in combination with adefovir dipivoxil

•  Patients coinfected with HIV-1 and HBV: Due to the 
risk of development of HIV-1 resistance, VIREAD should 
only be used in HIV-1 and HBV coinfected patients as part 
of an appropriate antiretroviral combination regimen. 
HIV-1 antibody testing should be offered to all HBV-
infected patients before initiating therapy with VIREAD

•  Bone effects: Decreases in bone mineral density (BMD) 
and mineralization defects, including osteomalacia, have 
been seen in patients treated with VIREAD. Consider 

assessment of BMD in adult and pediatric patients who 
have a history of pathologic bone fracture or other risk 
factors for bone loss. In a clinical trial conducted in 
pediatric subjects 12 to <18 years of age with chronic 
hepatitis B, total body BMD gain was less in VIREAD-
treated subjects as compared to the control group. In 
patients at risk of renal dysfunction who present with 
persistent or worsening bone or muscle symptoms, 
hypophosphatemia and osteomalacia secondary to 
proximal renal tubulopathy should be considered

ADVERSE REACTIONS
•   In HBV-infected subjects with compensated liver 

disease: Most common adverse reaction (all grades) 
was nausea (9%). Other treatment-emergent adverse 
reactions reported in >5% of patients treated with VIREAD  
included: abdominal pain, diarrhea, headache, dizziness, 
fatigue, nasopharyngitis, back pain, and skin rash

•  In HBV-infected subjects with decompensated liver 
disease: Most common adverse reactions (all grades) 
reported in !10% of patients treated with VIREAD were 
abdominal pain (22%), nausea (20%), insomnia (18%), 
pruritus (16%), vomiting (13%), dizziness (13%), and 
pyrexia (11%)

DRUG INTERACTIONS
•  Didanosine: Coadministration increases didanosine 

concentrations. Use with caution and monitor for evidence 
of didanosine toxicity (e.g., pancreatitis, neuropathy). 
Didanosine should be discontinued in patients who 
develop didanosine-associated adverse reactions. In 
patients weighing >60 kg, the didanosine dose should be 
reduced to 250 mg once daily when it is coadministered 
with VIREAD and in patients weighing <60kg, the 
didanosine dose should be reduced to 200 mg once daily 
when coadministered with VIREAD

IMPORTANT SAFETY INFORMATION (cont’d) IMPORTANT SAFETY INFORMATION (cont’d)

DETECTED AT YEAR 1 THROUGH YEAR 8...AT 8 YEARS: NO RESISTANCE WAS
Annual evaluation of resistance was a prespecified secondary endpoint  
for Studies 102 and 103 in HBeAg- and HBeAg+ chronic hepatitis B 
patients3; no evidence of resistance was found. Cumulative VIREAD 
genotypic resistance was evaluated annually for up to 384 weeks in 
Studies!102, 103, 106, 108, and 121.2,4,5

•  In the nucleotide-naïve population from Studies 102 and 103, HBeAg+ subjects 
had a higher baseline viral load than HBeAg– subjects and a significantly higher 
proportion of the subjects remained viremic at their last time point on VIREAD 
monotherapy (15% vs 5%, respectively)2

•  HBV isolates from these subjects who remained viremic showed treatment- 
emergent substitutions; however, no specific substitutions occurred at a 
sufficient frequency to be associated with resistance to VIREAD (genotypic and 
phenotypic analyses)2

Not an actual patient, but is representative of a real patient 
type. Models are used for illustrative purposes only.

N0 HBV RESISTANCE DEVELOPED
YEAR 1 through YEAR 8 
in clinical trials (Studies 102 and 103)2,3*
*Data for Years 2 through 8 are from the open-label phase.6

•  There was a 64% (412/641) retention rate at Year 8: 266/426 
patients given VIREAD—>VIREAD; 146/215 patients given adefovir 
dipivoxil—>VIREAD2,6

DRUG INTERACTIONS (cont’d)
•  HIV-1 protease inhibitors: Coadministration decreases 

atazanavir concentrations and increases tenofovir 
concentrations; use atazanavir given with ritonavir. 
Coadministration of VIREAD with atazanavir and ritonavir,  
darunavir and ritonavir, or lopinavir/ritonavir increases 
tenofovir concentrations. Monitor for evidence of tenofovir  
toxicity

•  Drugs affecting renal function: Coadministration of 
VIREAD with drugs that reduce renal function or compete 
for active tubular secretion may increase concentrations 
of tenofovir

DOSAGE AND ADMINISTRATION
•  Recommended dose, in adults and pediatric patients 
!12 years of age (!35 kg), for the treatment of chronic 
hepatitis B: one 300 mg tablet, once daily, taken orally, 
without regard to food

•  In the treatment of chronic hepatitis B, the optimal 
duration of treatment is unknown

•  Safety and efficacy in pediatric patients <12 years of 
age or weighing <35kg with chronic hepatitis B have not 
been established

•  The dosing interval of VIREAD should be adjusted (using 
recommendations in the table below) and renal function 
closely monitored in patients with baseline creatinine 
clearance <50 mL/min

DOSAGE ADJUSTMENT FOR PATIENTS WITH 
ALTERED CREATININE CLEARANCE

aCalculated using ideal (lean) body weight. 
b Generally once weekly assuming three hemodialysis sessions a week of 
approximately 4 hours duration. VIREAD should be administered following 
completion of dialysis.

aCalculated using ideal (lean) body weight. 
b Generally once weekly assuming three hemodialysis sessions a week of 
approximately 4 hours duration. VIREAD should be administered following 
completion of dialysis.

•  The pharmacokinetics of tenofovir have not been  
evaluated in non-hemodialysis patients with 
creatinine clearance <10 mL/min; therefore, no dosing 
recommendation is available for these patients

•  No dose adjustment is necessary for patients with mild 
renal impairment (creatinine clearance 50-80 mL/min). 
Routine monitoring of estimated creatinine clearance, 
serum phosphorus, urine glucose, and urine protein 
should be performed in these patients

•  No data are available to make dose recommendations in 
pediatric patients with renal impairment

Please see Brief Summary of full Prescribing Information 
including BOXED WARNING on the following pages.

