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%�� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�VSUHDG�IDOVH�RU�PLVOHDGLQJ�
LQIRUPDWLRQ�DERXW�WKH�VDIHW\�RI�RSLRLGV�������������������������������������������������������

��� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�HQJDJHG�LQ�IDOVH�DQG�
PLVOHDGLQJ�GLUHFW�PDUNHWLQJ�RI�RSLRLGV�������������������������������������������

��� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�XVHG�GHWDLOLQJ�DQG�
VSHDNHU�SURJUDPV�WR�VSUHDG�IDOVH�DQG�PLVOHDGLQJ�
LQIRUPDWLRQ�DERXW�RSLRLGV����������������������������������������������������������������

��� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�GHFHSWLYHO\�PDUNHWHG�
RSLRLGV�WKURXJK�XQEUDQGHG�DGYHUWLVLQJ�GLVVHPLQDWHG�E\�
VHHPLQJO\�LQGHSHQGHQW�WKLUG�SDUWLHV�EXW�ZKLFK�ZDV�UHDOO\�
FUHDWHG�E\�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV��������������������������������������

&�� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�VWDWHPHQWV�DERXW�WKH�VDIHW\�RI�
RSLRLGV�ZHUH�SDWHQWO\�IDOVH��������������������������������������������������������������������������
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(�� $OO�'HIHQGDQWV�FUHDWHG�DQ�LOOLFLW�PDUNHW�IRU�RSLRLGV������������������������������������

��� 7KH�'LVWULEXWRU�'HIHQGDQWV�QHJOLJHQWO\�IDLOHG�WR�FRQWURO�
WKH�IORZ�RI�RSLRLGV�WR�WKH�7ULEHV�WKURXJK�LOOLFLW�FKDQQHOV����������������

��� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�QHJOLJHQWO\�IDLOHG�WR�
FRQWURO�WKH�IORZ�RI�RSLRLGV�WR�WKH�7ULEHV�WKURXJK�LOOLFLW�
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,�� ,1752'8&7,21�

��� $Q�HSLGHPLF�RI�SUHVFULSWLRQ�RSLRLG�DEXVH�LV�GHYDVWDWLQJ�WKH�8QLWHG�

6WDWHV���,QGLDQ�&RXQWU\�KDV�EHHQ�SDUWLFXODUO\�KDUG�KLW��FDXVLQJ�3ODLQWLIIV�)ODQGUHDX�

6DQWHH�6LRX[�7ULEH��WKH�³)ODQGUHDX�7ULEH´���5RVHEXG�6LRX[�7ULEH��WKH�³5RVHEXG�

7ULEH´���DQG�WKH�6LVVHWRQ�:DKSHWRQ�2\DWH��WKH�³6LVVHWRQ�7ULEH�´�DQG�FROOHFWLYHO\�ZLWK�

WKH�RWKHU�3ODLQWLIIV��WKH�³7ULEHV´��WR�VXIIHU�VXEVWDQWLDO�ORVV�RI�UHVRXUFHV��HFRQRPLF�

GDPDJHV��DQG�GDPDJHV�WR�WKH�KHDOWK�DQG�ZHOIDUH�RI�LWV�PHPEHUV���

��� 7KH�7ULEHV�EULQJ�WKLV�DFWLRQ�LQ�WKHLU�RZQ�SURSULHWDU\�FDSDFLW\�DQG�XQGHU�

WKHLU�parens patriae�DXWKRULW\�LQ�WKH�SXEOLF�LQWHUHVW�WR�SURWHFW�WKH�KHDOWK��VDIHW\��DQG�

ZHOIDUH�RI�DOO�PHPEHUV�RI�WKH�7ULEHV����

��� 2SLRLG�DQDOJHVLFV�DUH�ZLGHO\�GLYHUWHG�DQG�LPSURSHUO\�XVHG��DQG�WKH�

ZLGHVSUHDG�DEXVH�RI�RSLRLGV�KDV�UHVXOWHG�LQ�D�QDWLRQDO�HSLGHPLF�RI�RSLRLG�RYHUGRVH�

GHDWKV�DQG�DGGLFWLRQV����7KH�RSLRLG�HSLGHPLF�LV�³GLUHFWO\�UHODWHG�WR�WKH�LQFUHDVLQJO\�

ZLGHVSUHDG�PLVXVH�RI�SRZHUIXO�RSLRLG�SDLQ�PHGLFDWLRQV�´��

��� 7KLV�HSLGHPLF�KDV�EHHQ�EXLOGLQJ�IRU�\HDUV���7KH�FRQGLWLRQV�IRU�LWV�

FUHDWLRQ�DQG�DFFHOHUDWLRQ�ZHUH�LQWHQWLRQDOO\�EURXJKW�DERXW�E\�'HIHQGDQWV��ZKR�PDGH�

ELOOLRQV�RI�GROODUV�RII�WKH�HSLGHPLF����

��� 7KH�HIIHFWV�RI�WKH�RSLRLG�FULVLV�KDYH�EHHQ�H[DFHUEDWHG�E\�'HIHQGDQWV¶�

HIIRUWV�WR�FRQFHDO�RU�PLQLPL]H�WKH�ULVNV�RI²DQG�WR�FLUFXPYHQW�RU�LJQRUH�VDIHJXDUGV�

DJDLQVW²RSLRLG�DEXVH����

�������������������������������������������������
��See 1RUD�'��9RONRZ�	�$��7KRPDV�0F/HOODQ��Opioid Abuse in Chronic Pain—

Misconceptions and Mitigation Strategies������1��(QJ��-��0HG�����������������
��See�5REHUW�0��&DOLII�HW�DO���A Proactive Response to Prescription Opioid Abuse��

����1��(QJ��-��0HG����������������
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��� 7KH�7ULEHV�KDYH�VHHQ�FKLOG�ZHOIDUH�DQG�IRVWHU�FDUH�FRVWV�DVVRFLDWHG�ZLWK�

RSLRLG�DGGLFWHG�SDUHQWV�VN\URFNHW��WKHLU�KHDOWK�VHUYLFHV�KDYH�EHHQ�RYHUZKHOPHG��

HGXFDWLRQ�DQG�DGGLFWLRQ�WKHUDS\�FRVWV�KDYH�VXEVWDQWLDOO\�LQFUHDVHG��DQG�DOPRVW�HYHU\�

WULEDO�PHPEHU�KDV�EHHQ�DIIHFWHG���

��� 7KHVH�FRVWV�FRXOG�KDYH�EHHQ²DQG�VKRXOG�KDYH�EHHQ²SUHYHQWHG�E\�WKH�

RSLRLG�LQGXVWU\���7KH�SUHVFULSWLRQ�GUXJ�LQGXVWU\�LV�UHTXLUHG�E\�VWDWXWH�DQG�UHJXODWLRQ�WR�

VHFXUH�DQG�PRQLWRU�RSLRLGV�DW�HYHU\�VWHS�RI�WKH�VWUHDP�RI�FRPPHUFH��WKHUHE\�SURWHFWLQJ�

RSLRLGV�IURP�WKHIW��PLVXVH��DQG�GLYHUVLRQ���7KH�LQGXVWU\�LV�DOVR�VXSSRVHG�WR�LPSOHPHQW�

SURFHVVHV�WR�DOHUW�LW�WR�³UHG�IODJV´�WKDW�VWRS�VXVSLFLRXV�RU�XQXVXDO�RUGHUV�E\�SKDUPDFLHV��

GRFWRUV��FOLQLFV��RU�SDWLHQWV����

��� ,QVWHDG�RI�DFWLQJ�ZLWK�UHDVRQDEOH�FDUH�DQG�LQ�FRPSOLDQFH�ZLWK�WKHLU�OHJDO�

GXWLHV��WKH�'HIHQGDQWV�LQWHQWLRQDOO\�IORRGHG�WKH�PDUNHW�ZLWK�RSLRLGV�DQG�SRFNHWHG�

ELOOLRQV�RI�GROODUV�LQ�WKH�SURFHVV����

��� 'HIHQGDQWV�DOVR�IORRGHG�WKH�PDUNHW�ZLWK�IDOVH�VWDWHPHQWV�GHVLJQHG�WR�

SHUVXDGH�ERWK�GRFWRUV�DQG�SDWLHQWV�WKDW�SUHVFULSWLRQ�RSLRLGV�SRVHG�D�ORZ�ULVN�RI�

DGGLFWLRQ���7KRVH�FODLPV�ZHUH�IDOVH�����

���� 'HIHQGDQWV¶�DFWLRQV�GLUHFWO\�DQG�IRUHVHHDEO\�FDXVHG�GDPDJHV�WR�WKH�

7ULEHV��LQFOXGLQJ�WKH�FRVWV�RI��D��PHGLFDO�DQG�WKHUDSHXWLF�FDUH��SUHVFULSWLRQ�GUXJ�

SXUFKDVHV��DQG�RWKHU�WUHDWPHQW�FRVWV�IRU�SDWLHQWV�VXIIHULQJ�IURP�RSLRLG�DGGLFWLRQ�RU�

GLVHDVH��RYHUGRVH��RU�GHDWK���E��FRXQVHOLQJ��WUHDWPHQW�DQG�UHKDELOLWDWLRQ�VHUYLFHV���F��

WUHDWPHQW�RI�LQIDQWV�ERUQ�ZLWK�RSLRLG�UHODWHG�PHGLFDO�FRQGLWLRQV���G��ZHOIDUH�DQG�IRVWHU�

�������������������������������������������������
��See�9LYHN�+��0XUWK\��Letter from the Surgeon General��$XJXVW�������DYDLODEOH�

DW�KWWS���WXUQWKHWLGHU[�RUJ���ODVW�DFFHVVHG�'HFHPEHU��������������
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FDUH�IRU�FKLOGUHQ�ZKRVH�SDUHQWV�VXIIHU�IURP�RSLRLG�UHODWHG�GLVDELOLW\�RU�LQFDSDFLWDWLRQ��

DQG��H��ODZ�HQIRUFHPHQW�DQG�SXEOLF�VDIHW\�UHODWLQJ�WR�WKH�RSLRLG�HSLGHPLF�ZLWKLQ�WKH�

WULEDO�FRPPXQLWLHV���7KH�7ULEHV�KDYH�DOVR�VXIIHUHG�VXEVWDQWLDO�GDPDJHV�GXH�WR�WKH�ORVW�

SURGXFWLYLW\�RI�WULEDO�PHPEHUV��LQFUHDVHG�DGPLQLVWUDWLYH�FRVWV��DQG�WKH�ORVW�RSSRUWXQLW\�

IRU�JURZWK�DQG�VHOI�GHWHUPLQDWLRQ���7KHVH�GDPDJHV�KDYH�EHHQ�VXIIHUHG�DQG�FRQWLQXH�WR�

EH�VXIIHUHG�GLUHFWO\��E\�WKH�7ULEHV��

���� 7KH�7ULEHV�DOVR�VHHN�WKH�PHDQV�WR�DEDWH�WKH�HSLGHPLF�FUHDWHG�E\�

'HIHQGDQWV¶�ZURQJIXO�DQG�RU�XQODZIXO�FRQGXFW��

,,�� 7+(�3$57,(6�

$�� 3ODLQWLIIV�

���� 7KH�)ODQGUHDX�7ULEH�LV�D�IHGHUDOO\�UHFRJQL]HG�VRYHUHLJQ�,QGLDQ�QDWLRQ��

ZLWK�LWV�SULQFLSDO�EXVLQHVV�DGGUHVV�LQ�)ODQGUHDX��6RXWK�'DNRWD���7KH�)ODQGUHDX�7ULEH�

H[HUFLVHV�LQKHUHQW�JRYHUQPHQWDO�DXWKRULW\�RQ�EHKDOI�RI�WKH�7ULEH�LWVHOI�DQG�LWV�PHPEHUV���

7KH�)ODQGUHDX�7ULEH�LV�ORFDWHG�RQ�WKH�)ODQGUHDX�,QGLDQ�5HVHUYDWLRQ��RFFXS\LQJ�ODQG�LQ�

0RRG\�&RXQW\��6RXWK�'DNRWD����

���� 7KH�5RVHEXG�7ULEH�LV�D�IHGHUDOO\�UHFRJQL]HG�VRYHUHLJQ�,QGLDQ�QDWLRQ��

ZLWK�LWV�SULQFLSDO�EXVLQHVV�DGGUHVV�LQ�5RVHEXG��6RXWK�'DNRWD���7KH�5RVHEXG�7ULEH�

H[HUFLVHV�LQKHUHQW�JRYHUQPHQWDO�DXWKRULW\�RQ�EHKDOI�RI�WKH�7ULEH�LWVHOI�DQG�LWV�PHPEHUV���

7KH�5RVHEXG�7ULEH�LV�ORFDWHG�RQ�WKH�5RVHEXG�,QGLDQ�5HVHUYDWLRQ��RFFXS\LQJ�ODQG�LQ�

7RGG��0HOOHWWH��7ULSS��*UHJRU\��DQG�/\PDQ�FRXQWLHV��6RXWK�'DNRWD��

���� 7KH�6LVVHWRQ�7ULEH�LV�D�IHGHUDOO\�UHFRJQL]HG�VRYHUHLJQ�,QGLDQ�QDWLRQ��

ZLWK�LWV�SULQFLSDO�EXVLQHVV�DGGUHVV�LQ�$JHQF\�9LOODJH��6RXWK�'DNRWD���7KH�6LVVHWRQ�7ULEH�

H[HUFLVHV�LQKHUHQW�JRYHUQPHQWDO�DXWKRULW\�RQ�EHKDOI�RI�LWVHOI�DQG�LWV�PHPEHUV���7KH�
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6LVVHWRQ�7ULEH�LV�ORFDWHG�RQ�WKH�/DNH�7UDYHUVH�5HVHUYDWLRQ��RFFXS\LQJ�ODQG�LQ�

&RGLQJWRQ��'D\�*UDQW��0DUVKDOO��DQG�5REHUWV�FRXQWLHV�LQ�6RXWK�'DNRWD��

���� 7KH�7ULEHV�KDYH�LQKHUHQW�VRYHUHLJQW\�RYHU�XQODZIXO�FRQGXFW�WKDW�WDNHV�

SODFH�RQ��RU�KDV�D�GLUHFW�LPSDFW�RQ��ODQG�WKDW�FRQVWLWXWHV�,QGLDQ�&RXQWU\�ZLWKLQ�WKH�

7ULEHV��)HGHUDO�ODZ�UHFRJQL]HV�WKH�7ULEHV¶�DXWKRULW\�RYHU�LWV�PHPEHUV�DQG�LWV�WHUULWRU\��

VSHFLILFDOO\�WKH�DXWKRULW\�WR�SURPRWH�WKH�DXWRQRP\�DQG�WKH�KHDOWK�DQG�ZHOIDUH�RI�WKH�

7ULEHV��'HIHQGDQWV�HQJDJHG�LQ�DFWLYLWLHV�DQG�FRQGXFW�WKDW�WDNHV�SODFH�RQ�RU�KDV�D�GLUHFW�

LPSDFW�RQ�ODQG�WKDW�FRQVWLWXWHV�,QGLDQ�&RXQWU\�ZLWKLQ�WKH�7ULEHV���7KH�GLVWULEXWLRQ�DQG�

GLYHUVLRQ�RI�RSLRLGV�LQWR�6RXWK�'DNRWD�DQG�RQWR�WKH�7ULEHV¶�ODQGV�DQG�VXUURXQGLQJ�

DUHDV��FUHDWHG�WKH�IRUHVHHDEOH�RSLRLG�FULVLV�DQG�RSLRLG�SXEOLF�QXLVDQFH�IRU�ZKLFK�WKH�

7ULEHV�KHUH�VHHN�UHOLHI����

���� 7KH�7ULEHV�KDYH�VWDQGLQJ�WR�UHFRYHU�GDPDJHG�LQFXUUHG�DV�D�UHVXOW�RI�

'HIHQGDQWV¶�DFWLRQV�DQG�RPLVVLRQV���7KH�7ULEHV�KDYH�VWDQGLQJ�WR�EULQJ�DFWLRQV�LQFOXGLQJ�

inter alia��VWDQGLQJ�WR�EULQJ�FODLPV�XQGHU�WKH�IHGHUDO�5,&2�VWDWXWHV��SXUVXDQW�WR����

8�6�&�������������DQG���������

���� 0HPEHUV�RI�WKH�7ULEHV�DIIHFWHG�E\�WKH�RSLRLG�FULVLV�GHVFULEHG�LQ�WKLV�

FRPSODLQW�OLYH�RQ�WKH�7ULEHV¶�UHVHUYDWLRQV��DV�ZHOO�DV�WKURXJKRXW�6RXWK�'DNRWD��

%�� 3KDUPDFHXWLFDO�'HIHQGDQWV�

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�DUH�GHILQHG�EHORZ���$W�DOO�UHOHYDQW�WLPHV��

WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�SDFNDJHG��GLVWULEXWHG��VXSSOLHG��VROG��SODFHG�LQWR�

WKH�VWUHDP�RI�FRPPHUFH��ODEHOHG��GHVFULEHG��PDUNHWHG��DGYHUWLVHG��SURPRWHG��DQG�

SXUSRUWHG�WR�ZDUQ�RU�SXUSRUWHG�WR�LQIRUP�SUHVFULEHUV�DQG�XVHUV�UHJDUGLQJ�WKH�EHQHILWV�

DQG�ULVNV�DVVRFLDWHG�ZLWK�WKH�XVH�RI�SUHVFULSWLRQ�RSLRLG�GUXJV���7KH�3KDUPDFHXWLFDO�
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'HIHQGDQWV��DW�DOO�WLPHV��KDYH�PDQXIDFWXUHG�DQG�VROG�SUHVFULSWLRQ�RSLRLGV�ZLWKRXW�

IXOILOOLQJ�WKHLU�OHJDO�GXW\�WR�SUHYHQW�GLYHUVLRQ�DQG�UHSRUW�VXVSLFLRXV�RUGHUV��

���� 385'8(�3+$50$�/�3��LV�D�OLPLWHG�SDUWQHUVKLS�RUJDQL]HG�XQGHU�WKH�

ODZV�RI�'HODZDUH���385'8(�3+$50$�,1&��LV�D�1HZ�<RUN�FRUSRUDWLRQ�ZLWK�LWV�

SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�6WDPIRUG��&RQQHFWLFXW��DQG�7+(�385'8(�)5('(5,&.�

&203$1<�LV�D�'HODZDUH�FRUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�6WDPIRUG��

&RQQHFWLFXW��3XUGXH�3KDUPD�/�3���3XUGXH�3KDUPD�,QF���DQG�7KH�3XUGXH�)UHGHULFN�

&RPSDQ\�DUH�UHIHUUHG�WR�FROOHFWLYHO\�DV�³3XUGXH´���

���� 3XUGXH�PDQXIDFWXUHV��SURPRWHV��VHOOV��DQG�GLVWULEXWHV�RSLRLGV�VXFK�DV�

2[\&RQWLQ��06�&RQWLQ��'LODXGLG�'LODXGLG�+3��%XWUDQV��+\VLQJOD�(5���DQG�7DUJLQLT�(5�

LQ�WKH�8�6���LQFOXGLQJ�6RXWK�'DNRWD��2[\&RQWLQ�LV�3XUGXH¶V�EHVW�VHOOLQJ�RSLRLG��6LQFH�

������3XUGXH¶V�DQQXDO�VDOHV�RI�2[\&RQWLQ�KDYH�IOXFWXDWHG�EHWZHHQ�������ELOOLRQ�DQG�

������ELOOLRQ��XS�IRXU�IROG�IURP�LWV������VDOHV�RI������PLOOLRQ��2[\&RQWLQ�FRQVWLWXWHV�

URXJKO\�����RI�WKH�HQWLUH�PDUNHW�IRU�DQDOJHVLF�GUXJV��SDLQNLOOHUV���3XUGXH�KDV�

UHJLVWHUHG�ZLWK�WKH�6RXWK�'DNRWD�%RDUG�RI�3KDUPDF\�WR�GR�EXVLQHVV�LQ�6RXWK�'DNRWD���

���� &(3+$/21��,1&��LV�D�'HODZDUH�FRUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�SODFH�LQ�

)UD]HU��3HQQV\OYDQLD���7(9$�3+$50$&(87,&$/�,1'8675,(6��/7'���³7HYD�/WG�´��

LV�DQ�,VUDHOL�FRUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�3HWDK�7LNYD��,VUDHO���,Q�

������7HYD�/WG��DFTXLUHG�&HSKDORQ��,QF���7(9$�3+$50$&(87,&$/6�86$��,1&��

�³7HYD�86$´��LV�D�ZKROO\�RZQHG�VXEVLGLDU\�RI�7HYD�/WG��DQG�LV�D�'HODZDUH�FRUSRUDWLRQ�

�������������������������������������������������
��/RQJ�DFWLQJ�RU�H[WHQGHG�UHOHDVH��(5�RU�(5�/$��RSLRLGV�DUH�GHVLJQHG�WR�EH�WDNHQ�

RQFH�RU�WZLFH�GDLO\��6KRUW�DFWLQJ�RSLRLGV��DOVR�NQRZQ�DV�LPPHGLDWH�UHOHDVH��,5��RSLRLGV��
ODVW�IRU�DSSUR[LPDWHO\�����KRXUV��

Case 4:18-cv-04003-KES   Document 1   Filed 01/08/18   Page 9 of 106 PageID #: 9



�

� ��

ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�3HQQV\OYDQLD���7HYD�86$�DFTXLUHG�&HSKDORQ��,QF��

LQ�2FWREHU�������

���� &HSKDORQ��,QF��PDQXIDFWXUHV��SURPRWHV��VHOOV�DQG�GLVWULEXWHV�RSLRLGV�VXFK�

DV�$FWLT�DQG�)HQWRUD�LQ�WKH�8�6���LQFOXGLQJ�LQ�6RXWK�'DNRWD��7KH�)'$�DSSURYHG�$FWLT�

DQG�)HQWRUD�RQO\�IRU�WKH�PDQDJHPHQW�RI�EUHDNWKURXJK�FDQFHU�SDLQ�LQ�SDWLHQWV�ZKR�DUH�

WROHUDQW�WR�DURXQG�WKH�FORFN�RSLRLG�WKHUDS\�IRU�WKHLU�XQGHUO\LQJ�SHUVLVWHQW�FDQFHU�SDLQ���

,Q�������&HSKDORQ�SOHG�JXLOW\�WR�D�FULPLQDO�YLRODWLRQ�RI�WKH�)HGHUDO�)RRG��'UXJ�DQG�

&RVPHWLF�$FW�IRU�LWV�PLVOHDGLQJ�SURPRWLRQ�RI�$FWLT�DQG�WZR�RWKHU�GUXJV�DQG�DJUHHG�WR�

SD\������PLOOLRQ��

���� 7HYD�/WG���7HYD�86$��DQG�&HSKDORQ��,QF��ZRUN�WRJHWKHU�FORVHO\�WR�

PDUNHW�DQG�VHOO�&HSKDORQ�SURGXFWV�LQ�WKH�8QLWHG�6WDWHV��7HYD�/WG��FRQGXFWV�DOO�VDOHV�DQG�

PDUNHWLQJ�DFWLYLWLHV�IRU�&HSKDORQ�LQ�WKH�8QLWHG�6WDWHV�WKURXJK�7HYD�86$�DQG�KDV�GRQH�

VR�VLQFH�LWV�2FWREHU������DFTXLVLWLRQ�RI�&HSKDORQ��7HYD�/WG��DQG�7HYD�86$�KROG�RXW�

$FWLT�DQG�)HQWRUD�DV�7HYD�SURGXFWV�WR�WKH�SXEOLF��7HYD�86$�VHOOV�DOO�IRUPHU�&HSKDORQ�

EUDQGHG�SURGXFWV�WKURXJK�LWV�³VSHFLDOW\�PHGLFLQHV´�GLYLVLRQ��7KH�)'$�DSSURYHG�

SUHVFULELQJ�LQIRUPDWLRQ�DQG�PHGLFDWLRQ�JXLGH��ZKLFK�LV�GLVWULEXWHG�ZLWK�&HSKDORQ�

RSLRLGV�PDUNHWHG�DQG�VROG�LQ�6RXWK�'DNRWD��GLVFORVHV�WKDW�WKH�JXLGH�ZDV�VXEPLWWHG�E\�

7HYD�86$��DQG�GLUHFWV�SK\VLFLDQV�WR�FRQWDFW�7HYD�86$�WR�UHSRUW�DGYHUVH�HYHQWV��7HYD�

/WG��KDV�GLUHFWHG�&HSKDORQ��,QF��WR�GLVFORVH�WKDW�LW�LV�D�ZKROO\�RZQHG�VXEVLGLDU\�RI�7HYD�

/WG��RQ�SUHVFULSWLRQ�VDYLQJV�FDUGV�GLVWULEXWHG�LQ�6RXWK�'DNRWD��LQGLFDWLQJ�7HYD�/WG��

ZRXOG�EH�UHVSRQVLEOH�IRU�FRYHULQJ�FHUWDLQ�FR�SD\�FRVWV��$OO�RI�&HSKDORQ¶V�SURPRWLRQDO�

ZHEVLWHV��LQFOXGLQJ�WKRVH�IRU�$FWLT�DQG�)HQWRUD��SURPLQHQWO\�GLVSOD\�7HYD�/WG�¶V�ORJR��

7HYD�/WG�¶V�ILQDQFLDO�UHSRUWV�OLVW�&HSKDORQ¶V�DQG�7HYD¶V�86$¶V�VDOHV�DV�LWV�RZQ��DQG�LWV�
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\HDU�HQG�UHSRUW�IRU������±�WKH�\HDU�LPPHGLDWHO\�IROORZLQJ�WKH�&HSKDORQ�DFTXLVLWLRQ�±�

DWWULEXWHG�D�����LQFUHDVH�LQ�LWV�VSHFLDOW\�PHGLFLQH�VDOHV�WR�³WKH�LQFOXVLRQ�RI�D�IXOO�\HDU�

RI�&HSKDORQ¶V�VSHFLDOW\�VDOHV�´�7KURXJK�LQWHUUHODWHG�RSHUDWLRQV�OLNH�WKHVH��7HYD�/WG��

RSHUDWHV�LQ�6RXWK�'DNRWD�DQG�WKH�UHVW�RI�WKH�8QLWHG�6WDWHV�WKURXJK�LWV�VXEVLGLDULHV�

&HSKDORQ�DQG�7HYD�86$��7KH�8QLWHG�6WDWHV�LV�WKH�ODUJHVW�RI�7HYD�/WG�¶V�JOREDO�PDUNHWV��

UHSUHVHQWLQJ�����RI�LWV�JOREDO�UHYHQXH�LQ�������DQG��ZHUH�LW�QRW�IRU�WKH�H[LVWHQFH�RI�

7HYD�86$�DQG�&HSKDORQ��,QF���7HYD�/WG��ZRXOG�FRQGXFW�WKRVH�FRPSDQLHV¶�EXVLQHVV�LQ�

WKH�8QLWHG�6WDWHV�LWVHOI��8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��7HYD�/WG��GLUHFWV�WKH�EXVLQHVV�

SUDFWLFHV�RI�&HSKDORQ�DQG�7HYD�86$��DQG�WKHLU�SURILWV�LQXUH�WR�WKH�EHQHILW�RI�7HYD�/WG��

DV�FRQWUROOLQJ�VKDUHKROGHU���7HYD�3KDUPDFHXWLFDOV�,QGXVWULHV��/WG���7HYD�

3KDUPDFHXWLFDOV�86$��,QF���DQG�&HSKDORQ��,QF��DUH�UHIHUUHG�WR�FROOHFWLYHO\�DV�

³&HSKDORQ´���&HSKDORQ�KDV�UHJLVWHUHG�ZLWK�WKH�6RXWK�'DNRWD�%RDUG�RI�3KDUPDF\�WR�GR�

EXVLQHVV�LQ�6RXWK�'DNRWD��

���� -$166(1�3+$50$&(87,&$/6��,1&��LV�D�3HQQV\OYDQLD�FRUSRUDWLRQ�

ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�7LWXVYLOOH��1HZ�-HUVH\��DQG�LV�D�ZKROO\�RZQHG�

VXEVLGLDU\�RI�-2+1621�	�-2+1621��³-	-´���D�1HZ�-HUVH\�FRUSRUDWLRQ�ZLWK�LWV�

SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�1HZ�%UXQVZLFN��1HZ�-HUVH\���257+2�0&1(,/�

-$166(1�3+$50$&(87,&$/6��,1&���QRZ�NQRZQ�DV�-DQVVHQ�3KDUPDFHXWLFDOV��

,QF���LV�D�3HQQV\OYDQLD�FRUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�7LWXVYLOOH��1HZ�

-HUVH\���-$166(1�3+$50$&(87,&$��,1&���QRZ�NQRZQ�DV�-DQVVHQ�

3KDUPDFHXWLFDOV��,QF���LV�D�3HQQV\OYDQLD�FRUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�

LQ�7LWXVYLOOH��1HZ�-HUVH\����-DQVVHQ�3KDUPDFHXWLFDOV��,QF���2UWKR�0F1HLO�-DQVVHQ�

3KDUPDFHXWLFDOV��,QF���-DQVVHQ�3KDUPDFHXWLFD��,QF���DQG�-	-�DUH�UHIHUUHG�WR�FROOHFWLYHO\�
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DV�³-DQVVHQ´����8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��-	-�FRQWUROV�WKH�VDOH�DQG�GHYHORSPHQW�RI�

-DQVVHQ�3KDUPDFHXWLFDO¶V�SURGXFWV�DQG�FRUUHVSRQGV�ZLWK�WKH�)'$�UHJDUGLQJ�-DQVVHQ¶V�

SURGXFWV��

���� -DQVVHQ�PDQXIDFWXUHV��SURPRWHV��VHOOV��DQG�GLVWULEXWHV�GUXJV�LQ�WKH�8�6���

LQFOXGLQJ�LQ�6RXWK�'DNRWD��LQFOXGLQJ�WKH�RSLRLG�'XUDJHVLF��IHQWDQ\O���8QWLO�-DQXDU\�

������-DQVVHQ�GHYHORSHG��PDUNHWHG��DQG�VROG�WKH�RSLRLGV�1XF\QWD�DQG�1XF\QWD�(5���

7RJHWKHU��1XF\QWD�DQG�1XF\QWD�(5�DFFRXQWHG�IRU������PLOOLRQ�LQ�VDOHV�LQ�������

-DQVVHQ�KDV�UHJLVWHUHG�ZLWK�WKH�6RXWK�'DNRWD�%RDUG�RI�3KDUPDF\�WR�GR�EXVLQHVV�LQ�

6RXWK�'DNRWD��

���� (1'2�+($/7+�62/87,216�,1&��LV�D�'HODZDUH�FRUSRUDWLRQ�ZLWK�LWV�

SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�0DOYHUQ��3HQQV\OYDQLD���(1'2�3+$50$&(87,&$/6�

,1&��LV�D�ZKROO\�RZQHG�VXEVLGLDU\�RI�(QGR�+HDOWK�6ROXWLRQV�,QF��DQG�LV�D�'HODZDUH�

FRUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�0DOYHUQ��3HQQV\OYDQLD����(QGR�+HDOWK�

6ROXWLRQV�,QF��DQG�(QGR�3KDUPDFHXWLFDOV�,QF��DUH�UHIHUUHG�WR�FROOHFWLYHO\�DV�³(QGR´����

���� (QGR�GHYHORSV��PDUNHWV��DQG�VHOOV�SUHVFULSWLRQ�GUXJV��LQFOXGLQJ�WKH�

RSLRLGV�2SDQD�2SDQD�(5��3HUFRGDQ��3HUFRFHW��DQG�=\GRQH��LQ�WKH�8�6���LQFOXGLQJ�LQ�

6RXWK�'DNRWD��2SLRLGV�PDGH�XS�URXJKO\������PLOOLRQ�RI�(QGR¶V�RYHUDOO�UHYHQXHV�RI����

ELOOLRQ�LQ��������2SDQD�(5�\LHOGHG�������ELOOLRQ�LQ�UHYHQXH�IURP������DQG�������DQG�LW�

DFFRXQWHG�IRU�����RI�(QGR¶V�WRWDO�UHYHQXH�LQ�������(QGR�DOVR�PDQXIDFWXUHV�DQG�VHOOV�

JHQHULF�RSLRLGV�VXFK�DV�R[\FRGRQH��R[\PRUSKRQH��K\GURPRUSKRQH��DQG�K\GURFRGRQH�

SURGXFWV�LQ�WKH�8�6���LQFOXGLQJ�LQ�6RXWK�'DNRWD��E\�LWVHOI�DQG�WKURXJK�LWV�VXEVLGLDU\��

4XDOLWHVW�3KDUPDFHXWLFDOV��,QF��(QGR�KDV�UHJLVWHUHG�ZLWK�WKH�6RXWK�'DNRWD�%RDUG�RI�

3KDUPDF\�WR�GR�EXVLQHVV�LQ�6RXWK�'DNRWD��
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���� $//(5*$1�3/&�LV�D�SXEOLF�OLPLWHG�FRPSDQ\�LQFRUSRUDWHG�LQ�,UHODQG�

ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�'XEOLQ��,UHODQG���$&7$9,6�3/&�DFTXLUHG�

$OOHUJDQ�SOF�LQ�0DUFK��������%HIRUH�WKDW��:$7621�3+$50$&(87,&$/6��,1&��

DFTXLUHG�$FWDYLV��,QF��LQ�2FWREHU�������DQG�WKH�FRPELQHG�FRPSDQ\�FKDQJHG�LWV�QDPH�WR�

$FWDYLV��,QF��DV�RI�-DQXDU\������DQG�WKHQ�$FWDYLV�SOF�LQ�2FWREHU��������:$7621�

/$%25$725,(6��,1&��LV�D�1HYDGD�FRUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�

&RURQD��&DOLIRUQLD��DQG�LV�D�ZKROO\�RZQHG�VXEVLGLDU\�RI�$OOHUJDQ�SOF��I�N�D�$FWDYLV��

,QF���I�N�D�:DWVRQ�3KDUPDFHXWLFDOV��,QF�����$&7$9,6�3+$50$��,1&���I�N�D�$FWDYLV��

,QF���LV�D�'HODZDUH�FRUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�1HZ�-HUVH\��DQG�

ZDV�IRUPHUO\�NQRZQ�DV�:$7621�3+$50$��,1&���$&7$9,6�//&�LV�D�'HODZDUH�

OLPLWHG�OLDELOLW\�FRPSDQ\�ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�3DUVLSSDQ\��1HZ�-HUVH\���

(DFK�RI�WKHVH�GHIHQGDQWV�LV�RZQHG�E\�$OOHUJDQ�SOF��ZKLFK�XVHV�WKHP�WR�PDUNHW�DQG�VHOO�

LWV�GUXJV�LQ�WKH�8QLWHG�6WDWHV���8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��$OOHUJDQ�SOF�H[HUFLVHV�

FRQWURO�RYHU�WKHVH�PDUNHWLQJ�DQG�VDOHV�HIIRUWV�DQG�SURILWV�IURP�WKH�VDOH�RI�

$OOHUJDQ�$FWDYLV�SURGXFWV�XOWLPDWHO\�LQXUH�WR�LWV�EHQHILW����$OOHUJDQ�SOF��$FWDYLV�SOF��

$FWDYLV��,QF���$FWDYLV�//&��$FWDYLV�3KDUPD��,QF���:DWVRQ�3KDUPDFHXWLFDOV��,QF���:DWVRQ�

3KDUPD��,QF���DQG�:DWVRQ�/DERUDWRULHV��,QF��DUH�UHIHUUHG�WR�FROOHFWLYHO\�DV�³$FWDYLV´����

���� $FWDYLV�PDQXIDFWXUHV��SURPRWHV��VHOOV��DQG�GLVWULEXWHV�RSLRLGV��LQFOXGLQJ�

WKH�EUDQGHG�GUXJV�.DGLDQ�DQG�1RUFR��D�JHQHULF�YHUVLRQ�RI�.DGLDQ��DQG�JHQHULF�YHUVLRQV�

RI�'XUDJHVLF�DQG�2SDQD��LQ�WKH�8�6���LQFOXGLQJ�LQ�6RXWK�'DNRWD��$FWDYLV�KDV�UHJLVWHUHG�

ZLWK�WKH�6RXWK�'DNRWD�%RDUG�RI�3KDUPDF\�WR�GR�EXVLQHVV�LQ�6RXWK�'DNRWD��

���� 0$//,1&.52'7��3/&�LV�DQ�,ULVK�SXEOLF�OLPLWHG�FRPSDQ\�

KHDGTXDUWHUHG�LQ�6WDLQHV�XSRQ�7KDPHV��8QLWHG�.LQJGRP��ZLWK�LWV�8�6��KHDGTXDUWHUV�LQ�
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6W��/RXLV��0LVVRXUL���0$//,1&.52'7��//&��LV�D�OLPLWHG�OLDELOLW\�FRPSDQ\�RUJDQL]HG�

DQG�H[LVWLQJ�XQGHU�WKH�ODZV�RI�WKH�6WDWH�RI�'HODZDUH���0DOOLQFNURGW��//&�LV�D�ZKROO\�

RZQHG�VXEVLGLDU\�RI�0DOOLQFNURGW��SOF���0DOOLQFNURGW��SOF�DQG�0DOOLQFNURGW��//&�DUH�

FROOHFWLYHO\�UHIHUUHG�WR�DV�³0DOOLQFNURGW�´�

���� 0DOOLQFNURGW�PDQXIDFWXUHV��PDUNHWV��DQG�VHOOV�GUXJV�LQ�WKH�8QLWHG�6WDWHV�

LQFOXGLQJ�JHQHULF�R[\FRGRQH��RI�ZKLFK�LW�LV�RQH�RI�WKH�ODUJHVW�PDQXIDFWXUHUV��,Q�-XO\�

������0DOOLQFNURGW�DJUHHG�WR�SD\�����PLOOLRQ�WR�VHWWOH�DOOHJDWLRQV�EURXJKW�E\�WKH�

'HSDUWPHQW�RI�-XVWLFH�WKDW�LW�IDLOHG�WR�GHWHFW�DQG�QRWLI\�WKH�'($�RI�VXVSLFLRXV�RUGHUV�RI�

FRQWUROOHG�VXEVWDQFHV��0DOOLQFNURGW�KDV�UHJLVWHUHG�ZLWK�WKH�6RXWK�'DNRWD�%RDUG�RI�

3KDUPDF\�WR�GR�EXVLQHVV�LQ�6RXWK�'DNRWD���

���� &ROOHFWLYHO\��3XUGXH��&HSKDORQ��-DQVVHQ��(QGR��$FWDYLV�DQG�0DOOLQFNURGW�

DUH�WKH�³3KDUPDFHXWLFDO�'HIHQGDQWV�´�

&�� 'LVWULEXWRU�'HIHQGDQWV�

���� &$5',1$/�+($/7+��,1&���³&DUGLQDO´��LV�D�SXEOLFO\�WUDGHG�FRPSDQ\�

LQFRUSRUDWHG�XQGHU�WKH�ODZV�RI�2KLR�DQG�ZLWK�D�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�2KLR����

���� &DUGLQDO�GLVWULEXWHV�SUHVFULSWLRQ�RSLRLGV�WR�SURYLGHUV�DQG�UHWDLOHUV��

LQFOXGLQJ�LQ�6RXWK�'DNRWD��&DUGLQDO�LV�UHJLVWHUHG�WR�GR�EXVLQHVV�DQG�UHFHLYH�VHUYLFH�RI�

SURFHVV�LQ�6RXWK�'DNRWD��&DUGLQDO�LV�DOVR�UHJLVWHUHG�ZLWK�WKH�6RXWK�'DNRWD�'HSDUWPHQW�

RI�+HDOWK�DV�D�ZKROHVDOH�SUHVFULSWLRQ�GUXJ�GLVWULEXWRU�LQ�6RXWK�'DNRWD����

���� $0(5,6285&(%(5*(1�&25325$7,21��³$PHULVRXUFH%HUJHQ´��LV�

D�SXEOLFO\�WUDGHG�FRPSDQ\�LQFRUSRUDWHG�XQGHU�WKH�ODZV�RI�'HODZDUH�DQG�ZLWK�D�

SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�3HQQV\OYDQLD���

���� $PHULVRXUFH%HUJHQ�GLVWULEXWHV�SUHVFULSWLRQ�RSLRLGV�WR�SURYLGHUV�DQG�

UHWDLOHUV��LQFOXGLQJ�LQ�6RXWK�'DNRWD��$PHULVRXUFH%HUJHQ�LV�UHJLVWHUHG�WR�GR�EXVLQHVV�
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DQG�UHFHLYH�VHUYLFH�RI�SURFHVV�LQ�6RXWK�'DNRWD��$PHULVRXUFH%HUJHQ�LV�DOVR�UHJLVWHUHG�

ZLWK�WKH�6RXWK�'DNRWD�'HSDUWPHQW�RI�+HDOWK�DV�D�ZKROHVDOH�SUHVFULSWLRQ�GUXJ�

GLVWULEXWRU�LQ�6RXWK�'DNRWD����

���� 0&.(6621�&25325$7,21��³0F.HVVRQ´��LV�D�SXEOLFO\�WUDGHG�

FRPSDQ\�LQFRUSRUDWHG�XQGHU�WKH�ODZV�RI�'HODZDUH�DQG�ZLWK�D�SULQFLSDO�SODFH�RI�

EXVLQHVV�LQ�6DQ�)UDQFLVFR��&DOLIRUQLD����

���� 0F.HVVRQ�GLVWULEXWHV�SUHVFULSWLRQ�RSLRLGV�WR�SURYLGHUV�DQG�UHWDLOHUV��

LQFOXGLQJ�LQ�6RXWK�'DNRWD��0F.HVVRQ�LV�UHJLVWHUHG�WR�GR�EXVLQHVV�DQG�UHFHLYH�VHUYLFH�RI�

SURFHVV�LQ�6RXWK�'DNRWD��0F.HVVRQ�LV�DOVR�UHJLVWHUHG�ZLWK�WKH�6RXWK�'DNRWD�

'HSDUWPHQW�RI�+HDOWK�DV�D�ZKROHVDOH�SUHVFULSWLRQ�GUXJ�GLVWULEXWRU�LQ�6RXWK�'DNRWD����

���� &ROOHFWLYHO\��&DUGLQDO��$PHULVRXUFH%HUJHQ��DQG�0F.HVVRQ�DUH�WKH�

³'LVWULEXWRU�'HIHQGDQWV´��

���� 7KH�GDWD�ZKLFK�UHYHDOV�DQG�RU�FRQILUPV�WKH�LGHQWLW\�RI�HDFK�ZURQJIXO�

RSLRLG�GLVWULEXWRU�LV�KLGGHQ�IURP�SXEOLF�YLHZ�LQ�WKH�'($¶V�FRQILGHQWLDO�$5&26�

GDWDEDVH��See�Madel v. U.S. D.O.J.������)��G������������WK�&LU���������1HLWKHU�WKH�'($�

QRU�WKH�ZKROHVDOH�GLVWULEXWRUV�ZLOO�YROXQWDULO\�GLVFORVH�WKH�GDWD�QHFHVVDU\�WR�LGHQWLI\�

ZLWK�VSHFLILFLW\�WKH�WUDQVDFWLRQV�ZKLFK�ZLOO�IRUP�WKH�HYLGHQWLDU\�EDVLV�IRU�WKH�FODLPV�

DVVHUWHG�KHUHLQ��See id.�DW����������

���� &ROOHFWLYHO\��$PHULVRXUFH%HUJHQ��&DUGLQDO��DQG�0F.HVVRQ�GRPLQDWH�

����RI�WKH�PDUNHW�VKDUH�IRU�WKH�GLVWULEXWLRQ�RI�SUHVFULSWLRQ�RSLRLGV��7KH�³%LJ��´�DUH�

)RUWXQH�����FRUSRUDWLRQV�OLVWHG�RQ�WKH�1HZ�<RUN�6WRFN�([FKDQJH�ZKRVH�SULQFLSDO�

EXVLQHVV�LV�WKH�QDWLRQZLGH�ZKROHVDOH�GLVWULEXWLRQ�RI�SUHVFULSWLRQ�GUXJV��See Fed. Trade 

Comm’n v. Cardinal Health, Inc.�����)��6XSS���G���������'�'�&���������GHVFULELQJ�
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&DUGLQDO��0F.HVVRQ��DQG�$PHULVRXUFH%HUJHQ�SUHGHFHVVRUV���(DFK�KDV�EHHQ�LQYHVWLJDWHG�

DQG�RU�ILQHG�E\�WKH�'($�IRU�WKH�IDLOXUH�WR�UHSRUW�VXVSLFLRXV�RUGHUV��7KH�7ULEHV�KDYH�

UHDVRQ�WR�EHOLHYH�HDFK�KDV�HQJDJHG�LQ�XQODZIXO�FRQGXFW�ZKLFK�UHVXOWHG�LQ�WKH�GLYHUVLRQ�

RI�SUHVFULSWLRQ�RSLRLGV�LQWR�WKH�7ULEHV¶�FRPPXQLWLHV��7KH�7ULEHV�QDPH�HDFK�RI�WKH�³%LJ�

�´�KHUHLQ�DV�GHIHQGDQWV�DQG�SODFHV�WKH�LQGXVWU\�RQ�QRWLFH�WKDW�WKH�7ULEHV�DUH�DFWLQJ�WR�

DEDWH�WKH�SXEOLF�QXLVDQFH�SODJXLQJ�WKHLU�FRPPXQLWLHV��7KH�7ULEHV�ZLOO�UHTXHVW�H[SHGLWHG�

GLVFRYHU\�SXUVXDQW�WR�5XOH����G��RI�WKH�)HGHUDO�5XOHV�RI�&LYLO�3URFHGXUH�WR�VHFXUH�WKH�

GDWD�QHFHVVDU\�WR�UHYHDO�DQG�RU�FRQILUP�WKH�LGHQWLWLHV�RI�WKH�ZKROHVDOH�GLVWULEXWRUV��

LQFOXGLQJ�GDWD�IURP�WKH�$5&26�GDWDEDVH���

,,,�� -85,6',&7,21�$1'�9(18(�

���� 7KLV�&RXUW�KDV�VXEMHFW�PDWWHU�MXULVGLFWLRQ�XQGHU����8�6�&���������

EHFDXVH�WKLV�DFWLRQ�SUHVHQWV�D�IHGHUDO�TXHVWLRQ���7KLV�&RXUW�KDV�VXSSOHPHQWDO�

MXULVGLFWLRQ�RYHU�WKH�VWDWH�ODZ�FDXVHV�RI�DFWLRQ�XQGHU����8�6�&���������EHFDXVH�WKH�

VWDWH�ODZ�FODLPV�DUH�SDUW�RI�WKH�VDPH�FDVH�RU�FRQWURYHUV\����

���� 7KLV�&RXUW�KDV�SHUVRQDO�MXULVGLFWLRQ�RYHU�DOO�'HIHQGDQWV�EHFDXVH�DOO�

'HIHQGDQWV�KDYH�VXEVWDQWLDO�FRQWDFWV�DQG�EXVLQHVV�UHODWLRQVKLSV�ZLWK�WKH�6WDWH�RI�6RXWK�

'DNRWD��LQFOXGLQJ�FRQVHQWLQJ�WR�EH�VXHG�LQ�6RXWK�'DNRWD�E\�UHJLVWHULQJ�DQ�DJHQW�IRU�

VHUYLFH�RI�SURFHVV�DQG�RU�REWDLQLQJ�D�GLVWULEXWRU�OLFHQVH�DQG�KDYH�SXUSRVHIXOO\�DYDLOHG�

WKHPVHOYHV�RI�EXVLQHVV�RSSRUWXQLWLHV�ZLWKLQ�WKH�6WDWH�RI�6RXWK�'DNRWD��LQFOXGLQJ�E\�

PDUNHWLQJ��GLVWULEXWLQJ��RU�VHOOLQJ�SUHVFULSWLRQ�RSLRLGV�ZLWKLQ�WKH�6WDWH�RI�6RXWK�'DNRWD�

DQG�ZLWKLQ�WKH�7ULEHV¶�FRPPXQLWLHV��

���� 7KLV�&RXUW�DOVR�KDV�SHUVRQDO�MXULVGLFWLRQ�RYHU�DOO�RI�WKH�GHIHQGDQWV�XQGHU�

���8�6�&���������E����7KLV�&RXUW�PD\�H[HUFLVH�QDWLRQZLGH�MXULVGLFWLRQ�RYHU�WKH�QDPHG�

'HIHQGDQWV�ZKHUH�WKH�³HQGV�RI�MXVWLFH´�UHTXLUH�QDWLRQDO�VHUYLFH�DQG�3ODLQWLII�
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GHPRQVWUDWHV�QDWLRQDO�FRQWDFWV���+HUH��WKH�LQWHUHVWV�RI�MXVWLFH�UHTXLUH�WKDW�3ODLQWLII�EH�

DOORZHG�WR�EULQJ�DOO�PHPEHUV�RI�WKH�QDWLRQZLGH�5,&2�HQWHUSULVH�EHIRUH�WKH�FRXUW�LQ�D�

VLQJOH�WULDO���See, e.g., Iron Workers Local Union No. 17 Insurance Fund v. Philip 