References:  1.  Data  on  file, Gilead Sciences, Inc. Healthcare Analytics. 2. VIREAD [package insert]. Foster City, CA: Gilead Sciences, Inc.;  
May 2015. 3. Marcellin P, Heathcote EJ, Buti M, et al. Tenofovir disoproxil fumarate versus adefovir dipivoxil for chronic hepatitis 
B. N Engl J Med. 2008;359(23):2442-2455. 4. Data on file, Gilead Sciences, Inc. Study 102 CSR. 5. Data on file, Gilead Sciences, Inc. 
Study 103 CSR. 6. Marcellin P, Gane EJ, Flisiak R, et al. Long term treatment with tenofovir disoproxil fumarate for chronic hepatitis B 
infection is safe and well tolerated and associated with durable virologic response with no detectable resistance: 8 year results from 
two phase 3 trials [AASLD abstract 229]. Hepatology. 2014;60(4)(suppl):313A-314A. 
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Brief Summary (Cont’d) 
osteomalacia secondary to proximal renal tubulopathy should be considered in 
patients at risk of renal dysfunction who present with persistent or worsening 
bone or muscle symptoms while receiving products containing tenofovir DF (See 
Warnings and Precautions).
ADVERSE REACTIONS: Clinical Trials in Adult Subjects with Chronic 
Hepatitis B and Compensated Liver Disease: Treatment-Emergent Adverse 
Reactions: In controlled clinical trials in subjects with chronic hepatitis B (0102 
and 0103), more subjects treated with VIREAD during the 48-week double-blind 
period experienced nausea: 9% with VIREAD versus 2% with adefovir dipivoxil. 
Other treatment-emergent adverse reactions reported in >5% of subjects treated 
with VIREAD included: abdominal pain, diarrhea, headache, dizziness, fatigue, 
nasopharyngitis, back pain, and skin rash. No significant change in the tolerability 
profile was observed with continued treatment with VIREAD for up to 384 weeks.
Laboratory Abnormalities: in Studies 0102 and 0103 (0–48 Weeks) laboratory 
abnormalities (Grades 3–4) reported in !1% of subjects treated with Viread 
(n=426) and adefovir dipivoxil (n=215), respectively, were: any !Grade 3 
laboratory abnormality (19%, 13%); creatine kinase (M: >990 U/L; F: >845 U/L) 
(2%, 3%); serum amylase (>175 U/L) (4%, 1%); glycosuria (!3+) (3%, <1%); 
AST (M: >180 U/L; F: >170 U/L) (4%, 4%); and ALT (M: >215 U/L; F: >170 U/L) 
(10%, 6%). Laboratory abnormalities (Grades 3–4) were similar in subjects 
continuing VIREAD treatment for up to 384 weeks in these trials. 
The overall incidence of on-treatment ALT flares (defined as serum ALT >2 " 
baseline and >10 " ULN, with or without associated symptoms) was similar 
between VIREAD (2.6%) and adefovir dipivoxil (2%). ALT flares generally occurred 
within the first 4-8 weeks of treatment and were accompanied by decreases in 
HBV DNA levels. No subject had evidence of decompensation. ALT flares typically 
resolved within 4-8 weeks without changes in study medication. The adverse 
reactions observed in subjects with chronic hepatitis B and lamivudine resistance 
who received treatment with VIREAD were consistent with those observed in 
other hepatitis B clinical trials in adults. Clinical Trial in Adult Subjects with Chronic 
Hepatitis B and Decompensated Liver Disease: In a small randomized, double-
blind, active-controlled trial (0108), subjects with CHB and decompensated liver 
disease received treatment with VIREAD or other antiviral drugs for up to 48 
weeks. Among the 45 subjects receiving VIREAD, the most frequently reported 
treatment-emergent adverse reactions of any severity were abdominal pain 
(22%), nausea (20%), insomnia (18%), pruritus (16%), vomiting (13%), dizziness 
(13%), and pyrexia (11%). Two of 45 (4%) subjects died through Week 48 of the 
trial due to progression of liver disease. Three of 45 (7%) subjects discontinued 
treatment due to an adverse event. Four of 45 (9%) subjects experienced a 
confirmed increase in serum creatinine of 0.5 mg/dL (1 subject also had a 
confirmed serum phosphorus <2 mg/dL through Week 48). Three of these 
subjects (each of whom had a Child-Pugh score !10 and MELD score !14 at 
entry) developed renal failure. Because both VIREAD and decompensated liver 
disease may have an impact on renal function, the contribution of VIREAD to renal 
impairment in this population is difficult to ascertain. One of 45 subjects 
experienced an on-treatment hepatic flare during the 48 week trial. 
Clinical Trials in Pediatric Subjects 12 Years of Age and Older with Chronic Hepatitis 
B: Assessment of adverse reactions is based on one randomized study (0115) in 
106 pediatric subjects (12 to less than 18 years of age) infected with chronic 
hepatitis B receiving treatment with VIREAD (N = 52) or placebo (N = 54) for 72 
weeks. The adverse reactions observed in pediatric subjects who received 
treatment with VIREAD were consistent with those observed in clinical trials of 
VIREAD in adults. In this study, both the VIREAD and placebo treatment arms 
experienced an overall increase in mean lumbar spine BMD over 72 weeks, as 
expected for an adolescent population. The BMD gains from baseline to Week 72 
in lumbar spine and total body BMD in VIREAD-treated subjects (+5% and +3%, 
respectively) were less than the BMD gains observed in placebo-treated subjects 
(+8% and +5%, respectively). Three subjects in the VIREAD group and two 
subjects in the placebo group had significant (greater than 4%) lumbar spine BMD 
loss at Week 72. At baseline, mean BMD Z-scores in subjects randomized to 
VIREAD were #0.43 for lumbar spine and #0.20 for total body, and mean BMD 
Z-scores in subjects randomized to placebo were #0.28 for lumbar spine and 
#0.26 for total body. In subjects receiving VIREAD for 72 weeks, the mean 
change in BMD Z-score was #0.05 for lumbar spine and #0.15 for total body 
compared to +0.07 and +0.06, respectively, in subjects receiving placebo. As 
observed in pediatric studies of HIV-infected patients, skeletal growth (height) 
appeared to be unaffected (See Warnings and Precautions).   
Postmarketing Experience: The following adverse reactions have been 
identified during postapproval use of VIREAD. Because postmarketing reactions 
are reported voluntarily from a population of uncertain size, it is not always 
possible to reliably estimate their frequency or establish a causal relationship to 
drug exposure: allergic reaction, including angioedema, lactic acidosis, 
hypokalemia, hypophosphatemia, dyspnea, pancreatitis, increased amylase, 
abdominal pain, hepatic steatosis, hepatitis, increased liver enzymes (most 
commonly AST, ALT gamma GT), rash, rhabdomyolysis, osteomalacia (manifested 
as bone pain and which may contribute to fractures), muscular weakness, 