Morris Inc., ���)��6XSS���G��������������

���� 9HQXH�LV�SURSHU�LQ�WKLV�&RXUW�XQGHU����8�6�&���������E��DQG����8�6�&��

�������EHFDXVH�D�VXEVWDQWLDO�SDUW�RI�WKH�HYHQWV�RU�RPLVVLRQV�JLYLQJ�ULVH�WR�WKLV�DFWLRQ�

RFFXUUHG�LQ�WKLV�MXGLFLDO�GLVWULFW�DQG�EHFDXVH�DOO�GHIHQGDQWV�DUH�VXEMHFW�WR�WKLV�&RXUW¶V�

H[HUFLVH�RI�SHUVRQDO�MXULVGLFWLRQ��

,9�� $'',7,21$/�)$&78$/�$//(*$7,216�

$�� 2YHUYLHZ�RI�WKH�RSLRLG�HSLGHPLF��

���� 7KH�WHUP�³RSLRLG´�LQFOXGHV�DOO�GUXJV�GHULYHG�IURP�WKH�RSLXP�SRSS\���7KH�

8QLWHG�6WDWHV�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ�GHVFULEHV�RSLRLGV�DV�IROORZV��³3UHVFULSWLRQ�

RSLRLGV�DUH�SRZHUIXO�SDLQ�UHGXFLQJ�PHGLFDWLRQV�WKDW�LQFOXGH�SUHVFULSWLRQ�R[\FRGRQH��

K\GURFRGRQH��DQG�PRUSKLQH��DPRQJ�RWKHUV��DQG�KDYH�ERWK�EHQHILWV�DV�ZHOO�DV�SRWHQWLDOO\�

VHULRXV�ULVNV���7KHVH�PHGLFDWLRQV�FDQ�KHOS�PDQDJH�SDLQ�ZKHQ�SUHVFULEHG�IRU�WKH�ULJKW�

FRQGLWLRQ�DQG�ZKHQ�XVHG�SURSHUO\���%XW�ZKHQ�PLVXVHG�RU�DEXVHG��WKH\�FDQ�FDXVH�VHULRXV�

KDUP��LQFOXGLQJ�DGGLFWLRQ��RYHUGRVH��DQG�GHDWK�´����

���� 3UHVFULSWLRQ�RSLRLGV�ZLWK�WKH�KLJKHVW�SRWHQWLDO�IRU�DGGLFWLRQ�DUH�OLVWHG�

XQGHU�6FKHGXOH�,,�RI�WKH�&RQWUROOHG�6XEVWDQFHV�$FW���7KLV�LQFOXGHV�QRQ�V\QWKHWLF�RSLXP�

GHULYDWLYHV��VXFK�DV�FRGHLQH�DQG�PRUSKLQH��DOVR�NQRZQ�JHQHUDOO\�DV�³RSLDWHV´���SDUWLDOO\�

�������������������������������������������������
���See�8�6��)'$��2SLRLG�0HGLFDWLRQV��

KWWSV���ZZZ�IGD�JRY�'UXJV�'UXJ6DIHW\�,QIRUPDWLRQE\'UXJ&ODVV�XFP�������KWP��ODVW�
DFFHVVHG�'HFHPEHU��������������
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V\QWKHWLF�GHULYDWLYHV��VXFK�DV�K\GURFRGRQH�DQG�R[\FRGRQH���DQG�IXOO\�V\QWKHWLF�

GHULYDWLYHV��VXFK�DV�IHQWDQ\O�DQG�PHWKDGRQH�����

���� +LVWRULFDOO\��RSLRLGV�ZHUH�FRQVLGHUHG�WRR�DGGLFWLYH�DQG�GHELOLWDWLQJ�IRU�

WKH�WUHDWPHQW�RI�FKURQLF�SDLQ��OLNH�EDFN�SDLQ��PLJUDLQHV��DQG�DUWKULWLV���$FFRUGLQJ�WR�'U��

&DOHE�$OH[DQGHU��GLUHFWRU�RI�-RKQV�+RSNLQV�8QLYHUVLW\¶V�&HQWHU�IRU�'UXJ�6DIHW\�DQG�

(IIHFWLYHQHVV��³>RSLRLGV@�KDYH�YHU\��YHU\�KLJK�LQKHUHQW�ULVNV�������DQG�WKHUH¶V�QR�VXFK�

WKLQJ�DV�D�IXOO\�VDIH�RSLRLG�´����

���� 2SLRLGV�DOVR�WHQG�WR�LQGXFH�WROHUDQFH��ZKHUHE\�D�SHUVRQ�ZKR�XVHV�

RSLRLGV�UHSHDWHGO\�RYHU�WLPH�QR�ORQJHU�UHVSRQGV�WR�WKH�GUXJ�DV�VWURQJO\�DV�EHIRUH��WKXV�

UHTXLULQJ�D�KLJKHU�GRVH�WR�DFKLHYH�WKH�VDPH�HIIHFW��7KLV�WROHUDQFH�FRQWULEXWHV�WR�WKH�KLJK�

ULVN�RI�RYHUGRVH�GXULQJ�D�UHODSVH���

���� %HIRUH�WKH�����V��JHQHUDOO\�DFFHSWHG�VWDQGDUGV�RI�PHGLFDO�SUDFWLFH�

GLFWDWHG�WKDW�RSLRLGV�VKRXOG�RQO\�EH�XVHG�VKRUW�WHUP�IRU�DFXWH�SDLQ��SDLQ�UHODWLQJ�WR�

UHFRYHU\�IURP�VXUJHU\��RU�IRU�FDQFHU�RU�SDOOLDWLYH��HQG�RI�OLIH��FDUH��'XH�WR�WKH�ODFN�RI�

HYLGHQFH�WKDW�RSLRLGV�LPSURYHG�SDWLHQWV¶�DELOLW\�WR�RYHUFRPH�SDLQ�DQG�IXQFWLRQ��FRXSOHG�

ZLWK�HYLGHQFH�RI�JUHDWHU�SDLQ�FRPSODLQWV�DV�SDWLHQWV�GHYHORSHG�WROHUDQFH�WR�RSLRLGV�RYHU�

WLPH��DQG�WKH�VHULRXV�ULVN�RI�DGGLFWLRQ�DQG�RWKHU�VLGH�HIIHFWV��WKH�XVH�RI�RSLRLGV�IRU�

FKURQLF�SDLQ�ZDV�GLVFRXUDJHG�RU�SURKLELWHG��$V�D�UHVXOW��GRFWRUV�JHQHUDOO\�GLG�QRW�

SUHVFULEH�RSLRLGV�IRU�FKURQLF�SDLQ��

�������������������������������������������������
��0DWWKHZ�3HUURQH�HW�DO���Drugmakers push profitable, but unproven, opioid 

solution��&HQWHU�IRU�3XEOLF�,QWHJULW\��DYDLODEOH�DW�
KWWSV���ZZZ�SXEOLFLQWHJULW\�RUJ������������������GUXJPDNHUV�SXVK�SURILWDEOH�
XQSURYHQ�RSLRLG�VROXWLRQ��ODVW�DFFHVVHG�'HFHPEHU��������������
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���� 7R�WDNH�DGYDQWDJH�RI�WKH�PXFK�ODUJHU�DQG�PRUH�OXFUDWLYH�PDUNHW�IRU�

FKURQLF�SDLQ�SDWLHQWV��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDG�WR�FKDQJH�WKLV�����

���� $V�GHVFULEHG�KHUHLQ��'HIHQGDQWV�HQJDJHG�LQ�FRQGXFW�WKDW�GLUHFWO\�FDXVHG�

GRFWRUV�WR�XQZLWWLQJO\�SUHVFULEH�VN\URFNHWLQJ�DPRXQWV�RI�RSLRLGV���'HIHQGDQWV�DOVR�

LQWHQWLRQDOO\�QHJOHFWHG�WKHLU�REOLJDWLRQV�WR�SUHYHQW�GLYHUVLRQ�RI�WKH�KLJKO\�DGGLFWLYH�

VXEVWDQFH���

���� $V�D�UHVXOW�RI�'HIHQGDQWV¶�ZURQJIXO�FRQGXFW��WKH�QXPEHU�RI�SUHVFULSWLRQV�

IRU�RSLRLGV�LQFUHDVHG�VKDUSO\��UHDFKLQJ�QHDUO\�������������SUHVFULSWLRQV�LQ�������DOPRVW�

HQRXJK�IRU�HYHU\�SHUVRQ�LQ�WKH�8QLWHG�6WDWHV�WR�KDYH�D�ERWWOH�RI�SLOOV��7KLV�UHSUHVHQWV�DQ�

LQFUHDVH�RI������VLQFH��������(QRXJK�GRVHV�RI�RSLDWHV�ZHUH�SUHVFULEHG�WR�6RXWK�

'DNRWDQV�LQ������WR�PHGLFDWH�HYHU\�6RXWK�'DNRWD�DGXOW�DURXQG�WKH�FORFN�IRU����VWUDLJKW�

GD\V���

���� 0DQ\�$PHULFDQV��LQFOXGLQJ�6RXWK�'DNRWDQV�DQG�PHPEHUV�RI�WKH�7ULEHV��

DUH�QRZ�DGGLFWHG�WR�SUHVFULSWLRQ�RSLRLGV��,Q�������GUXJ�RYHUGRVHV�NLOOHG�RYHU��������

SHRSOH�LQ�WKH�8QLWHG�6WDWHV��DQ�LQFUHDVH�RI�PRUH�WKDQ����SHUFHQW�RYHU�WKH�SUHYLRXV�\HDU��

7KH�1HZ�<RUN�7LPHV�UHSRUWHG�LQ�6HSWHPEHU������WKDW�WKH�RSLRLG�HSLGHPLF�LV�QRZ�

NLOOLQJ�EDELHV�DQG�WRGGOHUV�EHFDXVH�XELTXLWRXV��GHDGO\�RSLRLGV�DUH�³HYHU\ZKHUH´�DQG�DUH�

�������������������������������������������������
���See�+DUULHW�5\DQ�HW�DO���µYou want a description of hell?’ OxyContin’s 12-hour 

problem��/�$��7LPHV��0D\����������DYDLODEOH�DW�
KWWS���ZZZ�ODWLPHV�FRP�SURMHFWV�R[\FRQWLQ�SDUW����ODVW�DFFHVVHG�'HFHPEHU��������������

�6RXWK�'DNRWD�2SLRLG�6WUDWHJLF�$EXVH�3ODQ��DW����DYDLODEOH�DW�
KWWS���GRK�VG�JRY�GRFXPHQWV�QHZV�6'2SLRLG$EXVH6WUDWHJLF3ODQ�SGI���ODVW�DFFHVVHG�
'HFHPEHU�������������
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PLVWDNHQ�DV�FDQG\���7KH�RSLRLG�HSLGHPLF�KDV�EHHQ�GHFODUHG�D�SXEOLF�KHDOWK�HPHUJHQF\�

E\�WKH�3UHVLGHQW�RI�WKH�8QLWHG�6WDWHV���

���� 7KH�ZDYH�RI�DGGLFWLRQ�ZDV�FUHDWHG�E\�WKH�LQFUHDVH�LQ�RSLRLG�

SUHVFULSWLRQV��2QH�LQ���$PHULFDQV�UHFHLYLQJ�ORQJ�WHUP�RSLRLG�WKHUDS\�VWUXJJOHV�ZLWK�

RSLRLG�DGGLFWLRQ��1HDUO\���PLOOLRQ�$PHULFDQV�KDYH�D�SUHVFULSWLRQ�RSLRLG�XVH�GLVRUGHU����

���� ,Q�6RXWK�'DNRWD��D�GLVSURSRUWLRQDWH�QXPEHU�RI�UHVLGHQWV�WUHDWHG�IRU�

RSLRLG�XVH�GLVRUGHU�DUH�1DWLYH�$PHULFDQ���)URP���������������SHUFHQW�RI�WKH�SDWLHQWV�

WUHDWHG�IRU�RSLRLG�XVH�GLVRUGHU�LQ�6RXWK�'DNRWD�ZHUH�1DWLYH�$PHULFDQ��D�IDU�JUHDWHU�

SHUFHQWDJH�SHU�FDSLWD�WKDQ�DQ\�RWKHU�GHPRJUDSKLF�JURXS�����

���� $FFRUGLQJ�WR�WKH�1,+¶V�1DWLRQDO�,QVWLWXWH�RQ�'UXJ�$EXVH��DSSUR[LPDWHO\�

���WR����SHUFHQW�RI�SDWLHQWV�SUHVFULEHG�RSLRLGV�IRU�FKURQLF�SDLQ�PLVXVH�WKHP���%HWZHHQ�

��DQG����SHUFHQW�GHYHORS�DQ�RSLRLG�XVH�GLVRUGHU���)RXU�WR���SHUFHQW�RI�SHRSOH�ZKR�

PLVXVH�SUHVFULSWLRQ�RSLRLGV�WUDQVLWLRQ�WR�KHURLQ�DEXVH��DQG�DERXW����SHUFHQW�RI�SHRSOH�

ZKR�XVH�KHURLQ�ILUVW�PLVXVHG�SUHVFULSWLRQ�RSLRLGV�������

���� $FFRUGLQJ�WR�WKH�6RXWK�'DNRWD�2SLRLG�$EXVH�$GYLVRU\�&RPPLWWHH�

�³6'2$&´���³>D@�PDMRULW\�RI�SDWLHQWV�ZKR�DUH�VHHQ�IRU�RSLRLG�WUHDWPHQW�KDG�>D�

S@UHVFULSWLRQ�IRU�WKHPVHOYHV�>RU�D@FFHV�WKURXJK�IDPLO\�PHPEHU�>VLF@�SUHVFULSWLRQ�´��7KH�

YDVW�PDMRULW\�RI�RSLRLG�XVH�GLVRUGHU�SDWLHQWV�WUHDWHG�EHWZHHQ�-XQH������DQG�0D\������

DEXVHG�SUHVFULSWLRQ�RSLRLGV��

�������������������������������������������������
��-XOLH�7XUNHZLW]��“The Pills are Everywhere:” How the Opioid Crisis Claims Its 

Youngest Victims��1�<��7LPHV��6HSW������������DYDLODEOH�DW��
KWWSV���ZZZ�Q\WLPHV�FRP������������XV�RSLRLG�GHDWKV�FKLOGUHQ�KWPO��ODVW�DFFHVVHG�
-DQXDU\������������

���6RXWK�'DNRWD�2SLRLG�$EXVH�$GYLVRU\�&RPPLWWHH��2SLRLG�1HHGV�$VVHVVPHQW��
DYDLODEOH�DW�KWWS���GRK�VG�JRY�GRFXPHQWV�QHZV�2SLRLG1HHGV$VVHVVPHQW3UHVHQWDWLRQ�SGI�
�ODVW�DFFHVVHG�'HFHPEHU������������
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���� 'HDWKV�IURP�SUHVFULSWLRQ�RSLRLGV�KDYH�TXDGUXSOHG�LQ�WKH�SDVW����\HDUV���

���� 7UHDWPHQW�DGPLVVLRQV�IRU�DEXVH�RI�RSLRLGV�DQG�HPHUJHQF\�URRP�YLVLWV�

IRU�QRQ�PHGLFDO�RSLRLG�XVH�KDYH�DOVR�GUDPDWLFDOO\�LQFUHDVHG���

���� 7KH�LQFUHDVHV�LQ�RSLRLG�GHDWKV�DQG�WUHDWPHQWV�DUH�GLUHFWO\�WLHG�WR�WKH�

SUHVFULELQJ�SUDFWLFHV�FUHDWHG�E\�'HIHQGDQWV��$FFRUGLQJ�WR�WKH�&'&����RSLRLG�GHDWKV�DQG�

WUHDWPHQW�DGPLVVLRQV�DUH�WLHG�WR�RSLRLG�VDOHV���

�������������������������������������������������
���8�6��'HS¶W�RI�+HDOWK�	�+XPDQ�6HUYV���Addressing Prescription Drug Abuse in 

the United States��DYDLODEOH�DW�
KWWSV���ZZZ�FGF�JRY�GUXJRYHUGRVH�SGI�KKVBSUHVFULSWLRQBGUXJBDEXVHBUHSRUWB��������S
GI��ODVW�DFFHVVHG�'HFHPEHU��������������
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���� 3HRSOH�ZKR�DUH�DGGLFWHG�WR�SUHVFULSWLRQ�RSLRLG�SDLQNLOOHUV�DUH�IRUW\�WLPHV�

PRUH�OLNHO\�WR�EH�DGGLFWHG�WR�KHURLQ���+HURLQ�LV�SKDUPDFRORJLFDOO\�VLPLODU�WR�

2SLRLG�6DOHV�.*�������� 2SLRLG�'HDWKV��������� 2SLRLG�7UHDWPHQW�$GPLVVLRQV��������

��

�

��

�

��

�

��

�

��

������������������������������������������������������������
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SUHVFULSWLRQ�RSLRLGV���$YDLODEOH�GDWD�LQGLFDWHV�WKDW�WKH�QRQPHGLFDO�XVH�RI�SUHVFULSWLRQ�

RSLRLGV�LV�D�VWURQJ�ULVN�IDFWRU�IRU�KHURLQ�XVH���$FFRUGLQJ�WR�WKH�&'&��KHURLQ�GUXJ�

RYHUGRVH�GHDWKV�KDYH�PRUH�WKDQ�WULSOHG�LQ�WKH�SDVW�IRXU�\HDUV����

���� 3UHVFULSWLRQ�RSLRLG�DEXVH�³LV�D�VHULRXV�QDWLRQDO�FULVLV�WKDW�DIIHFWV�SXEOLF�

KHDOWK�DV�ZHOO�DV�VRFLDO�DQG�HFRQRPLF�ZHOIDUH�´��7KH�HFRQRPLF�EXUGHQ�RI�SUHVFULSWLRQ�

RSLRLG�PLVXVH�DORQH�LV�������ELOOLRQ�D�\HDU��LQFOXGLQJ�WKH�FRVWV�RI�KHDOWKFDUH��ORVW�

SURGXFWLYLW\��DGGLFWLRQ�WUHDWPHQW��DQG�FULPLQDO�MXVWLFH�H[SHQGLWXUHV������

���� 3UHVFULSWLRQ�RSLRLG�DEXVH�GLVSURSRUWLRQDWHO\�LPSDFWV�$PHULFDQ�,QGLDQ�

FRPPXQLWLHV��LQFOXGLQJ�WKH�7ULEHV���7KH�&'&�UHSRUWHG�LQ������WKDW���LQ����$PHULFDQ�

,QGLDQV�1DWLYH�$PHULFDQV��RYHU�WKH�DJH�RI�����XVHG�SUHVFULSWLRQ�SDLQ�PHGLFLQH�IRU�

QRQSUHVFULSWLRQ�SXUSRVHV��FRPSDUHG�ZLWK���LQ����ZKLWHV�DQG���LQ����$IULFDQ�

$PHULFDQV�����7KH�3ODLQWLII�7ULEHV�DUH�DOVR�GLVSURSRUWLRQDWHO\�DIIHFWHG��$PHULFDQ�

,QGLDQV�PDNH�XS�DSSUR[LPDWHO\���SHUFHQW�RI�6RXWK�'DNRWD¶V�SRSXODWLRQ��EXW�WKH�

6'2$&�UHSRUWHG�WKDW����SHUFHQW�RI�RSLRLG�XVH�GLVRUGHU�SDWLHQWV�EHWZHHQ�-XQH������DQG�

0D\������ZHUH�$PHULFDQ�,QGLDQ��ZKLOH������SHUFHQW�RI�RSLRLG�XVH�GHDWKV�ZHUH�

$PHULFDQ�,QGLDQ���

�������������������������������������������������
���2SLRLG�&ULVLV��1,+��1DWLRQDO�,QVWLWXWH�RQ�'UXJ�$EXVH��DYDLODEOH�DW�

KWWSV���ZZZ�GUXJDEXVH�JRY�GUXJV�DEXVH�RSLRLGV�RSLRLG�FULVLV��ODVW�YLVLWHG�'HFHPEHU�
�������������

���86�0HGLFLQH���������,+6�*UDSSOHV�ZLWK�3HUYDVLYH�3UHVFULSWLRQ�2SLRLG�0LVXVH�
LQ�7ULEDO�$UHDV��$GGLFWLRQ��$YDLODEOH�DW�KWWS���ZZZ�XVPHGLFLQH�FRP�FOLQLFDO�
WRSLFV�DGGLFWLRQ�LKV�JUDSSOHV�ZLWK�SHUYDVLYH�SUHVFULSWLRQ�RSLRLG�PLVXVH�LQ�WULEDO�DUHDV����
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���� 'UXJ�RYHUGRVH�GHDWKV�DPRQJ�DOO�$PHULFDQV�LQFUHDVHG�PRUH�WKDQ�����

SHUFHQW�EHWZHHQ������DQG�������,Q�WKDW�VDPH�WLPH��WKH�GHDWK�UDWH�URVH�E\�PRUH�WKDQ�����

SHUFHQW�DPRQJ�1DWLYH�$PHULFDQV�DQG�QDWLYH�$ODVNDQV�����

��

����

���� 7KH�GHDWK�UDWH�IRU�KHURLQ�RYHUGRVHV�DPRQJ�1DWLYH�$PHULFDQV�KDV�DOVR�

VN\URFNHWHG��ULVLQJ�����SHUFHQW�IURP������WR����������

�������������������������������������������������
���(XJHQH�6FRWW��Native Americans, among the most harmed by the opioid 

epidemic, are often left out of the conversation��:DVKLQJWRQ�3RVW��2FW�������������
DYDLODEOH�DW�KWWSV���ZZZ�ZDVKLQJWRQSRVW�FRP�QHZV�WKH�IL[�ZS������������QDWLYH�
DPHULFDQV�DPRQJ�WKH�PRVW�KDUPHG�E\�WKH�RSLRLG�HSLGHPLF�DUH�RIWHQ�OHIW�RXW�RI�
FRQYHUVDWLRQ�"XWPBWHUP �����F�EF�HFF��ODVW�DFFHVVHG�'HFHPEHU�������������

���'DQ�1RODQ�DQG�&KULV�$PLFR��How Bad is the Opioid Epidemic?��3%6�RUJ��)HE��
�����������DYDLODEOH�DW�KWWSV���ZZZ�SEV�RUJ�ZJEK�IURQWOLQH�DUWLFOH�KRZ�EDG�LV�WKH�
RSLRLG�HSLGHPLF���ODVW�DFFHVVHG�'HFHPEHU�������������
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���� 6RXWK�'DNRWD��SDUWLFXODUO\�WKH�SDUWV�RI�WKH�VWDWH�QHDU�WKH�7ULEHV¶�

FRPPXQLWLHV��KDV�YHU\�OLPLWHG�DFFHVV�WR�RSLRLG�WUHDWPHQW�SURJUDPV����

%�� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�VSUHDG�IDOVH�RU�PLVOHDGLQJ�
LQIRUPDWLRQ�DERXW�WKH�VDIHW\�RI�RSLRLGV�

���� (DFK�3KDUPDFHXWLFDO�'HIHQGDQW�GHYHORSHG�D�ZHOO�IXQGHG�PDUNHWLQJ�

VFKHPH�EDVHG�RQ�GHFHSWLRQ�WR�SHUVXDGH�GRFWRUV�DQG�SDWLHQWV�WKDW�RSLRLGV�FDQ�DQG�VKRXOG�

EH�XVHG�IRU�WUHDWPHQW�RI�FKURQLF�SDLQ��UHVXOWLQJ�LQ�RSLRLG�WUHDWPHQW�IRU�D�IDU�ODUJHU�JURXS�

RI�SDWLHQWV�ZKR�DUH�PXFK�PRUH�OLNHO\�WR�EHFRPH�DGGLFWHG���,Q�FRQQHFWLRQ�ZLWK�WKLV�

VFKHPH��HDFK�3KDUPDFHXWLFDO�'HIHQGDQW�VSHQW��DQG�FRQWLQXHG�WR�VSHQG��PLOOLRQV�RI�

GROODUV�RQ�SURPRWLRQDO�DFWLYLWLHV�DQG�PDWHULDOV�WKDW�IDOVH�GHQ\�RU�PLQLPL]H�WKH�ULVNV�RI�

RSLRLGV�ZKLOH�RYHUVWDWLQJ�WKH�EHQHILW�RI�XVLQJ�WKHP�IRU�FKURQLF�SDLQ����

���� 7KH�GHFHSWLYH�PDUNHWLQJ�VFKHPHV�LQFOXGHG��DPRQJ�RWKHUV������IDOVH�RU�

PLVOHDGLQJ�GLUHFW��EUDQGHG�DGYHUWLVHPHQWV������IDOVH�RU�PLVOHDGLQJ�GLUHFW�WR�SK\VLFLDQ�

PDUNHWLQJ��DOVR�NQRZQ�DV�³GHWDLOLQJ�´�����IDOVH�RU�PLVOHDGLQJ�PDWHULDOV�VSHDNHU�

SURJUDPV��ZHELQDUV��DQG�EURFKXUHV��DQG�����IDOVH�RU�PLVOHDGLQJ�XQEUDQGHG�

DGYHUWLVHPHQWV�RU�VWDWHPHQWV�E\�SXUSRUWHGO\�QHXWUDO�WKLUG�SDUWLHV�WKDW�ZHUH�UHDOO\�

GHVLJQHG�DQG�GLVWULEXWHG�E\�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV���,Q�DGGLWLRQ�WR�XVLQJ�WKLUG�

SDUWLHV�WR�GLVJXLVH�WKH�VRXUFH�RI�WKHLU�PLVLQIRUPDWLRQ�FDPSDLJQ��WKH�3KDUPDFHXWLFDO�

'HIHQGDQWV�DOVR�UHWDLQHG�WKH�VHUYLFHV�RI�FHUWDLQ�SK\VLFLDQV��NQRZQ�DV�³NH\�RSLQLRQ�

OHDGHUV´�RU�³.2/V´�WR�FRQYLQFH�ERWK�GRFWRUV�DQG�SDWLHQWV�WKDW�RSLRLGV�ZHUH�VDIH�IRU�WKH�

WUHDWPHQW�RI�FKURQLF�SDLQ����

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�PDGH�IDOVH�DQG�PLVOHDGLQJ�FODLPV��

FRQWUDU\�WR�WKH�ODQJXDJH�RQ�WKHLU�GUXJV¶�ODEHOV�UHJDUGLQJ�WKH�ULVNV�RI�XVLQJ�WKHLU�GUXJV�

WKDW������GRZQSOD\HG�WKH�VHULRXV�RI�DGGLFWLRQ������FUHDWHG�DQG�SURPRWHG�WKH�FRQFHSW�RI�
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³SVHXGRDGGLFWLRQ´�ZKHQ�VLJQV�RI�DFWXDO�DGGLFWLRQ�EHJDQ�DSSHDULQJ�DQG�DGYRFDWHG�WKDW�

WKH�VLJQV�RI�DGGLFWLRQ�VKRXOG�EH�WUHDWHG�ZLWK�PRUH�RSLRLGV������H[DJJHUDWHG�WKH�

HIIHFWLYHQHVV�RI�VFUHHQLQJ�WRROV�WR�SUHYHQW�DGGLFWLRQ������FODLPHG�WKDW�RSLRLG�

GHSHQGHQFH�DQG�ZLWKGUDZDO�DUH�HDVLO\�PDQDJHG������GHQLHG�WKH�ULVNV�RI�KLJKHU�GRVDJHV��

DQG�����H[DJJHUDWHG�WKH�HIIHFWLYHQHVV�RI�³DEXVH�GHWHUUHQW´�RSLRLG�IRUPXODWLRQV�WR�

SUHYHQW�DEXVH�DQG�DGGLFWLRQ���7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�DOVR�IDOVHO\�WRXWHG�

WKH�EHQHILWV�RI�ORQJ�WHUP�RSLRLG�XVH��LQFOXGLQJ�WKH�VXSSRVHG�DELOLW\�RI�RSLRLGV�WR�

LPSURYH�IXQFWLRQ�DQG�TXDOLW\�RI�OLIH��HYHQ�WKRXJK�WKHUH�ZDV�QR�VFLHQWLILFDOO\�UHOLDEOH�

HYLGHQFH�WR�VXSSRUW�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�FODLPV���

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�GLVVHPLQDWHG�WKHVH�FRPPRQ�

PHVVDJHV�WR�UHYHUVH�WKH�SRSXODU�DQG�PHGLFDO�XQGHUVWDQGLQJ�RI�RSLRLGV�DQG�ULVNV�RI�

RSLRLG�XVH���7KH\�GLVVHPLQDWHG�WKHVH�PHVVDJHV�GLUHFWO\��WKURXJK�WKHLU�VDOHV�

UHSUHVHQWDWLYHV��LQ�VSHDNHU�JURXSV�OHG�E\�SK\VLFLDQV�WKH�0DQXIDFWXUHU�'HIHQGDQWV�

UHFUXLWHG�IRU�WKHLU�VXSSRUW�RI�WKHLU�PDUNHWLQJ�PHVVDJHV��WKURXJK�XQEUDQGHG�PDUNHWLQJ�

DQG�WKURXJK�LQGXVWU\�IXQGHG�IURQW�JURXSV����

���� 7KHVH�VWDWHPHQWV�ZHUH�QRW�RQO\�XQVXSSRUWHG�E\�RU�FRQWUDU\�WR�WKH�

VFLHQWLILF�HYLGHQFH��WKH\�ZHUH�DOVR�FRQWUDU\�WR�SURQRXQFHPHQWV�E\�DQG�JXLGDQFH�IURP�

WKH�)'$�DQG�&'&�EDVHG�RQ�WKDW�VDPH�HYLGHQFH����

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�EHJDQ�WKHLU�PDUNHWLQJ�VFKHPHV�GHFDGHV�

DJR�DQG�FRQWLQXH�WKHP�WRGD\����

���� $V�GLVFXVVHG�KHUHLQ��WKH������&'&�*XLGHOLQH�PDNHV�LW�SDWHQWO\�FOHDU�

WKDW�WKHLU�VFKHPHV�ZHUH�DQG�FRQWLQXH�WR�EH�GHFHSWLYH��
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���� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��DV�D�SDUW�RI�WKHLU�GHFHSWLYH�PDUNHWLQJ�VFKHPH��

WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�LGHQWLILHG�DQG�WDUJHWHG�VXVFHSWLEOH�SUHVFULEHUV�DQG�

YXOQHUDEOH�SDWLHQW�SRSXODWLRQV�LQ�WKH�8�6���LQFOXGLQJ�LQ�6RXWK�'DNRWD��

���� )RU�H[DPSOH��RQ�LQIRUPDWLRQ�DQG�EHOLHI��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�

IRFXVHG�WKHLU�GHFHSWLYH�PDUNHWLQJ�RQ�SULPDU\�FDUH�GRFWRUV��ZKR�ZHUH�PRUH�OLNHO\�WR�

WUHDW�FKURQLF�SDLQ�SDWLHQWV�DQG�SUHVFULEH�WKHP�GUXJV��EXW�ZHUH�OHVV�OLNHO\�WR�EH�VFKRROHG�

LQ�WUHDWLQJ�SDLQ�DQG�WKH�ULVNV�DQG�EHQHILWV�RI�RSLRLGV�DQG�WKHUHIRUH�PRUH�OLNHO\�WR�DFFHSW�

WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�PLVUHSUHVHQWDWLRQV����

���� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�DOVR�WDUJHWHG�

YXOQHUDEOH�SDWLHQW�SRSXODWLRQV�OLNH�WKH�HOGHUO\�DQG�YHWHUDQV��ZKR�WHQG�WR�VXIIHU�IURP�

FKURQLF�SDLQ���,Q�6RXWK�'DNRWD��RSLRLG�GHDWKV�FODLP�HOGHUO\�DW�D�PXFK�KLJKHU�UDWH�WKDQ�

\RXWK����

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�WDUJHWHG�WKHVH�YXOQHUDEOH�SDWLHQWV�HYHQ�

WKRXJK�WKH�ULVNV�RI�ORQJ�WHUP�RSLRLG�XVH�ZHUH�VLJQLILFDQWO\�JUHDWHU�IRU�WKHP���)RU�

H[DPSOH��WKH������&'&�*XLGHOLQH�REVHUYHG�WKDW�H[LVWLQJ�HYLGHQFH�VKRZHG�WKDW�HOGHUO\�

SDWLHQWV�WDNLQJ�RSLRLGV�VXIIHU�IURP�HOHYDWHG�IDOO�DQG�IUDFWXUH�ULVNV��JUHDWHU�ULVN�RI�

KRVSLWDOL]DWLRQ��DQG�LQFUHDVHG�YXOQHUDELOLW\�WR�DGYHUVH�GUXJ�HIIHFWV�DQG�LQWHUDFWLRQV���

7KH�*XLGHOLQH�WKHUHIRUH�FRQFOXGHG�WKDW�WKHUH�DUH�VSHFLDO�ULVNV�RI�ORQJ�WHUP�RSLRLG�XVH�

IRU�HOGHUO\�SDWLHQWV�DQG�UHFRPPHQGHG�WKDW�GRFWRUV�XVH�³DGGLWLRQDO�FDXWLRQ�DQG�LQFUHDVHG�

PRQLWRULQJ´�WR�PLQLPL]H�WKH�ULVNV�RI�RSLRLG�XVH�LQ�HOGHUO\�SDWLHQWV���7KH�VDPH�LV�WUXH�IRU�

�������������������������������������������������
��See 0��:DONHU��Opioids Claiming Older South Dakotans More Often Than 

Youth��$UJXV�/HDGHU��$XJXVW�����������
KWWS���ZZZ�DUJXVOHDGHU�FRP�VWRU\�QHZV������������RSLRLGV�FODLPLQJ�ROGHU�VRXWK�
GDNRWDQV�PRUH�RIWHQ�WKDQ�\RXWK�������������ODVW�DFFHVVHG�-DQXDU\������������
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YHWHUDQV��ZKR�DUH�PRUH�OLNHO\�WR�XVH�DQWL�DQ[LHW\�GUXJV��EHQ]RGLD]HSLQHV��IRU�

SRVWWUDXPDWLF�VWUHVV�GLVRUGHU��ZKLFK�LQWHUDFW�GDQJHURXVO\�ZLWK�RSLRLGV��

���� 7R�LQFUHDVH�WKH�LPSDFW�RI�WKHLU�GHFHSWLYH�PDUNHWLQJ�VFKHPHV��RQ�

LQIRUPDWLRQ�DQG�EHOLHI�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�FRRUGLQDWHG�DQG�FUHDWHG�XQLILHG�

PDUNHWLQJ�SODQV�WR�HQVXUH�WKDW�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�PHVVDJHV�ZHUH�

FRQVLVWHQW�DQG�HIIHFWLYH�DFURVV�DOO�WKHLU�PDUNHWLQJ�HIIRUWV��

���� 'HIHQGDQWV¶�HIIRUWV�KDYH�EHHQ�ZLOGO\�VXFFHVVIXO���2SLRLGV�DUH�QRZ�WKH�

PRVW�SUHVFULEHG�FODVV�RI�GUXJV���*OREDOO\��RSLRLG�VDOHV�JHQHUDWHG������ELOOLRQ�LQ�UHYHQXH�

IRU�GUXJ�FRPSDQLHV�LQ������DORQJ��VDOHV�LQ�WKH�8QLWHG�6WDWHV�KDYH�H[FHHGHG����ELOOLRQ�LQ�

UHYHQXH�DQQXDOO\�VLQFH����������,Q�DQ�RSHQ�OHWWHU�WR�WKH�QDWLRQ¶V�SK\VLFLDQV�LQ�$XJXVW�

������WKH�WKHQ�8�6��VXUJHRQ�*HQHUDO�H[SUHVVO\�FRQQHFWHG�WKLV�³XUJHQW�KHDOWK�FULVLV´�WR�

KHDY\�PDUNHWLQJ�RI�RSLRLGV�WR�GRFWRUV������>P@DQ\�RI�>ZKRP@�ZHUH�HYHQ�WDXJKW�±�

LQFRUUHFWO\�±�WKDW�RSLRLGV�DUH�QRW�DGGLFWLYH�ZKHQ�SUHVFULEHG�IRU�OHJLWLPDWH�SDLQ�´���

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�LQWHQWLRQDOO\�FRQWLQXHG�WKHLU�FRQGXFW��DV�

DOOHJHG�KHUHLQ��ZLWK�NQRZOHGJH�WKDW�VXFK�FRQGXFW�ZDV�FUHDWLQJ�WKH�RSLRLG�QXLVDQFH�DQG�

FDXVLQJ�WKH�KDUPV�DQG�GDPDJHV�DOOHJHG�KHUHLQ���

��� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�HQJDJHG�LQ�IDOVH�DQG�
PLVOHDGLQJ�GLUHFW�PDUNHWLQJ�RI�RSLRLGV�

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�GLUHFW�PDUNHWLQJ�RI�RSLRLGV�JHQHUDOO\�

SURFHHGHG�RQ�WZR�WUDFNV��DGYHUWLVLQJ�FDPSDLJQV�DQG�GLUHFW�WR�SK\VLFLDQ�PDUNHWLQJ����

�������������������������������������������������
���See .DWKHULQH�(EDQ��Oxycontin:  Purdue Pharma’s Painful Medicine��)RUWXQH��

1RY�����������'DYLG�&URZ��Drugmakers Hooked on 10bn Opioid Habit��)LQ��7LPHV��
$XJXVW�����������

���0XUWK\��VXSUD�QRWH����
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���� )LUVW��HDFK�3KDUPDFHXWLFDO�'HIHQGDQW�FRQGXFWHG�DQG�FRQWLQXHV�WR�

FRQGXFW�DGYHUWLVLQJ�FDPSDLJQV�WRXWLQJ�WKH�SXUSRUWHG�EHQHILWV�RI�WKHLU�EUDQGHG�GUXJV����

)RU�H[DPSOH��XSRQ�LQIRUPDWLRQ�DQG�EHOLHI��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�VSHQW�PRUH�

WKDQ�����PLOOLRQ�RQ�PHGLFDO�MRXUQDO�DGYHUWLVLQJ�RI�RSLRLGV�LQ�������QHDUO\�WULSOH�ZKDW�

WKH\�VSHQW�LQ��������

���� $�QXPEHU�RI�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�EUDQGHG�DGV�GHFHSWLYHO\�

SRUWUD\HG�WKH�EHQHILWV�RI�RSLRLGV�IRU�FKURQLF�SDLQ��)RU�H[DPSOH����

D�� (QGR��RQ�LQIRUPDWLRQ�DQG�EHOLHI��KDV�GLVWULEXWHG�DQG�PDGH�DYDLODEOH�RQ�
LWV�ZHEVLWH�RSDQD�FRP�D�SDPSKOHW�SURPRWLQJ�2SDQD�(5�ZLWK�
SKRWRJUDSKV�GHSLFWLQJ�SDWLHQWV�ZLWK�SK\VLFDOO\�GHPDQGLQJ�MREV�OLNH�
FRQVWUXFWLRQ�ZRUNHU�DQG�FKHI��PLVOHDGLQJO\�LPSO\LQJ�WKDW�WKH�GUXJ�ZRXOG�
SURYLGH�ORQJ�WHUP�SDLQ�UHOLHI�DQG�IXQFWLRQDO�LPSURYHPHQW����

E�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��3XUGXH�DOVR�UDQ�D�VHULHV�RI�DGV��FDOOHG�³3DLQ�
YLJQHWWHV�´�IRU�2[\&RQWLQ�LQ������LQ�PHGLFDO�MRXUQDOV���7KHVH�DGV�
IHDWXUHG�FKURQLF�SDLQ�SDWLHQWV�DQG�UHFRPPHQGHG�2[\&RQWLQ�IRU�HDFK��
2QH�DG�GHVFULEHG�D�³���\HDU�ROG�ZULWHU�ZLWK�RVWHRDUWKULWLV�RI�WKH�KDQGV´�
DQG�LPSOLHG�WKDW�2[\&RQWLQ�ZRXOG�KHOS�WKH�ZULWHU�ZRUN�PRUH�
HIIHFWLYHO\���

���� $OWKRXJK�(QGR�DQG�3XUGXH�DJUHHG�LQ�ODWH������DQG������WR�KDOW�WKHVH�

PLVOHDGLQJ�UHSUHVHQWDWLRQV�LQ�1HZ�<RUN��WKH\�FRQWLQXHG�WR�GLVVHPLQDWH�WKHP�HOVHZKHUH���

���� 7KH�GLUHFW�DGYHUWLVLQJ�GLVVHPLQDWHG�E\�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�

GLG�QRW�GLVFORVH�VWXGLHV�WKDW�ZHUH�QRW�IDYRUDEOH�WR�WKHLU�SURGXFWV��QRU�GLG�WKH\�GLVFORVH�

WKDW�WKH\�GLG�QRW�KDYH�FOLQLFDO�HYLGHQFH�WR�VXSSRUW�PDQ\�RI�WKHLU�FODLPV����

��� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�XVHG�GHWDLOLQJ�DQG�VSHDNHU�
SURJUDPV�WR�VSUHDG�IDOVH�DQG�PLVOHDGLQJ�LQIRUPDWLRQ�DERXW�
RSLRLGV��

���� 6HFRQG��HDFK�3KDUPDFHXWLFDO�'HIHQGDQW�SURPRWHG�WKH�XVH�RI�RSLRLGV�IRU�

FKURQLF�SDLQ�WKURXJK�³GHWDLOHUV´�±�VRSKLVWLFDWHG�DQG�VSHFLDOO\�WUDLQHG�VDOHV�
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UHSUHVHQWDWLYHV�ZKR�YLVLWHG�LQGLYLGXDO�GRFWRUV�DQG�PHGLFDO�VWDII�LQ�WKHLU�RIILFHV�±�DQG�

VPDOO�JURXS�VSHDNHU�SURJUDPV���

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�LQYHVWHG�KHDYLO\�LQ�SURPRWLQJ�WKH�XVH�RI�

RSLRLGV�IRU�FKURQLF�SDLQ�WKURXJK�GHWDLOHUV�DQG�VPDOO�JURXS�VSHDNHU�SURJUDPV����

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�QRW�FRUUHFWHG�WKLV�PLVLQIRUPDWLRQ���

,QVWHDG��HDFK�'HIHQGDQW�GHYRWHG�PDVVLYH�UHVRXUFHV�WR�GLUHFW�VDOHV�FRQWDFWV�ZLWK�GRFWRUV���

8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�VSHQG�LQ�H[FHVV�RI������

PLOOLRQ�LQ������DORQH�RQ�GHWDLOLQJ�EUDQGHG�RSLRLGV�WR�GRFWRUV��PRUH�WKDQ�WZLFH�ZKDW�

WKH\�VSHQW�RQ�GHWDLOLQJ�LQ���������

���� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKHVH�GHWDLOHUV�KDYH�VSUHDG�DQG�FRQWLQXH�WR�

VSUHDG�PLVLQIRUPDWLRQ�UHJDUGLQJ�WKH�ULVNV�DQG�EHQHILWV�RI�RSLRLGV�WR�KXQGUHGV�RI�

WKRXVDQGV�RI�GRFWRUV��LQFOXGLQJ�GRFWRUV�LQ�6RXWK�'DNRWD��)RU�H[DPSOH��RQ�LQIRUPDWLRQ�

DQG�EHOLHI��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�GHWDLOHUV��RYHU�WKH�SDVW�WZR�\HDUV��FRQWLQXH�

WR�IDOVHO\�DQG�PLVOHDGLQJO\���

D�� 'HVFULEH�WKH�ULVN�RI�DGGLFWLRQ�DV�ORZ�RU�IDLO�WR�GLVFORVH�WKH�ULVN�RI�DGGLFWLRQ���

E�� 'HVFULEH�WKHLU�RSLRLG�SURGXFWV�DV�³VWHDG\�VWDWH´�±�IDOVHO\�LPSO\LQJ�WKDW�WKHVH�
SURGXFWV�DUH�OHVV�OLNHO\�WR�SURGXFH�WKH�KLJK�DQG�ORZV�WKDW�IXHO�DGGLFWLRQ�±�RU�DV�
OHVV�OLNHO\�WR�EH�DEXVHG�RU�UHVXOW�LQ�DGGLFWLRQ���

F�� 7RXW�WKH�HIIHFWLYHQHVV�RI�VFUHHQLQJ�RU�PRQLWRULQJ�SDWLHQWV�DV�D�VWUDWHJ\�IRU�
PDQDJLQJ�RSLRLG�DEXVH�DQG�DGGLFWLRQ���

G�� 6WDWH�WKDW�WKHUH�LV�QR�PD[LPXP�GRVH�DQG�WKDW�GRFWRUV�FDQ�VDIHO\�LQFUHDVH�GRVHV�
ZLWKRXW�GLVFORVLQJ�WKH�VLJQLILFDQW�ULVNV�WR�SDWLHQWV�DW�KLJKHU�GRVHV���

H�� 'LVFXVV�³SVHXGRDGGLFWLRQ�´��

I�� 6WDWH�WKDW�SDWLHQWV�ZRXOG�QRW�H[SHULHQFH�ZLWKGUDZDO�LI�WKH\�VWRSSHG�XVLQJ�WKHLU�
RSLRLG�SURGXFWV���
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J�� 6WDWH�WKDW�WKHLU�RSLRLG�SURGXFWV�DUH�HIIHFWLYH�IRU�FKURQLF�SDLQ�ZLWKRXW�
GLVFORVLQJ�WKH�ODFN�RI�HYLGHQFH�IRU�WKH�HIIHFWLYHQHVV�RI�ORQJ�WHUP�RSLRLG�XVH��
DQG��

K�� 6WDWH�WKDW�DEXVH�GHWHUUHQW�IRUPXODWLRQV�DUH�WDPSHU��RU�FUXVK�UHVLVWDQW�DQG�
KDUGHU�WR�DEXVH�RU�PLVXVH���

���� %HFDXVH�WKHVH�GHWDLOHUV�PXVW�DGKHUH�WR�VFULSWV�DQG�WDONLQJ�SRLQWV�GUDIWHG�

E\�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV��LW�FDQ�EH�UHDVRQDEO\�LQIHUUHG�WKDW�PRVW��LI�QRW�DOO��RI�

WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�GHWDLOHUV�PDGH�DQG�FRQWLQXH�WR�PDNH�WKHVH�

PLVUHSUHVHQWDWLRQV�WR�WKH�WKRXVDQGV�RI�GRFWRUV�WKH\�KDYH�YLVLWHG�DQG�FRQWLQXH�WR�YLVLW���

7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�QRW�FRUUHFWHG�WKLV�PLVLQIRUPDWLRQ��

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�GHWDLOLQJ�WR�GRFWRUV�ZDV�KLJKO\�HIIHFWLYH�

LQ�WKH�QDWLRQDO�SUROLIHUDWLRQ�RI�SUHVFULSWLRQ�RSLRLGV���2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV�XVHG�VRSKLVWLFDWHG�GDWD�PLQLQJ�DQG�LQWHOOLJHQFH�WR�WUDFN�DQG�

XQGHUVWDQG�WKH�UDWHV�RI�LQLWLDO�SUHVFULELQJ�DQG�UHQHZDO�E\�LQGLYLGXDO�GRFWRUV��DOORZLQJ�

VSHFLILF�DQG�LQGLYLGXDO�WDUJHWLQJ��FXVWRPL]LQJ��DQG�PRQLWRULQJ�RI�WKHLU�PDUNHWLQJ����

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�DOVR�LGHQWLILHG�GRFWRUV�WR�VHUYH��IRU�

SD\PHQW�DQG�RWKHU�UHPXQHUDWLRQ��RQ�WKHLU�VSHDNHUV¶�EXUHDXV�DQG�WR�DWWHQG�SURJUDPV�ZLWK�

VSHDNHUV�DQG�PHDOV�SDLG�IRU�E\�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV���7KHVH�VSHDNHUV�JDYH�

WKH�IDOVH�LPSUHVVLRQ�WKDW�WKH\�DUH�SURYLGLQJ�XQELDVHG�DQG�PHGLFDOO\�DFFXUDWH�

SUHVHQWDWLRQV�ZKHQ�WKH\�ZHUH��LQ�IDFW��SUHVHQWLQJ�D�VFULSW�SUHSDUHG�E\�WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV���2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKHVH�SUHVHQWDWLRQV�FRQYH\HG�

PLVOHDGLQJ�LQIRUPDWLRQ��RPLWWHG�PDWHULDO�LQIRUPDWLRQ��DQG�IDLOHG�WR�FRUUHFW�WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV¶�SULRU�PLVUHSUHVHQWDWLRQV�DERXW�WKH�ULVNV�DQG�EHQHILWV�RI�

RSLRLGV����
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���� (DFK�3KDUPDFHXWLFDO�'HIHQGDQW�GHYRWHG�DQG�FRQWLQXHV�WR�GHYRWH�

PDVVLYH�UHVRXUFHV�WR�GLUHFW�VDOHV�FRQWDFWV�ZLWK�GRFWRUV����

���� 0DUNHWLQJ�LPSDFWV�SUHVFULELQJ�KDELWV��ZLWK�IDFH�WR�IDFH�GHWDLOLQJ�KDYLQJ�

WKH�JUHDWHVW�LQIOXHQFH��2Q�LQIRUPDWLRQ�DQG�EHOLHI��PRUH�IUHTXHQW�SUHVFULEHUV�DUH�

JHQHUDOO\�PRUH�OLNHO\�WR�KDYH�UHFHLYHG�D�GHWDLOLQJ�YLVLW��DQG�LQ�VRPH�LQVWDQFHV��PRUH�

LQIUHTXHQW�SUHVFULEHUV�RI�RSLRLGV�UHFHLYHG�D�GHWDLOLQJ�YLVLW�IURP�D�3KDUPDFHXWLFDO�

'HIHQGDQW¶V�GHWDLOHU�DQG�WKHQ�SUHVFULEHG�RQO\�WKDW�3KDUPDFHXWLFDO�'HIHQGDQW¶V�RSLRLG�

SURGXFWV��

���� 7KH�)'$�KDV�FLWHG�DW�OHDVW�RQH�3KDUPDFHXWLFDO�'HIHQGDQW�IRU�GHFHSWLYH�

SURPRWLRQV�E\�LWV�GHWDLOHUV�DQG�GLUHFW�WR�SK\VLFLDQ�PDUNHWLQJ���,Q�������WKH�)'$�

QRWLILHG�$FWDYLV�WKDW�FHUWDLQ�EURFKXUHV�GLVWULEXWHG�E\�$FWDYLV�ZHUH�³IDOVH�RU�PLVOHDGLQJ�

EHFDXVH�WKH\�RPLW�DQG�PLQLPL]H�WKH�VHULRXV�ULVNV�DVVRFLDWHG�ZLWK�WKH�GUXJ��EURDGHQ�DQG�

IDLO�WR�SUHVHQW�WKH�OLPLWDWLRQV�WR�WKH�DSSURYHG�LQGLFDWLRQ�RI�WKH�GUXJ��DQG�SUHVHQW�

XQVXEVWDQWLDWHG�VXSHULRULW\�DQG�HIIHFWLYHQHVV�FODLPV�´��7KH�)'$�DOVR�IRXQG�WKDW�³>W@KHVH�

YLRODWLRQV�DUH�D�FRQFHUQ�IURP�D�SXEOLF�KHDOWK�SHUVSHFWLYH�EHFDXVH�WKH\�VXJJHVW�WKDW�WKH�

SURGXFW�LV�VDIHU�DQG�PRUH�HIIHFWLYH�WKDQ�KDV�EHHQ�GHPRQVWUDWHG�´���

�������������������������������������������������
���/HWWHU�IURP�7KRPDV�$EUDPV��'LU���'LY��RI�'UXJ�0NWJ���$GYHUW���	�&RPPF¶QV��

8�6��)RRG�	�'UXJ�$GPLQ���WR�'RXJ�%RRWKH��&(2��$FWDYLV�(OL]DEHWK�//&��)HE������
�������DYDLODEOH�DW�
KWWS���ZZZ�IGDQHZV�FRP�H[W�UHVRXUFHV�ILOHV�DUFKLYHV�D�$FWDYLV(OL]DEHWK//&�SGI��ODVW�
DFFHVVHG�'HFHPEHU�������������
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��� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�GHFHSWLYHO\�PDUNHWHG�
RSLRLGV�WKURXJK�XQEUDQGHG�DGYHUWLVLQJ�GLVVHPLQDWHG�E\�
VHHPLQJO\�LQGHSHQGHQW�WKLUG�SDUWLHV�EXW�ZKLFK�ZDV�UHDOO\�
FUHDWHG�E\�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�DOVR�GHFHSWLYHO\�PDUNHWHG�RSLRLGV�

WKURXJK�XQEUDQGHG�DGYHUWLVLQJ�±�L�H���DGYHUWLVLQJ�WKDW�SURPRWHV�RSLRLG�XVH�JHQHUDOO\�EXW�

GRHV�QRW�QDPH�D�VSHFLILF�RSLRLG���7KLV�DGYHUWLVLQJ�ZDV�RVWHQVLEO\�FUHDWHG�DQG�

GLVVHPLQDWHG�E\�LQGHSHQGHQW�WKLUG�SDUWLHV���%XW�E\�IXQGLQJ��GLUHFWLQJ��UHYLHZLQJ��

HGLWLQJ��DQG�GLVWULEXWLQJ�WKLV�XQEUDQGHG�DGYHUWLVLQJ��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�

FRRUGLQDWHG�DQG�FRQWUROOHG�WKH�GHFHSWLYH�PHVVDJHV�GLVVHPLQDWHG�E\�WKHVH�WKLUG�SDUWLHV�

DQG�DFWHG�LQ�FRQFHUW�ZLWK�WKHP�WR�IDOVHO\�DQG�PLVOHDGLQJO\�SURPRWH�RSLRLGV�IRU�WKH�

WUHDWPHQW�RI�FKURQLF�SDLQ��

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�PDUNHWHG�RSLRLGV�WKURXJK�WKLUG�SDUW\��

XQEUDQGHG�DGYHUWLVLQJ�WR�DYRLG�UHJXODWRU\�VFUXWLQ\�EHFDXVH�WKDW�DGYHUWLVLQJ�LV�QRW�

VXEPLWWHG�WR�DQG�W\SLFDOO\�LV�QRW�UHYLHZHG�E\�WKH�)'$���7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�

DOVR�XVHG�WKLUG�SDUW\��XQEUDQGHG�DGYHUWLVLQJ�WR�JLYH�WKH�IDOVH�DSSHDUDQFH�WKDW�WKH�

GHFHSWLYH�PHVVDJHV�FDPH�IURP�DQ�LQGHSHQGHQW�DQG�REMHFWLYH�VRXUFH���/LNH�WREDFFR�

FRPSDQLHV��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�XVHG�WKLUG�SDUWLHV�WKDW�WKH\�IXQGHG��GLUHFWHG��

DQG�FRQWUROOHG�WR�FDUU\�RXW�DQG�FRQFHDO�WKHLU�VFKHPH�WR�GHFHLYH�GRFWRUV�DQG�SDWLHQWV�

DERXW�WKH�ULVNV�DQG�EHQHILWV�RI�ORQJ�WHUP�RSLRLG�XVH�IRU�FKURQLF�SDLQ����

���� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�GHFHSWLYH�XQEUDQGHG�PDUNHWLQJ�RIWHQ�

FRQWUDGLFWHG�ZKDW�WKH\�VDLG�LQ�WKHLU�EUDQGHG�PDWHULDOV�UHYLHZHG�E\�WKH�)'$����

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�DOVR�VSRNH�WKURXJK�D�VPDOO�FLUFOH�RI�

GRFWRUV².2/V²ZKR��XSRQ�LQIRUPDWLRQ�DQG�EHOLHI��ZHUH�VHOHFWHG��IXQGHG��DQG�
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HOHYDWHG�E\�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�EHFDXVH�WKHLU�SXEOLF�SRVLWLRQV�VXSSRUWHG�WKH�

XVH�RI�RSLRLGV�WR�WUHDW�FKURQLF�SDLQ����

����� 3UR�RSLRLG�GRFWRUV�DUH�RQH�RI�WKH�PRVW�LPSRUWDQW�DYHQXHV�WKDW�WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV�XVH�WR�VSUHDG�WKHLU�IDOVH�DQG�PLVOHDGLQJ�VWDWHPHQWV�DERXW�

WKH�ULVNV�DQG�EHQHILWV�RI�ORQJ�WHUP�RSLRLG�XVH���7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�NQRZ�

WKDW�GRFWRUV�UHO\�KHDYLO\�DQG�PRUH�XQFULWLFDOO\�RQ�WKHLU�SHHUV�IRU�JXLGDQFH��DQG�.2/V�

SURYLGH�WKH�IDOVH�DSSHDUDQFH�RI�XQELDVHG�DQG�UHOLDEOH�VXSSRUW�IRU�FKURQLF�RSLRLG�WKHUDS\��

����� )RU�H[DPSOH��WKH�1HZ�<RUN�$WWRUQH\�*HQHUDO��³1<�$*´��IRXQG�LQ�LWV�

VHWWOHPHQW�ZLWK�3XUGXH�WKDW�WKURXJK�0DUFK�������WKH�3XUGXH�ZHEVLWH�In the Face of 

Pain�IDLOHG�WR�GLVFORVH�WKDW�GRFWRUV�ZKR�SURYLGHG�WHVWLPRQLDOV�RQ�WKH�VLWH�ZHUH�SDLG�E\�

3XUGXH����DQG�FRQFOXGHG�WKDW�3XUGXH¶V�IDLOXUH�WR�GLVFORVH�WKHVH�ILQDQFLDO�FRQQHFWLRQV�

SRWHQWLDOO\�PLVOHG�FRQVXPHUV�UHJDUGLQJ�WKH�REMHFWLYLW\�RI�WKH�WHVWLPRQLDOV����

����� 3UR�RSLRLG�.2/V�KDYH�DGPLWWHG�WR�PDNLQJ�IDOVH�FODLPV�DERXW�WKH�

HIIHFWLYHQHVV�RI�RSLRLGV���'U��5XVVHOO�3RUWHQR\�UHFHLYHG�UHVHDUFK�VXSSRUW��FRQVXOWLQJ�

IHHV��DQG�RWKHU�FRPSHQVDWLRQ�IURP�&HSKDORQ��(QGR��-DQVVHQ��DQG�3XUGXH��DPRQJ�RWKHUV���

'U��3RUWHQR\�DGPLWWHG�WKDW�KH�³JDYH�LQQXPHUDEOH�OHFWXUHV�������DERXW�DGGLFWLRQV�WKDW�

ZHUHQ¶W�WUXH�´��+LV�OHFWXUHV�IDOVHO\�FODLPHG�WKDW�IHZHU�WKDQ���SHUFHQW�RI�SDWLHQWV�ZRXOG�

EHFRPH�DGGLFWHG�WR�RSLRLGV���'U��3RUWHQR\�DGPLWWHG�WKDW�WKH�SULPDU\�JRDO�ZDV�WR�

³GHVWLJPDWL]H´�RSLRLGV��DQG�KH�FRQFHGHG�WKDW�³>G@DWD�DERXW�WKH�HIIHFWLYHQHVV�RI�RSLRLGV�

GRHV�QRW�H[LVW�´��$FFRUGLQJ�WR�'U��3RUWHQR\��³'LG�,�WHDFK�DERXW�SDLQ�PDQDJHPHQW��

�������������������������������������������������
���See�1HZ�<RUN�6WDWH�2IILFH�RI�WKH�$WWRUQH\�*HQHUDO��A.G. Schneiderman 

Announces Settlement with Purdue Pharma That Ensures Responsible and Transparent 
Marketing Of Prescription Opioid Drugs By The Manufacturer��$XJXVW������������
KWWSV���DJ�Q\�JRY�SUHVV�UHOHDVH�DJ�VFKQHLGHUPDQ�DQQRXQFHV�VHWWOHPHQW�SXUGXH�SKDUPD�
HQVXUHV�UHVSRQVLEOH�DQG�WUDQVSDUHQW��ODVW�DFFHVVHG�'HFHPEHU��������������
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VSHFLILFDOO\�DERXW�RSLRLG�WKHUDS\��LQ�D�ZD\�WKDW�UHIOHFWV�PLVLQIRUPDWLRQ"�:HOO��������,�

JXHVV�,�GLG�´��'U��3RUWHQR\�DGPLWWHG�WKDW�³>L@W�ZDV�FOHDUO\�WKH�ZURQJ�WKLQJ�WR�GR�´�����

����� 'U��3RUWHQR\�DOVR�PDGH�IUHTXHQW�PHGLD�DSSHDUDQFHV�SURPRWLQJ�RSLRLGV�

DQG�VSUHDGLQJ�PLVUHSUHVHQWDWLRQ��VXFK�DV�KLV�FODLP�WKDW�³WKH�OLNHOLKRRG�WKDW�WKH�

WUHDWPHQW�RI�SDLQ�XVLQJ�DQ�RSLRLG�GUXJ�ZKLFK�LV�SUHVFULEHG�E\�D�GRFWRU�ZLOO�OHDG�WR�

DGGLFWLRQ�LV�H[WUHPHO\�ORZ�´��+H�DSSHDUHG�RQ�*RRG�0RUQLQJ�$PHULFD�LQ������WR�GLVFXVV�

WKH�XVH�RI�RSLRLGV�ORQJ�WHUP�WR�WUHDW�FKURQLF�SDLQ���2Q�WKLV�ZLGHO\�ZDWFKHG�SURJUDP��

EURDGFDVW�DFURVV�WKH�FRXQWU\��'U��3RUWHQR\�FODLPV���³$GGLFWLRQ��ZKHQ�WUHDWLQJ�SDLQ��LV�

GLVWLQFWO\�XQFRPPRQ���,I�D�SHUVRQ�GRHV�QRW�KDYH�D�KLVWRU\��D�SHUVRQDO�KLVWRU\��RI�

VXEVWDQFH�DEXVH��DQG�GRHV�QRW�KDYH�D�KLVWRU\�LQ�WKH�IDPLO\�RI�VXEVWDQFH�DEXVH��DQG�GRHV�

QRW�KDYH�D�YHU\�PDMRU�SV\FKLDWULF�GLVRUGHU��PRVW�GRFWRUV�FDQ�IHHO�YHU\�DVVXUHG�WKDW�WKH�

SHUVRQ�LV�QRW�JRLQJ�WR�EHFRPH�DGGLFWHG�´����

����� $QRWKHU�.2/��'U��/\QQ�:HEVWHU��ZDV�WKH�FR�IRXQGHU�DQG�&KLHI�0HGLFDO�

'LUHFWRU�RI�/LIHWUHH�&OLQLFDO�5HVHDUFK��DQ�RWKHUZLVH�XQNQRZQ�SDLQ�FOLQLF�LQ�6DOW�/DNH�

&LW\��8WDK��'U��:HEVWHU�ZDV�3UHVLGHQW�RI�WKH�$PHULFDQ�$FDGHP\�RI�3DLQ�0HGLFLQH�

�³$$30´��LQ�������+H�LV�D�6HQLRU�(GLWRU�RI�3DLQ�0HGLFLQH��WKH�VDPH�MRXUQDO�WKDW�

SXEOLVKHG�(QGR�VSHFLDO�DGYHUWLVLQJ�VXSSOHPHQWV�WRXWLQJ�2SDQD�(5��'U��:HEVWHU�ZDV�WKH�

DXWKRU�RI�QXPHURXV�&0(V�VSRQVRUHG�E\�&HSKDORQ��(QGR�DQG�3XUGXH��$W�WKH�VDPH�WLPH��

'U��:HEVWHU�ZDV�UHFHLYLQJ�VLJQLILFDQW�IXQGLQJ�IURP�WKH�0DQXIDFWXUHU�'HIHQGDQWV�

�LQFOXGLQJ�QHDUO\����PLOOLRQ�IURP�&HSKDORQ���

�������������������������������������������������
���7KRPDV�&DWDQ�	�(YDQ�3HUH]��A Pain-Drug Champion Has Second Thoughts��

:DOO�6W��-���'HF������������DYDLODEOH�DW�
KWWSV���ZZZ�ZVM�FRP�DUWLFOHV�6%�������������������������������������������
�ODVW�DFFHVVHG�'HFHPEHU��������������

���*RRG�0RUQLQJ�$PHULFD��$%&�WHOHYLVLRQ�EURDGFDVW�$XJ�������������
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����� ,URQLFDOO\��'U��:HEVWHU�FUHDWHG�DQG�SURPRWHG�WKH�2SLRLG�5LVN�7RRO��D�

ILYH�TXHVWLRQ��RQH�PLQXWH�VFUHHQLQJ�WRRO�UHO\LQJ�RQ�SDWLHQW�VHOI�UHSRUWV�WKDW�SXUSRUWHGO\�

DOORZV�GRFWRUV�WR�PDQDJH�WKH�ULVN�WKDW�WKHLU�SDWLHQWV�ZLOO�EHFRPH�DGGLFWHG�WR�RU�DEXVH�

RSLRLGV��7KH�FODLPHG�DELOLW\�WR�SUH�VRUW�SDWLHQWV�OLNHO\�WR�EHFRPH�DGGLFWHG�LV�DQ�

LPSRUWDQW�WRRO�LQ�JLYLQJ�GRFWRUV�FRQILGHQFH�WR�SUHVFULEH�RSLRLGV�ORQJ�WHUP��DQG��IRU�WKLV�

UHDVRQ��UHIHUHQFHV�WR�VFUHHQLQJ�DSSHDU�LQ�YDULRXV�LQGXVWU\�VXSSRUWHG�JXLGHOLQHV��

9HUVLRQV�RI�'U��:HEVWHU¶V�2SLRLG�5LVN�7RRO�DSSHDU�RQ��RU�DUH�OLQNHG�WR��ZHEVLWHV�UXQ�E\�

(QGR��-DQVVHQ�DQG�3XUGXH��8QDZDUH�RI�WKH�IODZHG�VFLHQFH�DQG�LQGXVWU\�ELDV�XQGHUO\LQJ�

WKLV�WRRO��FHUWDLQ�VWDWHV�DQG�SXEOLF�HQWLWLHV�KDYH�LQFRUSRUDWHG�WKH�2SLRLG�5LVN�7RRO�LQWR�

WKHLU�RZQ�JXLGHOLQHV��LQGLFDWLQJ��DOVR��WKHLU�UHOLDQFH�RQ�WKH�0DQXIDFWXUHU�'HIHQGDQWV�

DQG�WKRVH�XQGHU�WKHLU�LQIOXHQFH�DQG�FRQWURO��

����� ,Q�������'U��:HEVWHU�SUHVHQWHG�YLD�ZHELQDU�D�SURJUDP�VSRQVRUHG�E\�

3XUGXH�HQWLWOHG�³0DQDJLQJ�3DWLHQW¶V�2SLRLG�8VH��%DODQFLQJ�WKH�1HHG�DQG�WKH�5LVN�´�'U��

:HEVWHU�UHFRPPHQGHG�XVH�RI�ULVN�VFUHHQLQJ�WRROV��XULQH�WHVWLQJ�DQG�SDWLHQW�DJUHHPHQWV�

DV�D�ZD\�WR�SUHYHQW�³RYHUXVH�RI�SUHVFULSWLRQV´�DQG�³RYHUGRVH�GHDWKV�´�7KLV�ZHELQDU�ZDV�

DYDLODEOH�WR�DQG�ZDV�LQWHQGHG�WR�UHDFK�GRFWRUV�LQ�WKH�7ULEHV¶�FRPPXQLWLHV�DQG�GRFWRUV�

WUHDWLQJ�PHPEHUV�RI�WKH�7ULEHV¶�FRPPXQLWLHV����

����� 'U��:HEVWHU�DOVR�ZDV�D�OHDGLQJ�SURSRQHQW�RI�WKH�FRQFHSW�RI�

³SVHXGRDGGLFWLRQ�´�WKH�QRWLRQ�WKDW�DGGLFWLYH�EHKDYLRUV�VKRXOG�EH�VHHQ�QRW�DV�ZDUQLQJV��

�������������������������������������������������
���See (PHUJLQJ�6ROXWLRQV�LQ�3DLQ��Managing Patient’s Opioid Use: Balancing the 

Need and the Risk��KWWS���ZZZ�HPHUJLQJVROXWLRQVLQSDLQ�FRP�FH�
HGXFDWLRQ�RSLRLGPDQDJHPHQW"RSWLRQ FRPBFRQWLQXHG	YLHZ IURQWPDWWHU	,WHPLG ���
	FRXUVH �����ODVW�YLVLWHG�$XJ�������������

�

Case 4:18-cv-04003-KES   Document 1   Filed 01/08/18   Page 37 of 106 PageID #: 37



�

� ���

EXW�DV�LQGLFDWLRQV�RI�XQGHUWUHDWHG�SDLQ��,Q�'U��:HEVWHU¶V�GHVFULSWLRQ��WKH�RQO\�ZD\�WR�

GLIIHUHQWLDWH�WKH�WZR�ZDV�WR�LQFUHDVH�D�SDWLHQW¶�GRVH�RI�RSLRLGV��$V�KH�DQG�FR�DXWKRU�%HWK�

'RYH�ZURWH�LQ�WKHLU������ERRN�Avoiding Opioid Abuse�While Managing Pain²D�ERRN�

WKDW�LV�VWLOO�DYDLODEOH�RQOLQH²ZKHQ�IDFHG�ZLWK�VLJQV�RI�DEHUUDQW�EHKDYLRU��LQFUHDVLQJ�WKH�

GRVH�³LQ�PRVW�FDVHV�������VKRXOG�EH�WKH�FOLQLFLDQ¶V�ILUVW�UHVSRQVH�´����8SRQ�LQIRUPDWLRQ�

DQG�EHOLHI��(QGR�GLVWULEXWHG�WKLV�ERRN�WR�GRFWRUV���<HDUV�ODWHU��'U��:HEVWHU�UHYHUVHG�

KLPVHOI��DFNQRZOHGJLQJ�WKDW�³>SVHXGRDGGLFWLRQ@�REYLRXVO\�EHFDPH�WRR�PXFK�RI�DQ�

H[FXVH�WR�JLYH�SDWLHQWV�PRUH�PHGLFDWLRQ�´���

����� �7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�FLWHG�DQG�SURPRWHG�IDYRUDEOH�VWXGLHV�RU�

DUWLFOHV�E\�WKHLU�.2/V��%\�FRQWUDVW�3KDUPDFHXWLFDO�'HIHQGDQWV�GLG�QRW�VXSSRUW��

DFNQRZOHGJH��RU�GLVVHPLQDWH�SXEOLFDWLRQV�RI�GRFWRUV�XQVXSSRUWLYH�RU�FULWLFDO�RI�FKURQLF�

RSLRLG�WKHUDS\��

����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�DOVR�HQWHUHG�

LQWR�DUUDQJHPHQWV�ZLWK�VHHPLQJO\�XQELDVHG�DQG�LQGHSHQGHQW�SDWLHQW�DQG�SURIHVVLRQDO�

RUJDQL]DWLRQV�WR�SURPRWH�RSLRLGV�IRU�WKH�WUHDWPHQW�RI�FKURQLF�SDLQ��8QGHU�WKH�GLUHFWLRQ�

DQG�FRQWURO�RI�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV��WKHVH�³)URQW�*URXSV´�±�ZKLFK�LQFOXGH��

EXW�DUH�QRW�OLPLWHG�WR��WKH�$PHULFDQ�3DLQ�)RXQGDWLRQ��³$3)´����DQG�WKH�$PHULFDQ�

$FDGHP\�RI�3DLQ�0HGLFLQH�±�JHQHUDWHG�WUHDWPHQW�JXLGHOLQHV��XQEUDQGHG�PDWHULDOV��DQG�

SURJUDPV�WKDW�IDYRUHG�FKURQLF�RSLRLG�WKHUDS\���7KH�HYLGHQFH�GLG�QRW�VXSSRUW�WKHVH�

�������������������������������������������������
���/\QQ�:HEVWHU�	�%HWK�'RYH, Avoiding Opioid Abuse While Managing Pain�

��������
���-RKQ�)DXEHU��Painkiller Boom Fueled by Networking��0LOZDXNHH�:LVF��-��

6HQWLQHO��)HE�������������
���'U��3RUWHQR\�ZDV�D�PHPEHU�RI�WKH�ERDUG�RI�WKH�$3)����
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JXLGHOLQHV��PDWHULDOV��DQG�SURJUDPV�DW�WKH�WLPH�WKH\�ZHUH�FUHDWHG��DQG�WKH�VFLHQWLILF�

HYLGHQFH�GRHV�QRW�VXSSRUW�WKHP�WRGD\���,QGHHG��WKH\�VWDQG�LQ�PDUNHG�FRQWUDVW�WR�WKH�

�����&'&�*XLGHOLQH��

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�ZRUNHG�WRJHWKHU��WKURXJK�)URQW�*URXSV��

WR�VSUHDG�WKHLU�GHFHSWLYH�PHVVDJHV�DERXW�WKH�ULVNV�DQG�EHQHILWV�RI�ORQJ�WHUP�RSLRLG�

WKHUDS\������

����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKHVH�)URQW�*URXSV�DOVR�DVVLVWHG�WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV�E\�UHVSRQGLQJ�WR�QHJDWLYH�DUWLFOHV��E\�DGYRFDWLQJ�DJDLQVW�

UHJXODWRU\�RU�OHJLVODWLYH�FKDQJHV�WKDW�ZRXOG�OLPLW�RSLRLG�SUHVFULELQJ�LQ�DFFRUGDQFH�ZLWK�

WKH�VFLHQWLILF�HYLGHQFH��DQG�E\�FRQGXFWLQJ�RXWUHDFK�WR�YXOQHUDEOH�SDWLHQW�SRSXODWLRQV�

WDUJHWHG�E\�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV��

����� 7KHVH�)URQW�*URXSV�GHSHQGHG�RQ�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�IRU�

IXQGLQJ�DQG��LQ�VRPH�FDVHV��IRU�VXUYLYDO���2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�3KDUPDFHXWLFDO�

'HIHQGDQWV�H[HUFLVHG�FRQWURO�RYHU�SURJUDPV�DQG�PDWHULDOV�FUHDWHG�E\�WKHVH�JURXSV�E\�

FROODERUDWLQJ�RQ��HGLWLQJ��DQG�DSSURYLQJ�WKHLU�FRQWHQW��DQG�E\�IXQGLQJ�WKHLU�

GLVVHPLQDWLRQ���,Q�GRLQJ�VR��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�PDGH�VXUH�WKDW�WKH�)URQW�

*URXSV�ZRXOG�JHQHUDWH�RQO\�WKH�PHVVDJHV�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�ZDQWHG�WR�

GLVWULEXWH���'HVSLWH�WKLV��WKH�)URQW�*URXSV�KHOG�WKHPVHOYHV�RXW�DV�LQGHSHQGHQW�DQG�

VHUYLQJ�WKH�QHHGV�RI�WKHLU�PHPEHUV�±�ZKHWKHU�SDWLHQWV�VXIIHULQJ�IURP�SDLQ�RU�GRFWRUV�

WUHDWLQJ�WKRVH�SDWLHQWV��

����� 'HIHQGDQWV�&HSKDORQ��(QGR��-DQVVHQ�DQG�3XUGXH��LQ�SDUWLFXODU��XWLOL]HG�

PDQ\�)URQW�*URXSV��LQFOXGLQJ�PDQ\�RI�WKH�VDPH�RQHV��6HYHUDO�RI�WKH�PRVW�SURPLQHQW�

DUH�GHVFULEHG�EHORZ��EXW�WKHUH�DUH�PDQ\�RWKHUV��LQFOXGLQJ�WKH�$PHULFDQ�3DLQ�6RFLHW\�
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�³$36´���$PHULFDQ�*HULDWULFV�6RFLHW\��³$*6´���WKH�)HGHUDWLRQ�RI�6WDWH�0HGLFDO�%RDUGV�

�³)60%´���$PHULFDQ�&KURQLF�3DLQ�$VVRFLDWLRQ��³$&3$´���WKH�&HQWHU�IRU�3UDFWLFDO�

%LRHWKLFV��³&3%´���WKH�8�6��3DLQ�)RXQGDWLRQ��³863)´��DQG�WKH�3DLQ�	�3ROLF\�6WXGLHV�

*URXS��³336*´�����

����� 2UJDQL]DWLRQV��LQFOXGLQJ�WKH�8�6��6HQDWH�)LQDQFH�&RPPLWWHH��EHJDQ�WR�

LQYHVWLJDWH�$3)�LQ������WR�GHWHUPLQH�WKH�OLQNV��ILQDQFLDO�DQG�RWKHUZLVH��EHWZHHQ�WKH�

RUJDQL]DWLRQ�DQG�WKH�RSLRLG�LQGXVWU\�����7KH�LQYHVWLJDWLRQ�UHYHDOHG�WKDW�$3)�UHFHLYHG����

SHUFHQW�RI�LWV�IXQGLQJ�IURP�WKH�GUXJ�DQG�PHGLFDO�GHYLFH�LQGXVWU\��DQG�³LWV�JXLGHV�IRU�

SDWLHQWV��MRXUQDOLVWV�DQG�SROLF\PDNHUV�KDG�SOD\HG�GRZQ�WKH�ULVNV�DVVRFLDWHG�ZLWK�RSLRLG�

SDLQNLOOHUV�ZKLOH�H[DJJHUDWLQJ�WKH�EHQHILWV�IURP�WKH�GUXJV�´��:LWKLQ�GD\V��$3)�

GLVVROYHG�³GXH�WR�LUUHSDUDEOH�HFRQRPLF�FLUFXPVWDQFHV�´���

����� $QRWKHU�IURQW�JURXS�IRU�WKH�0DQXIDFWXUHU�'HIHQGDQWV�ZDV�WKH�$PHULFDQ�

$FDGHP\�RI�3DLQ�0HGLFLQH��³$$30´���:LWK�WKH�DVVLVWDQFH��SURPSWLQJ��LQYROYHPHQW��

DQG�IXQGLQJ�RI�WKH�0DQXIDFWXUHU�'HIHQGDQWV��WKH�$$30�LVVXHG�SXUSRUWHG�WUHDWPHQW�

JXLGHOLQHV�DQG�VSRQVRUHG�DQG�KRVWHG�PHGLFDO�HGXFDWLRQ�SURJUDPV�HVVHQWLDO�WR�WKH�

0DQXIDFWXUHU�'HIHQGDQWV¶�GHFHSWLYH�PDUNHWLQJ�RI�FKURQLF�RSLRLG�WKHUDS\��

�������������������������������������������������
���See generally, e.g.��/HWWHU�IURP�6HQ��5RQ�:\GHQ��8�6��6HQDWH�&RPP��RQ�)LQ���

WR�6HF��7KRPDV�(��3ULFH��8�6��'HS¶W�RI�+HDOWK�DQG�+XPDQ�6HUYV����0D\�����������
KWWSV���ZZZ�ILQDQFH�VHQDWH�JRY�LPR�PHGLD�GRF����������6HQDWRU���:\GHQ���WR�
��6HFUHWDU\���3ULFH���UH���)'$���2SLRLG���3UHVFULEHU���:RUNLQJ���*URXS
�SGI��

���&KDUOHV�2UQVWHLQ�	�7UDF\�:HEHU��Senate Panel Investigates Drug Companies 
Ties to Pain Groups��:DVK��3RVW��0D\����������DYDLODEOH�DW�
KWWSV���ZZZ�ZDVKLQJWRQSRVW�FRP�QDWLRQDO�KHDOWK�VFLHQFH�VHQDWH�SDQHO�LQYHVWLJDWHV�
GUXJ�FRPSDQLHV�WLHV�WR�SDLG�JURXSV������������J,4$�;�T%8BVWRU\�KWPO��ODVW�
DFFHVVHG�'HFHPEHU��������������
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����� $$30�UHFHLYHG�VXEVWDQWLDO�IXQGLQJ�IURP�RSLRLG�PDQXIDFWXUHUV��)RU�

H[DPSOH��$$30�PDLQWDLQHG�D�FRUSRUDWH�UHODWLRQV�FRXQFLO��ZKRVH�PHPEHUV�SDLG���������

SHU�\HDU��RQ�WRS�RI�RWKHU�IXQGLQJ��WR�SDUWLFLSDWH��7KH�EHQHILWV�LQFOXGHG�DOORZLQJ�

PHPEHUV�WR�SUHVHQW�HGXFDWLRQDO�SURJUDPV�DW�RII�VLWH�GLQQHU�V\PSRVLD�LQ�FRQQHFWLRQ�ZLWK�

$$30¶V�PDUTXHH�HYHQW�±�LWV�DQQXDO�PHHWLQJ�KHOG�LQ�3DOP�6SULQJV��&DOLIRUQLD��RU�RWKHU�

UHVRUW�ORFDWLRQV��$$30�GHVFULEHV�WKH�DQQXDO�HYHQW�DV�DQ�³H[FOXVLYH�YHQXH´�IRU�RIIHULQJ�

HGXFDWLRQ�SURJUDPV�WR�GRFWRUV��0HPEHUVKLS�LQ�WKH�FRUSRUDWH�UHODWLRQV�FRXQFLO�DOVR�

DOORZV�GUXJ�FRPSDQ\�H[HFXWLYHV�DQG�PDUNHWLQJ�VWDII�WR�PHHW�ZLWK�$$30�H[HFXWLYH�

FRPPLWWHH�PHPEHUV�LQ�VPDOO�VHWWLQJV��'HIHQGDQWV�(QGR��3XUGXH��DQG�&HSKDORQ�ZHUH�

PHPEHUV�RI�WKH�FRXQFLO�DQG�SUHVHQWHG�GHFHSWLYH�SURJUDPV�WR�GRFWRUV�ZKR�DWWHQGHG�WKLV�

DQQXDO�HYHQW��

����� 8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��$$30�LV�YLHZHG�LQWHUQDOO\�E\�(QGR�DV�

³LQGXVWU\�IULHQGO\�´�ZLWK�(QGR�DGYLVRUV�DQG�VSHDNHUV�DPRQJ�LWV�DFWLYH�PHPEHUV��(QGR�

DWWHQGHG�$$30�FRQIHUHQFHV��IXQGHG�LWV�&0(V��DQG�GLVWULEXWHG�LWV�SXEOLFDWLRQV��7KH�

FRQIHUHQFHV�VSRQVRUHG�E\�$$30�KHDYLO\�HPSKDVL]HG�VHVVLRQV�RQ�RSLRLGV�±����RXW�RI�

URXJKO\����DW�RQH�FRQIHUHQFH�DORQH���$$30¶V�SUHVLGHQWV�KDYH�LQFOXGHG�WRS�LQGXVWU\�

VXSSRUWHG�.2/V�3HUU\�)LQH�DQG�/\QQ�:HEVWHU��'U��:HEVWHU�ZDV�HYHQ�HOHFWHG�SUHVLGHQW�

RI�$$30�ZKLOH�XQGHU�D�'($�LQYHVWLJDWLRQ��

����� 7KH�0DQXIDFWXUHU�'HIHQGDQWV�ZHUH�DEOH�WR�LQIOXHQFH�$$30�WKURXJK�

ERWK�WKHLU�VLJQLILFDQW�DQG�UHJXODU�IXQGLQJ�DQG�WKH�OHDGHUVKLS�RI�SUR�RSLRLG�.2/V�ZLWKLQ�

WKH�RUJDQL]DWLRQ��

����� �,Q�������$$30�DQG�$36�MRLQWO\�LVVXHG�D�FRQVHQVXV�VWDWHPHQW��³7KH�8VH�

RI�2SLRLGV�IRU�WKH�7UHDWPHQW�RI�&KURQLF�3DLQ�´�ZKLFK�HQGRUVHG�RSLRLGV�WR�WUHDW�FKURQLF�
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SDLQ�DQG�FODLPHG�WKDW�WKH�ULVN�RI�D�SDWLHQWV¶�DGGLFWLRQ�WR�RSLRLGV�ZDV�ORZ��'U��+DGGR[��

ZKR�FR�DXWKRUHG�WKH�$$30�$36�VWDWHPHQW��ZDV�D�SDLG�VSHDNHU�IRU�3XUGXH�DW�WKH�WLPH��

'U��3RUWHQR\�ZDV�WKH�VROH�FRQVXOWDQW��7KH�FRQVHQVXV�VWDWHPHQW�UHPDLQHG�RQ�$$30¶V�

ZHEVLWH�XQWLO�������DQG��XSRQ�LQIRUPDWLRQ�DQG�EHOLHI��ZDV�WDNHQ�GRZQ�IURP�$$30¶V�

ZHEVLWH�RQO\�DIWHU�D�GRFWRU�FRPSODLQHG����

����� $$30�DQG�$36�LVVXHG�WKHLU�RZQ�JXLGHOLQHV�LQ�������³$$30�$36�

*XLGHOLQHV´��DQG�FRQWLQXHG�WR�UHFRPPHQG�WKH�XVH�RI�RSLRLGV�WR�WUHDW�FKURQLF�SDLQ�����

7UHDWPHQW�JXLGHOLQHV�KDYH�EHHQ�UHOLHG�XSRQ�E\�GRFWRUV��HVSHFLDOO\�WKH�JHQHUDO�

SUDFWLWLRQHUV�DQG�IDPLO\�GRFWRUV�WDUJHWHG�E\�WKH�0DQXIDFWXUHU�'HIHQGDQWV��7UHDWPHQW�

JXLGHOLQHV�QRW�RQO\�GLUHFWO\�LQIRUP�GRFWRUV¶�SUHVFULELQJ�SUDFWLFHV��EXW�DUH�FLWHG�

WKURXJKRXW�WKH�VFLHQWLILF�OLWHUDWXUH�DQG�UHIHUHQFHG�E\�WKLUG�SDUW\�SD\RUV�LQ�GHWHUPLQLQJ�

ZKHWKHU�WKH\�VKRXOG�FRYHU�WUHDWPHQWV�IRU�VSHFLILF�LQGLFDWLRQV��3KDUPDFHXWLFDO�VDOHV�

UHSUHVHQWDWLYHV�HPSOR\HG�E\�(QGR��$FWDYLV��DQG�3XUGXH�GLVFXVVHG�WUHDWPHQW�JXLGHOLQHV�

ZLWK�GRFWRUV�GXULQJ�LQGLYLGXDO�VDOHV�YLVLWV��

����� $W�OHDVW����RI�WKH����SDQHO�PHPEHUV��ZKR�GUDIWHG�WKH�$$30�$36�

*XLGHOLQHV��LQFOXGLQJ�.2/V�'U��3RUWHQR\�DQG�'U��3HUU\�)LQH�RI�WKH�8QLYHUVLW\�RI�8WDK��

UHFHLYHG�VXSSRUW�IURP�-DQVVHQ��&HSKDORQ��(QGR��DQG�3XUGXH��7KH������*XLGHOLQHV�

SURPRWH�RSLRLGV�DV�³VDIH�DQG�HIIHFWLYH´�IRU�WUHDWLQJ�FKURQLF�SDLQ��GHVSLWH�DFNQRZOHGJLQJ�

OLPLWHG�HYLGHQFH��DQG�FRQFOXGH�WKDW�WKH�ULVN�RI�DGGLFWLRQ�LV�PDQDJHDEOH�IRU�SDWLHQWV�

�������������������������������������������������
���The Use of Opioids for the Treatment of Chronic Pain:  A Consensus Statement 

From the American Academy of Pain Medicine and the American Pain Society�����
&OLQLFDO�-��3DLQ�����������

���5RJHU�&KRX�HW�DO���Clinical Guidelines for the Use of Chronic Opioid Therapy 
in Chronic Non-Cancer Pain�����-��3DLQ�������������
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UHJDUGOHVV�RI�SDVW�DEXVH�KLVWRULHV�����2QH�SDQHO�PHPEHU��'U��-RHO�6DSHU��&OLQLFDO�

3URIHVVRU�RI�1HXURORJ\�DW�0LFKLJDQ�6WDWH�8QLYHUVLW\�DQG�IRXQGHU�RI�WKH�0LFKLJDQ�

+HDGDFKH�	�1HXURORJLFDO�,QVWLWXWH��UHVLJQHG�IURP�WKH�SDQHO�EHFDXVH�RI�KLV�FRQFHUQV�WKDW�

WKH������*XLGHOLQHV�ZHUH�LQIOXHQFHG�E\�FRQWULEXWLRQV�WKDW�GUXJ�FRPSDQLHV��LQFOXGLQJ�

0DQXIDFWXUHU�'HIHQGDQWV��PDGH�WR�WKH�VSRQVRULQJ�RUJDQL]DWLRQV�DQG�FRPPLWWHH�

PHPEHUV��7KHVH�$$30�$36�*XLGHOLQHV�KDYH�EHHQ�D�SDUWLFXODUO\�HIIHFWLYH�FKDQQHO�RI�

GHFHSWLRQ�DQG�KDYH�LQIOXHQFHG�QRW�RQO\�WUHDWLQJ�SK\VLFLDQV��EXW�DOVR�WKH�ERG\�RI�

VFLHQWLILF�HYLGHQFH�RQ�RSLRLGV��WKH�*XLGHOLQHV�KDYH�EHHQ�FLWHG�KXQGUHGV�RI�WLPHV�LQ�

DFDGHPLF�OLWHUDWXUH��ZHUH�GLVVHPLQDWHG�LQ�WKH�7ULEHV¶�FRPPXQLWLHV�GXULQJ�WKH�UHOHYDQW�

WLPH�SHULRG��DUH�VWLOO�DYDLODEOH�RQOLQH��DQG�ZHUH�UHSULQWHG�LQ�WKH�-RXUQDO�RI�3DLQ��7KH�

0DQXIDFWXUHU�'HIHQGDQWV�ZLGHO\�UHIHUHQFHG�DQG�SURPRWHG�WKH������*XLGHOLQHV�ZLWKRXW�

GLVFORVLQJ�WKH�ODFN�RI�HYLGHQFH�WR�VXSSRUW�WKHP�RU�WKH�0DQXIDFWXUHU�'HIHQGDQWV�

ILQDQFLDO�VXSSRUW�WR�PHPEHUV�RI�WKH�SDQHO��

����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�FRPELQHG�

WKHLU�HIIRUWV�WKURXJK�WKH�3DLQ�&DUH�)RUXP��³3&)´���ZKLFK�EHJDQ�LQ������DV�DQ�$3)�

SURMHFW���3&)�LV�FRPSULVHG�RI�UHSUHVHQWDWLYHV�IURP�RSLRLG�PDQXIDFWXUHUV��LQFOXGLQJ�

(QGR��-DQVVHQ��DQG�3XUGXH��DQG�YDULRXV�)URQW�*URXSV��DOPRVW�DOO�RI�ZKLFK�UHFHLYHG�

VXEVWDQWLDO�IXQGLQJ�IURP�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV���$PRQJ�RWKHU�SURMHFWV��3&)�

ZRUNHG�WR�HQVXUH�WKDW�DQ�)'$�PDQGDWHG�HGXFDWLRQ�SURMHFW�RQ�RSLRLGV�ZDV�QRW�

XQDFFHSWDEO\�QHJDWLYH�DQG�GLG�QRW�UHTXLUH�PDQGDWRU\�SDUWLFLSDWLRQ�E\�SUHVFULEHUV���3&)�

DOVR�ZRUNHG�WR�DGGUHVV�D�ODFN�RI�FRRUGLQDWLRQ�DPRQJ�LWV�PHPEHUV�DQG�GHYHORSHG�

FRKHVLYH�LQGXVWU\�PHVVDJLQJ���

�������������������������������������������������
���Id. 
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����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKURXJK�)URQW�*URXSV�DQG�.2/V��WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV�ZURWH�RU�LQIOXHQFHG�SUHVFULELQJ�JXLGHOLQHV�WKDW�UHIOHFWHG�WKH�

PHVVDJLQJ�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�ZDQWHG�WR�SURPRWH�UDWKHU�WKDQ�VFLHQWLILF�

HYLGHQFH����

����� 7KURXJK�WKHVH�PHDQV��DQG�OLNHO\�RWKHUV�VWLOO�FRQFHDOHG��WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV�FROODERUDWHG�WR�VSUHDG�GHFHSWLYH�PHVVDJHV�DERXW�WKH�ULVNV�

DQG�EHQHILWV�RI�ORQJ�WHUP�RSLRLG�XVH����

&�� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�VWDWHPHQWV�DERXW�WKH�VDIHW\�RI�
RSLRLGV�ZHUH�SDWHQWO\�IDOVH�

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�PLVUHSUHVHQWDWLRQV�UHLQIRUFHG�HDFK�

RWKHU�DQG�FUHDWHG�WKH�GDQJHURXVO\�PLVOHDGLQJ�LPSUHVVLRQV�WKDW��D��VWDUWLQJ�SDWLHQWV�RQ�

RSLRLGV�ZDV�ORZ�ULVN�EHFDXVH�PRVW�SDWLHQWV�ZRXOG�QRW�EHFRPH�DGGLFWHG��DQG�EHFDXVH�

WKRVH�ZKR�ZHUH�DW�JUHDWHVW�ULVN�RI�DGGLFWLRQ�FRXOG�EH�UHDGLO\�LGHQWLILHG�DQG�PDQDJHG��

�E��SDWLHQWV�ZKR�GLVSOD\HG�VLJQV�RI�DGGLFWLRQ�SUREDEO\�ZHUH�QRW�DGGLFWHG�DQG��LQ�DQ\�

HYHQW��FRXOG�HDVLO\�EH�ZHDQHG�IURP�WKH�GUXJV���F��WKH�XVH�RI�KLJKHU�RSLRLG�GRVHV��ZKLFK�

PDQ\�SDWLHQWV�QHHG�WR�VXVWDLQ�SDLQ�UHOLHI�DV�WKH\�GHYHORS�WROHUDQFH�WR�WKH�GUXJV��GR�QRW�

SRVH�VSHFLDO�ULVNV��DQG��G��DEXVH�GHWHUUHQW�RSLRLGV�ERWK�SUHYHQW�DEXVH�DQG�RYHUGRVH�DQG�

DUH�LQKHUHQWO\�OHVV�DGGLFWLYH����

����� 6RPH�H[DPSOHV�RI�WKHVH�IDOVH�FODLPV�LQFOXGH���

D�� $FWDYLV¶V� SUHGHFHVVRU� FDXVHG� D� SDWLHQW� HGXFDWLRQ� EURFKXUH��0DQDJLQJ�
&KURQLF�%DFN�3DLQ��WR�EH�GLVWULEXWHG�EHJLQQLQJ�LQ������WKDW�DGPLWWHG�WKDW�
RSLRLG�DGGLFWLRQ�LV�SRVVLEOH��EXW�IDOVHO\�FODLPHG�WKDW�LW�LV�³OHVV�OLNHO\�LI�
\RX� KDYH� QHYHU� KDG� DQ� DGGLFWLRQ� SUREOHP�´� %DVHG� RQ� $FWDYLV¶V�
DFTXLVLWLRQ�RI�LWV�SUHGHFHVVRU¶V�PDUNHWLQJ�PDWHULDOV�DORQJ�ZLWK�WKH�ULJKWV�
WR�.DGLDQ��LW�DSSHDUV�WKDW�$FWDYLV�FRQWLQXHG�WR�XVH�WKLV�EURFKXUH�LQ������
DQG�EH\RQG��
�

E�� &HSKDORQ�DQG�3XUGXH�VSRQVRUHG�$3)¶V�7UHDWPHQW�2SWLRQV��$�*XLGH�IRU�
3HRSOH�/LYLQJ�ZLWK�3DLQ���������ZKLFK�VXJJHVWV�WKDW�DGGLFWLRQ�LV�UDUH�DQG�
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OLPLWHG�WR�H[WUHPH�FDVHV�RI�XQDXWKRUL]HG�GRVH�HVFDODWLRQV��REWDLQLQJ�
GXSOLFDWLYH�SUHVFULSWLRQV��RU�WKHIW���7KLV�SXEOLFDWLRQ�LV�DYDLODEOH�WRGD\�����

F�� (QGR�VSRQVRUHG�D�ZHEVLWH��³3DLQ.QRZOHGJH�´�ZKLFK��XSRQ�LQIRUPDWLRQ�
DQG�EHOLHI��FODLPHG�LQ������WKDW�³>S@HRSOH�ZKR�WDNH�RSLRLGV�DV�SUHVFULEHG�
XVXDOO\�GR�QRW�EHFRPH�DGGLFWHG�´�8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��DQRWKHU�
(QGR�ZHEVLWH��3DLQ$FWLRQ�FRP��VWDWHG�³'LG�\RX�NQRZ"�0RVW�FKURQLF�SDLQ�
SDWLHQWV�GR�QRW�EHFRPH�DGGLFWHG�WR�WKH�RSLRLG�PHGLFDWLRQV�WKDW�DUH�
SUHVFULEHG�IRU�WKHP�´�(QGR�DOVR�GLVWULEXWHG�DQ�³,QIRUPHG�&RQVHQW´�
GRFXPHQW�RQ�3DLQ$FWLRQ�FRP�WKDW�PLVOHDGLQJO\�VXJJHVWHG�WKDW�RQO\�
SHRSOH�ZKR�³KDYH�SUREOHPV�ZLWK�VXEVWDQFH�DEXVH�DQG�DGGLFWLRQ´�DUH�
OLNHO\�WR�EHFRPH�DGGLFWHG�WR�RSLRLG�PHGLFDWLRQV��

G�� 8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��(QGR�GLVWULEXWHG�D�SDPSKOHW�ZLWK�WKH�(QGR�
ORJR�HQWLWOHG�Living with Someone with Chronic Pain��ZKLFK�VWDWHG�WKDW�
³>P@RVW�KHDOWK�FDUH�SURYLGHUV�ZKR�WUHDW�SHRSOH�ZLWK�SDLQ�DJUHH�WKDW�PRVW�
SHRSOH�GR�QRW�GHYHORS�DQ�DGGLFWLRQ�SUREOHP�´�

H�� -DQQVHQ�UHYLHZHG�DQG�GLVWULEXWHG�D�SDWLHQW�HGXFDWLRQ�JXLGH�HQWLWOHG�
)LQGLQJ�5HOLHI���3DLQ�0DQDJHPHQW�IRU�2OGHU�$GXOWV���������ZKLFK�
GHVFULEHG�DV�³P\WK´�WKH�FODLP�WKDW�RSLRLGV�DUH�DGGLFWLYH��DQG�DVVHUWHG�DV�
IDFW�WKDW�³>P@DQ\�VWXGLHV�VKRZ�WKDW�RSLRLGV�DUH�UDUHO\�DGGLFWLYH�ZKHQ�
XVHG�SURSHUO\�IRU�WKH�PDQDJHPHQW�RI�FKURQLF�SDLQ�´��

I�� -DQVVHQ�FXUUHQWO\�UXQV�D�ZHEVLWH��Prescriberesponsibly.com��ODVW�XSGDWHG�
-XO\�����������ZKLFK�FODLPV�WKDW�FRQFHUQV�DERXW�RSLRLG�DGGLFWLRQ�DUH�
³RYHUHVWLPDWHG�´����

J�� 3XUGXH�VSRQVRUHG�$3)¶V�A Policymaker’s Guide to Understanding Pain 
& Its Management�±�ZKLFK�FODLPV�WKDW�OHVV�WKDQ����RI�FKLOGUHQ�
SUHVFULEHG�RSLRLGV�ZLOO�EHFRPH�DGGLFWHG�DQG�WKDW�SDLQ�LV�XQGHUWUHDWHG�
GXH�WR�³PLVFRQFHSWLRQV�DERXW�RSLRLG�DGGLFWLRQ>@�´�7KLV�SXEOLFDWLRQ�LV�
VWLOO�DYDLODEOH�RQOLQH�����

K�� &RQVLVWHQW�ZLWK�WKH�0DQXIDFWXUH�'HIHQGDQWV¶�SXEOLVKHG�PDUNHWLQJ�
PDWHULDOV��XSRQ�LQIRUPDWLRQ�DQG�EHOLHI��GHWDLOHUV�IRU�WKH�3KDUPDFHXWLFDO�
'HIHQGDQWV�LQ�6RXWK�'DNRWD�KDYH�PLQLPL]HG�RU�RPLWWHG�DQG�FRQWLQXH�WR�
PLQLPL]H�RU�RPLW�DQ\�GLVFXVVLRQ�ZLWK�GRFWRUV�RU�WKHLU�PHGLFDO�VWDII�LQ�
6RXWK�'DNRWD�DERXW�WKH�ULVN�RI�DGGLFWLRQ��PLVUHSUHVHQWHG�WKH�SRWHQWLDO�

�������������������������������������������������
���$YDLODEOH�DW�KWWSV���DVVHWV�GRFXPHQWFORXG�RUJ�GRFXPHQWV��������DSI�

WUHDWPHQWRSWLRQV�SGI��ODVW�DFFHVVHG�'HFHPEHU��������������
���$YDLODEOH�DW��KWWS���ZZZ�SUHVFULEHUHVSRQVLEO\�FRP�DUWLFOHV�RSLRLG�SDLQ�

PDQDJHPHQW��ODVW�DFFHVVHG�'HFHPEHU��������������
���$YDLODEOH�DW��KWWS���V��GRFXPHQWFORXG�RUJ�GRFXPHQWV��������DSI�SROLF\PDNHUV�

JXLGH�SGI��ODVW�DFFHVVHG�'HFHPEHU������������
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IRU�DEXVH�RI�RSLRLGV�ZLWK�SXUSRUWHGO\�DEXVH�GHWHUUHQW�IRUPXODWLRQV��DQG�
URXWLQHO\�GLG�QRW�FRUUHFW�WKH�PLVUHSUHVHQWDWLRQV�QRWHG�DERYH���

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�HQJDJHG�LQ�WKLV�FDPSDLJQ�RI�

PLVLQIRUPDWLRQ�LQ�DQ�LQWHQWLRQDO�HIIRUW�WR�GHFHLYH�GRFWRUV�DQG�SDWLHQWV�DQG�WKHUHE\�

LQFUHDVH�WKH�XVH�RI�WKHLU�RSLRLG�SURGXFWV����

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�PLVUHSUHVHQWDWLRQV�KDYH�EHHQ�

FRQFOXVLYHO\�GHEXQNHG�E\�WKH�)'$�DQG�&'&��DQG�DUH�FRQWUDU\�WR�ORQJVWDQGLQJ�

VFLHQWLILF�HYLGHQFH��

����� $V�QRWHG�LQ�WKH������&'&�*XLGHOLQH���HQGRUVHG�E\�WKH�)'$��WKHUH�LV�

³H[WHQVLYH�HYLGHQFH´�RI�WKH�³SRVVLEOH�KDUPV�RI�RSLRLGV��LQFOXGLQJ�RSLRLG�XVH�GLVRUGHU�

>DQ�DOWHUQDWLYH�WHUP�IRU�RSLRLG�DGGLFWLRQ@��´��7KH�*XLGHOLQH�SRLQWV�RXW�WKDW�³>R@SLRLG�

SDLQ�PHGLFDWLRQ�XVH�SUHVHQWV�VHULRXV�ULVNV��LQFOXGLQJ�������RSLRLG�XVH�GLVRUGHU´�DQG�WKDW�

³FRQWLQXLQJ�RSLRLG�WKHUDS\�IRU�WKUHH�����PRQWKV�VXEVWDQWLDOO\�LQFUHDVHV�ULVN�IRU�RSLRLG�

XVH�GLVRUGHU�´���

����� 7KH�)'$�IXUWKHU�H[SRVHG�WKH�IDOVLW\�RI�'HIHQGDQWV¶�FODLPV�DERXW�WKH�ORZ�

ULVN�RI�DGGLFWLRQ�ZKHQ�LW�DQQRXQFHG�FKDQJHV�WR�WKH�ODEHOV�IRU�(5�/$�RSLRLGV�LQ������

DQG�IRU�,5�RSLRLGV�LQ�������,Q�LWV�DQQRXQFHPHQWV��WKH�)'$�IRXQG�WKDW�³PRVW�RSLRLG�

GUXJV�KDYH�µKLJK�SRWHQWLDO�IRU�DEXVH¶´�DQG�WKDW�RSLRLGV�³DUH�DVVRFLDWHG�ZLWK�D�VXEVWDQWLDO�

ULVN�RI�PLVXVH��DEXVH��12:6�>QHRQDWDO�RSLRLG�ZLWKGUDZDO�V\QGURPH@��DGGLFWLRQ��

�������������������������������������������������
���'HERUDK�'RZHOO�HW�DO���CDC Guideline for Prescribing Opioids for Chronic 

Pain—United States, 2016��0RUELGLW\�	�0RUWDOLW\�:NO\�5HS���0DU�����������
>KHUHLQDIWHU������&'&�*XLGHOLQH@��DYDLODEOH�DW�
KWWSV���ZZZ�FGF�JRY�PPZU�YROXPHV����UU�UU����H��KWP��ODVW�DFFHVVHG�'HFHPEHU�����
���������
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RYHUGRVH��DQG�GHDWK�´��(PSKDVLV�DGGHG������$FFRUGLQJ�WR�WKH�)'$��EHFDXVH�RI�WKH�

³NQRZQ�VHULRXV�ULVNV´�DVVRFLDWHG�ZLWK�ORQJ�WHUP�RSLRLG�XVH��LQFOXGLQJ�³ULVNV�RI�

DGGLFWLRQ��DEXVH��DQG�PLVXVH��HYHQ�DW�UHFRPPHQGHG�GRVHV��DQG�EHFDXVH�RI�WKH�JUHDWHU�

ULVNV�RI�RYHUGRVH�DQG�GHDWK�´�RSLRLGV�VKRXOG�EH�XVHG�RQO\�³LQ�SDWLHQWV�IRU�ZKRP�

DOWHUQDWLYH�WUHDWPHQW�RSWLRQV´�OLNH�QRQ�RSLRLG�GUXJV�KDYH�IDLOHG���(PSKDVLV�DGGHG���7KH�

)'$�IXUWKHU�DFNQRZOHGJHG�WKDW�WKH�ULVN�LV�QRW�OLPLWHG�WR�SDWLHQWV�ZKR�VHHN�GUXJV�

LOOLFLWO\��DGGLFWLRQ�³FDQ�RFFXU�LQ�SDWLHQWV�DSSURSULDWHO\�SUHVFULEHG�>RSLRLGV@�´�

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�EHHQ��DQG�DUH��DZDUH�WKDW�WKHLU�

PLVUHSUHVHQWDWLRQV�DERXW�RSLRLGV�DUH�IDOVH����

����� 7KH�1<�$*��LQ�D������VHWWOHPHQW�DJUHHPHQW�ZLWK�(QGR��IRXQG�WKDW�

RSLRLG�³XVH�GLVRUGHUV�DSSHDU�WR�EH�KLJKO\�SUHYDOHQW�LQ�FKURQLF�SDLQ�SDWLHQWV�WUHDWHG�ZLWK�

RSLRLGV��ZLWK�XS�WR�����RI�FKURQLF�SDLQ�SDWLHQWV�WUHDWHG�LQ�VSHFLDOW\�DQG�SULPDU\�FDUH�

RXWSDWLHQW�FHQWHUV�PHHWLQJ�WKH�FOLQLFDO�FULWHULD�IRU�DQ�RSLRLG�XVH�GLVRUGHU�´����(QGR�KDG�

FODLPHG�RQ�LWV�ZZZ�RSDQD�FRP�ZHEVLWH�WKDW�³>P@RVW�KHDOWKFDUH�SURYLGHUV�ZKR�WUHDW�

SDWLHQWV�ZLWK�SDLQ�DJUHH�WKDW�SDWLHQWV�WUHDWHG�ZLWK�SURORQJHG�RSLRLG�PHGLFLQHV�XVXDOO\�

�������������������������������������������������
���/HWWHU�IURP�-DQHW�:RRGFRFN��0�'���'LU���&WU��)RU�'UXJ�(YDOXDWLRQ�DQG�

5HVHDUFK��8�6��)RRG�	�'UXJ�$GPLQ���8�6��'HS¶W�RI�+HDOWK�DQG�+XPDQ�6HUYV���WR�
$QGUHZ�.ROGQ\��0�G���3UHVLGHQW��3K\VLFLDQV�IRU�5HVSRQVLEOH�2SLRLG�3UHVFULELQJ��6HSW��
�����������KWWSV���ZZZ�UHJXODWLRQV�JRY�FRQWHQW6WUHDPHU"GRFXPHQW,G )'$������3�
���������	DWWDFKPHQW1XPEHU �	FRQWHQW7\SH SGI��ODVW�DFFHVVHG�'HFHPEHU�����
�������/HWWHU�IURP�-DQHW�:RRGFRFN��0�'���'LU���&WU��)RU�'UXJ�(YDOXDWLRQ�DQG�
5HVHDUFK��8�6��)RRG�	�'UXJ�$GPLQ���8�6��'HS¶W�RI�+HDOWK�DQG�+XPDQ�6HUYV���WR�3HWHU�
5��0DWKHUV�	�-HQQLIHU�$��'DYLGVRQ��.OHLQIHOG��.DSODQ�	�%HFNHU��//3��0DU�������������
KWWSV���ZZZ�UHJXODWLRQV�JRY�FRQWHQW6WUHDPHU"GRFXPHQW,G )'$������3������
����	DWWDFKPHQW1XPEHU �	FRQWHQW7\SH SGI��ODVW�DFFHVVHG�'HFHPEHU���������������

���$VVXUDQFH�RI�'LVFRQWLQXDQFH��In re Endo Health Solutions Inc. and Endo 
Pharm. Inc.��$VVXUDQFH�1R�����������DW�����DYDLODEOH�DW�
KWWSV���DJ�Q\�JRY�SGIV�(QGRB$2'B�������)XOO\B([HFXWHG�SGI��ODVW�DFFHVVHG�
'HFHPEHU��������������
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GR�QRW�EHFRPH�DGGLFWHG�´�EXW�WKH�1<�$*�IRXQG�WKDW�(QGR�KDG�QR�HYLGHQFH�IRU�WKDW�

VWDWHPHQW���&RQVLVWHQW�ZLWK�WKLV��(QGR�DJUHHG�QRW�WR�³PDNH�VWDWHPHQWV�WKDW�������RSLRLGV�

JHQHUDOO\�DUH�QRQ�DGGLFWLYH´�RU�³WKDW�PRVW�SDWLHQWV�ZKR�WDNH�RSLRLGV�GR�QRW�EHFRPH�

DGGLFWHG´�LQ�1HZ�<RUN����

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�IDOVHO\�LQVWUXFWHG�GRFWRUV�DQG�SDWLHQWV�

WKDW�WKH�VLJQV�RI�DGGLFWLRQ�DUH�DFWXDOO\�VLJQV�RI�XQGHUWUHDWHG�SDLQ�DQG�VKRXOG�EH�WUHDWHG�

E\�SUHVFULELQJ�PRUH�RSLRLGV���7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�FDOOHG�WKLV�SKHQRPHQRQ�

³SVHXGRDGGLFWLRQ´�±�D�WHUP�FRLQHG�E\�'U��'DYLG�+DGGR[��ZKR�ZHQW�WR�ZRUN�IRU�3XUGXH��

DQG�SRSXODUL]HG�E\�'U��3RUWHQR\�±�DQG�IDOVHO\�FODLPHG�WKDW�SVHXGRDGGLFWLRQ�LV�

VXEVWDQWLDWHG�E\�VFLHQWLILF�HYLGHQFH���6RPH�LOOXVWUDWLYH�H[DPSOHV�RI�WKHVH�GHFHSWLYH�

FODLPV�DUH�GHVFULEHG�EHORZ��

D�� &HSKDORQ�DQG�3XUGXH�VSRQVRUHG�Responsible Opioid Prescribing���������
ZKLFK�WDXJKW�WKDW�EHKDYLRUV�VXFK�DV�³UHTXHVWLQJ�GUXJV�E\�QDPH´��
³GHPDQGLQJ�RU�PDQLSXODWLYH�EHKDYLRU�´�VHHLQJ�PRUH�WKDQ�RQH�GRFWRU�WR�
REWDLQ�RSLRLGV��DQG�KRDUGLQJ��DUH�DOO�VLJQV�RI�SVHXGRDGGLFWLRQ��UDWKHU�
WKDQ�WUXH�DGGLFWLRQ��7KH������HGLWLRQ�RI�Responsible Opioid Prescribing�
UHPDLQV�IRU�VDOH�RQOLQH������

E�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��-DQVVHQ�VSRQVRUHG��IXQGHG��DQG�HGLWHG�WKH�
Let’s Talk Pain�ZHEVLWH��ZKLFK�LQ������VWDWHG��³SVHXGRDGGLFWLRQ�������
UHIHUV�WR�SDWLHQW�EHKDYLRUV�WKDW�PD\�RFFXU�ZKHQ�SDLQ�is under-treated�������
��3VHXGRDGGLFWLRQ�LV�GLIIHUHQW�IURP�WUXH�DGGLFWLRQ�EHFDXVH�VXFK�EHKDYLRUV�
FDQ�EH�UHVROYHG�ZLWK�HIIHFWLYH�SDLQ�PDQDJHPHQW�´���

F�� (QGR� VSRQVRUHG� D�1DWLRQDO� ,QLWLDWLYH� RQ�3DLQ�&RQWURO� �³1,3&´��&0(�
SURJUDP�LQ������HQWLWOHG�³&KURQLF�2SLRLG�7KHUDS\��8QGHUVWDQGLQJ�5LVN�
:KLOH� 0D[LPL]LQJ� $QDOJHVLD�´� ZKLFK�� XSRQ� LQIRUPDWLRQ� DQG� EHOLHI��
SURPRWHG�SVHXGRDGGLFWLRQ�E\�WHDFKLQJ�WKDW�D�SDWLHQW¶V�DEHUUDQW�EHKDYLRU�
ZDV� WKH� UHVXOW� RI� XQWUHDWHG� SDLQ�� (QGR� DSSHDUV� WR� KDYH� VXEVWDQWLDOO\�
FRQWUROOHG�1,3&�E\�IXQGLQJ�1,3&�SURMHFWV��GHYHORSLQJ��VSHFLI\LQJ��DQG�
UHYLHZLQJ�FRQWHQW��DQG�GLVWULEXWLQJ�1,3&�PDWHULDOV��
�

�������������������������������������������������
���See�6FRWW�0��)LVKPDQ��0�'���Responsible Opioid Prescribing: A Physician’s 

Guide���G�HG�����������
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G�� 3XUGXH� SXEOLVKHG� D� SDPSKOHW� LQ� ����� HQWLWOHG� 3URYLGLQJ� 5HOLHI��
3UHYHQWLQJ� $EXVH�� ZKLFK�� XSRQ� LQIRUPDWLRQ� DQG� EHOLHI�� GHVFULEHG�
SVHXGRDGGLFWLRQ�DV�D�FRQFHSW�WKDW�³HPHUJHG�LQ�WKH�OLWHUDWXUH´�WR�GHVFULEH�
WKH�LQDFFXUDWH�LQWHUSUHWDWLRQ�RI�>GUXJ��VHHNLQJ�EHKDYLRUV@�LQ�SDWLHQWV�ZKR�
KDYH�SDLQ�WKDW�KDV�QRW�EHHQ�HIIHFWLYHO\�WUHDWHG�´�
�

H�� 8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��3XUGXH�VSRQVRUHG�D�&0(�SURJUDP�WLWOHG�
³3DWK�RI�WKH�3DWLHQW��0DQDJLQJ�&KURQLF�3DLQ�LQ�<RXQJHU�$GXOWV�DW�5LVN�
IRU�$EXVH´��,Q�D�UROH�SOD\��D�FKURQLF�SDLQ�SDWLHQW�ZLWK�D�KLVWRU\�RI�GUXJ�
DEXVH�WHOOV�KLV�GRFWRU�WKDW�KH�LV�WDNLQJ�WZLFH�DV�PDQ\�K\GURFRGRQH�SLOOV�DV�
GLUHFWHG��7KH�QDUUDWRU�QRWHV�WKDW�EHFDXVH�RI�SVHXGRDGGLFWLRQ��WKH�GRFWRU�
VKRXOG�QRW�DVVXPH�WKH�SDWLHQW�LV�DGGLFWHG�HYHQ�LI�KH�SHUVLVWHQWO\�DVNV�IRU�
D�VSHFLILF�GUXJ��VHHPV�GHVSHUDWH��KRDUGV�PHGLFLQH��RU�³RYHULQGXOJHV�LQ�
XQDSSURYHG� HVFDODWLQJ� GRVHV�´� � 7KH� GRFWRU� WUHDWV� WKLV� SDWLHQW� E\�
SUHVFULELQJ�D�KLJK�GRVH��ORQJ�DFWLQJ�RSLRLG���
�

����� 3VHXGRDGGLFWLRQ�LV�ILFWLRQDO���7KH������&'&�*XLGHOLQH�UHMHFWV�WKH�

FRQFHSW�RI�SVHXGRDGGLFWLRQ���7KH�*XLGHOLQH�QRZKHUH�UHFRPPHQGV�WKDW�RSLRLG�GRVDJHV�

EH�LQFUHDVHG�LI�D�SDWLHQW�LV�QRW�H[SHULHQFLQJ�SDLQ�UHOLHI���7R�WKH�FRQWUDU\��WKH�*XLGHOLQH�

H[SODLQV�WKDW�³>S@DWLHQWV�ZKR�GR�QRW�H[SHULHQFH�FOLQLFDOO\�PHDQLQJIXO�SDLQ�UHOLHI�HDUO\�LQ�

WUHDWPHQW�������DUH�XQOLNHO\�WR�H[SHULHQFH�SDLQ�UHOLHI�ZLWK�ORQJHU�WHUP�XVH�´�DQG�WKDW�

SK\VLFLDQV�VKRXOG�³UHDVVHVV>@�SDLQ�DQG�IXQFWLRQ�ZLWKLQ���PRQWK´�LQ�RUGHU�WR�GHFLGH�

ZKHWKHU�WR�³PLQLPL]H�ULVNV�RI�ORQJ�WHUP�RSLRLG�XVH�E\�GLVFRQWLQXLQJ�RSLRLGV´�EHFDXVH�

WKH�SDWLHQW�LV�³QRW�UHFHLYLQJ�D�FOHDU�EHQHILW�´�

����� ,Q�FRQQHFWLRQ�ZLWK�LWV�VHWWOHPHQW�ZLWK�WKH�1<�$*��(QGR�ZDV�IRUFHG�WR�

DGPLW�WKDW�WKH�FRQFHSW�RI�SVHXGRDGGLFWLRQ�ZDV�D�VKDP���,Q�ILQGLQJ�WKDW�³>W@KH�

SVHXGRDGGLFWLRQ�FRQFHSW�KDV�QHYHU�EHHQ�HPSLULFDOO\�YDOLGDWHG�DQG�LQ�IDFW�KDV�EHHQ�

DEDQGRQHG�E\�VRPH�RI�LWV�SURSRQHQWV�´�WKH�1<�$*��LQ�LWV������VHWWOHPHQW�ZLWK�(QGR��

UHSRUWHG�WKDW�GHVSLWH�WKH�IDFW�WKDW�(QGR�WUDLQHG�LWV�VDOHV�UHSUHVHQWDWLYH�WR�XVH�WKH�FRQFHSW�

RI�SVHXGRDGGLFWLRQ��³(QGR¶V�9LFH�3UHVLGHQW�IRU�3KDUPDFRYLJLODQFH�DQG�5LVN�

0DQDJHPHQW�WHVWLILHG�WR�>WKH�1<�$*@�WKDW�KH�ZDV�QRW�DZDUH�RI�DQ\�UHVHDUFK�YDOLGDWLQJ�

Case 4:18-cv-04003-KES   Document 1   Filed 01/08/18   Page 49 of 106 PageID #: 49



�

� ���

WKH�µSVHXGRDGGLFWLRQ¶�FRQFHSW´�DQG�DFNQRZOHGJHG�WKH�GLIILFXOW\�LQ�GLVWLQJXLVKLQJ�

³EHWZHHQ�DGGLFWLRQ�DQG�µSVHXGRDGGLFWLRQ�¶´�������

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�IDOVHO\�LQVWUXFWHG�GRFWRUV�DQG�SDWLHQWV�

WKDW�DGGLFWLRQ�ULVN�VFUHHQLQJ�WRROV��SDWLHQW�FRQWUDFWV��XULQH�GUXJ�VFUHHQV��DQG�VLPLODU�

VWUDWHJLHV�DOORZ�WKHP�WR�UHOLDEO\�LGHQWLI\�DQG�VDIHO\�SUHVFULEH�RSLRLGV�WR�SDWLHQWV�

SUHGLVSRVHG�WR�DGGLFWLRQ���7KHVH�PLVUHSUHVHQWDWLRQV�ZHUH�HVSHFLDOO\�LQVLGLRXV�EHFDXVH�

WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�DLPHG�WKHP�DW�JHQHUDO�SUDFWLWLRQHUV�DQG�IDPLO\�GRFWRUV�

ZKR�ODFN�WKH�WLPH�DQG�H[SHUWLVH�WR�FORVHO\�PDQDJH�KLJKHU�ULVN�SDWLHQWV�RQ�RSLRLGV���7KH�

3KDUPDFHXWLFDO�'HIHQGDQWV¶�PLVUHSUHVHQWDWLRQV�PDGH�WKHVH�GRFWRUV�IHHO�PRUH�

FRPIRUWDEOH�SUHVFULELQJ�RSLRLGV�WR�WKHLU�SDWLHQWV��DQG�SDWLHQWV�PRUH�FRPIRUWDEOH�VWDUWLQJ�

RQ�RSLRLG�WKHUDS\�IRU�FKURQLF�SDLQ��6RPH�LOOXVWUDWLYH�H[DPSOHV�RI�WKHVH�GHFHSWLYH�FODLPV�

DUH�GHVFULEHG�EHORZ��

D�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��(QGR�SDLG�IRU�D������VXSSOHPHQW�LQ�WKH�
Journal of Family Practice�ZULWWHQ�E\�D�GRFWRU�ZKR�EHFDPH�D�PHPEHU�RI�
(QGR¶V�VSHDNHUV�EXUHDX�LQ�������7KH�VXSSOHPHQW��HQWLWOHG�Pain 
Management Dilemmas in Primary Care: Use of Opioids��HPSKDVL]HG�
WKH�HIIHFWLYHQHVV�RI�VFUHHQLQJ�WRROV��FODLPLQJ�WKDW�SDWLHQWV�DW�KLJK�ULVN�RI�
DGGLFWLRQ�FRXOG�VDIHO\�UHFHLYH�FKURQLF�RSLRLG�WKHUDS\�XVLQJ�D�³PD[LPDOO\�
VWUXFWXUHG�DSSURDFK´�LQYROYLQJ�WR[LFRORJ\�VFUHHQV�DQG�SLOO�FRXQWV��

E�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��3XUGXH�VSRQVRUHG�D�1RYHPEHU������ZHELQDU��
Managing Patient’s Opioid Use: Balancing the Need and Risk��ZKLFK�
FODLPHG�WKDW�VFUHHQLQJ�WRROV��XULQH�WHVWV��DQG�SDWLHQW�DJUHHPHQWV�SUHYHQW�
³RYHUXVH�RI�SUHVFULSWLRQV´�DQG�³RYHUGRVH�GHDWKV�´��

F�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��DV�UHFHQWO\�DV�������3XUGXH�KDV�UHSUHVHQWHG�LQ�
VFLHQWLILF�FRQIHUHQFHV�WKDW�³EDG�DSSOH´�SDWLHQWV�±�DQG�QRW�RSLRLGV�±�DUH�
WKH�VRXUFH�RI�WKH�DGGLFWLRQ�FULVLV�DQG�WKDW�RQFH�WKRVH�³EDG�DSSOHV´�DUH�
LGHQWLILHG��GRFWRUV�FDQ�VDIHO\�SUHVFULEH�RSLRLGV�ZLWKRXW�FDXVLQJ�
DGGLFWLRQ��

�������������������������������������������������
���See�supra�QRWH�����DW����
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G�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��GHWDLOHUV�IRU�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�
KDYH�WRXWHG�DQG�FRQWLQXH�WR�WRXW�WR�GRFWRUV�LQ�6RXWK�'DNRWD�WKH�
UHOLDELOLW\�DQG�HIIHFWLYHQHVV�RI�VFUHHQLQJ�RU�PRQLWRULQJ�SDWLHQWV�DV�D�WRRO�
IRU�PDQDJLQJ�RSLRLG�DEXVH�DQG�DGGLFWLRQ��

����� 2QFH�DJDLQ��WKH������&'&�*XLGHOLQH�FRQILUPV�WKDW�WKHVH�VWDWHPHQWV�

ZHUH�IDOVH��PLVOHDGLQJ��DQG�XQVXSSRUWHG�DW�WKH�WLPH�WKH\�ZHUH�PDGH�E\�WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV���7KH�*XLGHOLQH�QRWHV�WKDW�WKHUH�DUH�QR�VWXGLHV�DVVHVVLQJ�WKH�

HIIHFWLYHQHVV�RI�ULVN�PLWLJDWLRQ�VWUDWHJLHV�±�VXFK�DV�VFUHHQLQJ�WRROV��SDWLHQW�FRQWUDFWV��

XULQH�GUXJ�WHVWLQJ��RU�SLOO�FRXQWV�ZLGHO\�EHOLHYHG�E\�GRFWRUV�WR�GHWHFW�DQG�GHWHU�DEXVH�±�

³IRU�LPSURYLQJ�RXWFRPHV�UHODWHG�WR�RYHUGRVH��DGGLFWLRQ��DEXVH��RU�PLVXVH�´��$V�D�UHVXOW��

WKH�*XLGHOLQH�UHFRJQL]HV�WKDW�DYDLODEOH�ULVN�VFUHHQLQJ�WRROV�³VKRZ�LQVXIILFLHQW�DFFXUDF\�

IRU�FODVVLILFDWLRQ�RI�SDWLHQWV�DV�DW�ORZ�RU�KLJK�ULVN�IRU�>RSLRLG@�DEXVH�RU�PLVXVH´�DQG�

FRXQVHOV�WKDW�GRFWRUV�³VKRXOG�QRW�RYHUHVWLPDWH�WKH�DELOLW\�RI�WKHVH�WRROV�WR�UXOH�RXW�ULVNV�

IURP�ORQJ�WHUP�RSLRLG�WKHUDS\�´��(PSKDVLV�DGGHG���

����� 7R�XQGHUSOD\�WKH�ULVN�DQG�LPSDFW�RI�DGGLFWLRQ�DQG�PDNH�GRFWRUV�IHHO�

PRUH�FRPIRUWDEOH�VWDUWLQJ�SDWLHQWV�RQ�RSLRLGV��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�IDOVHO\�

FODLPHG�WKDW�RSLRLG�GHSHQGHQFH�FDQ�HDVLO\�EH�DGGUHVVHG�E\�WDSHULQJ�DQG�WKDW�RSLRLG�

ZLWKGUDZDO�LV�QRW�D�SUREOHP��DQG�IDLOHG�WR�GLVFORVH�WKH�LQFUHDVHG�GLIILFXOW\�RI�VWRSSLQJ�

RSLRLGV�DIWHU�ORQJ�WHUP�XVH���

����� )RU�H[DPSOH��RQ�LQIRUPDWLRQ�DQG�EHOLHI��D������QRQ�FUHGLW�HGXFDWLRQDO�

SURJUDP�VSRQVRUHG�E\�(QGR��HQWLWOHG�Persistent Pain in the Older Adult��FODLPHG�WKDW�

ZLWKGUDZDO�V\PSWRPV�FDQ�EH�DYRLGHG�E\�WDSHULQJ�D�SDWLHQW¶V�RSLRLG�GRVH�E\���������

IRU����GD\V����

����� 3XUGXH�VSRQVRUHG�$3)¶V�A Policymaker’s Guide to Understanding Pain 

& Its Management��ZKLFK�FODLPHG�WKDW�³>V@\PSWRPV�RI�SK\VLFDO�GHSHQGHQFH�FDQ�RIWHQ�

Case 4:18-cv-04003-KES   Document 1   Filed 01/08/18   Page 51 of 106 PageID #: 51



�

� ���

EH�DPHOLRUDWHG�E\�JUDGXDOO\�GHFUHDVLQJ�WKH�GRVH�RI�PHGLFDWLRQ�GXULQJ�GLVFRQWLQXDWLRQ´�

ZLWKRXW�PHQWLRQLQJ�DQ\�KDUGVKLSV�WKDW�PLJKW�RFFXU�����

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�GHFHSWLYHO\�PLQLPL]HG�WKH�VLJQLILFDQW�

V\PSWRPV�RI�RSLRLG�ZLWKGUDZDO�±�ZKLFK��DV�H[SODLQHG�LQ�WKH������&'&�*XLGHOLQH��

LQFOXGH�GUXJ�FUDYLQJ��DQ[LHW\��LQVRPQLD��DEGRPLQDO�SDLQ��YRPLWLQJ��GLDUUKHD��WUHPRU��

DQG�WDFK\FDUGLD��UDSLG�KHDUWEHDW��±�DQG�JURVVO\�XQGHUVWDWHG�WKH�GLIILFXOW\�RI�WDSHULQJ��

SDUWLFXODUO\�DIWHU�ORQJ�WHUP�RSLRLG�XVH����

����� &RQWUDU\�WR�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�UHSUHVHQWDWLRQV��WKH������

&'&�*XLGHOLQH�UHFRJQL]HV�WKDW�WKH�GXUDWLRQ�RI�RSLRLG�XVH�DQG�WKH�GRVDJH�RI�RSLRLGV�

SUHVFULEHG�VKRXOG�EH�³OLPLW>HG@´�WR�³PLQLPL]H�WKH�QHHG�WR�WDSHU�RSLRLGV�WR�SUHYHQW�

GLVWUHVVLQJ�RU�XQSOHDVDQW�ZLWKGUDZDO�V\PSWRPV�´�EHFDXVH�³SK\VLFDO�GHSHQGHQFH�RQ�

RSLRLGV�LV�DQ�H[SHFWHG�SK\VLRORJLF�UHVSRQVH�LQ�SDWLHQWV�H[SRVHG�WR�RSLRLGV�IRU�PRUH�WKDQ�

D�IHZ�GD\V�´��(PSKDVLV�DGGHG����7KH�*XLGHOLQH�IXUWKHU�VWDWHV�WKDW�³PRUH�WKDQ�D�IHZ�GD\V�

RI�H[SRVXUH�WR�RSLRLGV�VLJQLILFDQWO\�LQFUHDVHV�KD]DUGV´�DQG�³HDFK�GD\�RI�XQQHFHVVDU\�

RSLRLG�XVH�LQFUHDVHV�OLNHOLKRRG�RI�SK\VLFDO�GHSHQGHQFH�ZLWKRXW�DGGLQJ�EHQHILW�´��

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�IDOVHO\�FODLPHG�WKDW�GRFWRUV�DQG�SDWLHQWV�

FRXOG�LQFUHDVH�RSLRLG�GRVDJHV�LQGHILQLWHO\�ZLWKRXW�DGGHG�ULVN�DQG�IDLOHG�WR�GLVFORVH�WKH�

JUHDWHU�ULVNV�WR�SDWLHQWV�DW�KLJKHU�GRVDJHV��7KH�DELOLW\�WR�HVFDODWH�GRVDJHV�ZDV�FULWLFDO�WR�

WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�HIIRUWV�WR�PDUNHW�RSLRLGV�IRU�ORQJ�WHUP�XVH�WR�WUHDW�

FKURQLF�SDLQ�EHFDXVH��DEVHQW�WKLV�PLVUHSUHVHQWDWLRQ��GRFWRUV�ZRXOG�KDYH�DEDQGRQHG�

�������������������������������������������������
���$YDLODEOH�DW��KWWS���V��GRFXPHQWFORXG�RUJ�GRFXPHQWV��������DSI�SROLF\PDNHUV�

JXLGH�SGI��ODVW�DFFHVVHG�'HFHPEHU������������
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WUHDWPHQW�ZKHQ�SDWLHQWV�EXLOW�XS�WROHUDQFH�DQG�ORZHU�GRVDJHV�GLG�QRW�SURYLGH�SDLQ�UHOLHI���

6RPH�LOOXVWUDWLYH�H[DPSOHV�RI�WKHVH�GHFHSWLYH�FODLPV�DUH�GHVFULEHG�EHORZ��

D�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��$FWDYLV¶V�SUHGHFHVVRU�FUHDWHG�D�SDWLHQW�
EURFKXUH�IRU�.DGLDQ�LQ������WKDW�VWDWHG��³2YHU�WLPH��\RXU�ERG\�PD\�
EHFRPH�WROHUDQW�RI�\RXU�FXUUHQW�GRVH���<RX�PD\�UHTXLUH�D�GRVH�
DGMXVWPHQW�WR�JHW�WKH�ULJKW�DPRXQW�RI�SDLQ�UHOLHI���7KLV�LV�QRW�DGGLFWLRQ�´���

E�� &HSKDORQ�DQG�3XUGXH�VSRQVRUHG�$3)¶V�Treatment Options: A Guide for 
People Living with Pain���������ZKLFK�FODLPV�WKDW�VRPH�SDWLHQWV�³QHHG´�
D�ODUJHU�GRVH�RI�DQ�RSLRLG��UHJDUGOHVV�RI�WKH�GRVH�FXUUHQWO\�SUHVFULEHG���
7KH�JXLGH�VWDWHG�WKDW�RSLRLGV�KDYH�³QR�FHLOLQJ�GRVH´�DQG�DUH�WKHUHIRUH�WKH�
PRVW�DSSURSULDWH�WUHDWPHQW�IRU�VHYHUH�SDLQ���7KLV�JXLGH�LV�VWLOO�DYDLODEOH�
RQOLQH����

F�� (QGR�VSRQVRUHG�D�ZHEVLWH��³3DLQ.QRZOHGJH�´�ZKLFK��XSRQ�LQIRUPDWLRQ�
DQG�EHOLHI��FODLPHG�LQ������WKDW�RSLRLG�GRVDJHV�PD\�EH�LQFUHDVHG�XQWLO�
³\RX�DUH�RQ�WKH�ULJKW�GRVH�RI�PHGLFDWLRQ�IRU�\RXU�SDLQ�´��

G�� (QGR�GLVWULEXWHG�D�SDPSKOHW�HGLWHG�E\�D�.2/�HQWLWOHG�Understanding 
Your Pain:  Taking Oral Opioid Analgesics�������HQGR�3KDUPDFHXWLFDOV�
30���������,Q�4	$�IRUPDW��LW�DVNHG�³,I�,�WDNH�WKH�RSLRLG�QRZ��ZLOO�LW�
ZRUN�ODWHU�ZKHQ�,�UHDOO\�QHHG�LW"´��7KH�UHVSRQVH�LV��³7KH�GRVH�FDQ�EH�
LQFUHDVHG�������<RX�ZRQ¶W�µUXQ�RXW¶�RI�SDLQ�UHOLHI�´���

H�� -DQVVHQ��RQ�LQIRUPDWLRQ�DQG�EHOLHI��VSRQVRUHG�D�SDWLHQW�HGXFDWLRQ�JXLGH�
HQWLWOHG�Finding Relief: Pain Management for Older Adults���������
ZKLFK�ZDV�GLVWULEXWHG�E\�LWV�VDOHV�IRUFH���7KLV�JXLGH�OLVWHG�GRVDJH�
OLPLWDWLRQV�DV�³GLVDGYDQWDJHV´�RI�RWKHU�SDLQ�PHGLFLQHV�EXW�RPLWWHG�DQ\�
GLVFXVVLRQ�RI�ULVNV�RI�LQFUHDVHG�RSLRLG�GRVDJHV��

I�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��3XUGXH¶V�In the Face of Pain�ZHEVLWH�
SURPRWHG�WKH�QRWLRQ�WKDW�LI�D�SDWLHQW¶V�GRFWRU�GRHV�QRW�SUHVFULEH�ZKDW��LQ�
WKH�SDWLHQW¶V�YLHZ��LV�D�VXIILFLHQW�GRVDJH�RI�RSLRLGV��KH�RU�VKH�VKRXOG�ILQG�
DQRWKHU�GRFWRU�ZKR�ZLOO��

J�� 3XUGXH�VSRQVRUHG�$3)¶V�A Policymaker’s Guide to Understanding Pain 
& Its Management��ZKLFK�WDXJKW�WKDW�GRVDJH�HVFDODWLRQV�DUH�³VRPHWLPHV�

�������������������������������������������������
���$YDLODEOH�DW��KWWSV���DVVHWV�GRFXPHQWFORXG�RUJ�GRFXPHQWV��������DSI�

WUHDWPHQWRSWLRQV�SGI��ODVW�DFFHVVHG�'HFHPEHU������������
���0DUJR�0F&DIIHU\�	�&KULV�3DVHUR��(QGR�3KDUP���Understanding Your Pain:  

Taking Oral Opioid Analgesics��5XVVHOO�.�3RUWHQR\��0�'���HG�����������
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QHFHVVDU\�´�HYHQ�XQOLPLWHG�RQHV��EXW�GLG�QRW�GLVFORVH�WKH�ULVNV�IURP�KLJK�
RSLRLG�GRVDJHV��7KLV�SXEOLFDWLRQ�LV�VWLOO�DYDLODEOH�RQOLQH����

K�� ,Q�������3XUGXH�VSRQVRUHG�D�&0(�HQWLWOHG�³2YHUYLHZ�RI�0DQDJHPHQW�
2SWLRQV´�WKDW�ZDV�DYDLODEOH�IRU�&0(�FUHGLW�DQG�DYDLODEOH�XQWLO�DW�OHDVW�
�������7KH�&0(�ZDV�HGLWHG�E\�D�.2/�DQG�WDXJKW�WKDW�16$,'V�DQG�RWKHU�
GUXJV��EXW�QRW�RSLRLGV��DUH�XQVDIH�DW�KLJK�GRVDJHV��

L�� 6HHNLQJ�WR�RYHUWXUQ�WKH�FULPLQDO�FRQYLFWLRQ�RI�D�GRFWRU�IRU�LOOHJDOO\�
SUHVFULELQJ�RSLRLGV��WKH�)URQW�*URXS�$3)�DQG�RWKHUV�DUJXHG�WR�WKH�
8QLWHG�6WDWHV�)RXUWK�&LUFXLW�&RXUW�RI�$SSHDOV�WKDW�³WKHUH�LV�QR�µFHLOLQJ�
GRVH¶´�IRU�RSLRLGV����

M�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��3XUGXH¶V�GHWDLOHUV�KDYH�WROG�GRFWRUV�LQ�6RXWK�
'DNRWD�WKDW�WKH\�VKRXOG�LQFUHDVH�WKH�GRVH�RI�2[\&RQWLQ��UDWKHU�WKDQ�WKH�
IUHTXHQF\�RI�XVH��WR�DGGUHVV�HDUO\�IDLOXUH��

����� 7KHVH�FODLPV�FRQIOLFW�ZLWK�WKH�VFLHQWLILF�HYLGHQFH��DV�FRQILUPHG�E\�WKH�

)'$�DQG�&'&���$V�WKH�&'&�H[SODLQV�LQ�LWV������*XLGHOLQH��WKH�³>E@HQHILWV�RI�KLJK�GRVH�

RSLRLGV�IRU�FKURQLF�SDLQ�DUH�QRW�HVWDEOLVKHG´�ZKLOH�WKH�³ULVNV�IRU�VHULRXV�KDUPV�UHODWHG�

WR�RSLRLG�WKHUDS\�LQFUHDVH�DW�KLJKHU�RSLRLG�GRVDJH�´��0RUH�VSHFLILFDOO\��WKH�&'&�

H[SODLQV�WKDW�³WKHUH�LV�QRZ�DQ�HVWDEOLVKHG�ERG\�RI�VFLHQWLILF�HYLGHQFH�VKRZLQJ�WKDW�

RYHUGRVH�ULVN�LV�LQFUHDVHG�DW�KLJKHU�RSLRLG�GRVDJHV�´��7KH�&'&�DOVR�VWDWHV�WKDW�WKHUH�DUH�

³LQFUHDVHG�ULVNV�IRU�RSLRLG�XVH�GLVRUGHU��UHVSLUDWRU\�GHSUHVVLRQ��DQG�GHDWK�DW�KLJKHU�

GRVDJHV�´���

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�GHFHSWLYH�PDUNHWLQJ�RI�WKH�VR�FDOOHG�

DEXVH�GHWHUUHQW�SURSHUWLHV�RI�VRPH�RI�WKHLU�RSLRLGV�KDV�FUHDWHG�IDOVH�LPSUHVVLRQV�WKDW�

WKHVH�RSLRLGV�FDQ�SUHYHQW�DQG�FXUE�DGGLFWLRQ�DQG�DEXVH����

�������������������������������������������������
���$YDLODEOH�DW��KWWS���V��GRFXPHQWFORXG�RUJ�GRFXPHQWV��������DSI�SROLF\PDNHUV�

JXLGH�SGI��ODVW�DFFHVVHG�'HFHPEHU������������
���%ULHI�RI�WKH�$3)�HW�DO��LQ�VXSSRUW�RI�$SSHOODQW��United States v. Hurowitz��1R��

���������DW�����WK�&LU��6HSW��������������
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����� 7KHVH�DEXVH�GHWHUUHQW�IRUPXODWLRQV��$'�RSLRLGV��SXUSRUWHGO\�DUH�KDUGHU�

WR�FUXVK��FKHZ��RU�JULQG��EHFRPH�JHODWLQRXV�ZKHQ�FRPELQHG�ZLWK�D�OLTXLG��PDNLQJ�WKHP�

KDUGHU�WR�LQMHFW��RU�FRQWDLQ�D�FRXQWHUDJHQW�VXFK�DV�QDOR[RQH�WKDW�LV�DFWLYDWHG�LI�WKH�

WDEOHWV�DUH�WDPSHUHG���'HVSLWH�WKLV��$'�RSLRLGV�FDQ�EH�GHIHDWHG�±�RIWHQ�TXLFNO\�DQG�

HDVLO\�±�E\�WKRVH�GHWHUPLQHG�WR�GR�VR���7KH������&'&�*XLGHOLQH�VWDWH�WKDW�³>Q@R�

VWXGLHV´�VXSSRUW�WKH�QRWLRQ�WKDW�³DEXVH�GHWHUUHQW�WHFKQRORJLHV�>DUH@�D�ULVN�PLWLJDWLRQ�

VWUDWHJ\�IRU�GHWHUULQJ�RU�SUHYHQWLQJ�DEXVH�´�QRWLQJ�WKDW�WKH�WHFKQRORJLHV²HYHQ�ZKHQ�

WKH\�ZRUN²GR�QRW�SUHYHQW�RSLRLG�DEXVH�WKURXJK�RUDO�LQWDNH��WKH�PRVW�FRPPRQ�URXWH�RI�

RSLRLG�DEXVH��DQG�FDQ�VWLOO�EH�DEXVHG�E\�QRQ�RUDO�URXWHV���0RUHRYHU��WKH\�GR�QRW�UHGXFH�

WKH�UDWH�RI�PLVXVH�DQG�DEXVH�E\�SDWLHQWV�ZKR�EHFRPH�DGGLFWHG�DIWHU�XVLQJ�RSLRLGV�ORQJ�

WHUP�DV�SUHVFULEHG�RU�ZKR�HVFDODWH�WKHLU�XVH�E\�WDNLQJ�PRUH�SLOOV�RU�KLJKHU�GRVHV���7RP�

)ULHGHQ��WKH�'LUHFWRU�RI�WKH�&'&��KDV�IXUWKHU�UHSRUWHG�WKDW�KLV�VWDII�FRXOG�QRW�ILQG�³DQ\�

HYLGHQFH�VKRZLQJ�WKH�XSGDWHG�RSLRLGV�>$')V@�DFWXDOO\�UHGXFH�UDWHV�RI�DGGLFWLRQ��

RYHUGRVHV��RU�GHDWK�´���

����� 'HVSLWH�WKLV�ODFN�RI�HYLGHQFH��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�PDGH�

DQG�FRQWLQXH�WR�PDNH�PLVOHDGLQJ�FODLPV�DERXW�WKH�DELOLW\�RI�WKHLU�VR�FDOOHG�DEXVH�

GHWHUUHQW�RSLRLG�IRUPXODWLRQV�WR�SUHYHQW�RU�UHGXFH�DEXVH�DQG�DGGLFWLRQ�DQG�WKH�VDIHW\�RI�

WKHVH�IRUPXODWLRQV��

�������������������������������������������������
���0DWWKHZ�3HUURQH�HW�DO���Drugmakers push profitable, but unproven, opioid 

solution��&HQWHU�IRU�3XEOLF�,QWHJULW\��'HF�������������DYDLODEOH�DW�
KWWSV���ZZZ�SXEOLFLQWHJULW\�RUJ������������������GUXJPDNHUV�SXVK�SURILWDEOH�
XQSURYHQ�RSLRLG�VROXWLRQ��ODVW�DFFHVVHG�'HFHPEHU��������������
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����� )RU�H[DPSOH��(QGR�KDV�PDUNHWHG�2SDQD�(5���DV�WDPSHU��RU�FUXVK�

UHVLVWDQW�DQG�OHVV�SURQH�WR�PLVXVH�DQG�DEXVH�VLQFH�HYHQ�WKRXJK������RQ�LQIRUPDWLRQ�DQG�

EHOLHI��WKH�)'$�ZDUQHG�LQ�D������OHWWHU�WKDW�WKHUH�ZDV�QR�HYLGHQFH�WKDW�2SDQD�(5�

ZRXOG�SURYLGH�D�UHGXFWLRQ�LQ�RUDO��LQWUDQDVDO�RU�LQWUDYHQRXV�DEXVH��DQG�����(QGR¶V�RZQ�

VWXGLHV��ZKLFK�LW�IDLOHG�WR�GLVFORVH��VKRZHG�WKDW�2SDQD�(5�FRXOG�VWLOO�EH�JURXQG�DQG�

FKHZHG���1RQHWKHOHVV��(QGR¶V�DGYHUWLVHPHQWV�IRU�2SDQD�(5�IDOVHO\�FODLPHG�WKDW�LW�ZDV�

GHVLJQHG�WR�EH�FUXVK�UHVLVWDQW��LQ�D�ZD\�WKDW�VXJJHVWHG�LW�ZDV�PRUH�GLIILFXOW�WR�DEXVH���

$QG�RQ�LQIRUPDWLRQ�DQG�EHOLHI��GHWDLOHUV�IRU�(QGR�KDYH�LQIRUPHG�GRFWRUV�WKDW�2SDQD�(5�

LV�KDUGHU�WR�DEXVH��

����� ,Q�LWV������VHWWOHPHQW�ZLWK�WKH�1<�$*��(QGR�DJUHHG�QRW�WR�PDNH�

VWDWHPHQWV�LQ�1HZ�<RUN�WKDW�2SDQD�(5�ZDV�³GHVLJQHG�WR�EH��RU�LV�FUXVK�UHVLVWDQW�´��7KH�

1<�$*�IRXQG�WKRVH�VWDWHPHQWV�IDOVH�DQG�PLVOHDGLQJ�EHFDXVH�WKHUH�ZDV�QR�GLIIHUHQFH�LQ�

WKH�DELOLW\�WR�H[WUDFW�WKH�QDUFRWLF�IURP�2SDQD�(5���7KH�1<�$*�DOVR�IRXQG�WKDW�(QGR�

IDLOHG�WR�GLVFORVH�LWV�RZQ�NQRZOHGJH�RI�WKH�FUXVKDELOLW\�RI�UHGHVLJQHG�2SDQD�(5�LQ�LWV�

PDUNHWLQJ�WR�IRUPXODU\�FRPPLWWHHV�DQG�SKDUPDF\�EHQHILW�PDQDJHUV��

����� /LNHZLVH��3XUGXH�KDV�HQJDJHG�DQG�FRQWLQXHV�WR�HQJDJH�LQ�GHFHSWLYH�

PDUNHWLQJ�RI�LWV�$'�RSLRLGV�±�L�H���UHIRUPXODWHG�2[\FRQWLQ�DQG�+\VLQJOD���%HIRUH�$SULO�

������3XUGXH�GLG�QRW�PDUNHW�LWV�RSLRLGV�EDVHG�RQ�WKHLU�DEXVH�GHWHUUHQW�SURSHUWLHV���

�������������������������������������������������
���%HFDXVH�2SDQD�(5�FRXOG�EH�³UHDGLO\�SUHSDUHG�IRU�LQMHFWLRQ´�DQG�ZDV�OLQNHG�WR�

RXWEUHDNV�RI�+,9�DQG�D�VHULRXV�EORRG�GLVHDVH��LQ�0D\�������DQ�)'$�DGYLVRU\�
FRPPLWWHH�UHFRPPHQGHG�WKDW�2SDQD�(5�EH�ZLWKGUDZQ�IURP�WKH�PDUNHW���7KH�)'$�
DGRSWHG�WKLV�UHFRPPHQGDWLRQ�RQ�-XQH���������DQG�UHTXHVWHG�WKDW�(QGR�ZLWKGUDZ�2SDQD�
(5�IURP�WKH�PDUNHW���3UHVV�5HOHDVH��³)'$�UHTXHVWV�UHPRYDO�RI�2SDQD�(5�IRU�ULVNV�
UHODWHG�WR�DEXVH�´�-XQH����������DYDLODEOH�DW�
KWWSV���ZZZ�IGD�JRY�1HZV(YHQWV�1HZVURRP�3UHVV$QQRXQFHPHQWV�XFP�������KWP��
�ODVW�DFFHVVHG�'HFHPEHU������������
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+RZHYHU��EHJLQQLQJ�LQ������DQG�FRQWLQXLQJ�WRGD\��GHWDLOHUV�IURP�3XUGXH�UHJXODUO\�XVH�

WKH�VR�FDOOHG�DEXVH�GHWHUUHQW�SURSHUWLHV�RI�3XUGXH¶V�RSLRLG�SURGXFWV�DV�D�SULPDU\�VHOOLQJ�

SRLQW�WR�GLIIHUHQWLDWH�WKRVH�SURGXFWV�IURP�WKHLU�FRPSHWLWRUV���6SHFLILFDOO\��RQ�

LQIRUPDWLRQ�DQG�EHOLHI��WKHVH�GHWDLOHUV������IDOVHO\�FODLP�WKDW�3XUGXH¶V�$'�RSLRLGV�

SUHYHQW�WDPSHULQJ�DQG�FDQQRW�EH�FUXVKHG�RU�VQRUWHG������IDOVHO\�FODLP�WKDW�3XUGXH¶V�$'�

RSLRLGV�SUHYHQW�RU�UHGXFH�RSLRLG�PLVXVH��DEXVH��DQG�GLYHUVLRQ��DUH�OHVV�OLNHO\�WR�\LHOG�D�

HXSKRULF�KLJK��DQG�DUH�GLVIDYRUHG�E\�RSLRLG�DEXVHUV������IDOVHO\�FODLP�3XUGXH¶V�$'�

RSLRLGV�DUH�³VDIHU´�WKDQ�RWKHU�RSLRLGV��DQG�����IDLO�WR�GLVFORVH�WKDW�3XUGXH¶V�$'�RSLRLGV�

GR�QRW�LPSDFW�RUDO�DEXVH�RU�PLVXVH�DQG�WKDW�LWV�DEXVH�GHWHUUHQW�SURSHUWLHV�FDQ�EH�

GHIHDWHG��

����� 7KHVH�VWDWHPHQWV�DQG�RPLVVLRQV�E\�3XUGXH�DUH�IDOVH�DQG�PLVOHDGLQJ��

3XUGXH�NQHZ�DQG�VKRXOG�KDYH�NQRZQ�WKDW�UHIRUPXODWHG�2[\&RQWLQ�LV�QRW�EHWWHU�DW�

WDPSHU�UHVLVWDQFH�WKDQ�WKH�RULJLQDO�2[\&RQWLQ�DQG�LV�VWLOO�UHJXODUO\�WDPSHUHG�ZLWK�DQG�

DEXVHG���$������VWXG\�DOVR�VKRZV�WKDW�PDQ\�RSLRLG�DGGLFWV�DUH�DEXVLQJ�3XUGXH¶V�$'�

RSLRLGV�WKURXJK�RUDO�LQWDNH�RU�E\�GHIHDWLQJ�WKH�DEXVH�GHWHUUHQW�PHFKDQLVP���,QGHHG��

one-third�RI�WKH�SDWLHQWV�LQ�WKH�VWXG\�GHIHDWHG�WKH�DEXVH�GHWHUUHQW�PHFKDQLVP�DQG�ZHUH�

DEOH�WR�FRQWLQXH�LQKDOLQJ�RU�LQMHFWLQJ�WKH�GUXJ���$QG�WR�WKH�H[WHQW�WKDW�WKH�DEXVH�RI�

3XUGXH¶V�$'�RSLRLGV�ZDV�UHGXFHG��WKRVH�DGGLFWV�VLPSO\�VKLIWHG�WR�RWKHU�GUXJV�VXFK�DV�

KHURLQ�����'HVSLWH�WKLV��-��'DYLG�+DGGR[��WKH�9LFH�3UHVLGHQW�RI�+HDOWK�3ROLF\�IRU�3XUGXH��

�������������������������������������������������
���&LFHUR��7KHRGRUH�-���DQG�0DWWKHZ�6��(OOLV��³$EXVH�GHWHUUHQW�IRUPXODWLRQV�DQG�

WKH�SUHVFULSWLRQ�RSLRLG�DEXVH�HSLGHPLF�LQ�WKH�8QLWHG�6WDWHV��OHVVRQV�OHDUQHG�IURP�
2[\FRQWLQ´�������������JAMA Psychiatry����������
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IDOVHO\�FODLPHG�LQ������WKDW�WKH�HYLGHQFH�GRHV�QRW�VKRZ�WKDW�3XUGXH¶V�$'�RSLRLGV�DUH�

EHLQJ�DEXVHG�LQ�ODUJH�QXPEHUV����

����� 7KH�GHYHORSPHQW��PDUNHWLQJ��DQG�VDOH�RI�$'�RSLRLGV�LV�D�FRQWLQXDWLRQ�RI�

WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�VWUDWHJ\�WR�XVH�PLVLQIRUPDWLRQ�WR�GULYH�SURILW���7KH�

3KDUPDFHXWLFDO�'HIHQGDQWV¶�FODLPV�WKDW�$'�RSLRLGV�DUH�VDIH�IDOVHO\�DVVXDJH�GRFWRUV¶�

FRQFHUQV�DERXW�WKH�WROO�FDXVHG�E\�WKH�H[SORVLRQ�LQ�RSLRLG�DEXVH��FDXVLQJ�GRFWRUV�WR�

SUHVFULEH�PRUH�$'�RSLRLGV��ZKLFK�DUH�IDU�PRUH�H[SHQVLYH�WKDQ�RWKHU�RSLRLG�SURGXFWV�

HYHQ�WKRXJK�WKH\�SURYLGH�OLWWOH�RU�QR�DGGLWLRQDO�EHQHILW����

'�� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�PLVUHSUHVHQWHG�WKH�EHQHILWV�RI�
FKURQLF�RSLRLG�WKHUDS\�

����� 7R�FRQYLQFH�GRFWRUV�DQG�SDWLHQWV�WKDW�RSLRLGV�VKRXOG�EH�XVHG�WR�WUHDW�

FKURQLF�SDLQ��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�DOVR�KDG�WR�SHUVXDGH�WKHP�WKDW�WKHUH�ZDV�D�

VLJQLILFDQW�XSVLGH�WR�ORQJ�WHUP�RSLRLG�XVH������

����� 7KH������&'&�*XLGHOLQH�PDNHV�FOHDU��WKHUH�LV�³LQVXIILFLHQW�HYLGHQFH�WR�

GHWHUPLQH�ORQJ�WHUP�EHQHILWV�RI�RSLRLG�WKHUDS\�IRU�FKURQLF�SDLQ�´�,Q�IDFW��WKH�&'&�

IRXQG�WKDW�³>Q@R�HYLGHQFH�VKRZV�D�ORQJ�WHUP�EHQHILW�RI�RSLRLGV�LQ�SDLQ�DQG�IXQFWLRQ�

YHUVXV�QR�RSLRLGV�IRU�FKURQLF�SDLQ�ZLWK�RXWFRPHV�H[DPLQHG�DW�OHDVW���\HDU�ODWHU��ZLWK�

PRVW�SODFHER�FRQWUROOHG�UDQGRPL]HG�WULDOV�����ZHHNV�LQ�GXUDWLRQ�´�DQG�WKDW�RWKHU�

WUHDWPHQWV�ZHUH�PRUH�RU�HTXDOO\�EHQHILFLDO�DQG�OHVV�KDUPIXO�WKDQ�ORQJ�WHUP�RSLRLG�XVH����

�������������������������������������������������
���6HH�+DUULVRQ�-DFREV��There is a big problem with the government’s plan to stop 

the drug-overdose epidemic��%XVLQHVV�,QVLGHU��0DU������������DYDLODEOH�DW�
KWWS���ZZZ�EXVLQHVVLQVLGHU�FRP�UREHUW�FDOLII�DEXVH�GHWHUUHQW�GUXJV�KDYH�D�ELJ�IODZ�
��������ODVW�DFFHVVHG�'HFHPEHU��������������
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����� 7KH�)'$��WRR��KDV�UHFRJQL]HG�WKH�ODFN�RI�HYLGHQFH�WR�VXSSRUW�ORQJ�WHUP�

RSLRLG�XVH���,Q�������WKH�)'$�VWDWHG�WKDW�LW�ZDV�³QRW�DZDUH�RI�DGHTXDWH�DQG�ZHOO�

FRQWUROOHG�VWXGLHV�RI�RSLRLGV�XVH�ORQJHU�WKDQ����ZHHNV�´��

����� 'HVSLWH�WKLV��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�IDOVHO\�DQG�PLVOHDGLQJO\�

WRXWHG�WKH�EHQHILWV�RI�ORQJ�WHUP�RSLRLG�XVH�DQG�IDOVHO\�DQG�PLVOHDGLQJO\�VXJJHVWHG�WKDW�

WKHVH�EHQHILWV�ZHUH�VXSSRUWHG�E\�VFLHQWLILF�HYLGHQFH���1RW�RQO\�KDYH�WKH�3KDUPDFHXWLFDO�

'HIHQGDQWV�IDLOHG�WR�FRUUHFW�WKHVH�IDOVH�DQG�PLVOHDGLQJ�FODLPV��WKH\�FRQWLQXH�WR�PDNH�

WKHP�WRGD\��

����� )RU�H[DPSOH��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�IDOVHO\�FODLPHG�WKDW�ORQJ�

WHUP�RSLRLG�XVH�LPSURYHG�SDWLHQWV¶�IXQFWLRQ�DQG�TXDOLW\�RI�OLIH��6RPH�LOOXVWUDWLYH�

H[DPSOHV�RI�WKHVH�GHFHSWLYH�FODLPV�DUH�GHVFULEHG�EHORZ��

D�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��$FWDYLV�GLVWULEXWHG�DQ�DGYHUWLVHPHQW�WKDW�
FODLPHG�WKDW�WKH�XVH�RI�.DGLDQ�WR�WUHDW�FKURQLF�SDLQ�ZRXOG�DOORZ�SDWLHQWV�
WR�UHWXUQ�WR�ZRUN��UHOLHYH�³VWUHVV�RQ�\RXU�ERG\�DQG�\RXU�PHQWDO�KHDOWK�´�
DQG�KHOS�SDWLHQWV�HQMR\�WKHLU�OLYHV��

E�� (QGR�GLVWULEXWHG�DGYHUWLVHPHQWV�WKDW�FODLPHG�WKDW�WKH�XVH�RI�2SDQD�(5�
IRU�FKURQLF�SDLQ�ZRXOG�DOORZ�SDWLHQWV�WR�SHUIRUP�GHPDQGLQJ�WDVNV�OLNH�
FRQVWUXFWLRQ�ZRUN�RU�ZRUN�DV�D�FKHI�DQG�SRUWUD\HG�VHHPLQJO\�KHDOWK\��
XQLPSDLUHG�VXEMHFWV��

F�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��-DQVVHQ�VSRQVRUHG�DQG�HGLWHG�D�SDWLHQW�
HGXFDWLRQ�JXLGH�HQWLWOHG�Finding Relief: Pain Management for Older 
Adults��������±�ZKLFK�VWDWHV�DV�³D�IDFW´�WKDW�³RSLRLGV�PD\�PDNH�LW�HDVLHU�
IRU�SHRSOH�WR�OLYH�QRUPDOO\�´��7KH�JXLGH�OLVWV�H[SHFWHG�IXQFWLRQDO�
LPSURYHPHQWV�IURP�RSLRLG�XVH��LQFOXGLQJ�VOHHSLQJ�WKURXJK�WKH�QLJKW��
UHWXUQLQJ�WR�ZRUN��UHFUHDWLRQ��VH[��ZDONLQJ��DQG�FOLPELQJ�VWDLUV�DQG�VWDWHV�
WKDW�³>X@VHG�SURSHUO\��RSLRLG�PHGLFDWLRQV�FDQ�PDNH�LW�SRVVLEOH�IRU�SHRSOH�
ZLWK�FKURQLF�SDLQ�WR�µUHWXUQ�WR�QRUPDO�¶´���

G�� Responsible Opioid Prescribing���������VSRQVRUHG�DQG�GLVWULEXWHG�E\�
(QGR�DQG�3XUGXH��WDXJKW�WKDW�UHOLHI�RI�SDLQ�E\�RSLRLGV��E\�LWVHOI��
LPSURYHG�SDWLHQWV¶�IXQFWLRQ���7KH�ERRN�UHPDLQV�IRU�VDOH�RQOLQH��

H�� $3)¶V�7UHDWPHQW�2SWLRQV��$�*XLGH�IRU�3HRSOH�/LYLQJ�ZLWK�3DLQ��
VSRQVRUHG�E\�&HSKDORQ�DQG�3XUGXH��FRXQVHOHG�SDWLHQWV�WKDW�RSLRLGV�³JLYH�
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>SDLQ�SDWLHQWV@�D�TXDOLW\�RI�OLIH�ZH�GHVHUYH�´�7KLV�SXEOLFDWLRQ�LV�VWLOO�
DYDLODEOH�RQOLQH����

I�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��(QGR¶V�1,3&�ZHEVLWH�painknowledge.com�
FODLPHG�WKDW�ZLWK�RSLRLGV��³\RXU�OHYHO�RI�IXQFWLRQ�VKRXOG�LPSURYH��\RX�
PD\�ILQG�\RX�DUH�QRZ�DEOH�WR�SDUWLFLSDWH�LQ�DFWLYLWLHV�RI�GDLO\�OLYLQJ��VXFK�
DV�ZRUN�DQG�KREELHV��WKDW�\RX�ZHUH�QRW�DEOH�WR�HQMR\�ZKHQ�\RXU�SDLQ�ZDV�
ZRUVH�´��(OVHZKHUH��WKH�ZHEVLWH�WRXWHG�LPSURYHG�TXDOLW\�RI�OLIH��DV�ZHOO�
DV�³LPSURYHG�IXQFWLRQ´��DV�EHQHILWV�RI�RSLRLG�WKHUDS\����

J�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��-DQVVHQ�VSRQVRUHG��IXQGHG��DQG�HGLWHG�D�
ZHEVLWH��Let’s Talk Pain��LQ�������ZKLFK�IHDWXUHG�DQ�LQWHUYLHZ�HGLWHG�E\�
-DQVVHQ�FODLPLQJ�WKDW�RSLRLGV�DOORZHG�D�SDWLHQW�WR�³FRQWLQXH�WR�IXQFWLRQ�´���

K�� 3XUGXH�VSRQVRUHG�WKH�GHYHORSPHQW�DQG�GLVWULEXWLRQ�RI�$3)¶V�A 
Policymaker’s Guide to Understanding Pain & Its Management��ZKLFK�
FODLPHG�WKDW�³PXOWLSOH�FOLQLFDO�VWXGLHV´�KDYH�VKRZQ�WKDW�RSLRLGV�DUH�
HIIHFWLYH�LQ�LPSURYLQJ�GDLO\�IXQFWLRQ��SV\FKRORJLFDO�KHDOWK��DQG�KHDOWK�
UHODWHG�TXDOLW\�RI�OLIH�IRU�FKURQLF�SDLQ�SDWLHQWV�´��7KH�3ROLF\PDNHU¶V�
*XLGH�LV�VWLOO�DYDLODEOH�RQOLQH�WRGD\��

L�� ,Q�D������YLGHR�RQ�)RUEHV�FRP���GLVFXVVLQJ�WKH�LQWURGXFWLRQ�RI�+\VLQJOD�
(5��3XUGXH¶V�9LFH�3UHVLGHQW�RI�+HDOWK�3ROLF\��-��'DYLG�+DGGR[��WDONHG�
DERXW�WKH�LPSRUWDQFH�RI�RSLRLGV��LQFOXGLQJ�3XUGXH¶V�RSLRLGV��WR�FKURQLF�
SDLQ�SDWLHQWV¶�³TXDOLW\�RI�OLIH�´�DQG�FRPSODLQHG�WKDW�&'&�VWDWLVWLFV�GR�QRW�
WDNH�LQWR�DFFRXQW�WKDW�SDWLHQWV�FRXOG�EH�GULYHQ�WR�VXLFLGH�ZLWKRXW�SDLQ�
UHOLHI��

����� 7KH�DERYH�FODLPV�ILQG�QR�VXSSRUW�LQ�WKH�VFLHQWLILF�OLWHUDWXUH���7KH�)'$�

DQG�RWKHU�IHGHUDO�DJHQFLHV�KDYH�PDGH�WKLV�FOHDU�IRU�\HDUV���0RVW�UHFHQWO\��WKH������&'&�

*XLGHOLQH�DSSURYHG�E\�WKH�)'$�FRQFOXGHG�WKDW�³WKHUH�LV�QR�JRRG�HYLGHQFH�WKDW�RSLRLGV�

LPSURYH�SDLQ�RU�IXQFWLRQ�ZLWK�ORQJ�WHUP�XVH��DQG�������FRPSOHWH�UHOLHI�RI�SDLQ�LV�

XQOLNHO\�´��(PSKDVLV�DGGHG����7KH�&'&�UHLQIRUFHG�WKLV�FRQFOXVLRQ�WKURXJKRXW�LWV������

*XLGHOLQH��

�������������������������������������������������
���0DWWKHZ�+DUSHU��Why Supposedly Abuse-Proof Pills Won’t Stop Opioid 

Overdose Deaths��)RUEHV��$SU�������������DYDLODEOH�DW�
KWWSV���ZZZ�IRUEHV�FRP�VLWHV�PDWWKHZKHUSHU������������ZK\�VXSSRVHGO\�DEXVH�SURRI�
SLOOV�SLOO�ZRQW�VWRS�RSLRLG�RYHUGRVH�GHDWKV���D�H��I��FH���ODVW�DFFHVVHG�'HFHPEHU�
�������������
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D�� ³1R�HYLGHQFH�VKRZV�D�ORQJ�WHUP�EHQHILW�RI�RSLRLGV�LQ�SDLQ�DQG�IXQFWLRQ�
YHUVXV�QR�RSLRLGV�IRU�FKURQLF�SDLQ�ZLWK�RXWFRPHV�H[DPLQHG�DW�OHDVW���
\HDU�ODWHU��������´�

E�� ³$OWKRXJK�RSLRLGV�FDQ�UHGXFH�SDLQ�GXULQJ�VKRUW�WHUP�XVH��WKH�FOLQLFDO�
HYLGHQFH�UHYLHZ�IRXQG�LQVXIILFLHQW�HYLGHQFH�WR�GHWHUPLQH�ZKHWKHU�SDLQ�
UHOLHI�LV�VXVWDLQHG�DQG�ZKHWKHU�IXQFWLRQ�RU�TXDOLW\�RI�OLIH�LPSURYHV�ZLWK�
ORQJ�WHUP�RSLRLG�WKHUDS\�´�

F�� ³>(@YLGHQFH�LV�OLPLWHG�RU�LQVXIILFLHQW�IRU�LPSURYHG�SDLQ�RU�IXQFWLRQ�ZLWK�
ORQJ�WHUP�XVH�RI�RSLRLGV�IRU�VHYHUDO�FKURQLF�SDLQ�FRQGLWLRQV�IRU�ZKLFK�
RSLRLGV�DUH�FRPPRQO\�SUHVFULEHG��VXFK�DV�ORZ�EDFN�SDLQ��KHDGDFKH��DQG�
ILEURP\DOJLD�´�

����� 7KH�&'&�DOVR�QRWHG�WKDW�WKH�ULVNV�RI�DGGLFWLRQ�DQG�GHDWK�³FDQ�FDXVH�

GLVWUHVV�DQG�LQDELOLW\�WR�IXOILOO�PDMRU�UROH�REOLJDWLRQV�´��$V�D�PDWWHU�RI�FRPPRQ�VHQVH�

�DQG�PHGLFDO�HYLGHQFH���GUXJV�WKDW�FDQ�NLOO�SDWLHQWV�RU�FRPPLW�WKHP�WR�D�OLIH�RI�DGGLFWLRQ�

RU�UHFRYHU\�GR�QRW�LPSURYH�WKHLU�IXQFWLRQ�DQG�TXDOLW\�RI�OLIH��

����� 7KH������&'&�*XLGHOLQH�ZDV�QRW�WKH�ILUVW�WLPH�D�IHGHUDO�DJHQF\�

UHSXGLDWHG�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�FODLP�WKDW�RSLRLGV�LPSURYHG�IXQFWLRQ�DQG�

TXDOLW\�RI�OLIH���,Q�������WKH�)'$�ZDUQHG�$FWDYLV�WKDW�³>Z@H�DUH�QRW�DZDUH�RI�VXEVWDQWLDO�

HYLGHQFH�RU�VXEVWDQWLDO�FOLQLFDO�H[SHULHQFH�GHPRQVWUDWLQJ�WKDW�WKH�PDJQLWXGH�RI�WKH�

HIIHFW�RI�WKH�GUXJ�>.DGLDQ@�KDV�LQ�DOOHYLDWLQJ�SDLQ��WDNHQ�WRJHWKHU�ZLWK�DQ\�GUXJ�UHODWHG�

VLGH�HIIHFWV�SDWLHQWV�PD\�H[SHULHQFH�«�UHVXOWV�LQ�DQ\�RYHUDOO�SRVLWLYH�LPSDFW�RQ�D�

SDWLHQW¶V�ZRUN��SK\VLFDO�DQG�PHQWDO�IXQFWLRQLQJ��GDLO\�DFWLYLWLHV��RU�HQMR\PHQW�RI�OLIH�´����

$QG�XSRQ�LQIRUPDWLRQ�DQG�EHOLHI��LQ������WKH�)'$�VHQW�D�ZDUQLQJ�OHWWHU�WR�DQ�RSLRLG�

�������������������������������������������������
���:DUQLQJ�/HWWHU�IURP�7KRPDV�$EUDPV��'LU���)'$�'LY��RI�0NWJ���$GYHU���	�

&RPPF¶QV��WR�'RXJ�%RRWKH��&(2��$FWDYLV�(OL]DEHWK�//&��)HE�������������DYDLODEOH�DW�
KWWS���ZD\EDFN�DUFKLYH�
LW�RUJ���������������������KWWS���ZZZ�IGD�JRY�'UXJV�*XLGDQFH&RPSOLDQFH5HJXODWR
U\,QIRUPDWLRQ�(QIRUFHPHQW$FWLYLWLHVE\)'$�:DUQLQJ/HWWHUVDQG1RWLFHRI9LRODWLRQ/HWWH
UVWR3KDUPDFHXWLFDO&RPSDQLHV�XFP�������KWP���ODVW�DFFHVVHG�'HFHPEHU������������
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PDQXIDFWXUHU��PDNLQJ�LW�SXEOLFO\�FOHDU�³WKDW�>WKH�FODLP�WKDW@�SDWLHQWV�ZKR�DUH�WUHDWHG�

ZLWK�WKH�GUXJ�H[SHULHQFH�DQ�LPSURYHPHQW�LQ�WKHLU�RYHUDOO�IXQFWLRQ��VRFLDO�IXQFWLRQ��DQG�

DELOLW\�WR�SHUIRUP�GDLO\�DFWLYLWLHV�������KDV�QRW�EHHQ�GHPRQVWUDWHG�E\�VXEVWDQWLDO�HYLGHQFH�

RU�VXEVWDQWLDO�FOLQLFDO�H[SHULHQFH�´�

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�DOVR�IDOVHO\�DQG�PLVOHDGLQJO\�

HPSKDVL]HG�RU�H[DJJHUDWHG�WKH�ULVNV�RI�FRPSHWLQJ�SURGXFWV�OLNH�16$,'V��VR�WKDW�

GRFWRUV�DQG�SDWLHQWV�ZRXOG�ORRN�WR�RSLRLGV�ILUVW�IRU�WKH�WUHDWPHQW�RI�FKURQLF�SDLQ���)RU�

H[DPSOH��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�IUHTXHQWO\�FRQWUDVWHG�WKH�ODFN�RI�D�FHLOLQJ�

GRVDJH�IRU�RSLRLGV�ZLWK�WKH�ULVNV�RI�D�FRPSHWLQJ�FODVV�RI�DQDOJHVLFV��RYHU�WKH�FRXQWHU�

QRQVWHURLGDO�DQWL�LQIODPPDWRULHV��RU�16$,'V����7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�

GHFHSWLYHO\�GHVFULEH�WKH�ULVNV�IURP�16$,'V�ZKLOH�IDLOLQJ�WR�GLVFORVH�WKH�ULVNV�IURP�

RSLRLGV�����7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�RYHUVWDWHG�WKH�QXPEHU�RI�GHDWKV�IURP�

16$,'6�DQG�KDYH�SURPLQHQWO\�IHDWXUHG�WKH�ULVNV�RI�16$,'6��ZKLOH�PLQLPL]LQJ�RU�

IDLOLQJ�WR�PHQWLRQ�WKH�VHULRXV�ULVNV�RI�RSLRLGV���2QFH�DJDLQ��WKHVH�PLVUHSUHVHQWDWLRQV�E\�

WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�FRQWUDYHQH�SURQRXQFHPHQWV�E\�DQG�JXLGDQFH�IURP�WKH�

)'$�DQG�&'&�EDVHG�RQ�WKH�VFLHQWLILF�HYLGHQFH���)RU�H[DPSOH��WKH������&'&�*XLGHOLQH�

VWDWHV�WKDW�16$,'V��QRW�RSLRLGV��VKRXOG�EH�WKH�ILUVW�OLQH�WUHDWPHQW�IRU�FKURQLF�SDLQ��

SDUWLFXODUO\�DUWKULWLV�DQG�ORZHU�EDFN�SDLQ��

����� )RU�H[DPSOH��3XUGXH�PLVOHDGLQJO\�SURPRWHG�2[\&RQWLQ�DV�EHLQJ�XQLTXH�

DPRQJ�RSLRLGV�LQ�SURYLGLQJ����FRQWLQXRXV�KRXUV�RI�SDLQ�UHOLHI�ZLWK�RQH�GRVH���,Q�IDFW��

�������������������������������������������������
���See, e.g���Case Challenges in Pain Management: Opioid Therapy for Chronic 

Pain��(QGR���GHVFULELQJ�PDVVLYH�JDVWURLQWHVWLQDO�EOHHGV�IURP�ORQJ�WHUP�XVH�RI�16$,'V�
DQG�UHFRPPHQGLQJ�RSLRLGV���DYDLODEOH�DW��
KWWS���ZZZ�SDLQPHGLFLQHQHZV�FRP�GRZQORDG�%WR%B2SDQDB:0�SGI��ODVW�DFFHVVHG�
'HFHPEHU������������
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2[\&RQWLQ�GRHV�QRW�ODVW�IRU����KRXUV�±�D�IDFW�WKDW�3XUGXH�KDV�NQRZQ�DW�DOO�WLPHV�

UHOHYDQW�WR�WKLV�DFWLRQ���8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��3XUGXH¶V�RZQ�UHVHDUFK�VKRZV�WKDW�

2[\&RQWLQ�ZHDUV�RII�LQ�XQGHU�VL[�KRXUV�LQ�RQH�TXDUWHU�RI�SDWLHQWV�DQG�LQ�XQGHU����KRXUV�

LQ�PRUH�WKDQ�KDOI��7KLV�LV�EHFDXVH�2[\&RQWLQ�WDEOHWV�UHOHDVH�DSSUR[LPDWHO\�����RI�WKHLU�

DFWLYH�PHGLFLQH�LPPHGLDWHO\��DIWHU�ZKLFK�UHOHDVH�WDSHUV��7KLV�WULJJHUV�D�SRZHUIXO�LQLWLDO�

UHVSRQVH��EXW�SURYLGHV�OLWWOH�RU�QR�SDLQ�UHOLHI�DW�WKH�HQG�RI�WKH�GRVLQJ�SHULRG��ZKHQ�OHVV�

PHGLFLQH�LV�UHOHDVHG��7KLV�SKHQRPHQRQ�LV�NQRZQ�DV�³HQG�RI�GRVH´�IDLOXUH��DQG�WKH�)'$�

IRXQG�LQ������WKDW�D�³VXEVWDQWLDO�SURSRUWLRQ´�RI�FKURQLF�SDLQ�SDWLHQWV�WDNLQJ�2[\&RQWLQ�

H[SHULHQFH�LW��7KLV�QRW�RQO\�UHQGHUV�3XUGXH¶V�SURPLVH�RI����KRXUV�RI�UHOLHI�IDOVH�DQG�

GHFHSWLYH��LW�DOVR�PDNHV�2[\&RQWLQ�PRUH�GDQJHURXV�EHFDXVH�WKH�GHFOLQLQJ�SDLQ�UHOLHI�

SDWLHQWV�H[SHULHQFH�WRZDUG�WKH�HQG�RI�HDFK�GRVLQJ�SHULRG�GULYHV�WKHP�WR�WDNH�PRUH�

2[\&RQWLQ�EHIRUH�WKH�QH[W�GRVLQJ�SHULRG�EHJLQV��TXLFNO\�LQFUHDVLQJ�WKH�DPRXQW�RI�GUXJ�

WKH\�DUH�WDNLQJ�DQG�VSXUULQJ�JURZLQJ�GHSHQGHQFH��

����� &HSKDORQ�GHFHSWLYHO\�PDUNHWHG�LWV�RSLRLGV�$FWLT�DQG�)HQWRUD�IRU�FKURQLF�

SDLQ�HYHQ�WKRXJK�WKH�)'$�KDV�H[SUHVVO\�OLPLWHG�WKHLU�XVH�WR�WKH�WUHDWPHQW�RI�FDQFHU�SDLQ�

LQ�RSLRLG�WROHUDQW�LQGLYLGXDOV���%RWK�$FWLT�DQG�)HQWRUD�DUH�H[WUHPHO\�SRZHUIXO�IHQWDQ\O�

EDVHG�,5�RSLRLGV���1HLWKHU�LV�DSSURYHG�IRU��RU�KDV�EHHQ�VKRZQ�WR�EH�VDIH�RU�HIIHFWLYH�IRU��

FKURQLF�SDLQ���,QGHHG��WKH�)'$�H[SUHVVO\�SURKLELWHG�&HSKDORQ�IURP�PDUNHWLQJ�$FWLT�IRU�

DQ\WKLQJ�EXW�FDQFHU�SDLQ��DQG�UHIXVHG�WR�DSSURYH�)HQWRUD�IRU�WKH�WUHDWPHQW�RI�FKURQLF�

SDLQ�EHFDXVH�RI�WKH�SRWHQWLDO�KDUP���

����� 'HVSLWH�WKLV��RQ�LQIRUPDWLRQ�DQG�EHOLHI��&HSKDORQ�FRQGXFWHG�DQG�

FRQWLQXHV�WR�FRQGXFW�D�ZHOO�IXQGHG�FDPSDLJQ�WR�SURPRWH�$FWLT�DQG�)HQWRUD�IRU�FKURQLF�

SDLQ�DQG�RWKHU�QRQ�FDQFHU�FRQGLWLRQV�IRU�ZKLFK�LW�ZDV�QRW�DSSURYHG��DSSURSULDWH��RU�
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VDIH�����$V�SDUW�RI�WKLV�FDPSDLJQ��&HSKDORQ�XVHG�&0(V��VSHDNHU�SURJUDPV��.2/V��

MRXUQDO�VXSSOHPHQWV��DQG�GHWDLOLQJ�E\�LWV�VDOHV�UHSUHVHQWDWLYHV�WR�JLYH�GRFWRUV�WKH�IDOVH�

LPSUHVVLRQ�WKDW�$FWLT�DQG�)HQWRUD�DUH�VDIH�DQG�HIIHFWLYH�IRU�WUHDWLQJ�QRQ�FDQFHU�SDLQ����

����� &HSKDORQ¶V�GHFHSWLYH�PDUNHWLQJ�JDYH�GRFWRUV�DQG�SDWLHQWV�WKH�IDOVH�

LPSUHVVLRQ�WKDW�$FWLT�DQG�)HQWRUD�ZHUH�QRW�RQO\�VDIH�DQG�HIIHFWLYH�IRU�WUHDWLQJ�FKURQLF�

SDLQ��EXW�ZHUH�DOVR�DSSURYHG�E\�WKH�)'$�IRU�VXFK�XVHV���)RU�H[DPSOH��

D�� &HSKDORQ�SDLG�WR�KDYH�D�&0(�LW�VSRQVRUHG��2SLRLG�%DVHG�0DQDJHPHQW�
RI�3HUVLVWHQW�DQG�%UHDNWKURXJK�3DLQ��SXEOLVKHG�LQ�D�VXSSOHPHQW�RI�3DLQ�
0HGLFLQH�1HZV�LQ�������7KH�&0(�LQVWUXFWHG�GRFWRUV�WKDW�³>F@OLQLFDOO\��
EURDG�FODVVLILFDWLRQ�RI�SDLQ�V\QGURPHV�DV�HLWKHU�FDQFHU��RU�QRQ�FDQFHU�
UHODWHG� KDV� OLPLWHG� XWLOLW\´� DQG� UHFRPPHQGHG�$FWLT� DQG� )HQWRUD� IRU�
SDWLHQWV�ZLWK�FKURQLF�SDLQ��
�

E�� 8SRQ� LQIRUPDWLRQ� DQG�EHOLHI��&HSKDORQ¶V� VDOHV� UHSUHVHQWDWLYHV� VHW� XS�
KXQGUHGV� RI� VSHDNHU� SURJUDPV� IRU� GRFWRUV�� LQFOXGLQJ� PDQ\� QRQ�
RQFRORJLVWV�� ZKLFK� SURPRWHG�$FWLT� DQG� )HQWRUD� IRU� WKH� WUHDWPHQW� RI�
QRQ�FDQFHU�SDLQ��
�

F�� ,Q�'HFHPEHU�������&HSKDORQ�ZLGHO\�GLVVHPLQDWHG�D�MRXUQDO�VXSSOHPHQW�
HQWLWOHG�³6SHFLDO�5HSRUW��$Q�,QWHJUDWHG�5LVN�(YDOXDWLRQ�DQG�0LWLJDWLRQ�
6WUDWHJ\� IRU� )HQWDQ\O� %XFFDO� 7DEOHW� �)(1725$�� DQG� 2UDO�
7UDQVPXFRVDO� )HQWDQ\O� &LWUDWH� �$&7,4�´� WR� $QHVWKHVLRORJ\� 1HZV��
&OLQLFDO�2QFRORJ\�1HZV��DQG�3DLQ�0HGLFLQH�1HZV�±�WKUHH�SXEOLFDWLRQV�
WKDW� DUH� VHQW� WR� WKRXVDQGV� RI� DQHVWKHVLRORJLVWV� DQG� RWKHU� PHGLFDO�
SURIHVVLRQDOV�� 7KH� 6SHFLDO� 5HSRUW� RSHQO\� SURPRWHV� )HQWRUD� IRU�
³PXOWLSOH�FDXVHV�RI�SDLQ´�±�DQG�QRW�MXVW�FDQFHU�SDLQ��
�

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV��ERWK�LQGLYLGXDOO\�DQG�FROOHFWLYHO\��

PDGH��SURPRWHG��DQG�SURILWHG�IURP�WKHLU�PLVUHSUHVHQWDWLRQV�DERXW�WKH�ULVNV�DQG�EHQHILWV�

RI�RSLRLGV�IRU�FKURQLF�SDLQ�HYHQ�WKRXJK�WKH\�NQHZ�WKDW�WKHLU�PLVUHSUHVHQWDWLRQV�ZHUH�

�������������������������������������������������
���See�3UHVV�5HOHDVH��8�6��'HS¶W�RI�-XVWLFH��Biopharmaceutical Company, 

Cephalon, to Pay $425 million & Enter Plea To Resolve Allegations of Off-Label 
Marketing��6HSW�������������
KWWSV���ZZZ�MXVWLFH�JRY�DUFKLYH�RSD�SU������6HSWHPEHU����FLY�����KWPO��ODVW�DFFHVVHG�
'HFHPEHU��������������
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IDOVH�DQG�PLVOHDGLQJ���7KH�KLVWRU\�RI�RSLRLGV��DV�ZHOO�DV�UHVHDUFK�DQG�FOLQLFDO�H[SHULHQFH�

RYHU�WKH�ODVW����\HDUV��HVWDEOLVKHG�WKDW�RSLRLGV�ZHUH�KLJKO\�DGGLFWLYH�DQG�UHVSRQVLEOH�IRU�

D�ORQJ�OLVW�RI�YHU\�VHULRXV�DGYHUVH�RXWFRPHV���7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDG�

DFFHVV�WR�VFLHQWLILF�VWXGLHV��GHWDLOHG�SUHVFULSWLRQ�GDWD��DQG�UHSRUWV�RI�DGYHUVH�HYHQWV��

LQFOXGLQJ�UHSRUWV�RI�DGGLFWLRQ��KRVSLWDOL]DWLRQ��DQG�GHDWKV�±�DOO�RI�ZKLFK�PDGH�FOHDU�WKH�

KDUPV�IURP�ORQJ�WHUP�RSLRLG�XVH�DQG�WKDW�SDWLHQWV�DUH�VXIIHULQJ�IURP�DGGLFWLRQ��

RYHUGRVHV��DQG�GHDWK�LQ�DODUPLQJ�QXPEHUV���0RUH�UHFHQWO\��WKH�)'$�DQG�&'&�KDYH�

LVVXHG�SURQRXQFHPHQWV�EDVHG�RQ�WKH�PHGLFDO�HYLGHQFH�WKDW�FRQFOXVLYHO\�H[SRVH�WKH�

NQRZQ�IDOVLW\�RI�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�PLVUHSUHVHQWDWLRQV��

����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�FRRUGLQDWHG�

WKHLU�PHVVDJLQJ�WKURXJK�QDWLRQDO�DQG�UHJLRQDO�VDOHV�DQG�VSHDNHU�WUDLQLQJV�DQG�

FRRUGLQDWHG�DGYHUWLVHPHQWV�DQG�PDUNHWLQJ�PDWHULDOV���

����� 0RUHRYHU��DW�DOO�WLPHV�UHOHYDQW�WR�WKLV�&RPSODLQW��WKH�3KDUPDFHXWLFDO�

'HIHQGDQWV�WRRN�VWHSV�WR�DYRLG�GHWHFWLRQ�RI�DQG�WR�IUDXGXOHQWO\�FRQFHDO�WKHLU�GHFHSWLYH�

PDUNHWLQJ�DQG�XQODZIXO��XQIDLU��DQG�IUDXGXOHQW�FRQGXFW���)RU�H[DPSOH��WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV�GLVJXLVHG�WKHLU�RZQ�UROH�LQ�WKH�GHFHSWLYH�PDUNHWLQJ�RI�

FKURQLF�RSLRLG�WKHUDS\�E\�IXQGLQJ�DQG�ZRUNLQJ�WKURXJK�WKLUG�SDUWLHV�OLNH�)URQW�*URXSV�

DQG�.2/V���7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�SXUSRVHIXOO\�KLG�EHKLQG�WKH�DVVXPHG�

FUHGLELOLW\�RI�WKHVH�LQGLYLGXDOV�DQG�RUJDQL]DWLRQV�DQG�UHOLHG�RQ�WKHP�WR�YRXFK�IRU�WKH�

DFFXUDF\�DQG�LQWHJULW\�RI�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�IDOVH�DQG�PLVOHDGLQJ�

VWDWHPHQWV�DERXW�WKH�ULVNV�DQG�EHQHILWV�RI�ORQJ�WHUP�RSLRLG�XVH�IRU�FKURQLF�SDLQ��

����� )LQDOO\��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�PDQLSXODWHG�WKHLU�SURPRWLRQDO�

PDWHULDOV�DQG�WKH�VFLHQWLILF�OLWHUDWXUH�WR�PDNH�LW�DSSHDU�WKDW�WKHVH�LWHPV�ZHUH�DFFXUDWH��
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WUXWKIXO��DQG�VXSSRUWHG�E\�REMHFWLYH�HYLGHQFH�ZKHQ�WKH\�ZHUH�QRW���7KH�3KDUPDFHXWLFDO�

'HIHQGDQWV�GLVWRUWHG�WKH�PHDQLQJ�RU�LPSRUW�RI�VWXGLHV�WKH\�FLWHG�DQG�RIIHUHG�WKHP�DV�

HYLGHQFH�IRU�SURSRVLWLRQV�WKH�VWXGLHV�GLG�QRW�VXSSRUW���7KH�ODFN�RI�VXSSRUW�IRU�WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV¶�GHFHSWLYH�PHVVDJHV�ZDV�QRW�DSSDUHQW�WR�PHGLFDO�

SURIHVVLRQDOV�ZKR�UHOLHG�XSRQ�WKHP�LQ�PDNLQJ�WUHDWPHQW�GHFLVLRQV��QRU�FRXOG�LW�KDYH�

EHHQ�GHWHFWHG�E\�WKH�7ULEHV��

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�HIIRUWV�WR�DUWLILFLDOO\�LQFUHDVH�WKH�

QXPEHU�RI�RSLRLG�SUHVFULSWLRQV�GLUHFWO\�DQG�SUHGLFWDEO\�FDXVHG�D�FRUUHVSRQGLQJ�LQFUHDVH�

LQ�RSLRLG�DEXVH���,Q�D������UHSRUW��WKH�&'&�H[SODLQHG�WKDW�³>R@SLRLG�SDLQ�UHOLHYHU�

SUHVFULELQJ�KDV�TXDGUXSOHG�VLQFH������DQG�KDV�LQFUHDVHG�LQ�SDUDOOHO�ZLWK�>RSLRLG@�

RYHUGRVHV�´����0DQ\�DEXVHUV�VWDUW�ZLWK�OHJLWLPDWH�SUHVFULSWLRQV���)RU�WKHVH�UHDVRQV��WKH�

&'&�FRQFOXGHG�WKDW�HIIRUWV�WR�UHLQ�LQ�WKH�SUHVFULELQJ�RI�RSLRLGV�IRU�FKURQLF�SDLQ�DUH�

FULWLFDO�³>W@R�UHYHUVH�WKH�HSLGHPLF�RI�RSLRLG�GUXJ�RYHUGRVH�GHDWKV�DQG�SUHYHQW�RSLRLG�

UHODWHG�PRUELGLW\�´����$FFRUGLQJO\��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�IDOVH�DQG�PLVOHDGLQJ�

VWDWHPHQWV�GLUHFWO\�FDXVHG�WKH�FXUUHQW�RSLRLG�HSLGHPLF����

(�� $OO�'HIHQGDQWV�FUHDWHG�DQ�LOOLFLW�PDUNHW�IRU�RSLRLGV�

����� ,Q�DGGLWLRQ�WR�WKH�DOOHJDWLRQV�DERYH��DOO�'HIHQGDQWV�SOD\HG�D�UROH�LQ�WKH�

FUHDWLRQ�RI�DQ�LOOLFLW�PDUNHW�IRU�SUHVFULSWLRQ�RSLRLGV��IXUWKHU�IXHOLQJ�WKH�RSLRLG�HSLGHPLF����

����� (DFK�SDUWLFLSDQW�LQ�WKH�VXSSO\�FKDLQ�VKDUHV�WKH�UHVSRQVLELOLW\�IRU�

FRQWUROOLQJ�WKH�DYDLODELOLW\�RI�SUHVFULSWLRQ�RSLRLGV���2SLRLG�³GLYHUVLRQ´�RFFXUV�ZKHQHYHU�

�������������������������������������������������
���5RVH�$�5XGG��HW�DO���Increases in Drug and Opioid Overdose Deaths – United 

States, 2000-2014��0RUELGLW\�DQG�0RUWDOLW\�:NO\�5HS���-DQ������������DYDLODEOH�DW�
KWWSV���ZZZ�FGF�JRY�PPZU�SUHYLHZ�PPZUKWPO�PP����D��KWP��ODVW�DFFHVVHG�
'HFHPEHU��������������

���Id.��
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WKH�VXSSO\�FKDLQ�RI�SUHVFULSWLRQ�RSLRLGV�LV�EURNHQ��DOORZLQJ�GUXJV�WR�EH�WUDQVIHUUHG�IURP�

D�OHJLWLPDWH�FKDQQHO�RI�GLVWULEXWLRQ�RU�XVH�WR�DQ�LOOHJLWLPDWH�FKDQQHO�RI�GLVWULEXWLRQ�RU�

XVH����

����� 'LYHUVLRQ�FDQ�RFFXU�DW�DQ\�SRLQW�LQ�WKH�RSLRLG�VXSSO\�FKDLQ������

����� )RU�H[DPSOH��GLYHUVLRQ�FDQ�RFFXU�DW�WKH�ZKROHVDOH�OHYHO�RI�GLVWULEXWLRQ�

ZKHQ�GLVWULEXWRUV�DOORZ�RSLRLGV�WR�EH�ORVW�RU�VWROHQ�LQ�WUDQVLW��RU�ZKHQ�GLVWULEXWRUV�ILOO�

VXVSLFLRXV�RUGHUV�RI�RSLRLGV�IURP�EX\HUV��UHWDLOHUV��RU�SUHVFULEHUV���6XVSLFLRXV�RUGHUV�

LQFOXGH�RUGHUV�RI�XQXVXDOO\�ODUJH�VL]H��RUGHUV�WKDW�DUH�GLVSURSRUWLRQDWHO\�ODUJH�LQ�

FRPSDULVRQ�WR�WKH�SRSXODWLRQ�RI�D�FRPPXQLW\�VHUYHG�E\�WKH�SKDUPDF\��RUGHUV�WKDW�

GHYLDWH�IURP�D�QRUPDO�SDWWHUQ��DQG�RU�RUGHUV�RI�XQXVXDO�IUHTXHQF\���

����� 'LYHUVLRQ�FDQ�RFFXU�DW�SKDUPDFLHV�RU�UHWDLOHUV�ZKHQ�D�SKDUPDFLVW�ILOOV�D�

SUHVFULSWLRQ�GHVSLWH�KDYLQJ�UHDVRQ�WR�EHOLHYH�LW�ZDV�QRW�LVVXHG�IRU�D�OHJLWLPDWH�PHGLFDO�

SXUSRVH�RU�QRW�LQ�WKH�XVXDO�FRXUVH�RI�SUDFWLFH���6RPH�RI�WKH�VLJQV�WKDW�D�SUHVFULSWLRQ�PD\�

KDYH�EHHQ�LVVXHG�IRU�DQ�LOOHJLWLPDWH�PHGLFDO�SXUSRVH�LQFOXGH�ZKHQ�WKH�SDWLHQW�VHHNV�WR�

ILOO�PXOWLSOH�SUHVFULSWLRQV�IURP�GLIIHUHQW�GRFWRUV��NQRZQ�DV�GRFWRU�VKRSSLQJ���ZKHQ�WKH\�

WUDYHO�JUHDW�GLVWDQFHV�EHWZHHQ�WKH�GRFWRU�RU�WKHLU�UHVLGHQFH�DQG�WKH�SKDUPDF\�WR�JHW�WKH�

SUHVFULSWLRQ�ILOOHG��ZKHQ�WKH\�SUHVHQW�PXOWLSOH�SUHVFULSWLRQV�IRU�WKH�ODUJHVW�GRVH�RI�PRUH�

WKDQ�RQH�FRQWUROOHG�VXEVWDQFH��RU�ZKHQ�WKHUH�DUH�RWKHU�³UHG�IODJV´�VXUURXQGLQJ�WKH�

WUDQVDFWLRQ���7KHVH�UHG�IODJV�VKRXOG�WULJJHU�FORVHU�VFUXWLQ\�RI�WKH�SUHVFULSWLRQV�E\�WKH�

SKDUPDF\�DQG�OHDG�WR�D�GHFLVLRQ�WKDW�WKH�SDWLHQW�LV�QRW�VHHNLQJ�WKH�PHGLFDWLRQ�WR�WUHDW�D�

OHJLWLPDWH�PHGLFDO�FRQGLWLRQ����
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����� 'LYHUVLRQ�RFFXUV�WKURXJK�WKH�XVH�RI�VWROHQ�RU�IRUJHG�SUHVFULSWLRQV�RU�WKH�

VDOH�RI�RSLRLGV�ZLWKRXW�SUHVFULSWLRQV��LQFOXGLQJ�SDWLHQWV�VHHNLQJ�SUHVFULSWLRQ�RSLRLGV�

XQGHU�IDOVH�SUHWHQVHV���2SLRLGV�FDQ�DOVR�EH�GLYHUWHG�ZKHQ�VWROHQ�E\�HPSOR\HHV�RU�RWKHUV����

����� 2SLRLG�GLYHUVLRQ�RFFXUV�DW�DQ�DODUPLQJ�UDWH�LQ�WKH�8QLWHG�6WDWHV����

����� (DFK�SDUWLFLSDQW�LQ�WKH�VXSSO\�FKDLQ��LQFOXGLQJ�HDFK�'HIHQGDQW��KDV�D�

FRPPRQ�ODZ�GXW\�WR�SUHYHQW�GLYHUVLRQ�E\�XVLQJ�UHDVRQDEOH�FDUH�XQGHU�WKH�

FLUFXPVWDQFHV���7KLV�LQFOXGHV�D�GXW\�QRW�WR�FUHDWH�D�IRUHVHHDEOH�ULVN�RI�KDUP�WR�RWKHUV���

$GGLWLRQDOO\��RQH�ZKR�HQJDJHV�LQ�DIILUPDWLYH�FRQGXFW�DQG�WKHUHDIWHU�UHDOL]HV�RU�VKRXOG�

UHDOL]H�WKDW�VXFK�FRQGXFW�KDV�FUHDWHG�DQ�XQUHDVRQDEOH�ULVN�RI�KDUP�WR�DQRWKHU�LV�XQGHU�D�

GXW\�WR�H[HUFLVH�UHDVRQDEOH�FDUH�WR�SUHYHQW�WKH�WKUHDWHQHG�KDUP����

����� ,Q�DGGLWLRQ�WR�WKHLU�FRPPRQ�ODZ�GXWLHV��'HIHQGDQWV�DUH�VXEMHFW�WR�WKH�

VWDWXWRU\�UHTXLUHPHQWV�RI�WKH�&RQWUROOHG�6XEVWDQFHV�$FW�����8�6�&��������HW�VHT���WKH�

³&6$´���DQG�LWV�LPSOHPHQWLQJ�UHJXODWLRQV���&RQJUHVV�SDVVHG�WKH�&6$�SDUWO\�RXW�RI�D�

FRQFHUQ�DERXW�³WKH�ZLGHVSUHDG�GLYHUVLRQ�RI�>FRQWUROOHG�VXEVWDQFHV@�RXW�RI�OHJLWLPDWH�

FKDQQHOV�LQWR�WKH�LOOHJDO�PDUNHW�´��+�5��5HS��1R����������������8�6�&�&�$�1��������

���������

����� 6RXWK�'DNRWD�ODZ�DOVR�SURKLELWV��DPRQJ�RWKHU�WKLQJV��³HQJDJLQJ�LQ�

PLVUHSUHVHQWDWLRQ�RU�IUDXG�LQ�WKH�GLVWULEXWLRQ�RI�D�SUHVFULSWLRQ�GUXJ�´�6'&/������$�

�������&KDSWHU���$�LV�D�ODZ�GHVLJQHG�WR�SURPRWH�SXEOLF�VDIHW\�DQG�LV�LQWHQGHG�WR�SUHYHQW�

KDUP�IURP�PLVLQIRUPDWLRQ�UHJDUGLQJ�SUHVFULSWLRQ�GUXJV����

����� 'HIHQGDQWV¶�UHSHDWHG�DQG�SUROLILF�YLRODWLRQV�RI�WKHVH�UHTXLUHPHQWV�VKRZ�

WKDW�WKH\�KDYH�DFWHG�ZLWK�ZLOOIXO�GLVUHJDUG�IRU�WKH�7ULEHV��WULEDO�FRPPXQLWLHV��DQG�WKH�

SHRSOH�WKHUHLQ����

Case 4:18-cv-04003-KES   Document 1   Filed 01/08/18   Page 68 of 106 PageID #: 68



�

� ���

����� 7KH�&6$�LPSRVHV�D�OHJDO�IUDPHZRUN�IRU�WKH�GLVWULEXWLRQ�DQG�GLVSHQVLQJ�

RI�FRQWUROOHG�VXEVWDQFHV���7KLV�IUDPHZRUN�DFWV�DV�D�V\VWHP�RI�FKHFNV�DQG�EDODQFHV�IURP�

WKH�PDQXIDFWXULQJ�OHYHO�WKURXJK�GHOLYHU\�RI�WKH�FRQWUROOHG�VXEVWDQFH�WR�WKH�SDWLHQW�RU�

XOWLPDWH�XVHU���

����� (YHU\�SHUVRQ�RU�HQWLW\�WKDW�PDQXIDFWXUHV��GLVWULEXWHV��RU�GLVSHQVHV�

RSLRLGV�PXVW�REWDLQ�D�UHJLVWUDWLRQ�ZLWK�WKH�'($���5HJLVWUDQWV�DW�HYHU\�OHYHO�RI�WKH�

VXSSO\�FKDLQ�PXVW�IXOILOO�WKHLU�REOLJDWLRQV�XQGHU�WKH�&6$����

����� $OO�RSLRLG�GLVWULEXWRUV�DUH�UHTXLUHG�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�

RSLRLG�GLYHUVLRQ���7KH\�DUH�UHTXLUHG�WR�FUHDWH�DQG�XVH�D�V\VWHP�WR�LGHQWLI\�DQG�UHSRUW�WR�

ODZ�HQIRUFHPHQW�GRZQVWUHDP�VXVSLFLRXV�RUGHUV�RI�FRQWUROOHG�VXEVWDQFHV��VXFK�DV�RUGHUV�

RI�XQXVXDOO\�ODUJH�VL]H��RUGHUV�WKDW�DUH�GLVSURSRUWLRQDWH��RUGHUV�WKDW�GHYLDWH�IURP�D�

QRUPDO�SDWWHUQ��DQG�RU�RUGHUV�RI�XQXVXDO�IUHTXHQF\��7R�FRPSO\�ZLWK�WKHVH�UHTXLUHPHQWV��

GLVWULEXWRUV�PXVW�NQRZ�WKHLU�FXVWRPHUV��PXVW�FRQGXFW�GXH�GLOLJHQFH��PXVW�UHSRUW�

VXVSLFLRXV�RUGHUV��DQG�PXVW�WHUPLQDWH�RUGHUV�LI�WKHUH�DUH�LQGLFDWLRQV�RI�GLYHUVLRQ���

����� 8QGHU�WKH�&6$��DQ\RQH�DXWKRUL]HG�WR�KDQGOH�FRQWUROOHG�VXEVWDQFHV�PXVW�

WUDFN�VKLSPHQWV���7KH�'($¶V�$XWRPDWLRQ�RI�5HSRUWV�DQG�&RQVROLGDWLRQ�2UGHUV�6\VWHP�

�³$5&26´��LV�DQ�DXWRPDWHG�GUXJ�UHSRUWLQJ�V\VWHP�WKDW�UHFRUGV�DQG�PRQLWRUV�WKH�IORZ�

RI�6FKHGXOH�,,�FRQWUROOHG�VXEVWDQFHV�IURP�WKH�SRLQW�RI�PDQXIDFWXUH�WKURXJK�GLVWULEXWLRQ�

WR�WKH�SRLQW�RI�VDOH���$5&26�DFFXPXODWHV�GDWD�RQ�GLVWULEXWRUV¶�FRQWUROOHG�VXEVWDQFHV�

DQG�WUDQVDFWLRQV��ZKLFK�DUH�WKHQ�XVHG�WR�LGHQWLI\�GLYHUVLRQ���(DFK�SHUVRQ�RU�HQWLW\�

UHJLVWHUHG�WR�GLVWULEXWH�$5&26�UHSRUWDEOH�FRQWUROOHG�VXEVWDQFHV��LQFOXGLQJ�RSLRLGV��

PXVW�UHSRUW�HDFK�DFTXLVLWLRQ�DQG�GLVWULEXWLRQ�WUDQVDFWLRQ�WR�WKH�'($���See����8�6�&��

����������&�)�5��������������(DFK�UHJLVWUDQW�PXVW�DOVR�PDLQWDLQ�D�FRPSOHWH��DFFXUDWH��
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DQG�FXUUHQW�UHFRUG�RI�HDFK�VXEVWDQFH�PDQXIDFWXUHG��LPSRUWHG��UHFHLYHG��VROG��GHOLYHUHG��

H[SRUWHG��RU�RWKHUZLVH�GLVSRVHG�RI����

����� (DFK�UHJLVWUDQW�PXVW�DOVR�FRPSO\�ZLWK�WKH�VHFXULW\�UHTXLUHPHQWV�WR�

SUHYHQW�GLYHUVLRQ�VHW�IRUWK�LQ����&�)�5���������������

��� 7KH�'LVWULEXWRU�'HIHQGDQWV�QHJOLJHQWO\�IDLOHG�WR�FRQWURO�WKH�
IORZ�RI�RSLRLGV�WR�WKH�7ULEHV�WKURXJK�LOOLFLW�FKDQQHOV�

����� 7KH�'($�KDV�SURYLGHG�JXLGDQFH�WR�GLVWULEXWRUV�RQ�FRPEDW�RSLRLG�

GLYHUVLRQ���2Q�LQIRUPDWLRQ�DQG�EHOLHI��VLQFH������WKH�'($�KDV�FRQGXFWHG�RQH�RQ�RQH�

EULHILQJV�ZLWK�GLVWULEXWRUV�UHJDUGLQJ�GRZQVWUHDP�FXVWRPHU�VDOHV��GXH�GLOLJHQFH��DQG�

UHJXODWRU\�UHVSRQVLELOLWLHV���2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�'($�DOVR�SURYLGHV�

GLVWULEXWRUV�ZLWK�GDWD�RQ�FRQWUROOHG�VXEVWDQFH�GLVWULEXWLRQ�SDWWHUQV�DQG�WUHQGV��LQFOXGLQJ�

GDWD�RQ�WKH�YROXPH�DQG�IUHTXHQF\�RI�RUGHUV�DQG�WKH�SHUFHQWDJH�RI�FRQWUROOHG�YHUVXV�

QRQ�FRQWUROOHG�SXUFKDVHV���2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�'($�KDV�DOVR�KRVWHG�

FRQIHUHQFHV�IRU�RSLRLG�GLVWULEXWRUV�DQG�KDV�SDUWLFLSDWHG�LQ�QXPHURXV�PHHWLQJV�DQG�

HYHQWV�ZLWK�WUDGH�DVVRFLDWLRQV����

����� 2Q�6HSWHPEHU�����������DQG�'HFHPEHU�����������WKH�'($�2IILFH�RI�

'LYHUVLRQ�&RQWURO�VHQW�OHWWHUV�WR�DOO�UHJLVWHUHG�GLVWULEXWRUV�SURYLGLQJ�JXLGDQFH�RQ�

VXVSLFLRXV�RUGHU�PRQLWRULQJ�DQG�WKH�UHVSRQVLELOLWLHV�DQG�REOLJDWLRQV�RI�UHJLVWUDQWV�WR�

SUHYHQW�GLYHUVLRQ������

����� $V�SDUW�RI�WKH�OHJDO�REOLJDWLRQ�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�

GLYHUVLRQ��WKH�GLVWULEXWRU�LV�UHTXLUHG�WR�H[HUFLVH�GXH�FDUH�LQ�FRQILUPLQJ�WKH�OHJLWLPDF\�RI�

HDFK�DQG�HYHU\�RUGHU�SULRU�WR�ILOOLQJ��&LUFXPVWDQFHV�WKDW�FRXOG�EH�LQGLFDWLYH�RI�GLYHUVLRQ�

LQFOXGH�RUGHULQJ�H[FHVVLYH�TXDQWLWLHV�RI�D�OLPLWHG�YDULHW\�RI�FRQWUROOHG�VXEVWDQFHV�ZKLOH�

RUGHULQJ�IHZ�LI�DQ\�RWKHU�GUXJV��RUGHULQJ�D�GLVSURSRUWLRQDWH�DPRXQW�RI�FRQWUROOHG�
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VXEVWDQFHV�YHUVXV�QRQ�FRQWUROOHG�SUHVFULSWLRQ�GUXJV��RUGHULQJ�H[FHVVLYH�TXDQWLWLHV�RI�D�

OLPLWHG�YDULHW\�RI�FRQWUROOHG�VXEVWDQFHV�LQ�FRPELQDWLRQ�ZLWK�OLIHVW\OH�GUXJV��DQG�

RUGHULQJ�WKH�VDPH�FRQWUROOHG�VXEVWDQFH�IURP�PXOWLSOH�GLVWULEXWRUV���

����� 6XVSLFLRXV�RUGHUV�PXVW�EH�UHSRUWHG�ZKHQ�GLVFRYHUHG��5HJLVWUDQWV�PXVW�

SHUIRUP�DQ�LQGHSHQGHQW�DQDO\VLV�RI�D�VXVSLFLRXV�RUGHU�SULRU�WR�WKH�VDOH�WR�GHWHUPLQH�LI�

WKH�FRQWUROOHG�VXEVWDQFHV�ZRXOG�OLNHO\�EH�GLYHUWHG��DQG�ILOLQJ�D�VXVSLFLRXV�RUGHU�DQG�

WKHQ�FRPSOHWLQJ�WKH�VDOH�GRHV�QRW�DEVROYH�WKH�UHJLVWUDQW�IURP�OHJDO�UHVSRQVLELOLW\���

����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�'LVWULEXWRU�'HIHQGDQWV¶�RZQ�LQGXVWU\�

JURXS��WKH�+HDOWKFDUH�'LVWULEXWLRQ�0DQDJHPHQW�$VVRFLDWLRQ��SXEOLVKHG�,QGXVWU\�

&RPSOLDQFH�*XLGHOLQHV�WLWOHG�³5HSRUWLQJ�6XVSLFLRXV�2UGHUV�DQG�3UHYHQWLQJ�'LYHUVLRQ�

RI�&RQWUROOHG�6XEVWDQFHV´�HPSKDVL]LQJ�WKH�FULWLFDO�UROH�RI�HDFK�PHPEHU�RI�WKH�VXSSO\�

FKDLQ�LQ�GLVWULEXWLQJ�FRQWUROOHG�VXEVWDQFHV���7KHVH�LQGXVWU\�JXLGHOLQHV�VWDWHG��³$W�WKH�

FHQWHU�RI�D�VRSKLVWLFDWHG�VXSSO\�FKDLQ��GLVWULEXWRUV�DUH�XQLTXHO\�VLWXDWHG�WR�SHUIRUP�GXH�

GLOLJHQFH�LQ�RUGHU�WR�KHOS�VXSSRUW�WKH�VHFXULW\�RI�FRQWUROOHG�VXEVWDQFHV�WKH\�GHOLYHU�WR�

WKHLU�FXVWRPHUV�´�

����� 2SLRLG�GLVWULEXWRUV�KDYH�DGPLWWHG�WR�WKH�PDJQLWXGH�RI�WKH�SUREOHP�DQG��

DW�OHDVW�VXSHUILFLDOO\��WKHLU�OHJDO�UHVSRQVLELOLWLHV�WR�SUHYHQW�GLYHUVLRQ��7KH\�KDYH�PDGH�

VWDWHPHQWV�DVVXULQJ�WKH�SXEOLF�WKH\�DUH�VXSSRVHGO\�XQGHUWDNLQJ�D�GXW\�WR�FXUE�WKH�RSLRLG�

HSLGHPLF��

����� 7KHVH�DVVXUDQFHV��RQ�WKHLU�IDFH��RI�LGHQWLI\LQJ�DQG�HOLPLQDWLQJ�FULPLQDO�

DFWLYLW\�DQG�FXUELQJ�WKH�RSLRLG�HSLGHPLF�FUHDWH�D�GXW\�IRU�WKH�'LVWULEXWRU�'HIHQGDQWV�WR�

WDNH�UHDVRQDEOH�PHDVXUHV�WR�GR�MXVW�WKDW��
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����� 'HVSLWH�WKHLU�GXWLHV�WR�SUHYHQW�GLYHUVLRQ��WKH�'LVWULEXWRU�'HIHQGDQWV�KDYH�

NQRZLQJO\�RU�QHJOLJHQWO\�DOORZHG�GLYHUVLRQ����7KH�'($�KDV�UHSHDWHGO\�WDNHQ�DFWLRQ�WR�

DWWHPSW�WR�IRUFH�FRPSOLDQFH��LQFOXGLQJ�����UHJLVWUDQW�DFWLRQV�EHWZHHQ������DQG�������

���RUGHUV�WR�VKRZ�FDXVH�LVVXHG�E\�WKH�2IILFH�RI�$GPLQLVWUDWLYH�/DZ�-XGJHV��DQG����

DFWLRQV�LQYROYLQJ�LPPHGLDWH�VXVSHQVLRQ�RUGHUV����7KH�'LVWULEXWRU�'HIHQGDQWV¶�ZURQJIXO�

FRQGXFW�DQG�LQDFWLRQ�KDYH�UHVXOWHG�LQ�QXPHURXV�FLYLO�ILQHV�DQG�RWKHU�SHQDOWLHV��

LQFOXGLQJ��

D�� ,Q�D������$GPLQLVWUDWLYH�0HPRUDQGXP�RI�$JUHHPHQW�EHWZHHQ�
0F.HVVRQ�DQG�WKH�'($��0F.HVVRQ�DGPLWWHG�WKDW�LW�³GLG�QRW�LGHQWLI\�RU�
UHSRUW�WR�>WKH@�'($�FHUWDLQ�RUGHUV�SODFHG�E\�FHUWDLQ�SKDUPDFLHV�ZKLFK�
VKRXOG�KDYH�EHHQ�GHWHFWHG�E\�0F.HVVRQ�DV�VXVSLFLRXV�EDVHG�RQ�WKH�
JXLGDQFH�FRQWDLQHG�LQ�WKH�'($�/HWWHUV�´�0F.HVVRQ�ZDV�ILQHG�
����������������

E�� 0F.HVVRQ�KDV�D�KLVWRU\�RI�UHSHDWHGO\�IDLOLQJ�WR�SHUIRUP�LWV�GXWLHV���,Q�
0D\�������0F.HVVRQ�HQWHUHG�LQWR�D�VHWWOHPHQW�ZLWK�WKH�'($�RQ�FODLPV�
WKDW�0F.HVVRQ�IDLOHG�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�GLYHUVLRQ�RI�
FRQWUROOHG�VXEVWDQFHV��0F.HVVRQ�DOOHJHGO\�IDLOHG�WR�UHSRUW�VXVSLFLRXV�
RUGHUV�IURP�URJXH�,QWHUQHW�SKDUPDFLHV�DURXQG�WKH�&RXQWU\��UHVXOWLQJ�LQ�

�������������������������������������������������
���6FRWW�+LJKDP�DQG�/HQQ\�%HUQVWHLQ��The Drug Industry’s Triumph Over the 

DEA��:DVK��3RVW��2FW������������DYDLODEOH�DW�
KWWSV���ZZZ�ZDVKLQJWRQSRVW�FRP�JUDSKLFV������LQYHVWLJDWLRQV�GHD�GUXJ�LQGXVWU\�
FRQJUHVV�"XWPBWHUP ���H��I����G���ODVW�DFFHVVHG�'HFHPEHU������������/HQQ\�
%HUQVWHLQ��'DYLG�6��)DOOLV��DQG�6FRWW�+LJKDP��How drugs intended for patients ended up 
in the hands of illegal users: ‘No one was doing their job,’�:DVK��3RVW��2FW������������
DYDLODEOH�DW�KWWSV���ZZZ�ZDVKLQJWRQSRVW�FRP�LQYHVWLJDWLRQV�KRZ�GUXJV�LQWHQGHG�IRU�
SDWLHQWV�HQGHG�XS�LQ�WKH�KDQGV�RI�LOOHJDO�XVHUV�QR�RQH�ZDV�GRLQJ�WKHLU�
MRE��������������H��������D����H���II���E�F����E�D�BVWRU\�KWPO"WLG JUDSKLFV�
VWRU\	XWPBWHUP ��I���HI���D���ODVW�DFFHVVHG�'HFHPEHU��������������

���(YDOXDWLRQ�DQG�,QVSHFWLRQV�'LY���2IILFH�RI�WKH�,QVSHFWRU�*HQ���8�6��'HS¶W�RI�
-XVWLFH��The Drug Enforcement Administration’s Adjudication of Registrant Actions���
��������DYDLODEOH�DW�KWWSV���RLJ�MXVWLFH�JRY�UHSRUWV������H�����SGI��ODV�DFFHVVHG�-DQXDU\�
�����������

���$GPLQLVWUDWLYH�0HPRUDQGXP�RI�$JUHHPHQW�EHWZHHQ�WKH�8�6��'HS¶W�RI�-XVWLFH��
WKH�'UXJ�(QI¶W�$GPLQ���DQG�WKH�0F.HVVRQ�&RUS���-DQ�������������DYDLODEOH�DW�
KWWSV���ZZZ�MXVWLFH�JRY�RSD�SUHVV�UHOHDVH�ILOH��������GRZQORDG��ODVW�DFFHVVHG�
'HFHPEHU������������
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PLOOLRQV�RI�GRVHV�RI�FRQWUROOHG�VXEVWDQFHV�EHLQJ�GLYHUWHG��0F.HVVRQ¶V�
V\VWHP�IRU�GHWHFWLQJ�³VXVSLFLRXV�RUGHUV´�IURP�SKDUPDFLHV�ZDV�VR�
LQHIIHFWLYH�DQG�G\VIXQFWLRQDO�WKDW�DW�RQH�RI�LWV�IDFLOLWLHV�LQ�&RORUDGR�
EHWZHHQ������DQG�������LW�ILOOHG�PRUH�WKDQ�����PLOOLRQ�RUGHUV��IRU�WHQV�RI�
PLOOLRQV�RI�FRQWUROOHG�VXEVWDQFHV��EXW�LW�UHSRUWHG�MXVW����RUGHUV�DV�
VXVSLFLRXV��DOO�IURP�D�VLQJOH�FRQVXPHU��

F�� 2Q�1RYHPEHU�����������WKH�'($�LVVXHG�DQ�2UGHU�WR�6KRZ�&DXVH�DQG�
,PPHGLDWH�6XVSHQVLRQ�2UGHU�DJDLQVW�D�&DUGLQDO�+HDOWK�IDFLOLW\�LQ�
$XEXUQ��:DVKLQJWRQ��IRU�IDLOXUH�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�
GLYHUVLRQ���

G�� 2Q�'HFHPEHU����������WKH�'($�LVVXHG�DQ�2UGHU�WR�6KRZ�&DXVH�DQG�
,PPHGLDWH�6XVSHQVLRQ�2UGHU�DJDLQVW�D�&DUGLQDO�+HDOWK�IDFLOLW\�LQ�
/DNHODQG��)ORULGD��IRU�IDLOXUH�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�
GLYHUVLRQ���

H�� 2Q�'HFHPEHU����������WKH�'($�LVVXHG�DQ�2UGHU�WR�6KRZ�&DXVH�DQG�
,PPHGLDWH�6XVSHQVLRQ�2UGHU�DJDLQVW�D�&DUGLQDO�+HDOWK�IDFLOLW\�LQ�
6ZHGHVERUR��1HZ�-HUVH\��IRU�IDLOXUH�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�
DJDLQVW�GLYHUVLRQ��

I�� 2Q�-DQXDU\�����������WKH�'($�LVVXHG�DQ�2UGHU�WR�6KRZ�&DXVH�DQG�
,PPHGLDWH�6XVSHQVLRQ�2UGHU�DJDLQVW�D�&DUGLQDO�+HDOWK�IDFLOLW\�LQ�
6WDIIRUG��7H[DV��IRU�IDLOXUH�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�
GLYHUVLRQ��

J�� ,Q�������&DUGLQDO�SDLG�D�����PLOOLRQ�SHQDOW\�WR�VHWWOH�DOOHJDWLRQV�DERXW�
RSLRLG�GLYHUVLRQ�WDNLQJ�SODFH�DW�VHYHQ�RI�LWV�ZDUHKRXVHV�LQ�WKH�8QLWHG�
6WDWHV�����

K�� 2Q�)HEUXDU\����������WKH�'($�LVVXHG�DQRWKHU�2UGHU�WR�6KRZ�&DXVH�DQG�
,PPHGLDWH�6XVSHQVLRQ�2UGHU�DJDLQVW�D�&DUGLQDO�+HDOWK�IDFLOLW\�LQ�
/DNHODQG��)ORULGD��IRU�IDLOXUH�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�
GLYHUVLRQ��

L�� ,Q�������&DUGLQDO�UHDFKHG�DQ�DGPLQLVWUDWLYH�VHWWOHPHQW�ZLWK�WKH�'($�
UHODWLQJ�WR�RSLRLG�GLYHUVLRQ�EHWZHHQ������DQG������LQ�PXOWLSOH�VWDWHV��

�������������������������������������������������
���/HQQ\�%HUQVWHLQ�DQG�6FRWW�+LJKDP��Cardinal Health fined $44 million for 

opioid reporting violations��:DVK��3RVW��-DQ������������DYDLODEOH�DW�
KWWSV���ZZZ�ZDVKLQJWRQSRVW�FRP�QDWLRQDO�KHDOWK�VFLHQFH�FDUGLQDO�KHDOWK�ILQHG����
PLOOLRQ�IRU�RSLRLG�UHSRUWLQJ�YLRODWLRQV�������������I���F���G��F���H���D���
�G������E��HBVWRU\�KWPO"XWPBWHUP ��F�H�����H����ODVW�DFFHVVHG�'HFHPEHU�����
���������
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M�� ,Q�'HFHPEHU�������WKH�'HSDUWPHQW�RI�-XVWLFH�DQQRXQFHG�D�PXOWL�PLOOLRQ�
GROODU�VHWWOHPHQW�ZLWK�&DUGLQDO�IRU�YLRODWLRQV�RI�WKH�&RQWUROOHG�
6XEVWDQFHV�$FW�����

N�� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��LQ�FRQQHFWLRQ�ZLWK�WKH�LQYHVWLJDWLRQV�RI�
&DUGLQDO��WKH�'($�XQFRYHUHG�HYLGHQFH�WKDW�&DUGLQDO¶V�RZQ�LQYHVWLJDWRU�
ZDUQHG�&DUGLQDO�DJDLQVW�VHOOLQJ�RSLRLGV�WR�D�SDUWLFXODU�SKDUPDF\�LQ�
:LVFRQVLQ�WKDW�ZDV�VXVSHFWHG�RI�RSLRLG�GLYHUVLRQ��&DUGLQDO�GLG�QRWKLQJ�
WR�QRWLI\�WKH�'($�RU�FXW�RII�WKH�VXSSO\�RI�GUXJV�WR�WKH�VXVSHFW�SKDUPDF\��
&DUGLQDO�GLG�MXVW�WKH�RSSRVLWH��SXPSLQJ�XS�RSLRLG�VKLSPHQWV�WR�WKH�
SKDUPDF\�WR�DOPRVW�����������GRVHV�RI�R[\FRGRQH�LQ�RQH�\HDU��ZKLOH�
RWKHU�FRPSDUDEOH�SKDUPDFLHV�ZHUH�UHFHLYLQJ�DSSUR[LPDWHO\��������
GRVHV�\HDU��

O�� ,Q�������$PHULVRXUFH%HUJHQ�ORVW�LWV�OLFHQVH�WR�VHQG�FRQWUROOHG�
VXEVWDQFHV�IURP�D�GLVWULEXWLRQ�FHQWHU�DPLG�DOOHJDWLRQV�WKDW�LW�ZDV�QRW�
FRQWUROOLQJ�VKLSPHQWV�RI�SUHVFULSWLRQ�RSLRLGV�WR�,QWHUQHW�SKDUPDFLHV���

P�� ,Q�������$PHULVRXUFH%HUJHQ�ZDV�LPSOLFDWHG�IRU�IDLOLQJ�WR�SURWHFW�DJDLQVW�
GLYHUVLRQ�RI�FRQWUROOHG�VXEVWDQFHV�LQWR�QRQ�PHGLFDOO\�QHFHVVDU\�
FKDQQHOV���

����� $OWKRXJK�GLVWULEXWRUV�KDYH�EHHQ�SHQDOL]HG�E\�ODZ�HQIRUFHPHQW�

DXWKRULWLHV��WKHVH�SHQDOWLHV�KDYH�QRW�FKDQJHG�WKHLU�FRQGXFW��7KH\�SD\�ILQHV�DV�D�FRVW�RI�

GRLQJ�EXVLQHVV�LQ�DQ�LQGXVWU\�WKDW�JHQHUDWHV�ELOOLRQV�RI�GROODUV�LQ�UHYHQXH�DQG�SURILW��

����� 7KH�'LVWULEXWRU�'HIHQGDQWV¶�IDLOXUH�WR�SUHYHQW�WKH�IRUHVHHDEOH�LQMXULHV�

IURP�RSLRLG�GLYHUVLRQ�FUHDWHG�DQ�HQRUPRXV�EODFN�PDUNHW�IRU�SUHVFULSWLRQ�RSLRLGV��ZKLFK�

PDUNHW�H[WHQGHG�WR�WKH�7ULEHV�DQG�WKHLU�PHPEHUV���(DFK�'LVWULEXWRU�'HIHQGDQW�NQHZ�RU�

VKRXOG�KDYH�NQRZQ�WKDW�WKH�RSLRLGV�UHDFKLQJ�WKH�7ULEHV�ZHUH�QRW�EHLQJ�FRQVXPHG�IRU�

PHGLFDO�SXUSRVHV�DQG�WKDW�WKH�DPRXQW�RI�RSLRLGV�IORZLQJ�WR�WKH�7ULEHV�ZDV�IDU�LQ�H[FHVV�

RI�ZKDW�FRXOG�EH�FRQVXPHG�IRU�PHGLFDOO\�QHFHVVDU\�SXUSRVHV����

�������������������������������������������������
���3UHVV�5HOHDVH��8QLWHG�6WDWHV�'HS¶W�RI�-XVWLFH��Cardinal Health Agrees to $44 

Million Settlement for Alleged Violations of Controlled Substances Act��'HF������������
DYDLODEOH�DW�KWWSV���ZZZ�MXVWLFH�JRY�XVDR�PG�SU�FDUGLQDO�KHDOWK�DJUHHV����PLOOLRQ�
VHWWOHPHQW�DOOHJHG�YLRODWLRQV�FRQWUROOHG�VXEVWDQFHV�DFW��ODVW�DFFHVVHG�'HFHPEHU�����
�������
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����� 7KH�'LVWULEXWRU�'HIHQGDQWV�QHJOLJHQWO\�RU�LQWHQWLRQDOO\�IDLOHG�WR�

DGHTXDWHO\�FRQWURO�WKHLU�VXSSO\�OLQHV�WR�SUHYHQW�GLYHUVLRQ��$�UHDVRQDEO\�SUXGHQW�

GLVWULEXWRU�RI�6FKHGXOH�,,�FRQWUROOHG�VXEVWDQFHV�ZRXOG�KDYH�DQWLFLSDWHG�WKH�GDQJHU�RI�

RSLRLG�GLYHUVLRQ�DQG�SURWHFWHG�DJDLQVW�LW�E\��IRU�H[DPSOH��WDNLQJ�JUHDWHU�FDUH�LQ�KLULQJ��

WUDLQLQJ��DQG�VXSHUYLVLQJ�HPSOR\HHV��SURYLGLQJ�JUHDWHU�RYHUVLJKW��VHFXULW\��DQG�FRQWURO�

RI�VXSSO\�FKDQQHOV��ORRNLQJ�PRUH�FORVHO\�DW�WKH�SKDUPDFLVWV�DQG�GRFWRUV�ZKR�ZHUH�

SXUFKDVLQJ�ODUJH�TXDQWLWLHV�RI�FRPPRQO\�DEXVHG�RSLRLGV�LQ�DPRXQWV�JUHDWHU�WKDQ�WKH�

SRSXODWLRQV�LQ�WKRVH�DUHDV�ZRXOG�ZDUUDQW��LQYHVWLJDWLQJ�GHPRJUDSKLF�RU�HSLGHPLRORJLFDO�

IDFWV�FRQFHUQLQJ�WKH�LQFUHDVLQJ�GHPDQG�IRU�QDUFRWLF�SDLQNLOOHUV�LQ�DQG�DURXQG�WKH�

7ULEHV��SURYLGLQJ�LQIRUPDWLRQ�WR�SKDUPDFLHV�DQG�UHWDLOHUV�DERXW�RSLRLG�GLYHUVLRQ��DQG�LQ�

JHQHUDO��VLPSO\�IROORZLQJ�DSSOLFDEOH�VWDWXWHV��UHJXODWLRQV��SURIHVVLRQDO�VWDQGDUGV��DQG�

JXLGDQFH�IURP�JRYHUQPHQW�DJHQFLHV�DQG�XVLQJ�D�OLWWOH�ELW�RI�FRPPRQ�VHQVH��

����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�'LVWULEXWRU�'HIHQGDQWV�PDGH�OLWWOH�WR�QR�

HIIRUW�WR�YLVLW�WKH�SKDUPDFLHV�VHUYLFLQJ�WKH�DUHDV�DURXQG�WKH�7ULEHV�WR�SHUIRUP�GXH�

GLOLJHQFH�LQVSHFWLRQV�WR�HQVXUH�WKDW�WKH�FRQWUROOHG�VXEVWDQFHV�WKH�'LVWULEXWRU�'HIHQGDQWV�

KDG�IXUQLVKHG�ZHUH�QRW�EHLQJ�GLYHUWHG�WR�LOOHJDO�XVHV��

����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�FRPSHQVDWLRQ�WKH�'LVWULEXWRU�'HIHQGDQWV�

SURYLGHG�WR�FHUWDLQ�RI�WKHLU�HPSOR\HHV�ZDV�DIIHFWHG��LQ�SDUW��E\�WKH�YROXPH�RI�WKHLU�VDOHV�

RI�RSLRLGV�WR�SKDUPDFLHV�DQG�RWKHU�IDFLOLWLHV�VHUYLFLQJ�WKH�DUHDV�DURXQG�WKH�7ULEHV��WKXV�

LPSURSHUO\�FUHDWLQJ�LQFHQWLYHV�WKDW�FRQWULEXWHG�WR�DQG�H[DFHUEDWHG�RSLRLG�GLYHUVLRQ�DQG�

WKH�UHVXOWLQJ�HSLGHPLF�RI�RSLRLG�DEXVH��

����� ,W�ZDV�UHDVRQDEO\�IRUHVHHDEOH�WR�WKH�'LVWULEXWRU�'HIHQGDQWV�WKDW�WKHLU�

FRQGXFW�LQ�IORRGLQJ�WKH�PDUNHW�LQ�DQG�DURXQG�WKH�7ULEHV�ZLWK�KLJKO\�DGGLFWLYH�RSLRLGV�
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ZRXOG�DOORZ�RSLRLGV�WR�IDOO�LQWR�WKH�KDQGV�RI�FKLOGUHQ��DGGLFWV��FULPLQDOV��DQG�RWKHU�

XQLQWHQGHG�XVHUV��

����� ,W�LV�UHDVRQDEO\�IRUHVHHDEOH�WR�WKH�'LVWULEXWRU�'HIHQGDQWV�WKDW��ZKHQ�

XQLQWHQGHG�XVHUV�JDLQ�DFFHVV�WR�RSLRLGV��WUDJLF�SUHYHQWDEOH�LQMXULHV�ZLOO�UHVXOW��LQFOXGLQJ�

DGGLFWLRQ��RYHUGRVHV��DQG�GHDWK��,W�LV�DOVR�UHDVRQDEO\�IRUHVHHDEOH�WKDW�PDQ\�RI�WKHVH�

LQMXULHV�ZLOO�EH�VXIIHUHG�E\�7ULEH�PHPEHUV��DQG�WKDW�WKH�FRVWV�RI�WKHVH�LQMXULHV�ZLOO�EH�

ERUQH�E\�WKH�7ULEHV��

����� 7KH�'LVWULEXWRU�'HIHQGDQWV�NQHZ�RU�VKRXOG�KDYH�NQRZQ�WKDW�WKH�RSLRLGV�

EHLQJ�GLYHUWHG�IURP�WKHLU�VXSSO\�FKDLQV�ZRXOG�FRQWULEXWH�WR�WKH�RSLRLG�HSLGHPLF�IDFHG�

E\�WKH�7ULEHV��DQG�ZRXOG�FUHDWH�DFFHVV�WR�RSLRLGV�E\�XQDXWKRUL]HG�XVHUV��ZKLFK��LQ�WXUQ��

SHUSHWXDWHV�WKH�F\FOH�RI�DGGLFWLRQ��GHPDQG��LOOHJDO�WUDQVDFWLRQV��HFRQRPLF�UXLQ��DQG�

KXPDQ�WUDJHG\��

����� 7KH�'LVWULEXWRU�'HIHQGDQWV�ZHUH�DZDUH�RI�ZLGHVSUHDG�SUHVFULSWLRQ�

RSLRLG�DEXVH�LQ�DQG�DURXQG�WKH�7ULEHV��EXW��RQ�LQIRUPDWLRQ�DQG�EHOLHI��WKH\�QHYHUWKHOHVV�

SHUVLVWHG�LQ�D�SDWWHUQ�RI�GLVWULEXWLQJ�FRPPRQO\�DEXVHG�DQG�GLYHUWHG�RSLRLGV�LQ�

JHRJUDSKLF�DUHDV�DQG�LQ�VXFK�TXDQWLWLHV��DQG�ZLWK�VXFK�IUHTXHQF\�WKDW�WKH\�NQHZ�RU�

VKRXOG�KDYH�NQRZQ�WKHVH�FRPPRQO\�DEXVHG�FRQWUROOHG�VXEVWDQFHV�ZHUH�QRW�EHLQJ�

SUHVFULEHG�DQG�FRQVXPHG�IRU�OHJLWLPDWH�PHGLFDO�SXUSRVHV��

����� 7KH�XVH�RI�RSLRLGV�E\�7ULEH�PHPEHUV�ZKR�ZHUH�DGGLFWHG�RU�ZKR�GLG�QRW�

KDYH�D�PHGLFDOO\�QHFHVVDU\�SXUSRVH�FRXOG�QRW�RFFXU�ZLWKRXW�WKH�NQRZLQJ�FRRSHUDWLRQ�

DQG�DVVLVWDQFH�RI�WKH�'LVWULEXWRU�'HIHQGDQWV���,I�WKH�'LVWULEXWRU�'HIHQGDQWV�DGKHUHG�WR�

HIIHFWLYH�FRQWUROV�WR�JXDUG�DJDLQVW�GLYHUVLRQ��WKH�7ULEHV�DQG�WKHLU�PHPEHUV�ZRXOG�KDYH�

DYRLGHG�VLJQLILFDQW�LQMXU\��
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����� 7KH�'LVWULEXWRU�'HIHQGDQWV�PDGH�VXEVWDQWLDO�SURILWV�RYHU�WKH�\HDUV�EDVHG�

RQ�WKH�GLYHUVLRQ�RI�RSLRLGV�LQWR�WKH�7ULEHV���7KH�'LVWULEXWRU�'HIHQGDQWV�NQHZ�WKDW�WKH�

7ULEHV�ZRXOG�EH�XQMXVWO\�IRUFHG�WR�EHDU�WKH�FRVWV�RI�WKHVH�LQMXULHV�DQG�GDPDJHV��

����� 7KH�'LVWULEXWRU�'HIHQGDQWV¶�LQWHQWLRQDO�GLVWULEXWLRQ�RI�H[FHVVLYH�

DPRXQWV�RI�SUHVFULSWLRQ�RSLRLGV�WR�UHODWLYHO\�VPDOO�FRPPXQLWLHV�SULPDULO\�VHUYLQJ�7ULEH�

PHPEHUV�VKRZHG�DQ�LQWHQWLRQDO�RU�UHFNOHVV�GLVUHJDUG�IRU�WKH�VDIHW\�RI�WKH�7ULEHV�DQG�

WKHLU�PHPEHUV��7KHLU�FRQGXFW�SRVHV�D�FRQWLQXLQJ�WKUHDW�WR�WKH�KHDOWK��VDIHW\��DQG�ZHOIDUH�

RI�WKH�7ULEHV��

����� 7KH�IHGHUDO�DQG�VWDWH�ODZV�DW�LVVXH�KHUH�DUH�SXEOLF�VDIHW\�ODZV����

����� 7KH�'LVWULEXWRU�'HIHQGDQWV¶�YLRODWLRQV�FRQVWLWXWH�SULPD�IDFLH�HYLGHQFH�RI�

QHJOLJHQFH�XQGHU�6WDWH�ODZ���

��� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�QHJOLJHQWO\�IDLOHG�WR�FRQWURO�
WKH�IORZ�RI�RSLRLGV�WR�WKH�7ULEHV�WKURXJK�LOOLFLW�FKDQQHOV�

����� 7KH�VDPH�OHJDO�GXWLHV�WR�SUHYHQW�GLYHUVLRQ��DQG�WR�PRQLWRU��UHSRUW��DQG�

SUHYHQW�VXVSLFLRXV�RUGHUV�RI�SUHVFULSWLRQV�RSLRLGV�WKDW�ZHUH�LQFXPEHQW�XSRQ�WKH�

'LVWULEXWRU�'HIHQGDQWV�ZHUH�DOVR�OHJDOO\�UHTXLUHG�RI�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�

XQGHU�IHGHUDO�ODZ���

����� /LNH�WKH�'LVWULEXWRU�'HIHQGDQWV��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�DUH�

UHTXLUHG�WR�GHVLJQ�DQG�RSHUDWH�D�V\VWHP�WR�GHWHFW�VXVSLFLRXV�RUGHUV��DQG�WR�UHSRUW�VXFK�

RUGHUV�WR�ODZ�HQIRUFHPHQW����See����&�)�5������������E������8�6�&�����������7KH�

3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�QRW�GRQH�VR����

����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��IRU�RYHU�D�GHFDGH�WKH�3KDUPDFHXWLFDO�

'HIHQGDQWV�KDYH�EHHQ�DEOH�WR�WUDFN�WKH�GLVWULEXWLRQ�DQG�SUHVFULELQJ�RI�WKHLU�RSLRLGV�

GRZQ�WR�WKH�UHWDLO�DQG�SUHVFULEHU�OHYHO���7KXV��WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDG�DFWXDO�
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NQRZOHGJH�RI�WKH�SUHVFULELQJ�SUDFWLFHV�RI�GRFWRUV��LQFOXGLQJ�UHG�IODJV�LQGLFDWLQJ�

GLYHUVLRQ���7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�GLG�QRW�UHSRUW�WKRVH�UHG�IODJV��QRU�GLG�WKH\�

FHDVH�PDUNHWLQJ�WR�WKRVH�GRFWRUV���/LNH�WKH�'LVWULEXWRU�'HIHQGDQWV��WKH�3KDUPDFHXWLFDO�

'HIHQGDQWV�EUHDFKHG�WKHLU�GXWLHV�XQGHU�IHGHUDO�DQG�VWDWH�ODZ���

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDG�DFFHVV�WR�DQG�SRVVHVVLRQ�RI�WKH�

LQIRUPDWLRQ�QHFHVVDU\�WR�PRQLWRU��UHSRUW��DQG�SUHYHQW�VXVSLFLRXV�RUGHUV�DQG�WR�SUHYHQW�

GLYHUVLRQ���7KH�0DQXIDFWXUHU�'HIHQGDQWV�HQJDJHG�LQ�WKH�SUDFWLFH�RI�SD\LQJ�

³FKDUJHEDFNV´�WR�RSLRLG�GLVWULEXWRUV���$�FKDUJHEDFN�LV�D�SD\PHQW�PDGH�E\�D�

PDQXIDFWXUHU�WR�D�GLVWULEXWRU�DIWHU�WKH�GLVWULEXWRU�VHOOV�WKH�PDQXIDFWXUHU¶V�SURGXFW�DW�D�

SULFH�EHORZ�D�VSHFLILHG�UDWH���$IWHU�D�GLVWULEXWRU�VHOOV�D�PDQXIDFWXUHU¶V�SURGXFW�WR�D�

SKDUPDF\��IRU�H[DPSOH��WKH�GLVWULEXWRU�UHTXHVWV�D�FKDUJHEDFN�IURP�WKH�PDQXIDFWXUHU�

DQG��LQ�H[FKDQJH�IRU�WKH�SD\PHQW��WKH�GLVWULEXWRU�LGHQWLILHV�WR�WKH�PDQXIDFWXUHU�WKH�

SURGXFW��YROXPH�DQG�WKH�SKDUPDF\�WR�ZKLFK�LW�VROG�WKH�SURGXFW���7KXV��WKH�

3KDUPDFHXWLFDO�'HIHQGDQWV�NQHZ�±�WKH�YROXPH��IUHTXHQF\��DQG�SDWWHUQ�RI�RSLRLG�RUGHUV�

EHLQJ�SODFHG�DQG�ILOOHG���7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�EXLOW�UHFHLSW�RI�WKLV�

LQIRUPDWLRQ�LQWR�WKH�SD\PHQW�VWUXFWXUH�IRU�WKH�RSLRLGV�SURYLGHG�WR�WKH�RSLRLG�

GLVWULEXWRUV����

����� 7KH�'HSDUWPHQW�RI�-XVWLFH�KDV�UHFHQWO\�FRQILUPHG�WKH�VXVSLFLRXV�RUGHU�

REOLJDWLRQV�FOHDUO\�LPSRVHG�E\�IHGHUDO�ODZ�����&�)�5������������E������8�6�&����

����D�������ILQLQJ�0DOOLQFNURGW�����PLOOLRQ�IRU�IDLOXUH�WR�UHSRUW�VXVSLFLRXV�RUGHUV�RI�

FRQWUROOHG�VXEVWDQFHV��LQFOXGLQJ�RSLRLGV��DQG�IRU�YLRODWLQJ�UHFRUGNHHSLQJ�
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UHTXLUHPHQWV����$PRQJ�WKH�DOOHJDWLRQV�UHVROYHG�E\�WKH�VHWWOHPHQW��WKH�JRYHUQPHQW�

DOOHJHG�³0DOOLQFNURGW�IDLOHG�WR�GHVLJQ�DQG�LPSOHPHQW�DQ�HIIHFWLYH�V\VWHP�WR�GHWHFW�DQG�

UHSRUW�VXVSLFLRXV�RUGHUV�IRU�FRQWUROOHG�VXEVWDQFHV�±�RUGHUV�WKDW�DUH�XQXVXDO�LQ�WKHLU�

IUHTXHQF\��VL]H��RU�RWKHU�SDWWHUQV������>DQG@�0DOOLQFNURGW�VXSSOLHG�GLVWULEXWRUV��DQG�WKH�

GLVWULEXWRUV�WKHQ�VXSSOLHG�YDULRXV�8�6��SKDUPDFLHV�DQG�SDLQ�FOLQLFV��DQ�LQFUHDVLQJO\�

H[FHVVLYH�TXDQWLW\�RI�R[\FRGRQH�SLOOV�ZLWKRXW�QRWLI\LQJ�'($�RI�WKHVH�VXVSLFLRXV�

RUGHUV�´����0DOOLQFNURGW�DJUHHG�WKDW�LWV�³V\VWHP�WR�PRQLWRU�DQG�GHWHFW�VXVSLFLRXV�RUGHUV�

GLG�QRW�PHHW�WKH�VWDQGDUGV�RXWOLQHG�LQ�OHWWHUV�IURP�WKH�'($�'HSXW\�$GPLQLVWUDWRU��

2IILFH�RI�'LYHUVLRQ�&RQWURO��WR�UHJLVWUDQWV�GDWHG�6HSWHPEHU����������DQG�'HFHPEHU�����

�����´���

����� 3XUGXH�DOVR�XQODZIXOO\�DQG�XQIDLUO\�IDLOHG�WR�UHSRUW�RU�DGGUHVV�LOOLFLW�DQG�

XQODZIXO�SUHVFULELQJ�RI�LWV�GUXJV��GHVSLWH�NQRZLQJ�DERXW�LW�IRU�\HDUV���7KURXJK�LWV�

H[WHQVLYH�QHWZRUN�RI�VDOHV�UHSUHVHQWDWLYHV��3XUGXH�KDG�DQG�FRQWLQXHV�WR�KDYH�

NQRZOHGJH�RI�WKH�SUHVFULELQJ�SUDFWLFHV�RI�WKRXVDQGV�RI�GRFWRUV�DQG�FRXOG�LGHQWLI\�

GRFWRUV�ZKR�GLVSOD\HG�UHG�IODJV�IRU�GLYHUVLRQ�VXFK�DV�WKRVH�ZKRVH�ZDLWLQJ�URRPV�ZHUH�

RYHUFURZGHG��ZKRVH�SDUNLQJ�ORWV�KDG�QXPHURXV�RXW�RI�VWDWH�YHKLFOHV��DQG�ZKRVH�

SDWLHQWV�VHHPHG�\RXQJ�DQG�KHDOWK\�RU�KRPHOHVV���8VLQJ�WKLV�LQIRUPDWLRQ��3XUGXH�KDV�

PDLQWDLQHG�D�GDWDEDVH�VLQFH������RI�GRFWRUV�VXVSHFWHG�RI�LQDSSURSULDWHO\�SUHVFULELQJ�LWV�

�������������������������������������������������
���See 3UHVV�5HOHDVH��8�6��'HS¶W�RI�-XVWLFH��0DOOLQFNURGW�$JUHHV�WR�3D\�5HFRUG�

����0LOOLRQ�6HWWOHPHQW�IRU�)DLOXUH�WR�5HSRUW�6XVSLFLRXV�2UGHUV�RI�3KDUPDFHXWLFDO�
'UXJV�DQG�IRU�5HFRUGNHHSLQJ�9LRODWLRQV��-XO\������������
KWWSV���ZZZ�MXVWLFH�JRY�RSD�SU�PDOOLQFNURGW�DJUHHV�SD\�UHFRUG����PLOOLRQ�
VHWWOHPHQW�IDLOXUH�UHSRUW�VXVSLFLRXV��RUGHUV��

���Id���LQWHUQDO�TXRWDWLRQ�RPLWWHG��� 
��������0DOOLQFNURGW�02$�DW�S��������
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GUXJV�����5DWKHU�WKDQ�UHSRUW�WKHVH�GRFWRUV�WR�VWDWH�PHGLFDO�ERDUGV�RU�ODZ�HQIRUFHPHQW�

DXWKRULWLHV��DV�3XUGXH�LV�OHJDOO\�REOLJDWHG�WR�GR��RU�FHDVH�PDUNHWLQJ�WR�WKHP��3XUGXH�

XVHG�WKH�OLVW�WR�GHPRQVWUDWH�WKH�KLJK�UDWH�RI�GLYHUVLRQ�RI�2[\&RQWLQ�±�WKH�VDPH�

2[\&RQWLQ�WKDW�3XUGXH�KDG�SURPRWHG�DV�OHVV�DGGLFWLYH�±�LQ�RUGHU�WR�SHUVXDGH�WKH�)'$�

WR�EDU�WKH�PDQXIDFWXUH�DQG�VDOH�RI�JHQHULF�FRSLHV�RI�WKH�GUXJ�EHFDXVH�WKH�GUXJ�ZDV�WRR�

OLNHO\�WR�EH�DEXVHG���,Q�DQ�LQWHUYLHZ�ZLWK�WKH�Los Angeles Times����3XUGXH¶V�VHQLRU�

FRPSOLDQFH�RIILFHU�DFNQRZOHGJHG�WKDW�LQ�ILYH�\HDUV�RI�LQYHVWLJDWLQJ�VXVSLFLRXV�

SKDUPDFLHV��3XUGXH�IDLOHG�WR�WDNH�DFWLRQ�±�HYHQ�ZKHUH�3XUGXH�HPSOR\HHV�SHUVRQDOO\�

ZLWQHVVHG�WKH�GLYHUVLRQ�RI�LWV�GUXJV���7KH�VDPH�ZDV�WUXH�RI�SUHVFULEHUV��GHVSLWH�LWV�

NQRZOHGJH�RI�LOOHJDO�SUHVFULELQJ��3XUGXH�GLG�QRW�UHSRUW�XQWLO�\HDUV�DIWHU�ODZ�

HQIRUFHPHQW�VKXW�GRZQ�D�/RV�$QJHOHV�FOLQLF�WKDW�SUHVFULEHG�PRUH�WKDQ�����PLOOLRQ�

2[\&RQWLQ�WDEOHWV�DQG�WKDW�3XUGXH¶V�GLVWULFW�PDQDJHU�GHVFULEHG�LQWHUQDOO\�DV�³DQ�

RUJDQL]HG�GUXJ�ULQJ�´��,Q�GRLQJ�VR��3XUGXH�SURWHFWHG�LWV�RZQ�SURILWV�DW�WKH�H[SHQVH�RI�

SXEOLF�KHDOWK�DQG�VDIHW\��

����� ,Q�������WKH�1<�$*�IRXQG�WKDW��EHWZHHQ�-DQXDU\���������DQG�0DUFK����

������3XUGXH¶V�VDOHV�UHSUHVHQWDWLYHV��DW�YDULRXV�WLPHV��IDLOHG�WR�WLPHO\�UHSRUW�VXVSLFLRXV�

�������������������������������������������������
���6FRWW�*ORYHU�DQG�/LVD�*LULRQ��OxyContin maker closely guards its list of suspect 

doctors��/�$��7LPHV��$XJXVW�����������DYDLODEOH�DW�
KWWS���DUWLFOHV�ODWLPHV�FRP������DXJ����ORFDO�OD�PH�U[�SXUGXH�����������ODVW�DFFHVVHG�
'HFHPEHU��������������

���+DUULHW�5\DQ�HW�DO���More than 1 million OxyContin pills ended up in the hands 
of criminal and addicts. What the drugmaker knew��/�$��7LPHV��-XO\�����������
DYDLODEOH�DW�KWWS���ZZZ�ODWLPHV�FRP�SURMHFWV�OD�PH�R[\FRQWLQ�SDUW����ODVW�DFFHVVHG�
'HFHPEHU��������������
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SUHVFULELQJ�DQG�FRQWLQXHG�WR�GHWDLO�WKRVH�SUHVFULEHUV�HYHQ�DIWHU�WKH\�ZHUH�SODFHG�RQ�D�

³QR�FDOO´�OLVW����

����� $V�'U��0LWFKHOO�.DW]��GLUHFWRU�RI�WKH�/RV�$QJHOHV�&RXQW\�'HSDUWPHQW�RI�

+HDOWK�6HUYLFHV��VDLG�LQ�D�Los Angeles Times�DUWLFOH��³$Q\�GUXJ�FRPSDQ\�WKDW�KDV�

LQIRUPDWLRQ�DERXW�SK\VLFLDQV�SRWHQWLDOO\�HQJDJHG�LQ�LOOHJDO�SUHVFULELQJ�RU�SUHVFULELQJ�

WKDW�LV�HQGDQJHULQJ�SHRSOH¶V�OLYHV�KDV�D�UHVSRQVLELOLW\�WR�UHSRUW�LW�´���7KH�1<�$*¶V�

VHWWOHPHQW�ZLWK�3XUGXH�VSHFLILFDOO\�FLWHG�WKH�FRPSDQ\�IRU�IDLOLQJ�WR�DGHTXDWHO\�DGGUHVV�

VXVSLFLRXV�SUHVFULELQJ��<HW��RQ�LQIRUPDWLRQ�DQG�EHOLHI��3XUGXH�FRQWLQXHV�WR�SURILW�IURP�

WKH�SUHVFULSWLRQV�RI�VXFK�SUROLILF�SUHVFULEHUV��

����� /LNH�3XUGXH��(QGR�KDV�EHHQ�FLWHG�IRU�LWV�IDLOXUH�WR�VHW�XS�DQ�HIIHFWLYH�

V\VWHP�IRU�LGHQWLI\LQJ�DQG�UHSRUWLQJ�VXVSLFLRXV�SUHVFULELQJ��,Q�LWV�VHWWOHPHQW�DJUHHPHQW�

ZLWK�(QGR��WKH�1<�$*�IRXQG�WKDW�(QGR�IDLOHG�WR�UHTXLUH�VDOHV�UHSUHVHQWDWLYHV�WR�UHSRUW�

VLJQV�RI�DEXVH��GLYHUVLRQ��DQG�LQDSSURSULDWH�SUHVFULELQJ��SDLG�ERQXVHV�WR�VDOHV�

UHSUHVHQWDWLYHV�IRU�GHWDLOLQJ�SUHVFULEHUV�ZKR�ZHUH�VXEVHTXHQWO\�DUUHVWHG�RU�FRQYLFWHG�

IRU�LOOHJDO�SUHVFULELQJ��DQG�IDLOHG�WR�SUHYHQW�VDOHV�UHSUHVHQWDWLYHV�IURP�YLVLWLQJ�

SUHVFULEHUV�ZKRVH�VXVSLFLRXV�FRQGXFW�KDG�FDXVHG�WKHP�WR�EH�SODFHG�RQ�D�QR�FDOO�OLVW��

7KH�1<�$*�DOVR�IRXQG�WKDW��LQ�FHUWDLQ�FDVHV�ZKHUH�(QGR¶V�VDOHV�UHSUHVHQWDWLYHV�GHWDLOHG�

SUHVFULEHUV�ZKR�ZHUH�FRQYLFWHG�RI�LOOHJDO�SUHVFULELQJ�RI�RSLRLGV��WKRVH�UHSUHVHQWDWLYHV�

�������������������������������������������������
���See�1<�3XUGXH�6HWWOHPHQW��DW������DYDLODEOH�DW�KWWSV���DJ�Q\�JRY�SGIV�3XUGXH�

$2'�([HFXWHG�SGI��ODVW�YLVLWHG�'HFHPEHU��������������
���6FRWW�*ORYHU�DQG�/LVD�*LULRQ��OxyContin maker closely guards its list of suspect 

doctors��/�$��7LPHV��$XJXVW�����������DYDLODEOH�DW�
KWWS���DUWLFOHV�ODWLPHV�FRP������DXJ����ORFDO�OD�PH�U[�SXUGXH�����������ODVW�DFFHVVHG�
'HFHPEHU��������������

�
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FRXOG�KDYH�UHFRJQL]HG�SRWHQWLDO�VLJQV�RI�GLYHUVLRQ�DQG�UHSRUWHG�WKRVH�SUHVFULEHUV�EXW�

IDLOHG�WR�GR�VR��

����� 2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�RWKHU�3KDUPDFHXWLFDO�'HIHQGDQWV�KDYH�

HQJDJHG�LQ�VLPLODU�FRQGXFW�LQ�YLRODWLRQ�RI�WKHLU�UHVSRQVLELOLWLHV�WR�SUHYHQW�GLYHUVLRQ��

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�DFWLRQV�DQG�RPLVVLRQ�LQ�IDLOLQJ�WR�

HIIHFWLYHO\�SUHYHQW�GLYHUVLRQ�DQG�IDLOLQJ�WR�PRQLWRU��UHSRUW��DQG�SUHYHQW�VXVSLFLRXV�

RUGHUV�KDYH�HQDEOHG�WKH�XQODZIXO�GLYHUVLRQ�RI�RSLRLGV�LQWR�WKH�7ULEHV¶�&RPPXQLWLHV�����

)�� 'HIHQGDQWV¶�XQODZIXO�FRQGXFW�DQG�EUHDFKHV�RI�OHJDO�GXWLHV�FDXVHG�
WKH�KDUP�DOOHJHG�KHUHLQ�DQG�VXEVWDQWLDO�GDPDJHV�

����� $V�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�HIIRUWV�WR�H[SDQG�WKH�PDUNHW�IRU�

RSLRLGV�LQFUHDVHG��VR�KDYH�WKH�UDWHV�RI�SUHVFULSWLRQ�DQG�WKH�VDOH�RI�WKHLU�SURGXFWV²DQG�

WKH�UDWHV�RI�RSLRLG�UHODWHG�VXEVWDQFH�DEXVH��KRVSLWDOL]DWLRQ��DQG�GHDWK�DPRQJ�WKH�7ULEHV�

DQG�DFURVV�WKH�QDWLRQ��0HDQZKLOH��WKH�'LVWULEXWRU�'HIHQGDQWV�KDYH�FRQWLQXHG�WR�

XQODZIXOO\�VKLS�PDVVLYH�TXDQWLWLHV�RI�RSLRLGV�LQWR�FRPPXQLWLHV�OLNH�WKH�7ULEHV¶�

FRPPXQLWLHV��IXHOLQJ�WKH�HSLGHPLF���

����� 7KHUH�LV�D�³SDUDOOHO�UHODWLRQVKLS�EHWZHHQ�WKH�DYDLODELOLW\�RI�SUHVFULSWLRQ�

RSLRLG�DQDOJHVLFV�WKURXJK�OHJLWLPDWH�SKDUPDF\�FKDQQHOV�DQG�WKH�GLYHUVLRQ�DQG�DEXVH�RI�

WKHVH�GUXJV�DQG�DVVRFLDWHG�DGYHUVH�RXWFRPHV�´����

����� 2SLRLGV�DUH�ZLGHO\�GLYHUWHG�DQG�LPSURSHUO\�XVHG��DQG�WKH�ZLGHVSUHDG�

XVH�RI�WKH�GUXJV�KDV�UHVXOWHG�LQ�D�QDWLRQDO�HSLGHPLF�RI�RSLRLG�RYHUGRVH�GHDWKV�DQG�

DGGLFWLRQV�����

�������������������������������������������������
���See�5LFKDUG�&��'DUW�HW�DO���Trends in Opioid Analgesic Abuse and Mortality in 

the United States������1��(QJ��-��0HG����������������
���9RONRZ�	�0F/HOODQ��supra�QRWH�����
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����� 7KH�HSLGHPLF�LV�³GLUHFWO\�UHODWHG�WR�WKH�LQFUHDVLQJO\�ZLGHVSUHDG�PLVXVH�

RI�SRZHUIXO�RSLRLG�SDLQ�PHGLFDWLRQV�´���

����� 7KH�LQFUHDVHG�DEXVH�RI�SUHVFULSWLRQ�RSLRLGV²DORQJ�ZLWK�JURZLQJ�

VDOHV²KDV�FRQWULEXWHG�WR�D�ODUJH�QXPEHU�RI�RYHUGRVHV�DQG�GHDWKV���

����� $V�VKRZQ�DERYH��WKH�RSLRLG�HSLGHPLF�KDV�HVFDODWHG�LQ�WKH�7ULEHV¶�

FRPPXQLWLHV�ZLWK�GHYDVWDWLQJ�HIIHFWV��6XEVWDQWLDO�RSLDWH�UHODWHG�VXEVWDQFH�DEXVH��

KRVSLWDOL]DWLRQ��DQG�GHDWK�PLUURU�'HIHQGDQWV¶�LQFUHDVHG�GLVWULEXWLRQ�RI�RSLRLGV���

����� %HFDXVH�RI�WKH�ZHOO�HVWDEOLVKHG�UHODWLRQVKLS�EHWZHHQ�WKH�XVH�RI�

SUHVFULSWLRQ�RSLRLGV�DQG�WKH�XVH�RI�QRQ�SUHVFULSWLRQ�RSLRLGV��VXFK�DV�KHURLQ��WKH�PDVVLYH�

GLVWULEXWLRQ�RI�RSLRLGV�WR�WKH�7ULEHV¶�FRPPXQLWLHV�DQG�DUHDV�IURP�ZKLFK�RSLRLGV�DUH�

EHLQJ�GLYHUWHG�WR�WKH�7ULEHV��KDV�FDXVHG�WKH�RSLRLG�HSLGHPLF�WR�LQFOXGH�KHURLQ�DGGLFWLRQ��

DEXVH��DQG�GHDWK���

����� 3UHVFULSWLRQ�RSLRLG�DEXVH��DGGLFWLRQ��PRUELGLW\��DQG�PRUWDOLW\�DUH�KD]DUGV�

WR�SXEOLF�KHDOWK�DQG�VDIHW\�LQ�WKH�7ULEHV¶�FRPPXQLWLHV���

����� +HURLQ�DEXVH��DGGLFWLRQ��PRUELGLW\��DQG�PRUWDOLW\�DUH�KD]DUGV�WR�SXEOLF�

KHDOWK�DQG�VDIHW\�LQ�WKH�7ULEHV¶�FRPPXQLWLHV��

����� 'HIHQGDQWV�UHSHDWHGO\�DQG�SXUSRVHIXOO\�EUHDFKHG�WKHLU�GXWLHV�XQGHU�VWDWH�

DQG�IHGHUDO�ODZ��DQG�VXFK�EUHDFKHV�DUH�GLUHFW�DQG�SUR[LPDWH�FDXVHV�RI��DQG�RU�VXEVWDQWLDO�

IDFWRUV�OHDGLQJ�WR��WKH�ZLGHVSUHDG�GLYHUVLRQ�RI�SUHVFULSWLRQ�RSLRLGV�IRU�QRQPHGLFDO�

SXUSRVHV�LQ�WKH�7ULEHV¶�FRPPXQLWLHV���

����� 7KH�XQODZIXO�GLYHUVLRQ�RI�SUHVFULSWLRQ�RSLRLGV�LV�D�GLUHFW�DQG�SUR[LPDWH�

FDXVH�RI��DQG�RU�VXEVWDQWLDO�IDFWRU�OHDGLQJ�WR��WKH�RSLRLG�HSLGHPLF��SUHVFULSWLRQ�RSLRLG�

�������������������������������������������������
���&DOLII��supra�QRWH�����
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DEXVH��DGGLFWLRQ��PRUELGLW\��DQG�PRUDOLW\�LQ�WKH�7ULEHV¶�FRPPXQLWLHV��7KLV�GLYHUVLRQ�DQG�

WKH�UHVXOWLQJ�HSLGHPLF�DUH�GLUHFW�FDXVHV�RI�IRUHVHHDEOH�KDUPV�LQFXUUHG�E\�WKH�7ULEHV�DQG�

PHPEHUV�RI�WKH�7ULEHV¶�FRPPXQLWLHV���

����� 'HIHQGDQWV¶�LQWHQWLRQDO�DQG�RU�XQODZIXO�FRQGXFW�UHVXOWHG�LQ�GLUHFW�DQG�

IRUHVHHDEOH��SDVW�DQG�FRQWLQXLQJ��HFRQRPLF�GDPDJHV�IRU�ZKLFK�WKH�7ULEHV�VHHN�UHOLHI��DV�

DOOHJHG�KHUHLQ��7KH�7ULEHV�DOVR�VHHN�WKH�PHDQV�WR�DEDWH�WKH�HSLGHPLF�FUHDWHG�E\�WKH�

'HIHQGDQWV��

����� 7KH�7ULEHV�VHHN�HFRQRPLF�GDPDJHV�IURP�WKH�'HIHQGDQWV�DV�

UHLPEXUVHPHQW�IRU�WKH�FRVWV�DVVRFLDWHG�ZLWK�SDVW�HIIRUWV�WR�HOLPLQDWH�WKH�KD]DUGV�WR�

SXEOLF�KHDOWK�DQG�VDIHW\����

����� 7KH�7ULEHV�VHHN�HFRQRPLF�GDPDJHV�IURP�WKH�'HIHQGDQWV�WR�SD\�IRU�WKH�

FRVWV�WR�SHUPDQHQWO\�HOLPLQDWH�WKH�KD]DUGV�WR�SXEOLF�KHDOWK�DQG�VDIHW\�DQG�DEDWH�WKH�

SXEOLF�QXLVDQFH���

����� 7R�HOLPLQDWH�WKH�KD]DUG�WR�SXEOLF�KHDOWK�DQG�VDIHW\��DQG�DEDWH�WKH�SXEOLF�

QXLVDQFH��D�³PXOWLIDFHWHG��FROODERUDWLYH�SXEOLF�KHDOWK�DQG�ODZ�HQIRUFHPHQW�DSSURDFK�LV�

XUJHQWO\�QHHGHG�´����

����� $�FRPSUHKHQVLYH�UHVSRQVH�WR�WKLV�FULVLV�PXVW�IRFXV�RQ�SUHYHQWLQJ�QHZ�

FDVHV�RI�RSLRLG�DGGLFWLRQ��LGHQWLI\LQJ�HDUO\�RSRLRG�DGGLFWHG�LQGLYLGXDOV��DQG�HQVXULQJ�

DFFHVV�WR�HIIHFWLYH�RSLRLG�DGGLFWLRQ�WUHDWPHQW�ZKLOH�VDIHO\�PHHWLQJ�WKH�QHHG�RI�SDWLHQWV�

H[SHULHQFLQJ�SDLQ�����

�������������������������������������������������
���5XGG��supra�QRWH������
���See�-RKQV�+RSNLQV�%ORRPEHUJ�6FKRRO�RI�3XEOLF�+HDOWK��The Prescription 

Opioid Epidemic: An Evidence-Based Approach��*��&DOHE�$OH[DQGHU�HW�DO���HGV����������
DYDLODEOH�DW�KWWSV���ZZZ�MKVSK�HGX�UHVHDUFK�FHQWHUV�DQG�LQVWLWXWHV�FHQWHU�IRU�GUXJ�
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����� 7KH�FRPPXQLW\�EDVHG�SUREOHPV�UHTXLUH�FRPPXQLW\�EDVHG�VROXWLRQV�WKDW�

KDYH�EHHQ�OLPLWHG�E\�EXGJHWDU\�FRQVWUDLQWV���

����� +DYLQJ�SURILWHG�HQRUPRXVO\�WKURXJK�WKH�DJJUHVVLYH�VDOH��PLVOHDGLQJ�

SURPRWLRQ��DQG�LUUHVSRQVLEOH�GLVWULEXWLRQ�RI�RSLRLGV��'HIHQGDQWV�VKRXOG�EH�UHTXLUHG�WR�

WDNH�UHVSRQVLELOLW\�IRU�WKH�ILQDQFLDO�EXUGHQV�WKHLU�FRQGXFW�KDV�LQIOLFWHG�XSRQ�WKH�7ULEHV�

DQG�WKH�7ULEHV¶�FRPPXQLWLHV���

����� 7KH�RSLRLG�HSLGHPLF�VWLOO�UDJHV�EHFDXVH�WKH�ILQHV�DQG�VXVSHQVLRQV�

LPSRVHG�E\�WKH�'($�GR�QRW�FKDQJH�WKH�FRQGXFW�RI�WKH�LQGXVWU\��7KH�'HIHQGDQWV�SD\�

ILQHV�DV�D�FRVW�RI�GRLQJ�EXVLQHVV�LQ�DQ�LQGXVWU\�WKDW�JHQHUDWHV�ELOOLRQV�RI�GROODUV�LQ�

DQQXDO�UHYHQXH��7KH\�KROG�PXOWLSOH�'($�UHJLVWUDWLRQ�QXPEHUV�DQG�ZKHQ�RQH�IDFLOLW\�LV�

VXVSHQGHG��WKH\�VLPSO\�VKLS�IURP�DQRWKHU�IDFLOLW\���

����� 7KH�'HIHQGDQWV�KDYH�DEDQGRQHG�WKHLU�GXWLHV�LPSRVHG�E\�WKH�ODZ��KDYH�

WDNHQ�DGYDQWDJH�RI�D�ODFN�RI�'($�HQIRUFHPHQW��DQG�KDYH�DEXVHG�WKH�SULYLOHJH�RI�

GLVWULEXWLQJ�FRQWUROOHG�VXEVWDQFHV�LQ�WKH�7ULEHV¶�FRPPXQLWLHV���

����� ,Q�WKH�FRXUVH�RI�FRQGXFW�GHVFULEHG�LQ�WKLV�&RPSODLQW��'HIHQGDQWV�KDYH�

DFWHG�ZLWK�RSSUHVVLRQ��IUDXG��DQG�PDOLFH��DFWXDO�DQG�SUHVXPHG����

*�� 7KH�VWDWXWHV�RI�OLPLWDWLRQV�DUH�WROOHG�DQG�'HIHQGDQWV�DUH�HVWRSSHG�
IURP�DVVHUWLQJ�VWDWXWHV�RI�OLPLWDWLRQV�DV�GHIHQVHV�

����� 'HIHQGDQWV¶�FRQGXFW�KDV�FRQWLQXHG�IURP�WKH�HDUO\�����V�WKURXJK�WRGD\��

DQG�LV�VWLOO�RQJRLQJ���7KH�FRQWLQXHG�WRUWLRXV�DQG�XQODZIXO�FRQGXFW�E\�WKH�'HIHQGDQWV�

FDXVHV�D�UHSHDWHG�RU�FRQWLQXRXV�LQMXU\���7KH�GDPDJHV�KDYH�QRW�RFFXUUHG�DOO�DW�RQFH�EXW�

KDYH�FRQWLQXHG�WR�RFFXU�DQG�KDYH�LQFUHDVHG�DV�WLPH�SURJUHVVHV���7KH�WRUW�LV�QRW�

�������������������������������������������������
VDIHW\�DQG�HIIHFWLYHQHVV�UHVHDUFK�SUHVFULSWLRQ�
RSLRLGV�-+63+B23,2,'B(3,'(0,&B5(3257�SGI��ODVW�DFFHVVHG�-DQXDU\������������
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FRPSOHWHG�QRU�KDYH�DOO�WKH�GDPDJHV�EHHQ�LQFXUUHG�XQWLO�WKH�ZURQJGRLQJ�FHDVHV���7KH�

ZURQJGRLQJ�DQG�XQODZIXO�DFWLYLW\�E\�'HIHQGDQWV�KDV�QRW�FHDVHG���7KH�SXEOLF�QXLVDQFH�

UHPDLQV�XQDEDWHG���

����� 'HIHQGDQWV�DUH�HTXLWDEO\�HVWRSSHG�IURP�UHO\LQJ�XSRQ�D�VWDWXWH�RI�

OLPLWDWLRQV�GHIHQVH�EHFDXVH�WKH\�XQGHUWRRN�HIIRUWV�WR�SXUSRVHIXOO\�FRQFHDO�WKHLU�

XQODZIXO�FRQGXFW�DQG�IUDXGXOHQWO\�DVVXUH�WKH�SXEOLF�WKDW�WKH\�ZHUH�XQGHUWDNLQJ�HIIRUWV�

WR�FRPSO\�ZLWK�WKHLU�REOLJDWLRQV�XQGHU�WKH�FRQWUROOHG�VXEVWDQFHV�ODZV��DOO�ZLWK�WKH�JRDO�

RI�FRQWLQXLQJ�WR�JHQHUDWH�SURILWV���

����� )RU�H[DPSOH��D�&DUGLQDO�+HDOWK�H[HFXWLYH�FODLPHG�WKDW�LW�XVHV�³DGYDQFHG�

DQDO\WLFV´�WR�PRQLWRU�LWV�VXSSO\�FKDLQ��DQG�DVVXUHG�WKH�SXEOLF�LW�ZDV�EHLQJ�³DV�HIIHFWLYH�

DQG�HIILFLHQW�DV�SRVVLEOH�LQ�FRQVWDQWO\�PRQLWRULQJ��LGHQWLI\LQJ��DQG�HOLPLQDWLQJ�DQ\�

RXWVLGH�FULPLQDO�DFWLYLW\�´�����

����� 6LPLODUO\��0F.HVVRQ�SXEOLFO\�VWDWHG�WKDW�LW�KDV�D�³EHVW�LQ�FODVV�FRQWUROOHG�

VXEVWDQFH�PRQLWRULQJ�SURJUDP�WR�KHOS�LGHQWLI\�VXVSLFLRXV�RUGHUV�´�DQG�FODLPHG�LW�LV�

³GHHSO\�SDVVLRQDWH�DERXW�FXUELQJ�WKH�RSLRLG�HSLGHPLF�LQ�RXU�FRXQWU\�´���

����� 'HIHQGDQWV��WKURXJK�WKHLU�WUDGH�DVVRFLDWLRQV��ILOHG�DQ�DPLFXV�EULHI�WKDW�

UHSUHVHQWHG�WKDW�'HIHQGDQWV�WRRN�WKHLU�GXWLHV�VHULRXVO\��FRPSOLHG�ZLWK�WKHLU�VWDWXWRU\�

�������������������������������������������������
���/HQQ\�%HUQVWHLQ�HW�DO���How Drugs Intended for Patients Ended Up in the 

Hands of Illegal Users: “No One Was Doing Their Job,”�:DVK��3RVW��2FW������������
DYDLODEOH�DW�KWWSV���ZZZ�ZDVKLQJWRQSRVW�FRP�LQYHVWLJDWLRQV�KRZ�GUXJV�LQWHQGHG�IRU�
SDWLHQWV�HQGHG�XS�LQ�WKH�KDQGV�RI�LOOHJDO�XVHUV�QR�RQH�ZDV�GRLQJ�WKHLU�
MRE��������������H��������D����H���II���E�F����E�D�BVWRU\�KWPO��ODVW�DFFHVVHG�
'HFHPEHU��������������

���6FRWW�+LJKDP�HW�DO���Drug Industry Hired Dozens of Officials from the DEA as 
the Agency Tried to Curb Opioid Abuse��:DVK��3RVW��'HF������������DYDLODEOH�DW�
KWWSV���ZZZ�ZDVKLQJWRQSRVW�FRP�LQYHVWLJDWLRQV�NH\�RIILFLDOV�VZLWFK�VLGHV�IURP�GHD�WR�
SKDUPDFHXWLFDO�LQGXVWU\��������������G�H����F��E���H��E����
���F�������HBVWRU\�KWPO��ODVW�DFFHVVHG�'HFHPEHU���������������
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DQG�UHJXODWRU\�UHVSRQVLELOLWLHV��DQG�PRQLWRUHG�VXVSLFLRXV�RUGHUV�XVLQJ�DGYDQFHG�

WHFKQRORJ\����

����� 'HIHQGDQWV�SXUSRVHO\�FRQFHDOHG�WKHLU�ZURQJIXO�FRQGXFW��LQFOXGLQJ�E\�

DVVXULQJ�WKH�SXEOLF�DQG�JRYHUQPHQWDO�DXWKRULWLHV�WKDW�WKH\�ZHUH�FRPSO\LQJ�ZLWK�WKHLU�

REOLJDWLRQV�DQG�ZHUH�DFWLQJ�WR�SUHYHQW�GLYHUVLRQ�DQG�GUXJ�DEXVH��'HIHQGDQWV�DOVR�

PLVUHSUHVHQWHG�WKH�LPSDFW�RI�WKHLU�EHKDYLRU�E\�SURYLGLQJ�WKH�SXEOLF�ZLWK�IDOVH�

LQIRUPDWLRQ�DERXW�RSLRLGV�DQG�KDYH�FRQWLQXHG�WR�XVH�)URQW�*URXSV�DQG�WKLUG�SDUWLHV�WR�

PLQLPL]H�WKH�ULVNV�RI�'HIHQGDQWV¶�FRQGXFW���

����� 'HIHQGDQWV�KDYH�DOVR�FRQFHDOHG�DQG�SUHYHQWHG�GLVFRYHU\�RI�LQIRUPDWLRQ��

LQFOXGLQJ�GDWD�IURP�WKH�$5&26�GDWDEDVH��WKDW�ZLOO�FRQILUP�WKHLU�LGHQWLWLHV�DQG�WKH�

H[WHQW�RI�WKHLU�ZURQJIXO�DQG�LOOHJDO�DFWLYLWLHV���

����� 'HIHQGDQWV�DOVR�OREELHG�&RQJUHVV�DQG�DFWLYHO\�DWWHPSWHG�WR�KDOW�'($�

LQYHVWLJDWLRQV�DQG�HQIRUFHPHQW�DFWLRQV�DQG�WR�VXEYHUW�WKH�DELOLW\�RI�DJHQFLHV�WR�UHJXODWH�

WKHLU�FRQGXFW����$V�D�UHVXOW��WKHUH�ZDV�D�VKDUS�GURS�LQ�HQIRUFHPHQW�DFWLRQV�DQG�WKH�

VWDQGDUG�IRU�WKH�'($�WR�UHYRNH�D�GLVWULEXWRU¶V�OLFHQVH�ZDV�UDLVHG���

����� ,Q�DGGLWLRQ��WKH�'HIHQGDQWV�IUDXGXOHQWO\�DWWHPSWHG�WR�FRQYLQFH�WKH�SXEOLF�

WKDW�WKH\�ZHUH�FRPSO\LQJ�ZLWK�WKHLU�OHJDO�REOLJDWLRQV�DQG�ZRUNLQJ�WR�FXUE�WKH�RSLRLG�

HSLGHPLF���

����� %HFDXVH�WKH�'HIHQGDQWV�FRQFHDOHG�WKH�IDFWV�VXUURXQGLQJ�WKH�RSLRLG�

HSLGHPLF��WKH�7ULEHV�GLG�QRW�NQRZ�LI�WKH�H[LVWHQFH�RU�VFRSH�RI�WKH�'HIHQGDQWV¶�

�������������������������������������������������
���%U��IRU�+HDOWKFDUH�'LVWULEXWLRQ�0JPW��$VV¶Q�DQG�1DW¶O�$VV¶Q�RI�&KDLQ�'UXJ�

6WRUHV�DV�$PLFL�&XULDH�LQ�6XSSRUW�RI�1HLWKHU�3DUW\��&DVH�1R����������������:/�
���������DW����������ILOHG�LQ�WKH��G�&LU��$SU�������������

���See�+LJKDP�DQG�%HUQVWHLQ��supra�QRWH������
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PLVFRQGXFW��DQG�FRXOG�QRW�KDYH�DFTXLUHG�VXFK�NQRZOHGJH�HDUOLHU�WKURXJK�WKH�H[HUFLVH�RI�

UHDVRQDEOH�GLOLJHQFH���

����� 'HIHQGDQWV�LQWHQGHG�WKDW�WKHLU�IDOVH�VWDWHPHQWV�DQG�RPLVVLRQV�EH�UHOLHG�

XSRQ��LQFOXGLQJ�E\�WKH�7ULEHV��WKHLU�FRPPXQLWLHV��DQG�WKHLU�PHPEHUV���

����� 'HIHQGDQWV�NQHZ�RI�WKHLU�ZURQJIXO�DFWV�DQG�KDG�PDWHULDO�LQIRUPDWLRQ�

SHUWLQHQW�WR�WKHLU�GLVFRYHU\��EXW�FRQFHDOHG�WKDW�LQIRUPDWLRQ�IURP�WKH�SXEOLF��LQFOXGLQJ�

WKH�7ULEHV��WKHLU�FRPPXQLWLHV��DQG�WKHLU�PHPEHUV��2QO\�'HIHQGDQWV�NQHZ�RI�WKHLU�

ZLGHVSUHDG�PLVLQIRUPDWLRQ�FDPSDLJQ�DQG�RI�WKHLU�UHSHDWHG��LQWHQWLRQDO�IDLOXUHV�WR�

SUHYHQW�RSLRLG�GLYHUVLRQ���

����� 'HIHQGDQWV�FDQQRW�FODLP�SUHMXGLFH�GXH�WR�D�ODWH�ILOLQJ�EHFDXVH�WKLV�VXLW�

ZDV�ILOHG�XSRQ�GLVFRYHULQJ�WKH�IDFWV�HVVHQWLDO�WR�WKH�FODLP���,QGHHG��WKH�H[LVWHQFH��

H[WHQW��DQG�GDPDJH�RI�WKH�RSLRLG�FULVLV�KDYH�RQO\�UHFHQWO\�FRPH�WR�OLJKW���

����� 'HIHQGDQWV�KDG�DFWXDO�NQRZOHGJH�WKDW�WKHLU�FRQGXFW�ZDV�GHFHSWLYH��DQG�

WKH\�LQWHQGHG�LW�WR�EH�GHFHSWLYH���

����� 7KH�7ULEHV�ZHUH�XQDEOH�WR�REWDLQ�YLWDO�LQIRUPDWLRQ�UHJDUGLQJ�WKHVH�

FODLPV�DEVHQW�DQ\�IDXOW�RU�ODFN�RI�GLOLJHQFH�RQ�WKH�7ULEHV¶�SDUW�����

+�� 7KH�LPSDFW�RI�RSLRLG�DEXVH�RQ�WKH�7ULEHV�

����� 'HIHQGDQWV¶�FUHDWLRQ��WKURXJK�IDOVH�DQG�PLVOHDGLQJ�DGYHUWLVLQJ�DQG�D�

IDLOXUH�WR�SUHYHQW�GLYHUVLRQ��RI�D�YLUWXDOO\�OLPLWOHVV�RSLRLG�PDUNHW�KDV�VLJQLILFDQWO\�

KDUPHG�WULEDO�FRPPXQLWLHV�DQG�UHVXOWHG�LQ�DQ�DEXQGDQFH�RI�GUXJV�DYDLODEOH�IRU�QRQ�

PHGLFDO�DQG�FULPLQDO�XVH�DQG�IXHOHG�D�QHZ�ZDYH�RI�DGGLFWLRQ�DQG�LQMXU\���,W�KDV�EHHQ�

HVWLPDWHG�WKDW�DSSUR[LPDWHO\�����RI�WKH�RSLRLGV�WKDW�DUH�DEXVHG�FRPH��GLUHFWO\�RU�

LQGLUHFWO\��WKURXJK�GRFWRUV¶�SUHVFULSWLRQV��
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����� $PHULFDQ�,QGLDQV�VXIIHU�WKH�KLJKHVW�SHU�FDSLWD�UDWH�RI�RSLRLG�RYHUGRVHV������

����� 7KH�LPSDFW�RQ�$PHULFDQ�,QGLDQ�FKLOGUHQ�LV�SDUWLFXODUO\�GHYDVWDWLQJ���7KH�

&'&�UHSRUWHG�WKDW�DSSUR[LPDWHO\���LQ����$PHULFDQ�,QGLDQ�\RXWKV�DJHV����RU�ROGHU�XVHG�

SUHVFULSWLRQ�RSLRLGV�IRU�QRQPHGLFDO�SXUSRVHV�LQ�������GRXEOH�WKH�UDWH�IRU�ZKLWH�\RXWK������

����� 2SLRLG�GHDWKV�UHSUHVHQW�WKH�WLS�RI�WKH�LFHEHUJ��+RVSLWDO�DGPLVVLRQV�DQG�

HPHUJHQF\�URRP�YLVLWV�KDYH�DOVR�VN\URFNHWHG�����)RU�HYHU\�RSLRLG�RYHUGRVH�GHDWK��WKHUH�

DUH����WUHDWPHQW�DGPLVVLRQV�IRU�DEXVH�����HPHUJHQF\�URRP�YLVLWV������SHRSOH�ZKR�DUH�

DGGLFWHG�WR�RSLRLGV��DQG�����QRQPHGLFDO�XVHUV�RI�RSLRLGV�����

����� 7KH�IDFW�WKDW�$PHULFDQ�,QGLDQ�WHHQV�DUH�DEOH�WR�HDVLO\�REWDLQ�SUHVFULSWLRQ�

RSLRLGV�WKURXJK�WKH�EODFN�PDUNHW�FUHDWHG�E\�RSLRLG�GLYHUVLRQ�KLJKOLJKWV�WKH�GLUHFW�

LPSDFW�RQ�WKH�7ULEHV�RI�'HIHQGDQWV¶�DFWLRQV�DQG�LQDFWLRQV����

����� (YHQ�WKH�7ULEHV¶�\RXQJHVW�PHPEHUV�EHDU�WKH�FRQVHTXHQFHV�RI�WKH�RSLRLG�

DEXVH�HSLGHPLF�IXHOHG�E\�'HIHQGDQWV¶�FRQGXFW���,Q�������RQO\���SHUFHQW�RI�ZRPHQ�

DGPLWWHG�IRU�GUXJ�WUHDWPHQW�VHUYLFHV�GXULQJ�SUHJQDQF\�DEXVHG�RSLRLGV���%\�������

�������������������������������������������������
���1DWLRQDO�&RQJUHVV�RI�$PHULFDQ�,QGLDQV��Reflecting on a Crisis Curbing Opioid 

Abuse in Communities��2FW���������DYDLODEOH�DW�KWWS���ZZZ�QFDL�RUJ�SROLF\�UHVHDUFK�
FHQWHU�UHVHDUFK�GDWD�SUF�SXEOLFDWLRQV�2SLRLGB%ULHI�SGI��ODVW�DFFHVVHG�'HFHPEHU�����
���������

���Id.��
���/LVD�*LULRQ�DQG�.DUHQ�.DSODQ��Opioids prescribed by doctors led to 92,000 

overdoses in ERs in one year��/$�7LPHV��2FW������������DYDLODEOH�DW�
KWWS���EHWD�ODWLPHV�FRP�QDWLRQ�OD�VFL�VQ�RSLRLG�RYHUGRVH�SUHVFULSWLRQ�KRVSLWDO�HU�
���������VWRU\�KWPO��ODVW�DFFHVVHG�'HFHPEHU��������������

���-HQQLIHU�'X3XLV��$VVRFLDWH�'LU���+XPDQ�6HUYV��'LY���)RQG�GX�/DF�%DQG�RI�/DNH�
6XSHULRU�&KLSSHZD��The Opioid Crisis in Indian Country��DW�����DYDLODEOH�DW�
KWWSV���ZZZ�QLKE�RUJ�GRFV����������2SLRLG���&ULVLV���3DUW���LQ���,QGLDQ���&
RXQWU\�SGI��ODVW�DFFHVVHG�'HFHPEHU������������*HU\�3��*X\��-U���HW�DO���Emergency 
Department Visits Involving Opioid Overdoses, US., 2010-2014��$P��-��RI�3UHYHQWLYH�
0HGLFLQH��-DQ��������DYDLODEOH�DW�KWWS���ZZZ�DMSPRQOLQH�RUJ�DUWLFOH�6�����
����������������IXOOWH[W��ODVW�YLVLWHG�'HFHPEHU��������������
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RSLRLGV�ZHUH�WKH�PRVW�FRPPRQO\�DEXVHG�VXEVWDQFH�E\�SUHJQDQW�ZRPHQ��DFFRXQWLQJ�IRU�

���SHUFHQW�RI�DOO�GUXJ�WUHDWPHQW�DGPLVVLRQV�����0DQ\�WULEDO�ZRPHQ�KDYH�EHFRPH�

DGGLFWHG�WR�SUHVFULSWLRQ�RSLRLGV�DQG�KDYH�XVHG�WKHVH�GUXJV�GXULQJ�WKHLU�SUHJQDQFLHV���$V�

D�UHVXOW��PDQ\�WULEDO�LQIDQWV�VXIIHU�IURP�RSLRLG�ZLWKGUDZDO�DQG�1HRQDWDO�$EVWLQHQFH�

6\QGURPH��³1$6´������

����� ,QIDQWV�VXIIHULQJ�IURP�1$6�DUH�VHSDUDWHG�IURP�WKHLU�IDPLOLHV�DQG�SODFHG�

LQWR�WKH�FXVWRG\�RI�WKH�WULEDO�FKLOG�ZHOIDUH�VHUYLFHV�RU�UHFHLYH�RWKHU�JRYHUQPHQWDO�

VHUYLFHV�VR�WKH\�FDQ�EH�DIIRUGHG�PHGLFDO�WUHDWPHQW�DQG�EH�SURWHFWHG�IURP�GUXJ�DGGLFWHG�

SDUHQWV����

����� 7KH�LPSDFW�RI�1$6�FDQ�EH�OLIH�ORQJ��0RVW�1$6�LQIDQWV�DUH�LPPHGLDWHO\�

WUDQVIHUUHG�WR�D�QHRQDWDO�LQWHQVLYH�FDUH�XQLW�IRU�D�SHULRG�RI�GD\V��ZHHNV��RU�HYHQ�PRQWKV���

1$6�FDQ�DOVR�UHTXLUH�DQ�HPHUJHQF\�HYDFXDWLRQ�IRU�FDUH�WR�VDYH�WKH�LQIDQW¶V�OLIH���6XFK�

HPHUJHQF\�WUDQVSRUWDWLRQ�FRVWV�WKH�7ULEHV�WKRXVDQGV�RI�GROODUV�IRU�HDFK�RFFXUUHQFH����

����� 0DQ\�1$6�LQIDQWV�KDYH�VKRUW�WHUP�DQG�ORQJ�WHUP�GHYHORSPHQWDO�LVVXHV�

WKDW�SUHYHQW�WKHP�IURP�PHHWLQJ�EDVLF�FRJQLWLYH�DQG�PRWRU�VNLOOV�PLOHVWRQHV���0DQ\�ZLOO�

VXIIHU�IURP�YLVLRQ�DQG�GLJHVWLYH�LVVXHV��VRPH�DUH�XQDEOH�WR�DWWHQG�IXOO�GD\V�RI�VFKRRO���

7KHVH�GLVDELOLWLHV�IROORZ�WKHVH�FKLOGUHQ�WKURXJK�HOHPHQWDU\�VFKRRO�DQG�EH\RQG����

�������������������������������������������������
���1DDQD�$IXD�-XPDK��Rural, Pregnant and Opioid Dependent: A Systematic 

Review��1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��DYDLODEOH�DW�
KWWSV���ZZZ�QFEL�QOP�QLK�JRY�SPF�DUWLFOHV�30&����������ODVW�DFFHVVHG�'HFHPEHU�����
���������

���-HDQ�<��.R�HW�DO���CDC Grand Rounds, Public Health Strategies to Prevent 
Neonatal Abstinence Syndrome��8�6��&�'�&��0RUELGLW\�DQG�0RUWDOLW\�:HHNO\�5HSRUW��
DYDLODEOH�DW�KWWSV���ZZZ�FGF�JRY�PPZU�YROXPHV����ZU�SGIV�PP����D��SGI��ODVW�
DFFHVVHG�'HFHPEHU��������������
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����� 3UHJQDQW�$PHULFDQ�,QGLDQ�ZRPHQ�DUH�XS�WR�����WLPHV���PRUH�OLNHO\�WR�EH�

GLDJQRVHG�ZLWK�RSLRLG�GHSHQGHQF\�RU�DEXVH�FRPSDUHG�WR�WKH�QH[W�KLJKHVW�GHPRJUDSKLF��

DQG�LQ�VRPH�FRPPXQLWLHV�XSZDUGV�RI���LQ����SUHJQDQW�$PHULFDQ�,QGLDQ�ZRPHQ�KDV�D�

GLDJQRVLV�RI�RSLRLG�GHSHQGHQF\�RU�DEXVH�����

����� 0DQ\�RI�WKH�SDUHQWV�RI�WKHVH�FKLOGUHQ�FRQWLQXH�WR�UHODSVH�LQWR�

SUHVFULSWLRQ�RSLRLG�XVH�DQG�DEXVH���$V�D�UHVXOW��PDQ\�RI�WKHVH�FKLOGUHQ�DUH�SODFHG�LQ�

IRVWHU�FDUH�RU�DGRSWHG����

����� 2SLRLG�GLYHUVLRQ�DOVR�FRQWULEXWHV�WR�D�UDQJH�RI�VRFLDO�SUREOHPV�LQFOXGLQJ�

SK\VLFDO�DQG�PHQWDO�FRQVHTXHQFHV��FULPH��GHOLQTXHQF\��DQG�PRUWDOLW\���2SLRLG�DEXVH�KDV�

DOVR�UHVXOWHG�LQ�DQ�H[SORVLRQ�LQ�KHURLQ�XVH��$OPRVW�����RI�WKRVH�ZKR�XVHG�KHURLQ�LQ�WKH�

SDVW�\HDU�SUHYLRXVO\�DEXVHG�SUHVFULSWLRQ�RSLRLGV���2WKHU�DGYHUVH�VRFLDO�RXWFRPHV�

LQFOXGH�FKLOG�DEXVH�DQG�QHJOHFW��IDPLO\�G\VIXQFWLRQ��FULPLQDO�EHKDYLRU��SRYHUW\��

SURSHUW\�GDPDJH��XQHPSOR\PHQW��DQG�GHVSDLU���0RUH�DQG�PRUH�WULEDO�UHVRXUFHV�DUH�

QHHGHG�WR�FRPEDW�WKHVH�SUREOHPV��OHDYLQJ�D�GLPLQLVKHG�SRRO�RI�DOUHDG\�VFDUFH�UHVRXUFHV�

WR�GHYRWH�WR�SRVLWLYH�VRFLHWDO�FDXVHV�OLNH�HGXFDWLRQ��FXOWXUDO�SUHVHUYDWLRQ��DQG�RWKHU�

VRFLDO�SURJUDPV���7KH�SUHVFULSWLRQ�RSLRLG�FULVLV�GLPLQLVKHV�WKH�7ULEHV¶�DYDLODEOH�

ZRUNIRUFH��GHFUHDVHV�SURGXFWLYLW\��LQFUHDVHV�SRYHUW\��DQG�UHTXLUHV�JUHDWHU�JRYHUQPHQWDO�

H[SHQGLWXUHV�E\�WKH�7ULEHV���,W�DOVR�XQGHUPLQHV�WKH�DELOLW\�RI�WKH�7ULEHV�WR�VHOI�JRYHUQ�

DQG�WR�PDLQWDLQ�DQG�GHYHORS�HFRQRPLF�LQGHSHQGHQFH����

����� 0DQ\�SDWLHQWV�ZKR�EHFRPH�DGGLFWHG�WR�RSLRLGV�ZLOO�ORVH�WKHLU�MREV���

6RPH�ZLOO�ORVH�WKHLU�KRPHV�DQG�WKHLU�IDPLOLHV���6RPH�ZLOO�JHW�WUHDWPHQW�DQG�IHZHU�ZLOO�

�������������������������������������������������
���'X3XLV��supra�QRWH�����DW��������
���Id.��
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VXFFHVVIXOO\�FRPSOHWH�LW��PDQ\�RI�WKRVH�SDWLHQWV�ZLOO�UHODSVH��UHWXUQLQJ�WR�RSLRLGV�RU�

VRPH�RWKHU�GUXJ���2I�WKRVH�ZKR�FRQWLQXH�WR�WDNH�RSLRLGV��VRPH�ZLOO�RYHUGRVH�±�VRPH�

IDWDOO\��VRPH�QRW���2WKHUV�ZLOO�GLH�SUHPDWXUHO\�IURP�UHODWHG�FDXVHV�±�IDOOLQJ�RU�JHWWLQJ�

LQWR�WUDIILF�DFFLGHQWV�GXH�WR�RSLRLG�LQGXFHG�VRPQROHQFH��G\LQJ�LQ�WKHLU�VOHHS�IURP�

RSLRLG�LQGXFHG�UHVSLUDWRU\�GHSUHVVLRQ��VXIIHULQJ�DVVDXOWV�ZKLOH�HQJDJLQJ�LQ�LOOLFLW�GUXJ�

WUDQVDFWLRQV��RU�G\LQJ�IURP�RSLRLG�LQGXFHG�KHDUW�RU�QHXURORJLFDO�GLVHDVH���7KH�RSLRLG�

HSLGHPLF�XQGHUPLQHV�WKH�DELOLW\�RI�WKH�7ULEHV�WR�VHOI�JRYHUQ�DQG�WR�PDLQWDLQ�DQG�

GHYHORS�HFRQRPLF�LQGHSHQGHQFH��

����� :KLOH�WKH�XVH�RI�RSLRLGV�KDV�WDNHQ�DQ�HQRUPRXV�WROO�RQ�WKH�7ULEHV�DQG�

WKHLU�SHRSOH��'HIHQGDQWV�KDYH�UHDOL]HG�EORFNEXVWHU�SURILWV���,Q������DORQH��RSLRLGV�

JHQHUDWHG�����ELOOLRQ�LQ�UHYHQXH�IRU�GUXJ�FRPSDQLHV�OLNH�WKH�3KDUPDFHXWLFDO�

'HIHQGDQWV���,QGHHG��RQ�LQIRUPDWLRQ�DQG�EHOLHI��HDFK�'HIHQGDQW�H[SHULHQFHG�D�PDWHULDO�

LQFUHDVH�LQ�VDOHV��UHYHQXH��DQG�SURILWV�IURP�WKH�XQODZIXO�DQG�XQIDLU�FRQGXFW�GHVFULEHG�

DERYH��

9�� &$86(6�2)�$&7,21�

&2817�,��38%/,&�18,6$1&(�
6'&/�FK��������

$JDLQVW�DOO�'HIHQGDQWV�

����� 7KH� 7ULEHV� LQFRUSRUDWH� E\� UHIHUHQFH� DOO� SUHFHGLQJ� SDUDJUDSKV� RI� WKLV�

&RPSODLQW�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ�DQG�IXUWKHU�DOOHJH�DV�IROORZV��

����� (DFK�'HIHQGDQW�XQODZIXOO\�SURYLGHG�IDOVH�RU�PLVOHDGLQJ�PDWHULDO�

LQIRUPDWLRQ�DERXW�SUHVFULSWLRQ�RSLRLGV�RU�XQODZIXOO\�IDLOHG�XVH�UHDVRQDEOH�FDUH�RU�

FRPSO\�ZLWK�VWDWXWRU\�UHTXLUHPHQWV�LQ�WKH�GLVWULEXWLRQ�RI�SUHVFULSWLRQ�RSLRLGV����
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����� 'HIHQGDQWV¶�DFWV�DQG�RPLVVLRQV�FUHDWHG�WKH�RSLRLG�HSLGHPLF�DQG�WKHUHE\�

DQQR\HG��LQMXUHG��DQG�HQGDQJHUHG�WKH�FRPIRUW��UHSRVH��KHDOWK��DQG�VDIHW\�RI�RWKHUV��

LQFOXGLQJ�WKH�7ULEHV�DQG�WKHLU�PHPEHUV���

����� 'HIHQGDQWV¶�DFWV�DQG�RPLVVLRQV�RIIHQG�GHFHQF\���

����� 'HIHQGDQWV¶�DFWV�DQG�RPLVVLRQV�UHQGHU�PHPEHUV�RI�WKH�7ULEHV�LQVHFXUH���

����� 'HIHQGDQWV¶�DFWV�DQG�RPLVVLRQV�SUR[LPDWHO\�FDXVHG�LQMXU\�WR�WKH�7ULEHV�

DQG�WKHLU�PHPEHUV�LQFOXGLQJ��inter alia��UHFRXSPHQW�RI�JRYHUQPHQWDO�FRVWV��IORZLQJ�

IURP�DQ�RQJRLQJ�DQG�SHUVLVWHQW�SXEOLF�QXLVDQFH�ZLWK�WKH�7ULEHV�VHHN�WR�DEDWH�����

����� 'HIHQGDQWV¶�DFWV�DQG�RPLVVLRQV�DIIHFW�WKH�HQWLUH�FRPPXQLWLHV�RI�WKH�

7ULEHV���

����� 'HIHQGDQWV�DOVR�KDYH�D�GXW\�WR�DEDWH�WKH�QXLVDQFH�FDXVHG�WKH�E\�

SUHVFULSWLRQ�RSLRLG�HSLGHPLF����

����� 'HIHQGDQWV�KDYH�IDLOHG�WR�DEDWH�WKH�QXLVDQFH�WKH\�FUHDWHG���

����� $V�D�GLUHFW�UHVXOW�RI�'HIHQGDQWV¶�FRQGXFW��WKH�7ULEHV�DQG�7ULEHV¶�

&RPPXQLW\�KDYH�VXIIHUHG�DFWXDO�LQMXU\�DQG�HFRQRPLF�GDPDJHV�LQFOXGLQJ��EXW�QRW�

OLPLWHG�WR��VLJQLILFDQW�H[SHQVHV�IRU�SROLFH��HPHUJHQF\��KHDOWK��SURVHFXWLRQ��FKLOG�

SURWHFWLRQ��FRUUHFWLRQV�DQG�RWKHU�VHUYLFHV���

����� 'HIHQGDQWV�DUH�OLDEOH�WR�WKH�7ULEHV�IRU�WKH�FRVWV�ERUQH�E\�WKH�7ULEHV�DV�D�

UHVXOW�RI�WKH�RSLRLG�HSLGHPLF�DQG�IRU�WKH�FRVWV�RI�DEDWLQJ�WKH�QXLVDQFH�FUHDWHG�E\�

'HIHQGDQWV��

&2817�,,��5$&.(7((5�,1)/8(1&('�$1'�&255837�
25*$1,=$7,216�$&7�����8�6�&���������HW�VHT���

$JDLQVW�DOO�'HIHQGDQWV�

����� 7KH�7ULEHV�LQFRUSRUDWH�E\�UHIHUHQFH�DOO�SUHFHGLQJ�SDUDJUDSKV�RI�WKLV�

&RPSODLQW�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ�DQG�IXUWKHU�DOOHJH�DV�IROORZV��
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����� 'HIHQGDQWV�FRQGXFWHG�DQG�FRQWLQXH�WR�FRQGXFW�WKHLU�EXVLQHVV�WKURXJK�

OHJLWLPDWH�DQG�LOOHJLWLPDWH�PHDQV�LQ�WKH�IRUP�RI�DQ�DVVRFLDWLRQ�LQ�IDFW�HQWHUSULVH�DQG�RU�

D�OHJDO�HQWLW\�HQWHUSULVH���$W�DOO�UHOHYDQW�WLPHV��'HIHQGDQWV�ZHUH�³SHUVRQ´�XQGHU����

8�6�&������������EHFDXVH�WKH\�DUH�HQWLWLHV�FDSDEOH�RI�KROGLQJ��DQG�GR�KROG��D�OHJDO�RU�

EHQHILFLDO�LQWHUHVW�LQ�SURSHUW\���

����� )RU�RYHU�D�GHFDGH��WKH�'HIHQGDQWV�DJJUHVVLYHO\�VRXJKW�WR�EROVWHU�WKHLU�

UHYHQXH��LQFUHDVH�SURILW�DQG�JURZ�WKHLU�VKDUH�RI�WKH�SUHVFULSWLRQ�SDLQNLOOHU�PDUNHW�E\�

XQODZIXOO\�DQG�VXUUHSWLWLRXVO\�LQFUHDVLQJ�WKH�YROXPH�RI�RSLRLGV�WKH\�VROG���+RZHYHU��WKH�

'HIHQGDQWV�DUH�QRW�SHUPLWWHG�WR�HQJDJH�LQ�D�OLPLWOHVV�H[SDQVLRQ�RI�WKHLU�PDUNHW�WKURXJK�

WKH�XQODZIXO�VDOHV�RI�UHJXODWHG�SDLQNLOOHUV��$V�³UHJLVWUDQWV�´�WKH�'HIHQGDQWV�RSHUDWHG�

DQG�FRQWLQXH�WR�RSHUDWH�ZLWKLQ�WKH�FORVHG�V\VWHP�FUHDWHG�E\�WKH�&6$��7KH�&6$�UHVWULFWV�

WKH�'HIHQGDQWV¶�DELOLW\�WR�PDQXIDFWXUH�RU�GLVWULEXWH�6FKHGXOH�,,�FRQWUROOHG�VXEVWDQFHV�

OLNH�RSLRLGV�E\�UHTXLULQJ�'HIHQGDQWV�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�GLYHUVLRQ��

GHVLJQ�DQG�RSHUDWH�D�V\VWHP�WR�LGHQWLI\�VXVSLFLRXV�RUGHUV�DQG�KDOW�VXFK�XQODZIXO�VDOHV�

DQG�UHSRUW�WKHP�WR�WKH�'($��DQG�WR�PDNH�VDOHV�ZLWKLQ�D�OLPLWHG�TXRWD�VHW�E\�WKH�'($���

����� 7KH�FORVHG�V\VWHP�FUHDWHG�E\�WKH�&6$��LQFOXGLQJ�WKH�HVWDEOLVKPHQW�RI�

TXRWDV��ZDV�VSHFLILFDOO\�LQWHQGHG�WR�UHGXFH�RU�HOLPLQDWH�WKH�GLYHUVLRQ�RI�6FKHGXOH�,,�

FRQWUROOHG�VXEVWDQFHV��LQFOXGLQJ�RSLRLGV���

����� )LQGLQJ�LW�LPSRVVLEOH�WR�DFKLHYH�WKHLU�LQFUHDVLQJ�VDOHV�DPELWLRQV�WKURXJK�

OHJDO�PHDQV��WKH�'HIHQGDQWV�V\VWHPDWLFDOO\�DQG�IUDXGXOHQWO\�YLRODWHG�WKHLU�VWDWXWRU\�

GXWLHV�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�GLYHUVLRQ�RI�WKHLU�GUXJV��WR�GHVLJQ�DQG�

RSHUDWH�D�V\VWHP�WR�LGHQWLI\�VXVSLFLRXV�RUGHUV�RI�WKHLU�GUXJV��WR�KDOW�XQODZIXO�VDOHV�RI�

VXVSLFLRXV�RUGHUV�DQG�WR�QRWLI\�WKH�'($�RI�VXVSLFLRXV�RUGHUV���7KH�'HIHQGDQWV�

Case 4:18-cv-04003-KES   Document 1   Filed 01/08/18   Page 94 of 106 PageID #: 94



�

� ���

UHSHDWHGO\�HQJDJHG�LQ�XQODZIXO�VDOHV�RI�SDLQNLOOHUV��ZKLFK��LQ�WXUQ��DUWLILFLDOO\�DQG�

LOOHJDOO\�LQFUHDVHG�WKH�DQQXDO�SURGXFWLRQ�TXRWDV�IRU�RSLRLGV�DOORZHG�E\�WKH�'($����

����� $Q�DVVRFLDWLRQ�LQ�IDFW�HQWHUSULVH�EHWZHHQ�WKH�'LVWULEXWRU�'HIHQGDQWV�DQG�

WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�KDWFKHG�WKLV�LOOHJDO�VFKHPH��DQG�HDFK�'HIHQGDQW�

SDUWLFLSDWHG�LQ�WKH�VFKHPH¶V�H[HFXWLRQ��WKH�SXUSRVH�RI�ZKLFK�ZDV�WR�HQJDJH�LQ�WKH�

XQODZIXO�VDOH�RI�RSLRLGV�ZKLOH�GHFHLYLQJ�WKH�SXEOLF�DQG�UHJXODWRUV�LQWR�EHOLHYLQJ�WKDW�

WKH�'HIHQGDQWV�ZHUH�IDLWKIXOO\�IXOILOOLQJ�WKHLU�REOLJDWLRQV��$V�D�GLUHFW�UHVXOW�RI�WKH�

'HIHQGDQWV¶�VFKHPH��WKH\�ZHUH�DEOH�WR�H[WUDFW�ELOOLRQV�RI�GROODUV�LQ�UHYHQXH�ZKLOH�

HQWLWLHV�OLNH�WKH�7ULEHV�H[SHULHQFHG�PLOOLRQV�RI�GROODUV�LQ�LQMXULHV�FDXVHG�E\�WKH�

IRUHVHHDEOH²DQG�LQHYLWDEOH²FRQVHTXHQFHV�RI�WKH�RSLRLG�HSLGHPLF�'HIHQGDQWV�FUHDWHG����

����� $OWHUQDWLYHO\��'HIHQGDQWV�ZHUH�DOVR�PHPEHUV�RI�D�OHJDO�HQWLW\�HQWHUSULVH���

7KH�+HDOWKFDUH�'LVWULEXWLRQ�$OOLDQFH��³+'$´����LV�D�GLVWLQFW�OHJDO�HQWLW\�WKDW�TXDOLILHV�

DV�DQ�HQWHUSULVH�XQGHU����8�6�&��������������2Q�LQIRUPDWLRQ�DQG�EHOLHI��HDFK�'HIHQGDQW�

LV�D�PHPEHU��SDUWLFLSDQW��DQG�RU�VSRQVRU�RI�WKH�+'$��'HIHQGDQWV�XWLOL]HG�WKH�+'$�WR�

FRQGXFW�WKH�5,&2�(QWHUSULVH���(DFK�RI�WKH�'HIHQGDQWV�LV�D�OHJDO�HQWLW\�VHSDUDWH�IURP�WKH�

+'$���

����� 7KH�5,&2�(QWHUSULVH��&RQJUHVV�HQDFWHG�WKH�&6$�WR�FUHDWH�D�FORVHG�

V\VWHP�IRU�GLVWULEXWLRQ�RI�FRQWUROOHG�VXEVWDQFHV���&RQJUHVV�ZDV�FRQFHUQHG�ZLWK�WKH�

GLYHUVLRQ�RI�GUXJV�RXW�RI�OHJLWLPDWH�FKDQQHOV�RI�GLVWULEXWLRQ���0RUHRYHU��&RQJUHVV�

VSHFLILFDOO\�GHVLJQHG�WKH�FORVHG�V\VWHP�WR�HQVXUH�WKDW�WKHUH�DUH�PXOWLSOH�ZD\V�RI�

LGHQWLI\LQJ�DQG�SUHYHQWLQJ�GLYHUVLRQ���

�������������������������������������������������
���+HDOWK�'LVWULEXWLRQ�$OOLDQFH��History��+HDOWK�'LVWULEXWLRQ�$OOLDQFH��

KWWSV���ZZZ�KHDOWKFDUHGLVWULEXWLRQ�RUJ�DERXW�KGD�KLVWRU\��ODVW�DFFHVVHG�'HFHPEHU�����
���������
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����� $�FHQWUDO�FRPSRQHQW�RI�WKH�FORVHG�V\VWHP�ZDV�&RQJUHVV¶V�GLUHFWLYH�WKDW�

WKH�'($�GHWHUPLQH�TXRWDV�RI�HDFK�EDVLF�FODVV�RI�6FKHGXOH�,�DQG�6FKHGXOH�,,�FRQWUROOHG�

VXEVWDQFHV�HDFK�\HDU����

����� 7KH�'HIHQGDQWV�RSHUDWHG�DV�DQ�DVVRFLDWLRQ�LQ�IDFW�WR�XQODZIXOO\�LQFUHDVH�

VDOHV�DQG�UHYHQXHV�LQ�RUGHU�WR�XQODZIXOO\�LQFUHDVH�WKH�TXRWDV�VHW�E\�WKH�'($��ZKLFK�LQ�

WXUQ�DOORZHG�WKHP�WR�FROOHFWLYHO\�SURILW�IURP�GLVWULEXWLQJ�D�JUHDWHU�SRRO�RI�RSLRLGV�HDFK�

\HDU��(DFK�PHPEHU�RI�WKH�5LFR�(QWHUSULVH�SDUWLFLSDWHG�LQ�WKH�FRQGXFW�RI�WKH�HQWHUSULVH��

LQFOXGLQJ�SDWWHUQV�RI�UDFNHWHHULQJ�DFWLYLW\��DQG�VKDUHG�LQ�WKH�DVWRXQGLQJ�SURILWV�

JHQHUDWHG�E\�WKH�VFKHPH����

����� 7KH�'HIHQGDQWV�DOVR�HQJDJHG�LQ�OREE\LQJ�HIIRUWV�DJDLQVW�WKH�'($¶V�

DXWKRULW\�WR�LQYHVWLJDWH�DQG�KROG�UHVSRQVLEOH�WKRVH�ZKR�IDLOHG�LQ�WKHLU�GXW\�WR�SUHYHQW�

GLYHUVLRQ��7KH�(QVXULQJ�3DWLHQW�$FFHVV�DQG�(IIHFWLYH�'UXJ�(QIRUFHPHQW�$FW�ZDV�WKH�

UHVXOW�RI�DQ�HIIRUW�E\�WKH�'HIHQGDQWV�WR�UHGXFH�WKH�'($¶V�DELOLW\�WR�LVVXH�RUGHUV�WR�VKRZ�

FDXVH�DQG�WR�VXVSHQG�DQG�RU�UHYRNH�UHJLVWUDWLRQV��2Q�LQIRUPDWLRQ�DQG�EHOLHI��WKH�3DLQ�

&DUH�)RUXP�DQG�LWV�PHPEHUV�SRXUHG�PLOOLRQV�RI�GROODUV�LQWR�OREE\LQJ�HIIRUWV�ZKLOH�WKH�

+'$�GHYRWHG�RYHU�D�PLOOLRQ�GROODUV�D�\HDU�WR�OREE\LQJ����

����� 7KH�5,&2�(QWHUSULVH�IXQFWLRQHG�E\�VHOOLQJ�SUHVFULSWLRQ�RSLRLGV�LQ�

LQWHUVWDWH�FRPPHUFH�LQ�YLRODWLRQ�RI�WKH�'HIHQGDQWV¶�OHJDO�REOLJDWLRQV�WR�PDLQWDLQ�

HIIHFWLYH�FRQWUROV�DJDLQVW�RSLRLG�GLYHUVLRQ��

����� (DFK�'HIHQGDQW�FRPPXQLFDWHG�ZLWK�RWKHU�'HIHQGDQWV��VKDUHG�

LQIRUPDWLRQ�RQ�D�UHJXODU�EDVLV��DQG�SDUWLFLSDWHG�LQ�MRLQW�OREE\LQJ�HIIRUWV��WUDGH�LQGXVWU\�

RUJDQL]DWLRQV��FRQWUDFWXDO�UHODWLRQVKLSV��DQG�RWKHU�FRRUGLQDWLRQ�RI�DFWLYLWLHV�WR�HIIHFW�WKH�

5,&2�6FKHPH��7KH�FRQWUDFWXDO�UHODWLRQVKLSV�LQFOXGHG��RQ�LQIRUPDWLRQ�DQG�EHOLHI��
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UHEDWHV�DQG�RU�FKDUJHEDFNV�RQ�RSLRLG�VDOHV�DQG�VHFXULW\�DUUDQJHPHQWV��$OO�WROG��IURP�

�����WR�������WKH�'HIHQGDQWV�ZRUNHG�WRJHWKHU�WKURXJK�WKH�3DLQ�&DUH�)RUXP�WR�VSHQG�

RYHU������PLOOLRQ�LQ�OREE\LQJ�DFURVV�WKH�FRXQWU\�WR�HQDEOH�WKH�5,&2�(QWHUSULVH����

����� 7KH�'HIHQGDQWV�GLVVHPLQDWHG�IDOVH�DQG�PLVOHDGLQJ�VWDWHPHQWV�WR�WKH�

SXEOLF�UHJDUGLQJ�WKH�VDIHW\�RI�SUHVFULSWLRQ�RSLRLGV�IRU�FKURQLF�SDLQ�UHOLHI���7KH�

'HIHQGDQWV�DOVR�IDOVHO\�GLVVHPLQDWHG�VWDWHPHQWV�WKDW�WKH\�ZHUH�FRPSO\LQJ�ZLWK�WKHLU�

REOLJDWLRQV�WR�PDLQWDLQ�HIIHFWLYH�FRQWUROV�DJDLQVW�WKH�GLYHUVLRQ�RI�WKHLU�SUHVFULSWLRQ�

RSLRLGV����

����� 7KH�'HIHQGDQWV�UHIXVHG�WR�LGHQWLI\��LQYHVWLJDWH��RU�UHSRUW�VXVSLFLRXV�

RUGHUV�GHVSLWH�WKHLU�DFWXDO�NQRZOHGJH�RI�GUXJ�GLYHUVLRQ�ULQJV���

����� 7KH�'HIHQGDQWV�ZRUNHG�WRJHWKHU�WR�HQVXUH�WKDW�RSLRLG�SURGXFWLRQ�TXRWDV�

FRQWLQXHG�WR�LQFUHDVH��DOORZLQJ�WKHP�WR�JHQHUDWH�PRUH�DQG�PRUH�SURILWV�IURP�WKH�5,&2�

(QWHUSULVH���

����� 7KH�5,&2�6FKHPH�SDUWLFLSDQWV�WRRN�LQWHQWLRQDO�DQG�DIILUPDWLYH�VWHSV�WR�

FRQFHDO�WKH�6FKHPH��LQFOXGLQJ�E\�XVLQJ�XQEUDQGHG�DGYHUWLVHPHQW��WKLUG�SDUWLHV��DQG�WKH�

)URQW�*URXSV�WR�GLVJXLVH�WKH�VRXUFH�RI�WKH�SDUWLFLSDQWV¶�IUDXGXOHQW�VWDWHPHQWV�DQG�WR�

LQFUHDVH�WKH�HIIHFWLYHQHVV�RI�WKH�SDUWLFLSDQWV¶�PLVLQIRUPDWLRQ�FDPSDLJQ���7KHVH�DFWLRQV�

ZHUH�WDNHQ�WR�HQVXUH�WKDW�WKH�5,&2�6FKHPH�FRQWLQXHG�WR�EH�HIIHFWLYH����

�������������������������������������������������
���See�0DWWKHZ�3HUURQH��Pro-Painkiller echo chamber shaped policy amid drug 

epidemic��7KH�&HQWHU�IRU�3XEOLF�,QWHJULW\��
KWWSV���ZZZ�SXEOLFLQWHJULW\�RUJ������������������SUR�SDLQNLOOHU�HFKR�FKDPEHU�
VKDSHG�SROLF\�DPLG�GUXJ�HSLGHPLF��ODVW�DFFHVVHG�'HFHPEHU��������������

Case 4:18-cv-04003-KES   Document 1   Filed 01/08/18   Page 97 of 106 PageID #: 97



�

� ���

����� The pattern of racketeering activity��(DFK�WLPH�WKDW�D�SDUWLFLSDQW�LQ�WKH�

5,&2�6FKHPH�GLVWULEXWHG�D�IDOVH�VWDWHPHQW�E\�PDLO�RU�ZLUH��LW�FRPPLWWHG�D�VHSDUDWH�DFW�

RI�PDLO�IUDXG�RU�ZLUH�IUDXG�XQGHU����8�6�&����������DQG�������UHVSHFWLYHO\����

����� 7KH�'HIHQGDQWV�XVHG��RU�FDXVHG�WR�EH�XVHG��WKRXVDQGV�RI�LQWHUVWDWH�PDLO�

DQG�ZLUH�FRPPXQLFDWLRQV�WKURXJK�YLUWXDOO\�XQLIRUP�PLVUHSUHVHQWDWLRQV��FRQFHDOPHQWV��

DQG�PDWHULDO�RPLVVLRQV�UHJDUGLQJ�WKH�VDIHW\�RI�RSLRLGV�DQG�WKHLU�FRPSOLDQFH�ZLWK�WKH�

&6$¶V�DQWL�GLYHUVLRQ�UHTXLUHPHQWV��7KH�'HIHQGDQWV�FRPPLWWHG�WKLV�FRQWLQXRXV�SDWWHUQ�

RI�UDFNHWHHULQJ�DFWLYLW\�LQWHQWLRQDOO\�DQG�NQRZLQJO\�ZLWK�WKH�LQWHQW�WR�DGYDQFH�WKH�

5,&2�(QWHUSULVH���

����� 7KH�'HIHQGDQWV�DOVR�FRQGXFWHG�D�SDWWHUQ�RI�UDFNHWHHULQJ�E\�WKH�IHORQLRXV�

PDQXIDFWXUH��LPSRUWDWLRQ��UHFHLYLQJ��FRQFHDOPHQW��EX\LQJ��VHOOLQJ�RU�RWKHUZLVH�GHDOLQJ�

LQ�D�FRQWUROOHG�VXEVWDQFH�SXQLVKDEOH�XQGHU�DQ\�ODZ�RI�WKH�8QLWHG�6WDWHV���6SHFLILFDOO\��

���8�6�&��������D�����PDNHV�LW�XQODZIXO�IRU�DQ\�SHUVRQ�WR�NQRZLQJO\�RU�LQWHQWLRQDOO\�

IXUQLVK�IDOVH�LQIRUPDWLRQ�RU�RPLW�DQ\�PDWHULDO�LQIRUPDWLRQ�IURP�DQ\�DSSOLFDWLRQ��UHSRUW��

UHFRUG�RU�RWKHU�GRFXPHQW�UHTXLUHG�WR�EH�PDGH��NHSW��RU�ILOHG��D�YLRODWLRQ�RI�ZKLFK�LV�D�

IHORQ\����

����� (DFK�RI�WKH�'HIHQGDQWV�ZDV�D�UHJLVWUDQW�XQGHU�WKH�&6$�DQG�ZDV�UHTXLUHG�

WR�PDLQWDLQ�HIIHFWLYH�GLYHUVLRQ�FRQWUROV�DQG�LQYHVWLJDWH�DQG�UHSRUW�VXVSLFLRXV�RUGHUV���

7KH�'HIHQGDQWV�NQRZLQJO\�DQG�URXWLQHO\�IXUQLVKHG�IDOVH��PLVOHDGLQJ��RU�LQFRPSOHWH�

LQIRUPDWLRQ�LQ�WKHLU�UHSRUWV�WR�WKH�'($�DQG�LQ�WKHLU�DSSOLFDWLRQV�IRU�SURGXFWLRQ�TXRWDV������

����� $V�GHVFULEHG�KHUHLQ��WKH�'HIHQGDQWV�GLG�XQODZIXOO\��NQRZLQJO\��DQG�

LQWHQWLRQDOO\�FRQVSLUH��FRQIHGHUDWH��DQG�DJUHH�ZLWK�HDFK�RWKHU�WR�HQJDJH�LQ�WKH�VFKHPH�

GHVFULEHG�KHUHLQ��LQ�YLRODWLRQ�RI����8�6�&���������F��DQG��G���
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����� $V�D�UHVXOW�RI�WKH�FRQGXFW�E\�WKH�'HIHQGDQWV��WKH�7ULEHV�KDYH�EHHQ�DQG�

FRQWLQXH�WR�EH�LQMXUHG�LQ�DQ�DPRXQW�WR�EH�GHWHUPLQHG�LQ�WKLV�OLWLJDWLRQ���

����� 3XUVXDQW�WR����8�6�&���������F���WKH�7ULEHV�DUH�HQWLWOHG�WR�UHFRYHU�

WKUHHIROG�WKHLU�GDPDJHV��FRVWV��DQG�DWWRUQH\¶V�IHHV���,Q�DGGLWLRQ��WKH�7ULEHV�DUH�HQWLWOHG�WR�

LQMXQFWLYH�UHOLHI�WR�HQMRLQ�WKH�UDFNHWHHULQJ�DFWLYLW\��

&2817�,,,��/$1+$0�$&7�����8�6�&���������D�����%���
$JDLQVW�WKH�3KDUPDFHXWLFDO�'HIHQGDQWV�

����� 7KH�7ULEHV�LQFRUSRUDWH�E\�UHIHUHQFH�DOO�SUHFHGLQJ�SDUDJUDSKV�RI�WKLV�

&RPSODLQW�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ�DQG�IXUWKHU�DOOHJH�DV�IROORZV��

����� 7KH�/DQKDP�$FW�SURYLGHV��LQ�SHUWLQHQW�SDUW���

����$Q\�SHUVRQ�ZKR��RQ�RU�LQ�FRQQHFWLRQ�ZLWK�DQ\�JRRG�RU�
VHUYLFHV��RU�DQ\�FRQWDLQHU�IRU�JRRGV��XVHV�LQ�FRPPHUFH�
DQ\�ZRUG��WHUPV��QDPH��V\PERO��RU�GHYLFH��RU�DQ\�
FRPELQDWLRQ�WKHUHRI��RU�DQ\�IDOVH�GHVLJQDWLRQ�RI�RULJLQ��
IDOVH�RU�PLVOHDGLQJ�GHVFULSWLRQ�RI�IDFW��RU�IDOVH�RU�
PLVOHDGLQJ�UHSUHVHQWDWLRQ�RI�ZKDW��ZKLFK�±�
�
�%��LQ�FRPPHUFLDO�DGYHUWLVLQJ�RU�SURPRWLRQ��
PLVUHSUHVHQWV�WKH�QDWXUH��FKDUDFWHULVWLFV��TXDOLWLHV��RU�
JHRJUDSKLF�RULJLQ�RI�KLV�RU�KHU�RU�DQRWKHU�SHUVRQ¶V�JRRGV��
VHUYLFHV��RU�FRPPHUFLDO�DFWLYLWLHV��VKDOO�EH�OLDEOH�LQ�D�FLYLO�
DFWLRQ�E\�DQ\�SHUVRQ�KRZ�EHOLHYHV�WKDW�KH�RU�VKH�LV�RU�LV�
OLNHO\�WR�EH�GDPDJHG�E\�VXFK�DFW���
�

����� $V�DOOHJHG�LQ�3DUDJUDSKV����±�����RI�WKLV�&RPSODLQW��WKH�3KDUPDFHXWLFDO�

'HIHQGDQWV�FRPPLWWHG�UHSHDWHG�DQG�ZLOOIXO�XQIDLU�RU�GHFHSWLYH�DFWV�RU�SUDFWLFHV��DQG�

XQFRQVFLRQDEOH�WUDGH�SUDFWLFHV��LQ�FRQQHFWLRQ�ZLWK�WKH�VDOH�RI�JRRGV�DQG�VHUYLFHV��

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV�HQJDJHG�LQ�D�IDOVH�DQG�PLVOHDGLQJ�

DGYHUWLVLQJ�FDPSDLJQ�GHVLJQHG�WR�GHFHLYH�GRFWRUV�DQG�WKH�SXEOLF�LQWR�EHOLHYLQJ�WKDW�

RSLRLGV�ZHUH�VDIH�IRU�WKH�WUHDWPHQW�RI�FKURQLF�SDLQ�����
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����� 7KH�7ULEHV�DUH�HQWLWOHG�WR�OHJDO�DQG�HTXLWDEOH�UHOLHI��LQFOXGLQJ�LQMXQFWLYH�

UHOLHI��GLVJRUJHPHQW�RI�SURILWV��DQG�GDPDJHV�LQ�DQ�DPRXQW�WR�EH�GHWHUPLQHG�LQ�WKLV�

OLWLJDWLRQ����

&2817�,9��'(&(37,9(�75$'(�35$&7,&(6��
6'&/�FK���������

$JDLQVW�DOO�'HIHQGDQWV�

����� 7KH�7ULEHV�LQFRUSRUDWH�E\�UHIHUHQFH�DOO�SUHFHGLQJ�SDUDJUDSKV�RI�WKLV�

&RPSODLQW�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ�DQG�IXUWKHU�DOOHJH�DV�IROORZV��

����� 7KH�'HIHQGDQWV�NQRZLQJO\�XVHG�RU�HPSOR\HG²DQG�FRQWLQXH�WR�XVH�DQG�

HPSOR\²D�GHFHSWLYH�DFW�RU�SUDFWLFH��IUDXG��IDOVH�SUHWHQVH��IDOVH�SURPLVHV��RU�

PLVUHSUHVHQWDWLRQ�WR�FRQFHDO��VXSSUHVV��RU�RPLW�DQ\�PDWHULDO�IDFW�LQ�FRQQHFWLRQ�ZLWK�WKH�

VDOH�RU�DGYHUWLVHPHQW�RI�SUHVFULSWLRQ�RSLRLGV��DV�PRUH�IXOO\�GHVFULEHG�LQ�3DUDJUDSKV����±�

����RI�WKLV�&RPSODLQW��LQ�YLRODWLRQ�RI�6'&/���������������

����� 7KH�3KDUPDFHXWLFDO�'HIHQGDQWV¶�YLRODWLRQV�RI�6'&/������������GLUHFWO\�

DQG�SUR[LPDWHO\�FDXVHG�WKH�7ULEHV�WR�VXIIHU�HFRQRPLF�GDPDJHV�LQ�DQ�DPRXQW�WR�EH�

GHWHUPLQHG�LQ�WKLV�OLWLJDWLRQ����

&2817�9��)5$8'��
$JDLQVW�DOO�'HIHQGDQWV�

����� 7KH�7ULEHV�LQFRUSRUDWH�E\�UHIHUHQFH�DOO�SUHFHGLQJ�SDUDJUDSKV�RI�WKLV�

&RPSODLQW�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ�DQG�IXUWKHU�DOOHJH�DV�IROORZV��

����� 7KH�'HIHQGDQWV�PDGH�IUDXGXOHQW�PLVUHSUHVHQWDWLRQV�DQG�RPLVVLRQV�RI�

PDWHULDO�IDFW��DV�PRUH�IXOO\�GHVFULEHG�LQ�3DUDJUDSKV����±�����RI�WKLV�&RPSODLQW����

����� 7KRVH�PLVUHSUHVHQWDWLRQV�DQG�RPLVVLRQV�ZHUH�NQRZQ�WR�EH�XQWUXH�E\�WKH�

'HIHQGDQWV��RU�ZHUH�UHFNOHVVO\�PDGH���
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����� 7KH�'HIHQGDQWV�PDGH�WKRVH�PLVUHSUHVHQWDWLRQV�DQG�RPLVVLRQV�LQ�DQ�

LQWHQWLRQDO�HIIRUW�WR�GHFHLYH�DQG�WR�LQGXFH�GRFWRUV�DQG�SDWLHQWV�WR�SUHVFULEH�DQG�XVH�

SUHVFULSWLRQ�RSLRLGV�IRU�FKURQLF�SDLQ�UHOLHI��GHVSLWH�WKH�'HIHQGDQWV¶�NQRZOHGJH�RI�WKH�

GDQJHUV�RI�VXFK�XVH�RI�SUHVFULSWLRQ�RSLRLGV����

����� 7KH�'HIHQGDQWV�FRQWLQXHG�PDNLQJ�WKRVH�PLVUHSUHVHQWDWLRQV��DQG�IDLOHG�

WR�FRUUHFW�WKRVH�PDWHULDO�RPLVVLRQV��GHVSLWH�UHSHDWHG�UHJXODWRU\�VHWWOHPHQWV�DQG�

SXEOLFDWLRQV�GHPRQVWUDWLQJ�WKH�IDOVH�QDWXUH�RI�WKH�'HIHQGDQWV¶�FODLPV���

����� 'RFWRUV��LQFOXGLQJ�WKRVH�VHUYLQJ�WKH�7ULEHV�DQG�WKHLU�PHPEHUV��UHOLHG�RQ�

WKH�'HIHQGDQWV¶�PLVUHSUHVHQWDWLRQV�DQG�RPLVVLRQV�LQ�SUHVFULELQJ�RSLRLGV�IRU�FKURQLF�

SDLQ�UHOLHI���

����� 3DWLHQWV��LQFOXGLQJ�PHPEHUV�RI�WKH�7ULEHV��UHOLHG�RQ�WKH�'HIHQGDQWV¶�

PLVUHSUHVHQWDWLRQV�DQG�RPLVVLRQV�LQ�WDNLQJ�SUHVFULSWLRQ�RSLRLGV�IRU�FKURQLF�SDLQ�UHOLHI���

����� 7KH�7ULEHV�KDYH�EHHQ�GDPDJHG�E\�WKH�'HIHQGDQWV¶�PLVUHSUHVHQWDWLRQV�LQ�

DQ�DPRXQW�WR�EH�GHWHUPLQHG�LQ�WKLV�OLWLJDWLRQ����

&2817�9,��1(*/,*(1&(�$1'�*5266�1(*/,*(1&(��
$JDLQVW�DOO�'HIHQGDQWV�

����� 7KH�7ULEHV�LQFRUSRUDWH�E\�UHIHUHQFH�DOO�SUHFHGLQJ�SDUDJUDSKV�RI�WKLV�

&RPSODLQW�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ�DQG�IXUWKHU�DOOHJH�DV�IROORZV��

����� $OO�'HIHQGDQWV�KDG�D�OHJDO�GXW\�WR�DFW�ZLWK�WKH�H[HUFLVH�RI�RUGLQDU\�FDUH�

RU�VNLOO�WR�SUHYHQW�LQMXU\�WR�DQRWKHU�XQGHU�WKH�FRPPRQ�ODZ�DQG�6'&/�����������

����� $OO�'HIHQGDQWV�YROXQWDULO\�XQGHUWRRN�D�OHJDO�GXW\�WR�SUHYHQW�WKH�

GLYHUVLRQ�RI�SUHVFULSWLRQ�RSLRLGV�E\�HQJDJLQJ�LQ�WKH�GLVWULEXWLRQ�RI�SUHVFULSWLRQ�RSLRLGV�

DQG�E\�PDNLQJ�SXEOLF�SURPLVHV�WR�SUHYHQW�WKH�GLYHUVLRQ�RI�SUHVFULSWLRQ�RSLRLGV���
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����� $OO�'HIHQGDQWV�NQHZ�RI�WKH�VHULRXV�SUREOHP�SRVHG�E\�SUHVFULSWLRQ�RSLRLG�

GLYHUVLRQ�DQG�ZHUH�XQGHU�D�OHJDO�REOLJDWLRQ�WR�WDNH�UHDVRQDEOH�VWHSV�WR�SUHYHQW�

GLYHUVLRQ���

����� $OO�'HIHQGDQWV�NQHZ�RI�WKH�KLJKO\�DGGLFWLYH�QDWXUH�RI�SUHVFULSWLRQ�

RSLRLGV�DQG�NQHZ�RI�WKH�KLJK�OLNHOLKRRG�RI�IRUHVHHDEOH�KDUP�WR�SDWLHQWV�DQG�

FRPPXQLWLHV��LQFOXGLQJ�WKH�7ULEHV��IURP�SUHVFULSWLRQ�RSLRLG�GLYHUVLRQ���

����� $OO�'HIHQGDQWV�EUHDFKHG�WKHLU�GXWLHV�ZKHQ�WKH\�IDLOHG�WR�DFW�ZLWK�

UHDVRQDEOH�FDUH�WR�SUHYHQW�WKH�GLYHUVLRQ�RI�SUHVFULSWLRQ�RSLRLGV����

����� 'HIHQGDQWV¶�EUHDFKHV�RI�WKHLU�GXW\�RI�FDUH�IRUHVHHDEO\�DQG�SUR[LPDWHO\�

FDXVHG�GDPDJH�WR�WKH�7ULEHV���

����� 7KH�7ULEHV�DUH�HQWLWOHG�WR�GDPDJHV�IURP�'HIHQGDQWV�LQ�DQ�DPRXQW�WR�EH�

GHWHUPLQHG�LQ�WKLV�OLWLJDWLRQ���

&2817�9,,��1(*/,*(1&(�3(5�6(��
$JDLQVW�DOO�'HIHQGDQWV�

����� 7KH�7ULEHV�LQFRUSRUDWH�E\�UHIHUHQFH�DOO�SUHFHGLQJ�SDUDJUDSKV�RI�WKLV�

&RPSODLQW�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ�DQG�IXUWKHU�DOOHJH�DV�IROORZV��

����� $OO�'HIHQGDQWV�ZHUH�REOLJDWHG�WR�SUHYHQW�WKH�GLYHUVLRQ�RI�SUHVFULSWLRQ�

RSLRLGV�XQGHU�WKH�&6$�DQG�LWV�LPSOHPHQWLQJ�UHJXODWLRQV���

����� 7KH�&6$�DQG�LWV�LPSOHPHQWLQJ�UHJXODWLRQV�ZHUH�HQDFWHG�WR�SURPRWH�

VDIHW\�DQG�WR�SUHYHQW�H[DFWO\�WKH�W\SH�RI�KDUP�WKDW�RFFXUUHG�DV�D�UHVXOW�RI�'HIHQGDQWV¶�

IDLOXUHV���

����� $OO�'HIHQGDQWV�IDLOHG�WR�SHUIRUP�WKHLU�VWDWXWRU\�DQG�UHJXODWRU\�

REOLJDWLRQV�XQGHU�WKH�&6$���
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����� 6RXWK�'DNRWD�ODZ�SURKLELWV�³HQJDJLQJ�LQ�PLVUHSUHVHQWDWLRQ�RU�IUDXG�LQ�

WKH�GLVWULEXWLRQ�RI�D�SUHVFULSWLRQ�GUXJ�´�6'&/������$���������

����� 6'&/�FKDSWHU������$�ZDV�HQDFWHG�WR�SURPRWH�VDIHW\�DQG�SUHYHQW�WKH�

W\SH�RI�KDUP�WKDW�RFFXUUHG�DV�D�UHVXOW�RI�'HIHQGDQWV¶�IDLOXUHV���

����� $OO�'HIHQGDQWV�HQJDJHG�LQ�PLVUHSUHVHQWDWLRQ�DQG�IUDXG��DQG�DLGHG�DQG�

DEHWWHG�WKH�XVH�RI�PLVUHSUHVHQWDWLRQ�DQG�IUDXG��LQ�WKH�GLVWULEXWLRQ�RI�SUHVFULSWLRQ�RSLRLGV�

LQ�6RXWK�'DNRWD���

����� 'HIHQGDQWV¶�EUHDFKHV�RI�WKHLU�GXW\�RI�FDUH�IRUHVHHDEO\�DQG�SUR[LPDWHO\�

FDXVHG�GDPDJH�WR�WKH�7ULEHV���

����� 7KH�7ULEHV�DUH�HQWLWOHG�WR�GDPDJHV�IURP�'HIHQGDQWV�LQ�DQ�DPRXQW�WR�EH�

GHWHUPLQHG�LQ�WKLV�OLWLJDWLRQ���

&2817�9,,,��81-867�(15,&+0(17��
$JDLQVW�DOO�'HIHQGDQWV�

����� 7KH�7ULEHV�LQFRUSRUDWH�E\�UHIHUHQFH�DOO�SUHFHGLQJ�SDUDJUDSKV�RI�WKLV�

&RPSODLQW�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ�DQG�IXUWKHU�DOOHJH�DV�IROORZV��

����� 'HIHQGDQWV�UHFHLYHG�D�EHQHILW�LQ�WKH�IRUP�RI�ELOOLRQV�RI�GROODUV�LQ�

UHYHQXH�IURP�WKH�VDOH�RI�SUHVFULSWLRQ�RSLRLGV�WR�WUHDW�FKURQLF�SDLQ���

����� 'HIHQGDQWV�ZHUH�DZDUH�WKH\�ZHUH�UHFHLYLQJ�WKDW�EHQHILW���'HIHQGDQWV¶�

FRQGXFW�ZDV�GHVLJQHG�WR�EULQJ�DERXW�WKDW�EHQHILW���

����� 'HIHQGDQWV�UHWDLQHG�WKDW�EHQHILW�DW�WKH�H[SHQVH�RI�WKH�7ULEHV��ZKR�KDYH�

ERUQH²DQG�ZKR�FRQWLQXH�WR�EHDU²WKH�HFRQRPLF�DQG�VRFLDO�FRVWV�RI�'HIHQGDQWV¶�

VFKHPH���

����� ,W�LV�LQHTXLWDEOH�IRU�WKH�'HIHQGDQWV�WR�UHWDLQ�WKDW�EHQHILW�ZLWKRXW�SD\LQJ�

IRU�LW���
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����� 7KH�7ULEHV�DUH�HQWLWOHG�WR�UHFRYHU�IURP�'HIHQGDQWV¶�SUHVFULSWLRQ�RSLRLG�

SURILWV�WKH�DPRXQWV�WKH�7ULEHV�KDYH�VSHQW�DQG�ZLOO�KDYH�WR�VSHQG�LQ�WKH�IXWXUH�WR�DGGUHVV�

WKH�HIIHFWV�RI�'HIHQGDQWV¶�DFWLRQV���

&2817�,;��&,9,/�&2163,5$&<��
$JDLQVW�DOO�'HIHQGDQWV�

����� 7KH�7ULEHV�LQFRUSRUDWH�E\�UHIHUHQFH�DOO�SUHFHGLQJ�SDUDJUDSKV�RI�WKLV�

&RPSODLQW�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ�DQG�IXUWKHU�DOOHJH�DV�IROORZV���

����� 7KH�'HIHQGDQWV�DJUHHG�WR�HQJDJH�LQ�D�FDPSDLJQ�WR�IORRG�WKH�PDUNHW�ZLWK�

IDOVH�DQG�PLVOHDGLQJ�LQIRUPDWLRQ�DERXW�WKH�VDIHW\�RI�SUHVFULSWLRQ�RSLRLG�XVH�IRU�WKH�

WUHDWPHQW�RI�FKURQLF�SDLQ��WR�HYDGH�FRQWUROV�RQ�RSLRLG�GLYHUVLRQ��DQG�WR�LQFUHDVH�RSLRLG�

TXRWDV����

����� 7KH�'HIHQGDQWV�GLG�VR�LQ�DQ�HIIRUW�WR�SURILW�RII�WKH�LQFUHDVHG�VDOHV�RI�

SUHVFULSWLRQ�RSLRLGV����

����� (DFK�'HIHQGDQW�PDGH�IDOVH�RU�PLVOHDGLQJ�VWDWHPHQWV�GLUHFWO\�DQG�

WKURXJK�WKLUG�SDUWLHV�WR�IXUWKHU�WKH�REMHFWLYHV�RI�WKHLU�FRQVSLUDF\����

����� 7KH�7ULEHV�ZHUH�GLUHFWO\�DQG�SUR[LPDWHO\�KDUPHG�E\�WKH�'HIHQGDQWV¶�

FLYLO�FRQVSLUDF\�LQ�DQ�DPRXQW�WR�EH�GHWHUPLQHG�LQ�WKLV�OLWLJDWLRQ���

35$<(5�)25�5(/,()�

:+(5()25(��WKH�7ULEHV�UHVSHFWIXOO\�UHTXHVW�MXGJPHQW�LQ�WKHLU�IDYRU�JUDQWLQJ�

WKH�IROORZLQJ�UHOLHI��

D�� (QWHULQJ�-XGJHPHQW�LQ�IDYRU�RI�WKH�7ULEHV�LQ�D�ILQDO�RUGHU�DJDLQVW�HDFK�RI�
WKH�'HIHQGDQWV��

E�� $Q�DZDUG�RI�DFWXDO�DQG�FRQVHTXHQWLDO�GDPDJHV�LQ�DQ�DPRXQW�WR�EH�
GHWHUPLQHG�DW�WULDO���
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F�� $Q�DZDUG�RI�DOO�GDPDJHV�UHVXOWLQJ�IURP�'HIHQGDQWV¶�YLRODWLRQ�RI����
8�6�&���������F��DQG��G���LQFOXGLQJ�SUHMXGJPHQW�LQWHUHVW��WKH�VXP�WUHEOHG�
SXUVXDQW�WR����8�6�&���������F���

G�� $Q�RUGHU�REOLJDWLQJ�'HIHQGDQWV�WR�GLVJRUJH�DOO�UHYHQXHV�DQG�SURILWV�
GHULYHG�IURP�WKHLU�VFKHPH���

H�� 2UGHULQJ�WKDW�'HIHQGDQWV�FRPSHQVDWH�WKH�7ULEHV�IRU�SDVW�DQG�IXWXUH�FRVWV�
WR�DEDWH�WKH�RQJRLQJ�SXEOLF�QXLVDQFH�FDXVHG�E\�WKH�RSLRLG�HSLGHPLF��

I�� 2UGHULQJ�'HIHQGDQWV�WR�IXQG�DQ�³DEDWHPHQW�IXQG´�IRU�WKH�SXUSRVHV�RI�
DEDWLQJ�WKH�SXEOLF�QXLVDQFH���

J�� $ZDUGLQJ�WKH�GDPDJHV�FDXVHG�E\�WKH�RSLRLG�HSLGHPLF��LQFOXGLQJ��D��
FRVWV�IRU�SURYLGLQJ�PHGLFDO�FDUH��DGGLWLRQDO�WKHUDSHXWLF�DQG�SUHVFULSWLRQ�
GUXJ�SXUFKDVHV��DQG�RWKHU�WUHDWPHQWV�IRU�SDWLHQWV�VXIIHULQJ�IURP�RSLRLG�
UHODWHG�DGGLFWLRQ�RU�GLVHDVH��LQFOXGLQJ�RYHUGRVHV�DQG�GHDWKV���E��FRVWV�IRU�
SURYLGLQJ�WUHDWPHQW��FRXQVHOLQJ��DQG�UHKDELOLWDWLRQ�VHUYLFHV���F��FRVWV�IRU�
SURYLGLQJ�WUHDWPHQW�RI�LQIDQWV�ERUQ�ZLWK�RSLRLG�UHODWHG�PHGLFDO�
FRQGLWLRQV���G��FRVWV�IRU�SURYLGLQJ�FDUH�IRU�FKLOGUHQ�ZKRVH�SDUHQWV�VXIIHU�
IURP�RSLRLG�UHODWHG�GLVDELOLW\�RU�LQFDSDFLWDWLRQ��DQG��H��FRVWV�DVVRFLDWHG�
ZLWK�ODZ�HQIRUFHPHQW�DQG�SXEOLF�VDIHW\�UHODWLQJ�WR�WKH�RSLRLG�HSLGHPLF���

K�� $Q�DZDUG�RI�SXQLWLYH�GDPDJHV��

L�� ,QMXQFWLYH�UHOLHI�SURKLELWLQJ�'HIHQGDQWV�IURP�FRQWLQXLQJ�WKHLU�ZURQJIXO�
FRQGXFW���

M�� $Q�DZDUG�RI�WKH�7ULEHV¶�FRVWV��LQFOXGLQJ�UHDVRQDEOH�DWWRUQH\¶V�IHHV��
SXUVXDQW�WR����8�6�&���������F����

N�� 3UH��DQG�SRVW�MXGJPHQW�LQWHUHVW�DV�DOORZHG�E\�ODZ��DQG��

O�� $Q\�RWKHU�UHOLHI�GHHPHG�MXVW��SURSHU��DQG�RU�HTXLWDEOH��

�
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%\:  /s/ Brendan V. Johnson����������������������������������������
�

%UHQGDQ�9��-RKQVRQ��6�'���������
7LPRWK\�:��%LOOLRQ��6�'���������
����6��0DLQ�$YHQXH�
6XLWH�����
6LRX[�)DOOV��6'�������
7�����������������
)�����������������
(PDLO��%-RKQVRQ#5RELQV.DSODQ�FRP�
(PDLO��7%LOOLRQ#5RELQV.DSODQ�FRP�
�
7DUD�'��6XWWRQ��pro hac vice to be 
submitted��
����/D6DOOH�$YHQXH�
6XLWH������
0LQQHDSROLV��01��������
7���������������
)���������������
(PDLO��76XWWRQ#5RELQV.DSODQ�FRP�
�
7LPRWK\�4��3XUGRQ��pro hac vice to be 
submitted��
�����:HVW�'LYLGH�$YHQXH�
6XLWH�����
%LVPDUFN��1'�������
7�����������������
)�����������������
(PDLO��73XUGRQ#5RELQV.DSODQ�FRP�
�

�
�

$WWRUQH\V�IRU�3ODLQWLIIV�)ODQGUHDX�6DQWHH�6LRX[�
7ULEH��5RVHEXG�6LRX[�7ULEH��DQG�6LVVHWRQ�
:DKSHWRQ�2\DWH��
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