myopathy, acute renal failure, renal failure, acute tubular necrosis, Fanconi 
syndrome, proximal renal tubulopathy, interstitial nephritis (including acute 
cases), nephrogenic diabetes insipidus, renal insufficiency, increased creatinine, 
proteinuria, polyuria, asthenia. The following adverse reactions listed above, may  
occur as a consequence of proximal renal tubulopathy: rhabdomyolysis, 
osteomalacia, hypokalemia, muscular weakness, myopathy, hypophosphatemia.  
DRUG INTERACTIONS: Didanosine: Coadministration of VIREAD and 
didanosine should be undertaken with caution and patients receiving this 
combination should be monitored closely for didanosine-associated adverse 
reactions. Didanosine should be discontinued in patients who develop didanosine-
associated adverse reactions. When administered with VIREAD, Cmax and AUC of 
didanosine increased significantly. The mechanism of this interaction is unknown. 
Higher didanosine concentrations could potentiate didanosine-associated 
adverse reactions, including pancreatitis and neuropathy. Suppression of CD4+ 
cell counts has been observed in patients receiving VIREAD with didanosine 400 
mg daily. In patients weighing >60 kg, the didanosine dose should be reduced to 
250 mg once daily when it is coadministered with VIREAD. In patients weighing 
<60 kg, the didanosine dose should be reduced to 200 mg once daily when it is 
coadministered with VIREAD. When coadministered, VIREAD and didanosine EC 
may be taken under fasted conditions or with a light meal (<400 kcal, 20% fat). 
For additional information on coadministration of VIREAD and didanosine, please 
refer to the full Prescribing Information for didanosine. HIV-1 Protease 
Inhibitors: VIREAD decreases the AUC and Cmin of atazanavir. Viread should not 
be coadministered with atazanavir without ritonavir. Lopinavir/ritonavir, atazanavir 
coadministered with ritonavir, and darunavir coadministered with ritonavir have 
been shown to increase tenofovir concentrations. Tenofovir disoproxil fumarate  
is a substrate of P-glycoprotein (Pgp) and breast cancer resistance protein 
(BCRP) transporters. When tenofovir disoproxil fumarate is coadministered with 
an inhibitor of these transporters, an increase in absorption may be observed. 
Patients receiving VIREAD concomitantly with lopinavir/ritonavir, ritonavir-boosted 
atazanavir, or ritonavir-boosted darunavir should be monitored for VIREAD-
associated adverse reactions. VIREAD should be discontinued in patients who 
develop VIREAD-associated adverse reactions. Drugs Affecting Renal 
Function: Since tenofovir is primarily eliminated by the kidneys, coadministration 
of VIREAD with drugs that reduce renal function or compete for active tubular 
secretion may increase serum concentrations of tenofovir and/or increase the 
concentrations of other renally eliminated drugs. Some examples include, but are 
not limited to cidofovir, acyclovir, valacyclovir, ganciclovir, valganciclovir, 
aminoglycosides (e.g., gentamicin), and high-dose or multiple NSAIDs (See 
Warnings and Precautions). In the treatment of chronic hepatitis B, VIREAD should 
not be administered in combination with adefovir dipivoxil. 
USE IN SPECIFIC POPULATIONS: Pregnancy: Pregnancy Category B: There 
are no adequate and well-controlled studies in pregnant women. Because animal 
reproduction studies are not always predictive of human response, VIREAD 
should be used during pregnancy only if clearly needed. Antiretroviral Pregnancy 
Registry: To monitor fetal outcomes of pregnant women exposed to VIREAD, an 
Antiretroviral Pregnancy Registry has been established. Healthcare providers are 
encouraged to register patients by calling 1-800-258-4263. Animal Data: 
Reproduction studies have been performed in rats and rabbits at doses up to 14 
and 19 times the human dose based on body surface area comparisons and 
revealed no evidence of impaired fertility or harm to the fetus due to tenofovir. 
Nursing Mothers: The Centers for Disease Control and Prevention 
recommend that HIV-1-infected mothers not breastfeed their infants to 
avoid risking postnatal transmission of HIV-1. Samples of breast milk 
obtained from five HIV-1 infected mothers in the first post-partum week show that 
tenofovir is secreted in human milk. The impact of this exposure in breastfed 
infants is unknown.  Because of both the potential for HIV-1 transmission and the 
potential for serious adverse reactions in nursing infants, mothers should be 
instructed not to breastfeed if they are receiving VIREAD. Geriatric Use: 
Clinical studies of VIREAD did not include sufficient numbers of subjects aged 65 
and over to determine whether they respond differently from younger subjects. In 
general, dose selection for the elderly patient should be cautious, keeping in mind 
the greater frequency of decreased hepatic, renal, or cardiac function, and of 
concomitant disease or other drug therapy. Patients with Impaired Renal 
Function: It is recommended that the dosing interval for VIREAD be modified in 
patients with estimated creatinine clearance <50 mL/min or in patients with 
ESRD who require dialysis (See Dosage and Administration). 
For detailed information, please see full Prescribing Information. To 
learn more call 1-800-GILEAD-5 (1-800-445-3235) or visit www.
VIREAD.com. 

COMPLERA, EMTRIVA, GSI, HEPSERA, STRIBILD, TRUVADA, and VIREAD 
are trademarks or registered trademarks of Gilead Sciences, Inc., or its related 
companies. ATRIPLA is a registered trademark of Bristol-Myers Squibb & Gilead 
Sciences, LLC. All other trademarks referenced herein are the property of their 
respective owners.
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*+,&������±�*OREDO�+HDOWK�	�,QQRYDWLRQ�&RQIHUHQFH
$SULO�������������_�9LUWXDO�&RQIHUHQFH
:HEVLWH��:HEVLWH��KWWSV���JKLF�XQLWHIRUVLJKW�RUJ���
Contact:ufs@uniteforsight.org 

7KH� *OREDO� +HDOWK� 	� ,QQRYDWLRQ� &RQIHUHQFH� �*+,&�� LV� WKH� ZRUOG¶V� OHDGLQJ� DQG� ODUJHVW� JOREDO� KHDOWK�
FRQIHUHQFH�DQG�WKH�ODUJHVW�VRFLDO�HQWUHSUHQHXUVKLS�FRQIHUHQFH��ZLWK�QHDUO\�������SURIHVVLRQDOV�DQG�VWXGHQWV�
IURP� DOO� ��� VWDWHV� DQG�PRUH� WKDQ� ��� FRXQWULHV��7KLV�PXVW�DWWHQG�� WKRXJKW�OHDGLQJ� FRQIHUHQFH� FRQYHQHV�
OHDGHUV��FKDQJH�PDNHUV��DQG�SDUWLFLSDQWV�IURP�DOO�VHFWRUV�RI�JOREDO�KHDOWK��LQWHUQDWLRQDO�GHYHORSPHQW��DQG�
social entrepreneurship.

6RFLHW\�IRU�+HDOWKFDUH�(SLGHPLRORJ\�RI�$PHULFD��6+($��6SULQJ
$SULO�������������_�&RORUDGR�6SULQJV��&RORUDGR��86$
:HEVLWH��KWWSV���VKHDVSULQJ�RUJ��
Contact: info@shea-online.org  

7KH� 6+($� ����� 3URJUDP� &RPPLWWHH� FRPELQHV� GHFDGHV� RI� H[SHULHQFH� DQG� H[SHUWLVH� IURP� DFURVV�
WKH� 6+($� PHPEHUVKLS� DQG� HQJDJHV� EURDG� VXEMHFW� PDWWHU� H[SHUWLVH� LQ� KHDOWKFDUH� DQG� HSLGHPLRORJ\��
DQWLELRWLF�VWHZDUGVKLS��ORQJ�WHUP�FDUH��UHVHDUFK�PHWKRGV��FOLQLFDO�PLFURELRORJ\��SDWLHQW�VDIHW\�DQG�TXDOLW\��
LPSOHPHQWDWLRQ�VFLHQFH��DQG�&29,'�����,W�DOVR�SURYLGHV�D�ZLGH�UDQJH�RI�RSSRUWXQLWLHV�IRU�QHWZRUNLQJ�DQG�
FRPPXQLFDWLRQ�ZLWK�SHHUV�DQG�H[SHUWV�LQ�WKH�¿HOG�
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��WK�$QQXDO�-�3��0RUJDQ�+HDOWKFDUH�&RQIHUHQFH
-DQXDU\�������������_�6DQ�)UDQFLVFR��&DOLIRUQLD��86$
:HEVLWH��KWWSV���ZZZ�MSPRUJDQ�FRP�JOREDO�KHDOWKFDUH�FRQIHUHQFH�
7KH� DQQXDO� -�3�� 0RUJDQ� +HDOWKFDUH� &RQIHUHQFH� LV� WKH� ODUJHVW� DQG� PRVW� LQIRUPDWLYH� KHDOWKFDUH�
LQYHVWPHQW� V\PSRVLXP� LQ� WKH� LQGXVWU\�� EULQJLQJ� WRJHWKHU� LQGXVWU\� OHDGHUV�� HPHUJLQJ� IDVW�JURZWK�
FRPSDQLHV��LQQRYDWLYH�WHFKQRORJ\�FUHDWRUV��DQG�PHPEHUV�RI�WKH�LQYHVWPHQW�FRPPXQLW\��7KH�KXQGUHGV�
RI�FRPSDQLHV�SUHVHQWLQJ�UXQ�WKH�JDPXW��IURP�VWDUW�XSV�WR�WKRVH�ZLWK�PRUH�WKDQ������ELOOLRQ�LQ�PDUNHW�
FDS��DQG�HQFRPSDVV�WKH�HQWLUH�JOREDO�KHDOWKFDUH�ODQGVFDSH��LQFOXGLQJ�SKDUPDFHXWLFDO�¿UPV��KHDOWKFDUH�
VHUYLFH�SURYLGHUV��SUR¿W�DQG�QRQ�IRU�SUR¿WV��DQG�PHGLFDO�GHYLFH�FRPSDQLHV�

North America

%LRWHFK�6KRZFDVH��7KH�,QYHVWRU�&RQIHUHQFH�IRU�,QQRYDWRUV
-DQXDU\�������������_�6DQ�)UDQFLVFR��&DOLIRUQLD��86$
:HEVLWH��KWWSV���LQIRUPDFRQQHFW�FRP�ELRWHFK�VKRZFDVH��
&RQWDFW��(%'FXVWRPHUVHUYLFH#HEGJURXS�FRP����
%LRWHFK� 6KRZFDVH� LV� WKH� ��WK� DQQXDO� LQWHUQDWLRQDO� SDUWQHULQJ� FRQIHUHQFH�� ,W� LV� DQ� LQYHVWRU� DQG�
QHWZRUNLQJ�FRQIHUHQFH�GHYRWHG�WR�SURYLGLQJ�SULYDWH�DQG�PLFUR�PLG�FDS�ELRWHFKQRORJ\�FRPSDQLHV�DQ�
RSSRUWXQLW\�WR�SUHVHQW�DQG�PHHW�ZLWK�LQYHVWRUV�DQG�ELRSKDUPDFHXWLFDO�H[HFXWLYHV���$WWHQGHHV�FDQ�OHDUQ�
DERXW�WKH�IXQGLQJ�DQG�SDUWQHUVKLS�RSSRUWXQLWLHV�LQ�WKHVH�UDSLGO\�HYROYLQJ�VSDFHV�WKURXJK�WKH�SURJUDP�
sessions and company presentations. 

,QWHUQDWLRQDO�0HHWLQJ�RQ�6WLPXODWLRQ�LQ�+HDOWKFDUH��,06+������
-DQXDU\�������������_�/RV�$QJHOHV��&DOLIRUQLD��86$
:HEVLWH��KWWSV���LPVK�����RUJ�
Contact: admin@ssih.org  
7KH�,QWHUQDWLRQDO�0HHWLQJ�RQ�6LPXODWLRQ�LQ�+HDOWKFDUH��,06+��LV�D�VFLHQWL¿F�FRQIHUHQFH�WKDW�H[SORUHV�
WKH�ODWHVW�LQQRYDWLRQV�DQG�EHVW�SUDFWLFHV�LQ�KHDOWKFDUH�VLPXODWLRQ��,06+�SURYHV�WKH�WRROV�DQG�UHVRXUFHV�
healthcare professionals need to advance the skills, impact change in delivery systems and practice, 
and, ultimately, to improve patient safety. 

%,2�&(2�	�,QYHVWRU�&RQIHUHQFH�
)HEUXDU\�������������_�1HZ�<RUN��1HZ�<RUN��86$
:HEVLWH��KWWSV���ZZZ�ELR�RUJ�HYHQWV�ELR�FHR�LQYHVWRU�FRQIHUHQFH�
&RQWDFW��LQIR#ELR�RUJ��
7KH�%,2�	�&(2�,QYHVWRU�&RQIHUHQFH�LV�RQH�RI�WKH�ODUJHVW�LQYHVWRU�FRQIHUHQFHV�IRFXVHG�RQ�HVWDEOLVKHG�
DQG� HPHUJLQJ� SXEOLFO\� WUDGHG� DQG� VHOHFW� SULYDWH� ELRWHFK� FRPSDQLHV�� ZKHUH� LQVWLWXWLRQDO� LQYHVWRUV��
LQGXVWU\� DQDO\VWV�� DQG� VHQLRU� ELRWHFKQRORJ\� H[HFXWLYHV� KDYH� WKH� RSSRUWXQLW\� WR� VKDSH� WKH� IXWXUH�
LQYHVWPHQW�ODQGVFDSH�RI�WKH�ELRWHFKQRORJ\�LQGXVWU\�
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��WK�(PLUDWHV�2WRUKLQRODU\QJRORJ\�$XGLRORJ\�DQG�&RPPXQLFDWLRQ�'LVRUGHUV�
Congress 
-DQXDU\�������������_�'XEDL��8QLWHG�$UDE�(PLUDWHV����
:HEVLWH��KWWSV���ZZZ�HPLUDWHVUKLQRORJ\DQGRWRORJ\�DH��
Contact: eroc@mci-group.com  
7KH� ��WK� (PLUDWHV� 2WRUKLQRODU\QJRORJ\� $XGLRORJ\� DQG� &RPPXQLFDWLRQ� 'LVRUGHUV� &RQJUHVV� SUHVHQW� DQ�
international congress covering all aspects of otorhinolaryngology, audiology, and communication disorders. 
7KH�FRQIHUHQFH�ZLOO�EULQJ�LQVSLUHG�SHRSOH�WRJHWKHU�DQG�ZLOO�UHPDLQ�RQ�WKH�FXWWLQJ�HGJH�ZLWK�UHOHYDQFH�WR�JOREDO�
GLVFXVVLRQV�WKDW�DGGUHVV�WKH�FXUUHQW�LVVXHV�RI�25/�+HDG�DQG�1HFN�6XUJHU\�

&3K,�-DSDQ������
$SULO�������������_�7RN\R��-DSDQ�
:HEVLWH��KWWSV���ZZZ�FSKL�FRP�MDSDQ�HQ�KRPH�KWPO
&RQWDFW��KWWSV���ZZZ�FSKL�FRP�MDSDQ�HQ�DERXW�FRQWDFW�XV�KWPO
&3K,�-DSDQ��WRJHWKHU�ZLWK�FR�ORFDWHG�HYHQWV�,&6(��3�0(&��)')��ELR/,9(��,QQR3DFN��DQG�1DWXUDO�([WUDFWV��
KRVWV�PRUH�WKDQ��������YLVLWLQJ�SKDUPD�SURIHVVLRQDOV�IURP�PRUH�WKDQ����FRXQWULHV��,W�ZLOO�EH�D�JUHDW�RSSRUWXQLW\�
WR�HVWDEOLVK�QHZ�EXVLQHVV�UHODWLRQVKLSV��PHHW�ZLWK�JOREDO�SDUWQHUV�DQG�VWD\�XSGDWHG�RQ�WKH�ODWHVW�LQGXVWU\�WUHQGV��
7KH�H[KLELWLRQ�VKRZFDVHV�FRYHU�WKH�SKDUPDFHXWLFDO�PDQXIDFWXULQJ�DQG�LQJUHGLHQWV�VRXUFLQJ��RIIHULQJ�SURGXFWV�
and services that cover the entire supply chain.

$VLD�+HDOWKFDUH�$QDO\WLFV�6XPPLW�����
-DQXDU\�������������_�6LQJDSRUH��6LQJDSRUH�
:HEVLWH����KWWSV����QRYH[�FRP�DVLD�KHDOWKFDUH�DQDO\WLFV�VXPPLW������
&RQWDFW��LQIR#�QRYH[�FRP
$VLD�+HDOWKFDUH�$QDO\WLFV�6XPPLW������HQFRXUDJHV�GLVFXVVLRQV�DQG�QHWZRUNLQJ�ZLWK�KHDOWKFDUH�SHHUV�DFURVV�
6LQJDSRUH�DQG�RWKHU�$6($1�FRXQWLHV��$WWHQGHHV�ZLOO�JHW�LQVLJKWV�RQ�KRZ�WHFKQRORJLHV�FDQ�EH�XVHG�WR�LPSURYH�
data management and healthcare systems around the world in assisting delivery care, improving patients’ 
safety, and life sciences, etc.

7KH��WK�*OREDO�3XEOLF�+HDOWK�&RQIHUHQFH�������*/2%+($/������
)HEUXDU\�������������_�9LUWXDO�&RQIHUHQFH
:HEVLWH��KWWSV���KHDOWKFRQIHUHQFH�FR�
&RQWDFW��KWWSV���KHDOWKFRQIHUHQFH�FR�FRQWDFW�XV�
7KH� *OREDO� 3XEOLF� +HDOWK� &RQIHUHQFH� LV� WKH� �WK� DQQXDO� HYHQW� RUJDQL]HG� E\� 7KH� ,QWHUQDWLRQDO� ,QVWLWXWH� RI�
.QRZOHGJH� 0DQDJHPHQW� �7,,.0��� ,W� ZLOO� EULQJ� WRJHWKHU� PRUH� WKDQ� ���� SDUWLFLSDQWV� IURP� ��� GLIIHUHQW�
FRXQWULHV�����SURIHVVLRQDOV��KHDOWK�VSHFLDOLVWV��KHDOWKFDUH�SURYLGHUV��UHVHDUFKHUV��SROLF\PDNHUV��SKDUPDFHXWLFDO�
GHYHORSHUV��DQG�VFLHQWLVWV�WR�FROODERUDWH��LQQRYDWH��DQG�KHOS�WR�VKDSH�WKH�IXWXUH�RI�JOREDO�SXEOLF�KHDOWK�

Asia
,0&$6�:RUOG�&RQJUHVV�����
-DQXDU\�������������_�3DULV��)UDQFH
:HEVLWH��KWWS���LPFDV�����FRP�
&RQWDFW��LQIR#LPFDV�����FRP�

,0&$6��,QWHUQDWLRQDO�0DVWHU�&RXUVH�RQ�$JLQJ�6FLHQFH�������LV�WKH���UG�DQQXDO�ZRUOG�FRQJUHVV�LQ�3DULV�
DQG�RUJDQL]HG�E\� ,0&$6�6RFLHW\��7KH�SULPDU\�REMHFWLYH� LV� WR�EXLOG� D�EULGJH�EHWZHHQ�DHVWKHWLF�SODVWLF�
VXUJHU\�DQG�GHUPDWRORJ\��UHLQIRUFLQJ�NQRZOHGJH�LQ�HDFK�¿HOG�DV�ZHOO�DV�WKH�DUHDV�RI�VWXG\�LQ�WKH�MXQFWLRQ�RI�
WKH�WZR�¿HOGV��(DFK�HGLWLRQ�LV�GHGLFDWHG�WR�WKH�LQWHUGLVFLSOLQDU\�UHVHDUFK�RI�SODVWLF�VXUJHU\�DQG�GHUPDWRORJ\��
ZLWK�D�VFLHQWL¿F�SURJUDP�EXLOW�WR�EULQJ�WKH�KLJKHVW�TXDOLW\�RI�HGXFDWLRQ�WR�PRUH�WKDQ��������DWWHQGHHV��

��WK�,QWHUQDWLRQDO�&RQIHUHQFH�RQ�$O]KHLPHU¶V�DQG�3DUNLQVRQ¶V�'LVHDVHV�
0DUFK�������������_�%DUFHORQD��6SDLQ���
:HEVLWH��KWWSV���DGSG�NHQHV�FRP��
&RQWDFW��KWWSV���DGSG�NHQHV�FRP�FRQWDFW�XV�

7KH� ��WK� ,QWHUQDWLRQDO� &RQIHUHQFH� RQ�$O]KHLPHU¶V� DQG� 3DUNLQVRQ¶V� 'LVHDVHV� DQG� UHODWHG� QHXURORJLFDO�
GLVRUGHUV��$'�3'��������EXLOW�RQ�WKH�ZHOO�HDUQHG�UHSXWDWLRQ�RI�WKH�JURXQGEUHDNLQJ�VHULHV�RI�$O]KHLPHU¶V�
DQG�3DUNLQVRQ¶V�'LVHDVHV�&RQIHUHQFHV��DWWUDFWLQJ�LQWHUQDWLRQDO�PHGLFDO�DQG�VFLHQWL¿F�SURIHVVLRQDOV��

',$�(XURSH�����
0DUFK�������������_�%UXVVHOV��%HOJLXP
:HEVLWH��KWWSV���ZZZ�GLDJOREDO�RUJ�)ODJVKLS�',$�(XURSH�������
&RQWDFW��DPHULFDV#GLDJOREDO�RUJ�

',$�(XURSH�LV�WKH�ODUJHVW�HYHQW�LQ�WKH�OLIH�VFLHQFH�LQGXVWU\�DQG�WKH�PRVW�IRUZDUG�ORRNLQJ�QHXWUDO�KHDOWKFDUH�
FRQIHUHQFH�LQ�(XURSH��,W�HQFRXUDJHV�RSHQ�FROODERUDWLRQ�E\�EULQJLQJ�WRJHWKHU�UHSUHVHQWDWLYHV�IURP�WKH�HQWLUH�
spectrum of the life science landscape and facilitating crucial multidisciplinary discussions across several 
WUDFNV��VXFK�DV�&OLQLFDO�'HYHORSPHQW��5HJXODWRU\�6WUDWHJ\��3KDUPDFRYLJLODQFH�DQG�'UXJ�6DIHW\��9DOXH�DQG�
$FFHVV��DQG�+HDOWK�3ROLF\��

%,2�(XURSH�6SULQJ�
0DUFK�������������_�%DVHO��6ZLW]HUODQG�
:HEVLWH��KWWSV���LQIRUPDFRQQHFW�FRP�ELRHXURSH�VSULQJ��
&RQWDFW��(%'FXVWRPHUVHUYLFH#HEGJURXS�FRP��

7KH� WKHPH� RI� %,2�(XURSH� 6SULQJ� LV� ³5HFRQQHFWLQJ� DQG� )DFLOLWDWLQJ� *OREDO� 3DUWQHUVKLSV´� DQG� EULQJV�
WRJHWKHU�WKH�OLIH�VFLHQFH�FRPPXQLW\�IRU�JOREDO�GHDOPDNLQJ��,W�LV�DOVR�H[SHFWHG�WR�EULQJ�WRJHWKHU�RYHU�������
H[HFXWLYHV�IURP�ELRWHFKQRORJ\��SKDUPDFHXWLFDO��DQG�¿QDQFH�FRPSDQLHV�IURP�DURXQG�WKH�ZRUOG��ZKR�ZLOO�
HQJDJH�LQ�PRUH�WKDQ��������SDUWQHULQJ�PHHWLQJV��
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5. As Opioid Crisis Worsens, Ed Markey Pitches 2 Bills to Help Inmates Get Treatment 
86�6HQ��(G�0DUNH\�LV�SURSRVLQJ�WZR�SLHFHV�RI�OHJLVODWLRQ�WKDW�KH�VD\V�ZRXOG�KHOS�LQPDWHV�ZKR�DUH�VXIIHULQJ�
IURP�GUXJ�DEXVH�ZKLOH�WKH\�DUH�EHKLQG�EDUV�DQG�ZKHQ�WKH\�DUH�UHOHDVHG�EDFN�LQWR�VRFLHW\��&LWLQJ�D�UHFRUG�KLJK�
QXPEHU�RI�GUXJ�RYHUGRVH�GHDWKV�LQ�������0DUNH\�RQ�7KXUVGD\�VDLG�KH¶V�UHLQWURGXFLQJ�D�ELOO�WR�HQVXUH�SHRSOH�
LQ� WKH� MXVWLFH�V\VWHP�KDYH�DFFHVV� WR�RSLRLG�XVH�GLVRUGHU� WUHDWPHQW��$QRWKHU�ELOO�ZRXOG� OHW�SHRSOH� LQ�FXVWRG\�
DZDLWLQJ�WULDO�WR�NHHS�WKHLU�IHGHUDO�KHDOWK�EHQH¿WV�
https://www.bostonherald.com/2021/10/14/as-opioid-crisis-worsens-ed-markey-pitches-2-bills-to-help-inmates-get-
treatment/

6. Walgreens Doubles Stake in Provider Network VillageMD with $5.2B Investment 
:DOJUHHQV� LV� GRXEOLQJ� LWV� RZQHUVKLS� VWDNH� LQ� YDOXH�EDVHG� PHGLFDO� QHWZRUN�9LOODJH0'�ZLWK� DQ� DGGLWLRQDO�
LQYHVWPHQW� RI� ����� ELOOLRQ�� WKH� SKDUPDF\� FKDLQ� VDLG�7KXUVGD\��7KH�PDMRU� LQYHVWPHQW� VKRXOG� DFFHOHUDWH� WKH�
RSHQLQJ�RI�����³9LOODJH�0HGLFDO�DW�:DOJUHHQV´�SULPDU\�FDUH�SUDFWLFHV�LQ�PRUH�WKDQ����8�6��PDUNHWV�E\�������
DQG�������E\�������0RUH�WKDQ�KDOI�RI�WKH�FOLQLFV�ZLOO�EH�LQ�PHGLFDOO\�XQGHUVHUYHG�FRPPXQLWLHV�
https://www.healthcaredive.com/news/walgreens-doubles-stake-in-provider-network-villagemd-with-52b-
investment/608229/

4. FDA Spells Out Lower Sodium Goals for Food Industry 
)RRG�FRPSDQLHV�DUH�FRPLQJ�XQGHU�UHQHZHG�SUHVVXUH�WR�XVH�OHVV�VDOW�DIWHU�86�UHJXODWRUV�VSHOOHG�RXW�ORQJ�DZDLWHG�
JXLGHOLQHV�DLPHG�DW�UHGXFLQJ�VRGLXP�OHYHOV�LQ�GR]HQV�RI�IRRGV�LQFOXGLQJ�FRQGLPHQWV��FHUHDOV��IUHQFK�IULHV��DQG�
SRWDWR�FKLSV��7R�JHW�SHRSOH�XVHG�WR�HDWLQJ�OHVV�VDOW��WKH�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ�VDLG�UHGXFWLRQV�KDYH�WR�EH�
gradual and across the entire food supply so people don’t keep reaching for higher sodium options.
https://www.bostonglobe.com/2021/10/13/nation/fda-spells-out-lower-sodium-goals-food-industry

��� %LRJHQ�$O]KHLPHU¶V�'UXJ�,V�6WUXJJOLQJ��DQG�$�7XUQDURXQG�0LJKW�1RW�%H�&RPLQJ�6RRQ�
'HVSLWH�KLJK�H[SHFWDWLRQV��$GXKHOP��WKH�¿UVW�GUXJ�GHYHORSHG�E\�%LRJHQ�DQG�HYHU�DSSURYHG�LQ�WKH�8�6��WR�VORZ�
$O]KHLPHU¶V�GLVHDVH��KDV�VRXJKW�WR�JHW�URXJKO\�����$O]KHLPHU¶V�FHQWHUV�WR�XVH�$GXKHOP��EXW�VR�IDU��RQO\�DURXQG�
����DUH�GRLQJ�VR��7KH�)'$¶V�DSSURYDO�RI�$GXKHOP�ZDV�DOVR�KLJKO\�FRQWURYHUVLDO��7KH�GHEDWH�RYHU�WKH�GUXJ¶V�
PHULWV�KDV�KXQJ�RYHU�LWV�ODXQFK�DQG��VHHPLQJO\��SK\VLFLDQ¶V�ZLOOLQJQHVV�WR�SUHVFULEH�LW�
https://www.biopharmadive.com/news/biogen-aduhelm-earnings-alzheimers-drug-sales/608592/

1. Merck Says Antiviral Pill Is Effective Against COVID-19, Lifting Hopes for First Oral Drug 
$Q�DQWLYLUDO�SLOO�EHLQJ�GHYHORSHG�E\�0HUFN�	�&R��DQG�5LGJHEDFN�%LRWKHUDSHXWLFV�GUDPDWLFDOO\� UHGXFHG� WKH�
QXPEHU�RI�KRVSLWDOL]DWLRQV�IURP�&29,'����LQ�D�FOLQLFDO�WULDO��D�PDMRU�¿QGLQJ�WKDW�FRXOG�PDUN�D�WXUQLQJ�SRLQW�
LQ�WKH�FRURQDYLUXV�SDQGHPLF��0HUFN�QRZ�SODQV�WR�VHHN�HPHUJHQF\�DXWKRUL]DWLRQ�RI�PROQXSLUDYLU�LQ�WKH�8�6��³DV�
VRRQ�DV�SRVVLEOH´�DQG�VHHN�DSSURYDOV�LQ�RWKHU�FRXQWULHV�DV�ZHOO�
https://www.biopharmadive.com/news/merck-molnupiravir-covid-antiviral-pill-reduce-hospitalization/607515/

2. Texas Abortions Pick Up After Federal Judge Allows Them 
7KH�ODZ��NQRZQ�DV�WKH�7H[DV�+HDUWEHDW�$FW��RU�6%����KDV�EHHQ�LQ�HIIHFW�IRU�D�PRQWK��EDUULQJ�SK\VLFLDQV�IURP�
NQRZLQJO\� SHUIRUPLQJ� DQ� DERUWLRQ� LI� WKHUH� LV� GHWHFWDEOH� HPEU\RQLF� FDUGLDF� DFWLYLW\�� +RZHYHU�� VRPH�7H[DV�
FOLQLFV�DJDLQ�EHJDQ�SHUIRUPLQJ�DERUWLRQV�ODWHU�WKDQ�VL[�ZHHNV�7KXUVGD\�DIWHU�D�IHGHUDO�MXGJH��EORFNHG�D�VWDWH�
ODZ�LPSRVLQJ�D�QHDU�EDQ�RQ�WKH�SURFHGXUH��ZKLOH�RWKHUV�DUH�PRYLQJ�PRUH�VORZO\�DV�OHJDO�FKDOOHQJHV�SOD\�RXW�
https://www.wsj.com/articles/federal-judge-blocks-texas-abortion-law-11633568447?mod=article_inline
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3. WHO Will Announce New Team to Study Coronavirus Origins 
'HVSLWH� WKRVH� FRQVLGHUDEOH� REVWDFOHV�� PRUH� WKDQ� ���� SHRSOH� KDYH� DSSOLHG� IRU� VSRWV�� ZKLFK� ZLOO� EH� XQSDLG�
SRVLWLRQV��RQ�D�QHZ�FRPPLWWHH�FKDUJHG�ZLWK�EUHDWKLQJ�OLIH�LQWR�WKH�:RUOG�+HDOWK�2UJDQL]DWLRQ¶V�VWDOOHG�LQTXLU\�
LQWR� WKH� RULJLQV� RI� WKH� FRURQDYLUXV� SDQGHPLF�� ,WV� QHZ� DGYLVRU\� WHDP� ZLOO� LQFOXGH� VSHFLDOLVWV� LQ� ¿HOGV� OLNH�
ODERUDWRU\�VDIHW\�DQG�ELRVHFXULW\��D�VWHS�WKDW�DQDO\VWV�VD\�PD\�KHOS�SODFDWH�:HVWHUQ�JRYHUQPHQWV�SUHVVLQJ�IRU�
FRQVLGHUDWLRQ�RI�ZKHWKHU�WKH�YLUXV�HPHUJHG�IURP�D�ODE�
https://www.nytimes.com/2021/10/12/health/covid-lab-leak-who-china.html
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12. Once Sidelined, Eli Lilly’s COVID-19 Antibody Treatment Is on the Comeback Trail 
 with New $1.3B Supply Agreement

2Q�7XHVGD\��WKH�FRPSDQ\�UHYHDOHG�WKDW�LW�KDV�VWUXFN�D�GHDO�ZLWK�RQH�RI�LWV�OR\DO�FXVWRPHUV��WKH�8QLWHG�6WDWHV�
JRYHUQPHQW��ZKLFK�KDV�DJUHHG�WR�SXUFKDVH���������GRVHV�RI�WKH�WKHUDS\�IRU�������ELOOLRQ��7KH�FRPELQDWLRQ�RI�
HWHVHYLPDE�DQG�EDPODQLYLPDE�LV�D�WUHDWPHQW�IRU�PLOG�WR�PRGHUDWH�&29,'����RU�IRU�SRVW�H[SRVXUH�SURSK\OD[LV�
LQ�KLJK�ULVN�LQGLYLGXDOV��/LOO\�ZLOO�SURYLGH�DW�OHDVW���������GRVHV�E\�WKH�HQG�RI�WKH�\HDU��ZLWK�WKH�UHVW�JXDUDQWHHG�
E\�WKH�HQG�RI�-DQXDU\������
https://www.fiercepharma.com/pharma/once-sidelined-eli-lilly-s-covid-19-antibody-treatment-comeback-trail-supply-
agreement-u-s

14. J&J, World’s Largest Drugmaker, Plans to Split in Two
2Q�)ULGD\��-	-�VDLG�LW�ZLOO�VHSDUDWH�LWV�FRQVXPHU�KHDOWK�GLYLVLRQ��ZKLFK�VHOOV�ZHOO�NQRZQ�EUDQGV�OLNH�7\OHQRO��
/LVWHULQH��DQG�%DQG�$LGV�� LQWR�D�QHZ�SXEOLFO\� WUDGHG�FRPSDQ\��([SHFWLQJ�WR�FRPSOHWH� WKH�VHSDUDWLRQ��ZKLFK�
LV�PHDQW�WR�ERRVW�WKH�YDOXH�RI�WKH�FRPSDQ\¶V�PDLQ�EXVLQHVVHV��LQ�WKH�QH[W����WR����PRQWKV��-	-�ZLOO�UHWDLQ�LWV�
prescription drug and medical device units and keep in place its current leadership plan. 
https://www.biopharmadive.com/news/johnson-johnson-split-spin-consumer-health-restructuring/609950/

13. Biden Administration to Invest $650M in Rapid Diagnostic Testing in Latest 
 Action to Increase Access to Tests

$V�SDUW�RI�WKH�%LGHQ�+DUULV�$GPLQLVWUDWLRQ¶V�RQJRLQJ�FRPPLWPHQW�WR�LQFUHDVLQJ�DFFHVV�WR�&29,'����WHVWLQJ�IRU�
$PHULFDQV�DQG�WR�IXUWKHU�VWUHQJWKHQ�GRPHVWLF�PDQXIDFWXULQJ�RI�QHHGHG�WHVWV��WKH�8�6��'HSDUWPHQW�RI�+HDOWK�DQG�
+XPDQ�6HUYLFHV��++6��ZLOO�LQYHVW������PLOOLRQ�IURP�WKH�$PHULFDQ�5HVFXH�3ODQ�WR�VWUHQJWKHQ�PDQXIDFWXULQJ�
FDSDFLW\� IRU� TXLFN�� KLJK�TXDOLW\� GLDJQRVWLF� WHVWLQJ� WKURXJK� UDSLG� SRLQW�RI�FDUH�PROHFXODU� WHVWV� DQG� LQFUHDVH�
Americans’ access to them.
https://www.hhs.gov/about/news/2021/11/10/biden-administration-invest-650-million-rapid-diagnostic-testing-latest-
action-increase-access-tests.html

���� 7KH�)'$�$XWKRUL]HV�&29,'�%RRVWHU�6KRWV�IRU�$OO�8�6��$GXOWV
7KH�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ�KDV�JLYHQ�LWV�2.�IRU�IXOO\�YDFFLQDWHG�$PHULFDQV�ZKR�DUH�DJH����DQG�ROGHU�
WR�UHFHLYH�D�&29,'����ERRVWHU�VKRW��7KH�)'$�RQ�)ULGD\�JUDQWHG�HPHUJHQF\�XVH�DXWKRUL]DWLRQ�IRU�D�WKLUG�GRVH�
RI�WKH�3¿]HU�%LR17HFK�DQG�0RGHUQD�YDFFLQHV��ZKLFK�KDG�DOUHDG\�EHHQ�DYDLODEOH�WR�SHRSOH����DQG�ROGHU�DQG�
WR�DQ\RQH����\HDUV�DQG�ROGHU�ZKR�LV�DW�HOHYDWHG�ULVN�RI�FRQWUDFWLQJ�&29,'�����3HRSOH�ZKR�JRW�WKH�3¿]HU�RU�
0RGHUQD�LPPXQL]DWLRQV�WR�VWDUW�ZRXOG�EH�HOLJLEOH�IRU�D�ERRVWHU�VL[�PRQWKV�DIWHU�WKHLU�VHFRQG�VKRW��WKH�)'$�VDLG��
3HRSOH�ZKR�JRW�WKH�-RKQVRQ�	�-RKQVRQ�YDFFLQH�ZRXOG�EH�HOLJLEOH�IRU�D�ERRVWHU�WZR�PRQWKV�DIWHU�WKHLU�¿UVW�VKRW�
https://www.npr.org/sections/coronavirus-live-updates/2021/11/19/1056832774/the-fda-authorizes-covid-19-booster-shots-
for-all-u-s-adults

8. HHS Announces Nearly $800M in American Rescue Plan Funds to Support Domestic 
 Violence and Sexual Assault Survivors and Their Children 

7KH�8�6��'HSDUWPHQW�RI�+HDOWK�DQG�+XPDQ�6HUYLFHV��++6���WKURXJK�WKH�)DPLO\�DQG�<RXWK�6HUYLFHV�%XUHDX�
�)<6%��DW�WKH�$GPLQLVWUDWLRQ�IRU�&KLOGUHQ�DQG�)DPLOLHV��$&)���LV�DZDUGLQJ�D�WRWDO�RI��������PLOOLRQ�LQ�$PHULFDQ�
5HVFXH�3ODQ��$53��IXQGLQJ�WR�VXSSRUW�VXUYLYRUV�RI�GRPHVWLF�YLROHQFH�DQG�VH[XDO�DVVDXOW�DQG�WKHLU�FKLOGUHQ��7KH�
IXQGV�ZLOO� FRYHU� &29'���� WHVWLQJ�� YDFFLQHV��PRELOH� KHDOWK� XQLWV�� DQG� RWKHU� VXSSRUW� IRU� GRPHVWLF� YLROHQFH�
VHUYLFHV�SURJUDPV��DV�ZHOO�DV�LQFUHDVH�VXSSRUW�IRU�VH[XDO�DVVDXOW�VHUYLFH�SURYLGHUV�DQG�FXOWXUDOO\�VSHFL¿F�VHUYLFHV�
https://www.hhs.gov/about/news/2021/10/25/hhs-announces-nearly-800-million-american-rescue-plan-funds-support-
domestic-violence-sexual-assault-survivors-their-children.html

10. Merck Sees Up to $7B in Coming Sales of Coronavirus Pill
0HUFN�	� &R�� H[HFXWLYHV� IRUHFDVW� EHWZHHQ� ��� ELOOLRQ� DQG� ��� ELOOLRQ� LQ� VDOHV� RI� WKH� FRPSDQ\¶V� &29,'����
SLOO� WKURXJK� WKH� HQG� RI� ������ DVVXPLQJ� DQ� H[SHFWHG� HPHUJHQF\� XVH� DXWKRUL]DWLRQ� IURP� WKH� )RRG� DQG�'UXJ�
$GPLQLVWUDWLRQ�LQ�'HFHPEHU��7KH�VDOHV�RI�PROQXSLUDYLU��DV�WKH�H[SHULPHQWDO��DQWLYLUDO�SLOO�LV�NQRZQ��FRXOG�JR�
KLJKHU�LI�DGGLWLRQDO�UHVHDUFK�VKRZV�LW�FDQ�SUHYHQW�GLVHDVH�LQ�SHRSOH�ZKR�KDYH�EHFRPH�H[SRVHG�EXW�QRW�VLFN��
0HUFN�H[HFXWLYHV�VDLG�RQ�DQ�HDUQLQJV�FDOO�7KXUVGD\��
https://www.biopharmadive.com/news/merck-coronavirus-pill-7-billion-sales/609064/

��� )'$��1,+��DQG����3ULYDWH�2UJDQL]DWLRQV�-RLQ�)RUFHV�WR�,QFUHDVH�(IIHFWLYH�*HQH� 
 Therapies for Rare Diseases

7KH�8�6��)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��WKH�1DWLRQDO�,QVWLWXWHV�RI�+HDOWK�����SKDUPDFHXWLFDO�FRPSDQLHV�DQG�
¿YH�QRQ�SUR¿W� RUJDQL]DWLRQV� KDYH�SDUWQHUHG� WR� DFFHOHUDWH� GHYHORSPHQW� RI� JHQH� WKHUDSLHV� IRU� WKH� ���PLOOLRQ�
$PHULFDQV�ZKR�VXIIHU�IURP�D�UDUH�GLVHDVH��7KH�QHZO\�ODXQFKHG�%HVSRNH�*HQH�7KHUDS\�&RQVRUWLXP��%*7&���
SDUW�RI�WKH�1,+�$FFHOHUDWLQJ�0HGLFLQHV�3DUWQHUVKLS��$03��SURJUDP�DQG�SURMHFW�PDQDJHG�E\�WKH�)RXQGDWLRQ�IRU�
WKH�1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��)1,+���DLPV�WR�RSWLPL]H�DQG�VWUHDPOLQH�WKH�JHQH�WKHUDS\�GHYHORSPHQW�SURFHVV�
WR�KHOS�¿OO�WKH�XQPHW�PHGLFDO�QHHGV�RI�SHRSOH�ZLWK�UDUH�GLVHDVHV��
https://www.fda.gov/news-events/press-announcements/fda-nih-and-15-private-organizations-join-forces-increase-
effective-gene-therapies-rare-diseases

Latest Healthcare Industry News

11. Democrats Reach Deal on Lowering Prescription Drug Prices 
'HPRFUDWV�UHDFKHG�DQ�DJUHHPHQW�RQ�SURYLVLRQV�GHVLJQHG�WR�ORZHU�WKH�SULFH�RI�VRPH�SUHVFULSWLRQ�GUXJV��DSSHDULQJ�
WR�UHVROYH�RQH�RI�WKH�¿QDO�LVVXHV�LQ�WKH�SDUW\¶V�QHJRWLDWLRQV�RYHU�WKHLU�������WULOOLRQ�KHDOWKFDUH��HGXFDWLRQ�DQG�
FOLPDWH�FKDQJH�ELOO��7KH�DJUHHPHQW��ZKLFK�LV�EDFNHG�E\�WKH�:KLWH�+RXVH��ZRXOG�HPSRZHU�0HGLFDUH�WR�QHJRWLDWH�
WKH�SULFH�RI�VRPH�GUXJV��SHQDOL]H�GUXJ�FRPSDQLHV�IRU�UDLVLQJ�SULFHV�IDVWHU�WKDQ�WKH�UDWH�RI�LQÀDWLRQ�DQG�FDS�RXW�
RI�SRFNHW�FRVWV�IRU�VHQLRUV�DW��������DQQXDOO\
h t tps : / /www.ws j . com/ar t i c l e s /democra t s - reach-dea l -on-prescr ip t ion -drug-pr ic ing- schumer- says -
11635879481?mod=article_inline
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