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3ODLQWLII�0DVKRQ�%DLQHV��³3ODLQWLII´���RQ�EHKDOI�RI�KHUVHOI�DQG�DOO�RWKHUV�VLPLODUO\�

VLWXDWHG��EULQJV�WKLV�FODVV�DFWLRQ�DJDLQVW�7KH�%RXQWLIXO�&RPSDQ\�DQG�LWV�VXEVLGLDU\�1DWXUH¶V�

%RXQW\�,QF��FROOHFWLYHO\�³1%,´�RU�³'HIHQGDQWV´���DQG�RQ�WKH�EDVLV�RI�SHUVRQDO�NQRZOHGJH��

LQIRUPDWLRQ�DQG�EHOLHI��DQG�WKH�LQYHVWLJDWLRQ�RI�FRXQVHO��DOOHJHV�DV�IROORZV��

,1752'8&7,21�

��� 7KLV�LV�D�SURSRVHG�FODVV�DFWLRQ�RQ�EHKDOI�RI�D�QDWLRQZLGH�DQG�1HZ�<RUN�FODVV�RI�

FRQVXPHUV�VHHNLQJ�UHGUHVV�IRU�'HIHQGDQWV¶�GHFHSWLYH�SUDFWLFHV�DVVRFLDWHG�ZLWK�WKH�DGYHUWLVLQJ��

ODEHOLQJ�DQG�VDOH�RI�LWV�1DWXUH¶V�%RXQW\������PJ��)LVK�2LO���³3URGXFW´�RU�³6XSSOHPHQW´���

��� )LVK�LV�D�PDMRU�VRXUFH�RI�KHDOWKIXO�ORQJ�FKDLQ�RPHJD���IDWV�DQG�DUH�ULFK�LQ�

QXWULHQWV�VXFK�DV�YLWDPLQ�'�DQG�VHOHQLXP��KLJK�LQ�SURWHLQ��DQG�ORZ�LQ�VDWXUDWHG�IDW��1XPHURXV�

VWXGLHV�KDYH�VKRZQ�WKDW�FRQVXPLQJ�IDWW\�ILVK�����WLPHV�D�ZHHN�UHGXFHV�WKH�ULVN�RI�KHDUW�GLVHDVH�

DQG�VWURNH��DV�ZHOO�DV�SURYLGHV�D�P\ULDG�RI�DGGLWLRQDO�KHDOWK�EHQHILWV���

��� 8QIRUWXQDWHO\��PRVW�$PHULFDQV�GR�QRW��RU�FDQQRW��FRQVXPH�IDWW\�ILVK�ZLWK�VXFK�

UHJXODULW\�DQG�KDYH�LQVWHDG�WXUQHG�WR�WKH�FRQVXPSWLRQ�RI�ILVK�RLO������

��� ,QGHHG��E\�������ILVK�RLO�VXSSOHPHQWV�KDG�EHFRPH�WKH�PRVW�FRPPRQO\�XVHG�QRQ�

YLWDPLQ��QRQ�PLQHUDO�GLHWDU\�VXSSOHPHQW�VROG�LQ�WKH�8�6���DQG�WR�WKLV�GD\�UHPDLQ�RQH�RI�WKH�PRVW�

SRSXODU�GLHWDU\�VXSSOHPHQW�RIIHULQJV��%\�������WKH�JOREDO�ILVK�RLO�PDUNHW�ZDV�YDOXHG�DW�

�����ELOOLRQ��DQG�LV�HVWLPDWHG�WR�UHDFK������ELOOLRQ�E\�������,W�UHPDLQV�D�OXFUDWLYH�EXVLQHVV�ZLWK�

QXPHURXV�PDUNHW�SDUWLFLSDQWV�Y\LQJ�IRU�FRQVXPHU�DWWHQWLRQ�DQG�WKHLU�VSHQGLQJ�GROODUV���
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��� 'HIHQGDQWV�PDQXIDFWXUH��ODEHO�DQG�VHOO�D�3URGXFW�ZKLFK�WKH\�FODLP�WR�EH�

�����PJ��RI�)LVK�2LO�FRQWDLQLQJ�RI�����PJ��RI�(LFRVDSHQWDHQRLF�$FLG��³(3$´��DQG�����PJ��RI�

'RFRVDKH[DHQRLF�$FLG��³'+$´�²WKH�HVVHQWLDO�RPHJD���IDWW\�DFLGV�WKDW�QDWXUDOO\�RFFXU�LQ�ILVK����

�

��� 7KH\�DOVR�SURXGO\�FODLP�WKDW�WKH�FRQWHQWV�DUH�863�YHULILHG��ZKLFK��DPRQJ�RWKHU�

WKLQJV��DVVXUHV�FRQVXPHUV�WKDW�WKH�3URGXFW�³FRQWDLQV�WKH�LQJUHGLHQWV�OLVWHG�RQ�WKH�ODEHO��LQ�WKH�

GHFODUHG�SRWHQF\�DQG�DPRXQWV�´��

��� &RQWUDU\�WR�ZKDW�LV�UHSUHVHQWHG�RQ�WKH�ODEHO��KRZHYHU��WKLV�3URGXFW�LV�QRW�ILVK�RLO��

QRU�GRHV�LW�FRQWDLQ�D�VLQJOH�PLOOLJUDP�RI�(3$�RU�'+$���

��� :KDW�ZDV�RQFH�D�ORZ�JUDGH�RLO�GHULYHG�IURP�ILVK�RIIDO��KDV�EHHQ�VXEMHFWHG�WR�D�

FKHPLFDO�SURFHVV�E\�ZKLFK�LWV�PROHFXODU�VWUXFWXUH�DQG�FRQVWLWXHQW�SDUWV�KDYH�EHHQ�VXEVWDQWLDOO\�

�
��&ODVV�3URGXFWV�LQFOXGH��1DWXUH¶V�%RXQW\������PJ��)LVK�2LO��1DWXUH¶V�%RXQW\������PJ��)LVK�2LO��DQG�1DWXUH¶V�
%RXQW\������PJ��0LQL�)LVK�2LO�SURGXFWV���

��KWWSV���ZZZ�XVS�RUJ�YHULILFDWLRQ�VHUYLFHV�YHULILHG�PDUN��
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WUDQVIRUPHG�DQG�LUUHYRFDEO\�DOWHUHG�LQWR�D�V\QWKHVL]HG�SURGXFW�WKDW�GRHV�QRW�RWKHUZLVH�H[LVW�LQ�

ILVK��RU�QDWXUH��7KURXJK�WKLV�FKHPLFDO�SURFHVV��NQRZQ�DV�WUDQV�HVWHULILFDWLRQ��DQ�LQGXVWULDO�VROYHQW�

LV�LQWURGXFHG�LQWR�WKH�ILVK�RLO�LQ�RUGHU�WR�EUHDN�LWV�QDWXUDO�WULJO\FHULGH�ERQGV�DQG�FOHDYH�WKH�

JO\FHURO�EDFNERQH�IURP�IDWW\�DFLG�PROHFXOHV��7KHUHDIWHU��HWKDQRO�LV�LQWURGXFHG�WR�ZKLFK�WKH�

QHZO\�IUHHG�IDWW\�DFLGV�ERQG�WR�IRUP�IDWW\�DFLG�HWK\O�HVWHUV��)LVK�RLO�LV�VWULSSHG�RI�KXQGUHGV�RI�LWV�

FRQVWLWXHQW�VXE�LQJUHGLHQWV��DQG�WKH�2PHJD��V��ZKLFK�LQFOXGH�'+$�DQG�(3$��DUH�FRQYHUWHG�LQWR�

HWK\O�HVWHUV��&ULWLFDOO\��WKHVH�QHZO\�IRUPHG�2PHJD��V�DUH�GLIIHUHQW�PROHFXOHV�WKDQ�WKH�2PHJD��V�

ZKLFK�H[LVW�QDWXUDOO\�LQ�ILVK�RLO��7KH�QHZ�FKHPLFDO�E\�SURGXFWV�DUH�XQLYHUVDOO\�UHFRJQL]HG�E\�

WKHLU�FRPPRQ�RU�XVXDO�QDPH²)DWW\�$FLG�(WK\O�(VWHUV��³)$((´����

��� 7KH�PRVW�PDWHULDO�UHSUHVHQWDWLRQ�RQ�D�GLHWDU\�VXSSOHPHQW�ODEHO�LV�LWV�VWDWHPHQW�RI�

LGHQWLW\��RU�FRPPRQ�QDPH��DV�LW�SURYLGHV�FRQVXPHUV�ZLWK�D�EDVLF�XQGHUVWDQGLQJ�RI�WKH�3URGXFW�

FRQWHQWV���

���� 2QFH�WUDQV�HVWHULILHG��ILVK�RLO�LV�LUUHYRFDEO\�WUDQVIRUPHG�LQWR�D�)$((��,W�LV�QR�

ORQJHU�ILVK�RLO�DQG�FDQQRW�EH�VR�QDPHG�RU�ODEHOHG��7R�GR�VR��DV�1%,�KDV�GRQH��LV�IDOVH��

PLVOHDGLQJ��GHFHSWLYH��XQODZIXO��DQG�SHUSHWUDWHV�DQ�DFWLRQDEOH�IUDXG�RQ�WKH�FRQVXPLQJ�SXEOLF���

���� $V�DOOHJHG�KHUHLQ��'HIHQGDQWV¶�FRQGXFW�LV�LQ�EUHDFK�RI�ZDUUDQW\��YLRODWHV�1�<��

*HQ��%XV��/DZ������� et seq.��1�<��*HQ��%XV��/DZ��������et seq.��DQG�LV�RWKHUZLVH�JURXQGV�IRU�

UHVWLWXWLRQ�RQ�WKH�EDVLV�RI�TXDVL�FRQWUDFW�XQMXVW�HQULFKPHQW��

���� 7KURXJKRXW�WKH�DSSOLFDEOH�FODVV�SHULRG��'HIHQGDQWV�IDOVHO\�UHSUHVHQWHG�WKH�

IXQGDPHQWDO�QDWXUH�RI�WKHLU�3URGXFW��DQG�DV�D�UHVXOW�RI�WKLV�IDOVH�DQG�PLVOHDGLQJ�ODEHOLQJ��ZHUH�

DEOH�WR�VHOO�WKHVH�3URGXFWV�WR�WHQV�RI�WKRXVDQGV�RI�XQVXVSHFWLQJ�FRQVXPHUV�WKURXJKRXW�1HZ�<RUN�

DQG�WKH�8QLWHG�6WDWHV���

Case 1:21-cv-05330   Document 1   Filed 09/24/21   Page 4 of 38 PageID #: 4



������

-85,6',&7,21�$1'�9(18(�

���� -XULVGLFWLRQ�RI�WKLV�&RXUW�LV�SURSHU�XQGHU����8�6�&���������G������'LYHUVLW\�

MXULVGLFWLRQ�H[LVWV�DV�3ODLQWLII�%DLQHV�LV�D�UHVLGHQW�RI�5RPH��1HZ�<RUN��'HIHQGDQW�1DWXUH¶V�

%RXQW\�,QF��LV�D�1HZ�<RUN�FRUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�5RQNRQNRPD��1HZ�

<RUN��7KH�%RXQWLIXO�&RPSDQ\�LV�D�'HODZDUH�&RUSRUDWLRQ��ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�

5RQNRQNRPD��1HZ�<RUN��7KH�DPRXQW�LQ�FRQWURYHUV\�H[FHHGV������������IRU�WKH�3ODLQWLII�DQG�

PHPEHUV�RI�WKH�&ODVV�FROOHFWLYHO\��H[FOXVLYH�RI�LQWHUHVW�DQG�FRVWV��E\�YLUWXH�RI�WKH�FRPELQHG�

SXUFKDVH�SULFHV�SDLG�E\�3ODLQWLII�DQG�PHPEHUV�RI�WKH�SXWDWLYH�&ODVV��DQG�WKH�SURILWV�UHDSHG�E\�

'HIHQGDQWV�IURP�WKHLU�WUDQVDFWLRQV�ZLWK�3ODLQWLII�DQG�WKH�&ODVV��DV�D�GLUHFW�DQG�SUR[LPDWH�UHVXOW�

RI�WKH�ZURQJIXO�FRQGXFW�DOOHJHG�KHUHLQ��DQG�E\�YLUWXH�RI�WKH�LQMXQFWLYH�DQG�HTXLWDEOH�UHOLHI�

VRXJKW��

���� 9HQXH�LV�SURSHU�ZLWKLQ�WKLV�MXGLFLDO�GLVWULFW�SXUVXDQW�WR����8�6��&���������EHFDXVH�

D�VXEVWDQWLDO�SRUWLRQ�RI�WKH�XQGHUO\LQJ�WUDQVDFWLRQV�DQG�HYHQWV�FRPSODLQHG�RI�RFFXUUHG�DQG�

DIIHFWHG�SHUVRQV�DQG�HQWLWLHV�DUH�ORFDWHG�LQ�WKLV�MXGLFLDO�GLVWULFW����,Q�DGGLWLRQ�'HIHQGDQWV�DUH�

KHDGTXDUWHUHG�KHUH�DQG�PDNH�DOO�UHOHYDQW�GHFLVLRQV�LQ�WKH�'LVWULFW��

3$57,(6�

���� 3ODLQWLII�0DVKRQ�%DLQHV�LV�D�UHVLGHQW�RI�5RPH��1HZ�<RUN��

���� 0V��%DLQHV�LV�D�SXUFKDVHU�RI�'HIHQGDQWV¶������PJ��)LVK�2LO��

���� 0V��%DLQHV�EHOLHYHG�WKH�UHSUHVHQWDWLRQV�RQ�WKH�3URGXFW¶V�ODEHO�WKDW��DPRQJ�RWKHU�

WKLQJV��LW�ZDV�DFWXDO�ILVK�RLO�FRQWDLQLQJ�'+$�DQG�(3$�����

���� 0V��%DLQHV�EHOLHYHG�WKDW�'HIHQGDQWV�ODZIXOO\�PDUNHWHG�DQG�VROG�WKH�3URGXFW��

���� 0V��%DLQHV�UHOLHG�RQ�'HIHQGDQWV¶�ODEHOLQJ�DQG�ZDV�PLVOHG�WKHUHE\��

Case 1:21-cv-05330   Document 1   Filed 09/24/21   Page 5 of 38 PageID #: 5



������

���� 0V��%DLQHV�ZRXOG�QRW�KDYH�SXUFKDVHG�WKH�3URGXFW��RU�ZRXOG�KDYH�SXUFKDVHG�WKH�

3URGXFW�RQ�GLIIHUHQW�WHUPV��KDG�VKH�NQRZQ�WKH�WUXWK����

���� 0V��%DLQHV�ZDV�LQMXUHG�LQ�IDFW�DQG�ORVW�PRQH\�DV�D�UHVXOW�RI�'HIHQGDQWV¶�LPSURSHU�

FRQGXFW��

���� ,I�0V��%DLQHV�NQHZ�WKDW�'HIHQGDQWV¶�PDUNHWLQJ�DQG�VDOH�RI�WKH�3URGXFW�ZDV�

ODZIXO��WUXWKIXO��DQG�QRQ�PLVOHDGLQJ��DQG�WKDW�VKH�FRXOG�UHO\�RQ�WKH�ODEHOLQJ�FODLPV�DV�WUXH��VKH�

ZRXOG�SXUFKDVH�DQG�RU�ZRXOG�FRQVLGHU�SXUFKDVLQJ�WKH�3URGXFW�LQ�WKH�IXWXUH��$W�SUHVHQW��KRZHYHU��

DQG�ZLWKRXW�DQ�LQMXQFWLRQ��3ODLQWLII�FDQQRW�SXUFKDVH�WKH�3URGXFW�EHFDXVH�VKH�FDQQRW�EH�FRQILGHQW�

WKDW�LWV�ODEHOLQJ�LV�WUXWKIXO�DQG�QRQ�PLVOHDGLQJ��

���� ,I�0V��%DLQHV�LQ�WKH�IXWXUH�EHOLHYHV�WKDW�'HIHQGDQWV¶�PDUNHWLQJ�DQG�ODEHOLQJ�LV�

WUXWKIXO��QRQ�PLVOHDGLQJ��DQG�ODZIXO��VKH�ZRXOG�FRQVLGHU�SXUFKDVLQJ�WKH�3URGXFW�LQ�WKH�IXWXUH���

���� 'HIHQGDQW�1DWXUH¶V�%RXQW\�,QF���LV�D�1HZ�<RUN�&RUSRUDWLRQ�ZLWK�LWV�SULQFLSDO�

SODFH�RI�EXVLQHVV�LQ�5RQNRQNRPD��1HZ�<RUN��1DWXUH¶V�%RXQW\�LV�WKH�IODJVKLS�EUDQG�RI�7KH�

%RXQWLIXO�&RPSDQ\��D�IDPLO\�RI�ZHOOQHVV�EUDQGV�³FRPPLWWHG�WR�SURYLGLQJ�SHRSOH�ZLWK�KLJK�

TXDOLW\�SURGXFWV�WR�FRPSOHPHQW�WKHLU�OLIHVW\OHV�DQG�SK\VLFDO�KHDOWK�´��1%,�VHOOV�D�YDULHW\�RI�

YLWDPLQV�DQG�VXSSOHPHQWV�LQFOXGLQJ�WKH�3URGXFW�DW�LVVXH�LQ�WKLV�OLWLJDWLRQ��

���� 'HIHQGDQW�7KH�%RXQWLIXO�&RPSDQ\��³7%&´��LV�D�'HODZDUH�&RUSRUDWLRQ�ZLWK�LWV�

SULQFLSDO�SODFH�RI�EXVLQHVV�LQ�5RQNRQNRPD��1HZ�<RUN��7%&�LV�D�PDQXIDFWXUHU��PDUNHWHU�DQG�

VHOOHU�RI�YLWDPLQV��PLQHUDOV��KHUEDO�DQG�RWKHU�VSHFLDOW\�VXSSOHPHQWV��,W�RZQV�VHYHUDO�

YLWDPLQ�VXSSOHPHQW�EUDQGV�LQFOXGLQJ�'HIHQGDQW�1DWXUH¶V�%RXQW\��

�
��KWWSV���ZZZ�QDWXUHVERXQW\�FRP�DERXW�XV��
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���� ,Q�$XJXVW�������1HVWOH�+HDOWK�6FLHQFH�FRPSOHWHG�LWV�DFTXLVLWLRQ�RI�7KH�%RXQWLIXO�

&RPSDQ\�DQG�LWV�VXEVLGLDULHV�LQFOXGLQJ�1%,��IRU�������ELOOLRQ��

*(1(5$/�$//(*$7,216�

$�� 2PHJD���)DWW\�$FLGV�

���� 2PHJD���)DWW\�$FLGV��³2PHJD��´�RU�³20�´��DUH�SRO\XQVDWXUDWHG�FDUER[\OLF�

DFLGV�WKDW�SURYLGH�QXPHURXV�KHDOWK�EHQHILWV�WR�WKH�KXPDQ�ERG\�LQFOXGLQJ�D�YDULHW\�RI�FULWLFDO�

RUJDQV�DQG�V\VWHPV��e.g.��KHDUW��EUDLQ��H\HV��EORRG�YHVVHOV��OXQJV��LPPXQH��HQGRFULQH��DQG�

UHSURGXFWLYH�V\VWHPV����

���� $PRQJ�WKH����W\SHV�RI�20�V��WKH�WKUHH�PRVW�LPSRUWDQW�WR�KXPDQ�SK\VLRORJ\�DUH�

DOSKD�OLQROHQLF�DFLG��³$/$´���GRFRVDKH[DHQRLF�DFLG��³'+$´��DQG�HLFRVDSHQWDHQRLF�DFLG�

�³(3$´����

���� $/$�2PHJD���IDWW\�DFLGV�DUH�SULPDULO\�IRXQG�LQ�SODQW�RLOV�DQG�JHQHUDOO\�XVHG�E\�

WKH�KXPDQ�ERG\�IRU�HQHUJ\��7R�EH�XVHG�IRU�VRPHWKLQJ�RWKHU�WKDQ�HQHUJ\��$/$�PXVW�ILUVW�EH�

FRQYHUWHG�LQWR�(3$�RU�'+$��8QIRUWXQDWHO\��WKLV�FRQYHUVLRQ�SURFHVV�LV�LQHIILFLHQW�DQG�UHVXOWV�LQ�

RQO\�D�VPDOO�SHUFHQWDJH�RI�$/$�EHLQJ�FRQYHUWHG�LQWR�(3$�DQG�'+$��

���� ,Q�FRQWUDVW��WKH�SULPDU\�VRXUFH�RI�(3$�DQG�'+$�DUH�PDULQH�RLOV�IURP�IDWW\�ILVK�

DQG�RWKHU�VHDIRRGV����

�
��Omega-3 Fatty Acids��1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��2IILFH�RI�'LHWDU\�6XSSOHPHQWV��DYDLODEOH�DW�
KWWSV���RGV�RG�QLK�JRY�IDFWVKHHWV�2PHJD�)DWW\$FLGV�&RQVXPHU��+��%UHLYLN��Long-chain Omega-3 Specialty Oils��
:RRGKHDG�3XEOLVKLQJ�LQ�)RRG�6FLHQFH��7HFKQRORJ\�DQG�1XWULWLRQ�DW�����KHUHLQDIWHU�³%UHLYLN�DW�BBB´���&OLQLFDO�
UHVHDUFK�KDV�VXJJHVWHG�WKDW�2PHJD��V�KHOS�SUHYHQW�FDUGLRYDVFXODU�GLVHDVH��$O]KHLPHU¶V��GHPHQWLD��PDFXODU�
GHJHQHUDWLRQ��DQG�UKHXPDWRLG�DUWKULWLV��7KHUH�LV�DOVR�VXSSRUW�WKDW�2PHJD��V�SURYLGH�EHQHILWV�IRU�VXIIHUHUV�RI�
DUWKULWLV��&URKQ¶V�GLVHDVH�DQG�SDWLHQWV�ZLWK�QHXURSV\FKLDWULF�GLVRUGHUV�VXFK�DV�GHSUHVVLRQ�DQG�VFKL]RSKUHQLD�����

��2WKHU�2PHJD��V�LQFOXGH��KH[DGHFDWULHQRLF�DFLG��+7$���VWHDULGRQLF�DFLG��6'$���HLFRVDWULHQRLF�DFLG��(7(���
HLFRVDWHWUDHQRLF�DFLG��(7$���KHQHLFRVDSHQWDHQRLF�DFLG��+3$���GRFRVDSHQWDHQRLF�DFLG��'3$���WHWUDFRVDSHQWDHQRLF�
DFLG��DQG�WHWUDFRVDKH[DHQRLF�DFLG��
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���� $OWKRXJK�H[SHUWV�KDYH�QRW�HVWDEOLVKHG�D�GDLO\�UHFRPPHQGHG�DPRXQW�IRU�'+$�DQG�

(3$��WKH�1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��2IILFH�RI�'LHWDU\�6XSSOHPHQWV��³1,+´��DFNQRZOHGJHV�

WKDW�PDQ\�VFLHQWLILF�VWXGLHV�VKRZ�WKDW�HDWLQJ�IDWW\�ILVK�ULFK�LQ�'+$�DQG�(3$�KDV�EHQHILFLDO�

HIIHFWV�ZLWK�UHVSHFW�WR�D�YDULHW\�RI�DGYHUVH�KHDOWK�FRQGLWLRQV�VXFK�DV�FDUGLRYDVFXODU�GLVHDVH��DJH�

UHODWHG�PDFXODU�GHJHQHUDWLRQ��$O]KHLPHU¶V�GLVHDVH��GHPHQWLD��GZLQGOLQJ�FRJQLWLYH�IXQFWLRQ��

UKHXPDWRLG�DUWKULWLV��KLJK�EORRG�SUHVVXUH��DQG�YDULHW\�RI�RWKHU�FRQGLWLRQV�LQFOXGLQJ��SRWHQWLDOO\��

FHUWDLQ�FDQFHUV����

���� %HWZHHQ������DQG�������WKH�$PHULFDQ�+HDUW�$VVRFLDWLRQ��³$+$´��UHOHDVHG�WKUHH�

VFLHQFH�DGYLVRULHV�UHODWHG�WR�2PHJD��V��DOO�RI�ZKLFK�UHFRPPHQG�DGXOWV�FRQVXPH�RQH�WR�WZR�

VHUYLQJV�RI�VHDIRRG�SHU�ZHHN�WR�UHGXFH�WKH�ULVN�RI�FRQJHVWLYH�KHDUW�IDLOXUH��FRURQDU\�DUWHU\�

GLVHDVH��VWURNH��DQG�VXGGHQ�FDUGLDF�GHDWK��)RU�SHRSOH�ZLWK�H[LVWLQJ�FRURQDU\�DUWHU\�GLVHDVH��WKH�

$+$�UHFRPPHQGV�DSSUR[LPDWHO\���J��GD\�RI�(3$�SOXV�'+$��SUHIHUDEO\�IURP�RLO\�ILVK����

���� ,Q������WKH�8�6��)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��³)'$´��FRQVLGHUHG�WKH�ZHLJKW�

RI�VFLHQWLILF�HYLGHQFH�RQ�WKH�LPSDFW�RI�20��DQG�DSSURYHG�ILYH�TXDOLILHG�KHDOWK�FODLPV�UHODWLQJ�WR�

WKH�FRQVXPSWLRQ�RI�WKH�(3$�'+$�DQG�LWV�HIIHFW�RQ�KHDUW�KHDOWK���

���� 8QIRUWXQDWHO\��$PHULFDQV�JHQHUDOO\�GR�QRW�FRQVXPH�D�VXIILFLHQW�DPRXQW�RI�IDWW\�

ILVK�QHFHVVDU\�WR�PDLQWDLQ�DGHTXDWH�OHYHOV�RI�(3$�DQG�'+$��,Q�UHVSRQVH�WR�WKLV�GHILFLHQF\��

�
��$YDLODEOH�DW�KWWSV���RGV�RG�QLK�JRY�IDFWVKHHWV�2PHJD�)DWW\$FLGV�&RQVXPHU����

��(WKHUWRQ��3���HW�DO��Omega-3 Fatty Acids and Cardiovascular Disease New Recommendations From the American 
Heart Association��$+$�$UWHULRVFOHURVLV��7KURPERVLV��DQG�9DVFXODU�%LRORJ\�-RXUQDO��������DYDLODEOH�DW�
KWWSV���ZZZ�DKDMRXUQDOV�RUJ�GRL�IXOO������������$79������������������$(���See also��1DWLRQDO�,QVWLWXWHV�RI�
+HDOWK��Omega-3 Fatty Acids��DYDLODEOH�DW�KWWSV���RGV�RG�QLK�JRY�IDFWVKHHWV�2PHJD�)DWW\$FLGV�
+HDOWK3URIHVVLRQDO���a�WH[W )RU���SHRSOH���ZLWK���H[LVWLQJ���FRURQDU\�RI���D���SK\VLFLDQ�����%����
'��

��FDA Announces New Qualified Health Claims for EPA and DHA Omega-3 Consumption and the Risk of 
Hypertension and Coronary Heart Disease��-XQH�����������DYDLODEOH�DW�KWWSV���ZZZ�IGD�JRY�IRRG�FIVDQ�FRQVWLWXHQW�
XSGDWHV�IGD�DQQRXQFHV�QHZ�TXDOLILHG�KHDOWK�FODLPV�HSD�DQG�GKD�RPHJD���FRQVXPSWLRQ�DQG�ULVN�K\SHUWHQVLRQ�DQG���
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KHDOWK�FDUH�SURIHVVLRQDOV�EHJDQ�UHFRPPHQGLQJ�WKDW�$PHULFDQV�VXSSOHPHQW�WKHLU�GLHWV�ZLWK�ILVK�

RLO����

���� ,Q�������ILVK�RLO�VXSSOHPHQWV�JHQHUDWHG�RQO\�����PLOOLRQ�LQ�DQQXDO�VDOHV��%\�������

WKDW�QXPEHU�KDG�LQFUHDVHG�WR������PLOOLRQ�DQG�E\�������ILVK�RLO�VXSSOHPHQWV�KDG�EHFRPH�WKH�

QRQ�YLWDPLQ�QRQ�PLQHUDO�QDWXUDO�SURGXFW�PRVW�FRPPRQO\�WDNHQ�E\�ERWK�DGXOWV�DQG�FKLOGUHQ�ZLWK�

DSSUR[LPDWHO\�����SHUFHQW�RI�DGXOWV�������PLOOLRQ��DQG�����SHUFHQW�RI�FKLOGUHQ�DJH���WR����

����������UHJXODUO\�FRQVXPLQJ�ILVK�RLO�VXSSOHPHQWV����%\�������WKH�JOREDO�ILVK�RLO�PDUNHW�KDG�

JURZQ�WR������ELOOLRQ��DQG�LV�FXUUHQWO\�HVWLPDWHG�WR�UHDFK������ELOOLRQ�E\���������

%�� )LVK�2LO�

���� 2PHJD���IDWW\�DFLGV��LQFOXGLQJ�(3$�DQG�'+$��DUH�IRXQG�LQ�D�YDULHW\�RI�IDWW\�ILVK�

VXFK�PHQKDGHQ��VDUGLQHV��DQFKRYLHV��VDOPRQ�DQG�WXQD����7KH�RLO�IURP�WKHVH�ILVK�LV�H[WUDFWHG�E\�D�

IDLUO\�VWUDLJKWIRUZDUG�SURFHVV�ZKLFK�KDV�EHHQ�HPSOR\HG�LQ�D�VLPLODU�IDVKLRQ�VLQFH�WKH�HDUO\�

����V�ZKHUHE\�ILVK�ZHUH�FDXJKW��FRRNHG�DQG�D�URFN�ZHLJKWHG�SURFHVV�ZDV�XVHG�WR�SUHVV�RLO�IURP�

WKH�ILVK��%\�WKH�����V��WKH�URFN�ZHLJKWHG�SURFHVV�ZDV�UHSODFHG�ZLWK�D�K\GUDXOLF�SUHVV�����

�
��0DFND\��A Comparison of Synthetic Ethyl Ester Form Fish Oil vs. Natural Triglyceride Form��DYDLODEOH�IURP�
KWWS���ZZZ�SURPHGLFV�FD�VLWH�GRZQORDGV�7ULJO\FHULGHV���YV���(WK\O���(VWHUV�SGI��

���1,+��Omega-3 Supplements: In Depth��1DWLRQDO�&HQWHU�IRU�&RPSOHPHQWDU\�DQG�,QWHJUDWLYH�+HDOWK���DYDLODEOH�DW�
KWWSV���ZZZ�QFFLK�QLK�JRY�KHDOWK�RPHJD��VXSSOHPHQWV�LQ�
GHSWK��a�WH[W 8VH���RI���2PHJD��'����6XSSOHPHQWV���LQ���WKH���8QLWHG���6WDWHV	WH[W 7KH���VXUY
H\���ILQGLQJV���LQGLFDWHG���WKDW�LQ���WKH���SUHYLRXV��������GD\V��

����*OREDO�)LVK�2LO�0DUNHW�������WR���������2SSRUWXQLW\�$QDO\VLV�DQG�,QGXVWU\�)RUHFDVW���
5HVHDUFK$QG0DUNHWV�FRP��%XVLQHVV�:LUH��DYDLODEOH�DW��
KWWSV���ZZZ�EXVLQHVVZLUH�FRP�QHZV�KRPH����������������HQ�*OREDO�)LVK�2LO�0DUNHW������WR��������
2SSRUWXQLW\�$QDO\VLV�DQG�,QGXVWU\�)RUHFDVW���
5HVHDUFK$QG0DUNHWV�FRP��a�WH[W 7KH���JOREDO���ILVK���RLO���PDUNHW�DQG���GRFRVDKH[DHQRLF���DFLGV��
���'+$���

���+RVVDLQ��0�$���Fish as Source of Polyunsaturated Fatty Acids (PUFAs), Which One is Better-Farmed or Wild?��
$GYDQFH�-RXUQDO�RI�)RRG�6FLHQFH�DQG�7HFKQRORJ\�����������������7DEOH�����������³+RVVDLQ�3XEOLFDWLRQ´�����

���%UHLYLN�DW�����
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���� 7RGD\��WKH�SURFHVV�UHPDLQV�UHODWLYHO\�WKH�VDPH��2QFH�ILVK�DUH�FDXJKW��WKH\�DUH�RQ�

ERDUGHG�WR�D�ILVKLQJ�YHVVHO�DQG�TXLFNO\�ERLOHG��7KH�ILVK�DUH�FRRNHG�DQG�SUHVVHG��VHSDUDWLQJ�WKH�

ZDWHU�DQG�RLO�IURP�SURWHLQV�DQG�VROLGV��7KHUHDIWHU��WKH�ZDWHU�LV�VHSDUDWHG�IURP�WKH�RLO��7KH�RLO�

XQGHUJRHV�D�SROLVKLQJ�SURFHVV��i.e.��GHDFLGLI\LQJ��GHJXPPLQJ��DQG�ZDVKLQJ�WKH�RLO�VHYHUDO�WLPHV���

,W�LV�VXEVHTXHQWO\�EOHDFKHG�DQG�GHRGRUL]HG��7KH�UHVXOWLQJ�RLO�LV�XOWLPDWHO\�HQFDSVXODWHG�DQG�VROG�

DV�VXSSOHPHQWV��%HORZ��D�GLDJUDP�UHSUHVHQWLQJ�WKH�VWDQGDUG�PHWKRG�IRU�SURFHVVLQJ�ILVK�RLO�����

�

�

�

�

�

�

�

�

�

�

�

�

�

�

�

�
���%LPER��$����������Marine oils; edible oil processing��$2&6�/LSLG�/LEUDU\��'HFHPEHU�������DYDLODEOH�DW�
KWWSV���OLSLGOLEUDU\�DRFV�RUJ�HGLEOH�RLO�SURFHVVLQJ�PDULQH�RLOV��7KH�JUDSK�UHSUHVHQWV�WKH�ZHW�UHGXFWLRQ�SURFHVV²WKH�
WKH�PRVW�FRPPRQ�PHWKRG�XVHG�WR�FRQYHUW�UDZ�ILVK�LQWR�ILVK�RLO��

Case 1:21-cv-05330   Document 1   Filed 09/24/21   Page 10 of 38 PageID #: 10



�������

���� 0RVW�VLJQLILFDQWO\��FRPPRQ�ILVK�RLO�LV�derived using a physical, rather than a 

chemical process��VXFK�WKDW�QR�FKHPLFDO�ERQGV�DUH�EURNHQ�RU�FUHDWHG�GXULQJ�WKH�H[WUDFWLRQ��

EOHDFKLQJ�RU�GHRGRUL]LQJ�SURFHVV��³)LVK�RLO�LV�SURGXFHG�ZLWKRXW�VROYHQW�H[WUDFWLRQ�>EXW�UDWKHU@�LV�

SUHVVHG�RXW�RI�WKH�FRRNHG�ILVK�´����

���� 7KH�2PHJD���IDWW\�DFLGV�LQ�ILVK�RLO�RFFXU�QDWXUDOO\�LQ�WULJO\FHULGH�IRUP��³7$*´���

7ULJO\FHULGH�LV�WKH�WHUP�XVHG�WR�GHILQH�WKH�PROHFXODU�VWUXFWXUH�ZKLFK�ERQG�WKHVH�IDWW\�DFLGV��L�H���

(3$�DQG�'+$��WR�D�JO\FHURO�EDFNERQH��7ULJO\FHULGHV�DUH�WKH�QDWXUDO�PROHFXODU�IRUP�WKDW�PDNH�

XS�YLUWXDOO\�DOO�IDWV�DQG�RLOV�LQ�ERWK�DQLPDOV�DQG�SODQWV�DQG�ZKLFK�WKH�KXPDQ�ERG\�FDQ�GLUHFWO\�

GLJHVW����

���� 'HSHQGLQJ�RQ�WKH�W\SH�RI�ILVK�IURP�ZKLFK�RLO�ZDV�GHULYHG��DQG�WKH�HQYLURQPHQWDO�

FRQGLWLRQV�LQ�ZKLFK�WKDW�ILVK�ZDV�UDLVHG��WKH�UDWLR�RI�(3$�DQG�'+$�FDQ�GLIIHU�VOLJKWO\��EXW�

W\SLFDOO\�ZLOO�DFFRXQW�IRU�����RI�WKH�IDWW\�DFLG�FRQWHQW��i.e.������PJ��RI�(3$�DQG�����PJ��RI�

'+$�SHU������PJ��RI�RLO�����6WDQGDUG�ILVK�RLO�WKHUHIRUH�LV�RIWHQ�UHIHUUHG�WR�DV�³������´�

UHSUHVHQWLQJ�WKH�W\SLFDO�UDWLR�RI�(3$�WR�'+$�E\�ZHLJKW������RI�WKH�RLO�E\�ZHLJKW�LV�(3$��DQG�

����RI�WKH�RLO�E\�ZHLJKW�LV�'+$���7KH�UHPDLQLQJ�����RI�WKH�ILVK�RLO�FRQVLVWV�RI�VDWXUDWHG�IDWV��

RWKHU�RPHJD���IDWW\�DFLGV��RPHJD���DQG�RPHJD���IDWW\�DFLGV����

�

�
���%UHLYLN�DW�����

���See, e.g.,�2PHJD��RI�1RUZD\��DYDLODEOH�DW�KWWSV���QRUZD\RPHJD�FRP�RPHJD��ILVK�RLO��QDWXUDO�WULJO\FHULGHV�YV�
DUWLILFLDO�HWK\OHVWHUV��ODVW�YLVLWHG�$SULO�������������

���1,+��Omega-3 Fatty Acids, Fact Sheet for Health Professionals, National Institutes of Health, Office of Dietary 
Supplements (“NIH Fact Sheet”)�DYDLODEOH�DW�KWWSV���RGV�RG�QLK�JRY�IDFWVKHHWV�2PHJD�)DWW\$FLGV�
+HDOWK3URIHVVLRQDO���

���/HPENH��3���Production Techniques for Omega-3 Concentrates��2PHJD�����)DWW\�$FLGV��)XQFWLRQV��VXVWDLQDELOLW\�
6WUDWHJ\�DQG�3HUVSHFWLYHV��'2,����������������������������������DYDLODEOH�DW�KWWSV���ZZZ�SXURRPHJD�FRP�ZS�
FRQWHQW�XSORDGV���������/HPENH������3URGXFWLRQ�7HFKQLTXHV�2PHJD���+XPDQ�3UHVV������SS��������SGI��ODVW�
YLVLWHG�$SULO������������
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&�� 2PHJD���)DWW\�$FLG�(WK\O�(VWHUV�

���� ,Q�WKH�HDUO\�����V��WKH�-DSDQHVH�SKDUPDFHXWLFDO�FRPSDQ\�0RFKLGD�GHYHORSHG�D�

ODUJH�VFDOH�PHWKRG�WR�V\QWKHVL]H�(3$�DQG�'+$�LQWR�DQ�HWK\O�HVWHU�FKHPLFDO�IRUP��7KH�SURFHVV��

NQRZQ�DV�WUDQV�HVWHULILFDWLRQ��HQDEOHG�VFLHQWLVWV�WR�LQFUHDVH�WKH�\LHOG�RI�RPHJD��V�IURP�����WR�

XSZDUGV�RI�����DV�ZHOO�DV�PDQLSXODWH�WKH�UDWLR�EHWZHHQ�(3$�DQG�'+$����,W�DOVR�DOORZHG�

FKHPLVWV�WR�XVH�ORZ�JUDGH�ILVK�RLO�DV�WKH�VWDUWLQJ�PDWHULDO�DV�UDQFLGLW\�DQG�RWKHU�LQILUPLWLHV�DUH�

UHPRYHG�LQ�WKH�WUDQV�HVWHULILFDWLRQ�SURFHVV���

���� 'RLQJ�VR��KRZHYHU��UHTXLUHG�WKH�FKHPLFDO�DOWHUDWLRQ�RI�ILVK�RLO�RQ�D�PROHFXODU�

OHYHO��VXEVWDQWLDOO\�WUDQVIRUPLQJ�LW�IURP�D�QDWXUDO�SURGXFW��LQWR�D�V\QWKHWLF�SURGXFW�FDOOHG�D�)DWW\�

$FLG�(WK\O�(VWHU²D�VXEVWDQFH�WKDW�LV�QRW�IRXQG�DQ\ZKHUH�LQ�QDWXUH��DQG�ZKLFK�KDV�QRW�EHHQ�

FRPSDUDEO\�YLHZHG�E\�OHDGLQJ�KHDOWK�DXWKRULWLHV���

��� 7KH�7UDQV�(VWHULILFDWLRQ�3URFHVV�

���� 7KH�ILUVW�VWHS�LQ�WKH�WUDQV�HVWHULILFDWLRQ�SURFHVV�LQYROYHV�D�FKHPLFDO�UHDFWLRQ�

ZKHUHE\�WKH�JO\FHURO�EDFNERQH�RI�HDFK�WULJO\FHULGH�PROHFXOH�LQ�WKH�ILVK�RLO�LV�EURNHQ�E\�

LQWURGXFWLRQ�RI�DQ�LQGXVWULDO�FKHPLFDO�VXFK�DV�VRGLXP�K\GUR[LGH��UHVXOWLQJ�LQ�IUHH�IDWW\�DFLGV�DQG�

D�IUHH�JO\FHURO�PROHFXOH����7KH�IUHH�IDWW\�DFLG�IRUPV�RI�(3$�DQG�'+$��ZKLFK�DUH�LQKHUHQWO\�

XQVWDEOH��DUH�WKHQ�FKHPLFDOO\�UHDFWHG�ZLWK�HWKDQRO��DQ�LQGXVWULDO�DOFRKRO�����,Q�D�VXEVHTXHQW�

SURFHVV�NQRZQ�DV�PROHFXODU�GLVWLOODWLRQ��WKH�PL[WXUH�LV�KHDW�GLVWLOOHG�XQGHU�D�YDFXXP�UHVXOWLQJ�LQ�

�
���.OLQLN��0���A Review of Omega-3 Ethyl Esters for Cardiovascular Prevention and Treatment of Increased Blood 
Triglyceride Levels��9DVF�+HDOWK�5LVN�0DQDJ���������GRL����������YKUP���������������

���'RXJODV�0DF.D\��1'��A Comparison of Synthetic Ethyl Ester Form Fish Oil vs. Natural Triglyceride Form�
�³0DF.D\�3XEOLFDWLRQ´���KWWS���ZZZ�KHDOWKZLVHRQOLQH�FRP�SGI�VWXDUWBWRPFBQRUGLFBQDWXUDOVBWJBYVBHH�SGI��%LPER��
$��Marin Oils��$2&6�/LSLG�/LEUDU\��DYDLODEOH�DW�KWWSV���OLSLGOLEUDU\�DRFV�RUJ�HGLEOH�RLO�SURFHVVLQJ�PDULQH�RLOV���

���See 0DF.D\�3XEOLFDWLRQ��see also Triglycerides vs. Ethyl Ester Forms of Fish Oil��6FLHQFH�%DVHG�+HDOWK��
KWWSV���ZZZ�VFLHQFHEDVHGKHDOWK�FRP�)LVK�2LO�((�YV�7*�RPHJD��V�ZKLFK�LV�EHWWHU�:����DVS[����
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D�FRQGHQVDWH�RPHJD���HWK\O�HVWHU�VROXWLRQ�����7KH�FRQFHQWUDWLRQ�RI�RPHJD��V�LQ�WKH�VROXWLRQ�

GHSHQGV�RQ�YDULDEOHV�ZLWKLQ�WKH�GLVWLOODWLRQ�SURFHVV��EXW�W\SLFDOO\�UDQJHV�IURP���������7KH��

FRQVWLWXHQW�FRPSRXQGV�DUH�'+$�(WK\O�(VWHUV�DQG�(3$�(WK\O�(VWHUV²ZKLFK�DUH�PROHFXODUO\�

GLVWLQFW�IURP�WKH�SUHFXUVRU�'+$�DQG�(3$�WULJO\FHULGH��³7$*´��PROHFXOHV��7KH�GLDJUDP�EHORZ�

VKRZV�WKH�PRVW�FRPPRQ�WUDQV�HVWHULILFDWLRQ�SURFHVV�EHJLQQLQJ�ZLWK�FUXGH�ILVK�RLO�DQG�UHVXOWLQJ�

LQ�WKH�IRUPDWLRQ�RI�HWK\O�HVWHUV�����

�

�

�

�

�

�

�

���� 7KH�WUDQV�HVWHULILFDWLRQ�SURFHVV�DOORZV�PDQXIDFWXUHUV�WR�GR�RQH�RI�VHYHUDO�WKLQJV�

WKDW�\LHOG�VLJQLILFDQW�ILQDQFLDO�EHQHILWV������,QFUHDVH�WKH�OHYHOV�RI�(3$�((�DQG�'+$�((�IDU�LQ�

H[FHVV�RI�WKH�������OLPLW�RI�7$*�(3$�DQG�7$*�'+$�LQ�ILVK�RLO��:KHUH�WKH�VWDQGDUG�ILVK�RLO�

�
���0ROHFXODU�GLVWLOODWLRQ�LV�D�W\SH�RI�VKRUW�SDWK�YDFXXP�GLVWLOODWLRQ��FKDUDFWHUL]HG�E\�DQ�H[WUHPHO\�ORZ�YDFXXP�
SUHVVXUH�ZKLFK�LV�SHUIRUPHG�XVLQJ�D�PROHFXODU�VWLOO��7KLV�SURFHVV�LV�FKDUDFWHUL]HG�E\�VKRUW�WHUP�H[SRVXUH�RI�WKH�
GLVWLOODWH�OLTXLG�WR�KLJK�WHPSHUDWXUHV�LQ�KLJK�YDFXXP�LQ�WKH�GLVWLOODWLRQ�FROXPQ�DQG�D�VPDOO�GLVWDQFH�EHWZHHQ�WKH�
HYDSRUDWRU�DQG�WKH�FRQGHQVHU��KWWSV���HQ�ZLNLSHGLD�RUJ�ZLNL�0ROHFXODUBGLVWLOODWLRQ��See also %UHLYLN��+���+��*�*���
DQG�%��.ULVWLQVVRQ��Preparation of highly purified concentrates of eicosapentaenoic acid and docosahexaenoic acid��
-$2&6����������������S�����������%UHLYLN��+��Concentrates. In: Long Chain Omega-3 Specialty Oils��SS�����������
7KH�2LO\�3UHVV�%ULGJZDWHU�(QJODQG���������

���%LPER��$�3��Processing of marine oils. In: Long Chain Omega-3 Specialty Oils��SS����������+��%UHLYLN��HG���7KH�
2LO\�3UHVV�%ULGJZDWHU�(QJODQG����������
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\LHOGV�RQO\�����'+$�(3$�E\�YROXPH��WUDQV�HVWHULILFDWLRQ�DOORZV�PDQXIDFWXUHUV�WR�REWDLQ�'+$�

((�DQG�(3$�((�WKDW�\LHOGV�XSZDUGV�RI�����E\�YROXPH������$OWHU�WKH�QDWXUDO�UDWLRV�RI�'+$�(3$�

�i.e.������PJ��������PJ��SHU������PJ���WR�FUHDWH�'+$�((���(3$�((�LQ�DQ\�UDWLR�WKH�PDQXIDFWXUHU�

GHVLUHV������8VH�ORZ�JUDGH�FUXGH�ILVK�RLO�JHQHUDWHG�IURP�ILVK�RIIDO²KHDGV��YLVFHUD�DQG�RWKHU�

ERG\�SDUWV�GLVFDUGHG�LQ�SUHSDULQJ�ILVK�IRU�FRQVXPSWLRQ��i.e.��ILVK�ZDVWH�²LQ�OLHX�RI�D�ZKROH�

VPDOO�RLO\�ILVK��e.g.��VDUGLQH��DQFKRY\��PHQKDGHQ��WKDW�DUH�WUDGLWLRQDOO\�FDXJKW�DQG�SURFHVVHG�IRU�

WKH�SURGXFWLRQ�RI�ILVK�RLO��,Q�DGGLWLRQ�WR�EHLQJ�ORZ�TXDOLW\��RIIDO�SURGXFHV�VPDOO�YROXPHV�RI�RLO�

FRPSDUHG�WR�WKH�ZKROH�ILVK�EHFDXVH�WKHVH�HGLEOH�VSHFLHV�DUH�SULPDULO\�QRQ�IDWW\�ILVK����)RU�

H[DPSOH��D�VWXG\�H[SORULQJ�WKH�HIILFLHQF\�RI�H[WUDFWLQJ�RLO�IURP�WKH�KHDGV�RI�WZR�WXQD�VSHFLHV��

IRXQG�WKH�FUXGH�RLO�\LHOGV�DUH�RQO\�EHWZHHQ�������IDU�OHVV�WKDQ�WKH�DYHUDJH�����\LHOG�IURP�

ZKROH�ILVK�VSHFLHV�WKDW�DUH�FDXJKW�VSHFLILFDOO\�IRU�UHQGHULQJ�RI�ILVK�RLO����,QFRQVLVWHQW�DQG�ORZ�

\LHOGV��UDQFLGLW\��DQG�WKH�IDFW�WKDW�WKH�UDZ�PDWHULDOV�FRQVLVW�RI�ILVK�ZDVWH��UHQGHUV�WKH�UHVXOWLQJ�

FUXGH�ILVK�RLO�XQVXLWDEOH�IRU�KXPDQ�FRQVXPSWLRQ�DQG�UHTXLUHV�WUDQV�HVWHULILFDWLRQ�WR�FUHDWH�D�

XVHDEOH�\LHOG�����

���� $W�WKH�HQG�RI�WKH�WUDQV�HVWHULILFDWLRQ�SURFHVV��FUXGH�ILVK�RLO�KDV�EHHQ�VXEVWDQWLDOO\�

WUDQVIRUPHG�LQWR�)DWW\�$FLG�(WK\O�(VWHUV�FRQVLVWLQJ�RI�'+$�((��(3$�((�DQG�RWKHU�20��IDWW\�

�
���%LPER��$����������0DULQH�RLOV��HGLEOH�RLO�SURFHVVLQJ��$2&6�/LSLG�/LEUDU\��'HFHPEHU�������DYDLODEOH�DW�
KWWS���OLSLGOLEUDU\�DRFV�RUJ�2LOV)DWV�FRQWHQW�FIP",WHP1XPEHU ������

���.DVPLUDQ��%��������&RPSDULVRQ�DQG�HYDOXDWLRQ�RI�WKH�TXDOLW\�RI�ILVK�RLO�DQG�ILVKPHDO�H[WUDFWHG�IURP�WKH�KHDGV�RI�
<HOORZILQ�WXQD��7KXQQXV�DOEDFDUHV��DQG�$OEDFRUH�WXQD��7KLQQXV�DODOXQJD���1DWLRQV�8QLYHUVLW\�)LVKHULHV�7UDLQLQJ�
3URJUDPPH��,FHODQG��DYDLODEOH�DW��KWWS���ZZZ�XQXIWS�LV�VWDWLF�IHOORZV�GRFXPHQW�EULWQH\��SUI�SGI��
���$OILR��9��HW�DO��From Fish Waste to Value: An Overview of the Sustainable Recovery of Omega-3 for Food 
Supplements��0ROHFXOHV�������)HE���������������3XEOLVKHG�RQOLQH������)HE�����GRL����������PROHFXOHV���������
DYDLODEOH�DW�KWWSV���ZZZ�QFEL�QOP�QLK�JRY�SPF�DUWLFOHV�30&���������
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DFLG�HWK\O�HVWHUV��$W�WKLV�SRLQW��WKH�VROXWLRQ�PD\�EH�HQFDSVXODWHG�DQG�VROG�DV�D�GLHWDU\�

VXSSOHPHQW��RU�IXUWKHU�FRQFHQWUDWHG��UHILQHG�DQG�VROG�DV�D�GUXJ����

���� 8OWLPDWHO\��RQFH�WUDQV�HVWHULILHG��ILVK�RLO�LV�VXEVWDQWLDOO\�DQG�LUUHYRFDEO\�

WUDQVIRUPHG�LQWR�DQ�2PHJD���IDWW\�DFLG�HWK\O�HVWHU²D�WKDW�FDQQRW�EH�IRXQG�LQ�DQ\�SDUW�RI�DQ\�

ILVK��&DOOLQJ�LW�³ILVK�RLO�´�WKHUHIRUH��LV�IUDXGXOHQW��GHFHSWLYH�DQG�PLVOHDGLQJ��

'�� 2PHJD���)DWW\�$FLG�(WK\O�(VWHUV�$UH�1RW�)LVK�2LO��

��� '+$�	�(3$�(WK\O�(VWHUV�DUH�'LIIHUHQW�0ROHFXOHV�WKDQ�'+$�	�(3$�)RXQG�
LQ�1DWXUDO�)LVK�2LO�

���� 7KH�WUDQV�HVWHULILFDWLRQ�SURFHVV�VXEVWDQWLDOO\�DQG�LUUHYRFDEO\�WUDQVIRUPV�WKH�

2PHJD��V�LQ�ILVK�RLO�IURP�WKHLU�QDWXUDO�WULJO\FHULGH�IRUP�LQWR�2PHJD���IDWW\�DFLG�HWK\O�HVWHUV��

&ULWLFDOO\��WKHVH�VXEVWDQFHV���ILVK�RLO�DQG�RPHJD���IDWW\�DFLG�HWK\O�HVWHUV���DUH�GLVWLQJXLVKDEOH�RQ�

D�PROHFXODU�OHYHO�VXFK�WKDW�LW�LV�LPSRVVLEOH�DV�D�PDWWHU�RI�ODZ�RU�ORJLF�IRU�WKHP�WR�VKDUH�D�

FRPPRQ�RU�XVXDO�QDPH��,QGHHG��WKH\�GR�QRW��$ORQJ�ZLWK�WKHLU�PROHFXODU�GLIIHUHQFHV��WKH\�KDYH�

GLIIHUHQW�FRPPRQ�RU�XVXDO�QDPHV�ZKLFK�PXVW�EH�SURSHUO\�UHSUHVHQWHG�RQ�ODEHOLQJ�RI�DQ\�GLHWDU\�

VXSSOHPHQW�LQ�ZKLFK�WKH\�DUH�FRQWDLQHG��7R�GR�RWKHUZLVH�LV�GHFHSWLYH��PLVOHDGLQJ��IUDXGXOHQW�

DQG�LOOHJDO����

� '+$��� '+$�((���

(PSLULFDO�)RUPXODH� &��+��2�� &��+��2��

0ROHFXODU�
:HLJKW�

�������J�PRO� �������J�PRO�

6\QRQ\PV� 'RFRVDKH[DHQRLF�DFLG�
'RFRQH[HQW���
&HUYRQLF�DFLG���

'RFRVDKH[DHQRLF�DFLG�HWK\O�HVWHU�
(WK\O�GRFRVDKH[DHQRDWH�
&HUYRQLF�DFLG�HWK\O�HVWHU�

�
���See e.g���/RYD]D�3UHVFULELQJ�LQIRUPDWLRQ�DYDLODEOH�DW�
KWWSV���ZZZ�DFFHVVGDWD�IGD�JRY�GUXJVDWIGDBGRFV�ODEHO������������V���OEO�SGI���

���See�1,+��1DWLRQDO�/LEUDU\�RI�0HGLFLQH�DYDLODEOH�DW�KWWSV���SXEFKHP�QFEL�QOP�QLK�JRY�FRPSRXQG��������

���See�1,+��1DWLRQDO�/LEUDU\�RI�0HGLFLQH�DYDLODEOH�DW�KWWSV���SXEFKHP�QFEL�QOP�QLK�JRY�FRPSRXQG���������
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� '+$��� '+$�((���

'RFRQH[HQWR�
'RFRQH[HQWXP�
'R[RQH[HQW�
'RFRVDKH[DHQRDWH�

0ROHFXODU�
6WUXFWXUHV�

� �

�

�
� (3$��� (3$�((���

(PSLULFDO�
)RUPXODH�

&��+��2�� &��+��2��

0ROHFXODU�
:HLJKW�

������J�PRO� �������

6\QRQ\PV� (LFRVDSHQWDHQRLF�DFLG�
,FRVDSHQW�������������
,FRVDSHQWR�
,FRVDSHQWXP�
7LPQRGRQLF�DFLG�
�
�

(LFRVDSHQWDHQRLF�DFLG�HWK\O�HVWHU�
(SDGHO�
(WK\O�HLFRVDSHQWDHQRDWH�
(WK\O�HLFRVDSHQWDHQRLF�DFLG�
(WK\O�LFRVDSHQWDHQRDWH�
(WK\O�LFRVDSHQWDWH�
(WK\O�HLFRVDSHQWDHQRLF�DFLG�
(WK\O�(3$�
,FRVDSHQWDHQRDWH�
LFRVDSHQWDWH

�
���3XE�&KHP��DYDLODEOH�DW�KWWSV���SXEFKHP�QFEL�QOP�QLK�JRY�FRPSRXQG��������

���3XE�&KHP��DYDLODEOH�DW�KWWSV���SXEFKHP�QFEL�QOP�QLK�JRY�FRPSRXQG���������
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� (3$��� (3$�((���

,FRVDSHQW�HWK\O�
7LPQRGRQLF�DFLG�HWK\O�HVWHU�

0ROHFXODU�
6WUXFWXUHV�

� �

�
���� $V�GHPRQVWUDWHG�DERYH��WKHVH�PROHFXOHV�DUH�GLVWLQFW�LQ�HYHU\�UHJDUG��7KH\�KDYH�

GLIIHUHQW�PROHFXODU�ZHLJKWV��FKHPLFDO�VWUXFWXUHV��SK\VLFDO�SURSHUWLHV�DQG�FRPPRQ�XVXDO�QDPHV���

��� 0RQRJUDSKV��

���� 7KH�8QLWHG�6WDWHV�3KDUPDFRSHLD��³863´��LV�RQH�RI�WKH�PRVW�FRPSUHKHQVLYH�

VRXUFHV�IRU�PHGLFLQH�DQG�GLHWDU\�VXSSOHPHQW�VWDQGDUGV�LQ�WKH�ZRUOG��7KH�863�1DWLRQDO�

)RUPXODU\��³863�1)´��SURYLGHV�RYHU������UHIHUHQFH�VWDQGDUGV�IRU�PHGLFLQHV�DQG�RYHU�����

UHIHUHQFH�VWDQGDUGV�IRU�GLHWDU\�VXSSOHPHQWV��7KH�VWDQGDUGV�DUH�XVHG�WR�KHOS�HQVXUH�WKH�TXDOLW\�RI�

WKHVH�SURGXFWV�DQG�WKHLU�LQJUHGLHQWV��DQG�WR�SURWHFW�WKH�VDIHW\�RI�SDWLHQWV�����

�
���KWWSV���ZZZ�XVS�RUJ�DERXW�SXEOLF�SROLF\�RYHUYLHZ�RI�PRQRJUDSKV�
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���� $PRQJ�LWV�TXDOLW\�VWDQGDUGV��WKH�863�1)�SURYLGHV�D�VHULHV�RI�PRQRJUDSKV�ZKLFK�

DUWLFXODWH�WKH�TXDOLW\�H[SHFWDWLRQV�IRU�³LGHQWLW\��VWUHQJWK��SXULW\��DQG�SHUIRUPDQFH´�RI�FHUWDLQ�

GUXJV�DQG�GLHWDU\�VXSSOHPHQWV��Id��,QFOXGHG�DPRQJ�WKH�863�UHIHUHQFHV�IRU�GLHWDU\�VXEVWDQFHV�DUH�

PRQRJUDSKV�IRU�'RFRVDKH[DHQRLF�$FLG�(WK\O�(VWHU������PJ����'RFRVDKH[DHQRLF�$FLG�

�����PJ����(LFRVDSHQWDHQRLF�$FLG������PJ����(LFRVDSHQWDHQRLF�$FLG�(WK\O�(VWHU��)LVK�2LO�

2PHJD���$FLG�(WK\O�(VWHUV�&RQFHQWUDWH��2PHJD���$FLG�(WK\O�(VWHUV��DQG�)LVK�2LO����J�����

���� )LJXUH�$�EHORZ�MX[WDSRVHV�WKH�PDVV�VSHFWUD�RI�WKH�863�PRQRJUDSK�IRU�ILVK�RLO�

ZLWK�WKDW�RI�1%,¶V������PJ��)LVK�2LO����$V�GHPRQVWUDWHG�EHORZ��ILVK�RLO�LV�DQ�DPD]LQJO\�FRPSOH[�

QDWXUDO�SURGXFW�ZKLFK�FRQVLVWV�RI�KXQGUHGV�RI�FRQVWLWXHQW�LQJUHGLHQWV��,Q�FRQWUDVW��WKH�1%,�

3URGXFW�LV�D�V\QWKHWLF�FRQVWUXFW�FRQVLVWLQJ�SULPDULO\�RI�'+$�((�DQG�(3$�((��(DFK�SHDN�

UHSUHVHQWV�D�GLIIHUHQW�PROHFXOH�ZLWK�D�XQLTXH�PDVV�WR�FKDUJH�UDWLR��P�]���)URP�D�PDFUR�

SHUVSHFWLYH��WKH�PRQRJUDSKV�XQGHQLDEO\�GHPRQVWUDWH�WKDW�WKHVH�DUH�GLVWLQFW�SURGXFWV��)URP�D�

JUDQXODU�SHUVSHFWLYH��WKH�PRQRJUDSKV�KLJKOLJKW�WKH�IDFW�WKDW��GHVSLWH�WKHLU�UHSUHVHQWDWLRQ�WR�WKH�

FRQWUDU\��WKH�1%,�3URGXFW�FRQWDLQV�QR�'+$�RU�(3$��PXFK�OHVV�LQ�WKH�DPRXQWV�FODLPHG��(YHQ�

ZRUVH��1%,�VHOOV�DW�OHDVW�WZR�RWKHU�3URGXFWV�ZKLFK��OLNH�WKH������PJ��3URGXFW��DUH�DOVR�FDOOHG�

³)LVK�2LO´�������PJ��DQG������PJ����EXW�GR�LQGHHG��DV�WKHLU�PDVV�VSHFWURJUDSKV�GHPRQVWUDWH��

FRQVLVW�RI�DFWXDO�ILVK�RLO��$�FRQVXPHU�ORRNLQJ�DW�WKHVH�SURGXFWV�QH[W�WR�RQH�DQRWKHU�RQ�D�UHWDLO�

VKHOI�ZRXOG�KDYH�QR�ZD\�RI�VXEVWDQWLYHO\�GLIIHUHQWLDWLQJ�WKHP��PXFK�OHVV�FDXVH�WR�GR�VR�����

�

�

�
���8QLWHG�6WDWHV�3KDUPDFRSHLD�±�1DWLRQDO�)RUPXODU\�&DWDORJ������������DYDLODEOH�DW�
KWWSV���VWRUH�XVS�RUJ�2$B+70/�LEH&&WS,WP'VS5WH�MVS"VLWH[ ������������86	LWHP ������
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)LJXUH�$��&RPSDULVRQ�RI�863�ILVK�RLO�VWDQGDUG�WR�1%,¶V������PJ�������PJ�DQG������PJ�)LVK�2LO��

�
���� ,Q�DGGLWLRQ�WR�WKH�863��QXPHURXV�LQGXVWU\�DQG�VFLHQWLILF�DXWKRULWLHV�LQGHSHQGHQWO\�

FRQILUP�WKH�GLIIHUHQFHV�EHWZHHQ�ILVK�RLO�DQG�RPHJD���IDWW\�DFLG�HWK\O�HVWHUV����

���� &RGH[�$OLPHQWDULXV�&RPPLVVLRQ��³&RGH[´��ZDV�FUHDWHG�LQ������E\�WZR�8�1��

RUJDQL]DWLRQV��WKH�)RRG�DQG�$JULFXOWXUH�2UJDQL]DWLRQ�DQG�WKH�:RUOG�+HDOWK�2UJDQL]DWLRQ��,WV�

PDLQ�SXUSRVH�LV�WR�SURWHFW�WKH�KHDOWK�RI�FRQVXPHUV�DQG�WR�HQVXUH�IDLU�SUDFWLFHV�LQ�LQWHUQDWLRQDO�

WUDGH�LQ�IRRG�WKURXJK�WKH�GHYHORSPHQW�RI�IRRG�VWDQGDUGV��FRGHV�RI�SUDFWLFH��JXLGHOLQHV�DQG�RWKHU�

UHFRPPHQGDWLRQV��&RGH[�VWDQGDUGV�DQG�JXLGHOLQHV�DUH�GHYHORSHG�E\�FRPPLWWHHV��ZKLFK�DUH�RSHQ�

WR�DOO�PHPEHU�FRXQWULHV��0HPEHU�FRXQWULHV�UHYLHZ�DQG�SURYLGH�FRPPHQWV�RQ�&RGH[�VWDQGDUGV�
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DQG�UHODWHG�WH[WV�DW�VHYHUDO�VWDJHV�LQ�WKH�GHYHORSPHQW�SURFHVV��,Q�WKH�8QLWHG�6WDWHV��SXEOLF�

PHHWLQJV�DUH�KHOG�WR�UHFHLYH�FRPPHQWV�RQ�&RGH[�GUDIWV�DQG�FRPPHQWV�DUH�LQYLWHG�IURP�DOO�

LQWHUHVWHG�SDUWLHV��$OWKRXJK�&RGH[�VWDQGDUGV�DQG�UHODWHG�WH[WV�DUH�YROXQWDU\��WKH\�GR�SURYLGH�D�

WHPSODWH�IRU�ODZV�DQG�DUH�XVHG�E\�WKH�:RUOG�7UDGH�2UJDQL]DWLRQ�DV�DQ�DJUHHG�EHQFKPDUN�LQ�

JOREDO�WUDGH�GLVSXWHV����

���� )'$�SDUWLFLSDWHV�DQG�H[HUFLVHV�OHDGHUVKLS�LQ�WKH�&RGH[�$OLPHQWDULXV�

&RPPLVVLRQ��7KH�REMHFWLYH�RI�)'$¶V�SDUWLFLSDWLRQ�LQ�&RGH[�LV�WR�GHYHORS�VFLHQFH�EDVHG�

LQWHUQDWLRQDO�IRRG�VDIHW\��ODEHOLQJ��DQG�RWKHU�SHUWLQHQW�VWDQGDUGV�WKDW�SURYLGH�FRQVXPHU�

SURWHFWLRQ��ODEHOLQJ�LQIRUPDWLRQ��DQG�SUHYHQWLRQ�RI�HFRQRPLF�IUDXG�DQG�GHFHSWLRQ�WKDW�DUH�

FRQVLVWHQW�ZLWK�8�6��UHJXODWLRQV�DQG�ODZV��

���� )'$�XVHV�SURFHGXUHV�WKDW�SURPRWH�FRQVXPHU�SURWHFWLRQ�DQG�WUDQVSDUHQF\��DV�LW�

ZRUNV�ZLWK�WKH�8�6��&RGH[�2IILFH�WR�GHYHORS�8�6��'HOHJDWLRQ�SRVLWLRQV�RQ�PDWWHUV�EHIRUH�

UHOHYDQW�&RGH[�FRPPLWWHHV����

���� ,Q�������WKH�&RGH[�$OLPHQWDULXV�&RPPLWWHH�DGRSWHG�VWDQGDUGV�IRU�ILVK�RLO��,W�ZDV�

D�ORQJ�SURFHVV�WKDW�VWDUWHG�LQ������³LQYROYLQJ�PDQ\�GLVFXVVLRQV�RQ�WKH�ILQHU�GHWDLOV�ZKLFK�ZDV�

LPSRUWDQW�WR�FODULI\�DV�WKH�SXUSRVH�RI�WKLV�6WDQGDUG�LV�WR�SURWHFW�FRQVXPHU�KHDOWK�DQG�SURPRWH�

�
���)'$��Responses to Questions about Codex and Dietary Supplements��DYDLODEOH�KWWSV���ZZZ�IGD�JRY�IRRG�GLHWDU\�
VXSSOHPHQWV�JXLGDQFH�GRFXPHQWV�UHJXODWRU\�LQIRUPDWLRQ�UHVSRQVHV�TXHVWLRQV�DERXW�FRGH[�DQG�GLHWDU\�
VXSSOHPHQWV�ZKDW��ODVW�YLVLWHG�$SULO������������

���)'$��FDA’s Participation in Codex��DYDLODEOH�DW�KWWSV���ZZZ�IGD�JRY�IRRG�LQWHUQDWLRQDO�FRRSHUDWLRQ�IRRG�
VDIHW\�IGDV�SDUWLFLSDWLRQ�FRGH[��ODVW�YLVLWHG�$SULO������������
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IDLU�SUDFWLFHV�LQ�WKH�WUDGH�RI�ILVK�RLO�´����6LJQLILFDQWO\��WKH�&RGH[��OLNH�WKH�863��UHFRJQL]HV�DQG�

GUDZV�D�GLVWLQFWLRQ�EHWZHHQ�QDWXUDO�ILVK�RLO�DQG�WUDQV�HVWHULILHG�SURGXFWV�����

���� 6LPLODUO\��WKH�*OREDO�2UJDQL]DWLRQ�IRU�(3$�DQG�'+$�RPHJD��V��³*2('´���WKH�

ODUJHVW�DQG�PRVW�VLJQLILFDQW�WUDGH�JURXS�RI�WKH�2PHJD���LQGXVWU\��DOVR�PDLQWDLQV�D�VHULHV�RI�

PRQRJUDSKV�ZKLFK��OLNH�WKH�863�DQG�&2'(;��GLIIHUHQWLDWHV�EHWZHHQ�7$*��((�DQG�U7*�

2PHJD��V�DV�ZHOO�D�VHULHV�RI�SDUWLFXODU�ILVK�RLOV��e.g.��6DOPRQ��7XQD��$QFKRY\��HWF����,W�SURYLGHV�

PHPEHUV�³WHFKQLFDO�JXLGDQFH�RQ�VSHFLILF�DQG�UHFRPPHQGHG�WHVW�PHWKRGRORJLHV�DQG�TXDOLW\�

SDUDPHWHUV�IRU�D�QXPEHU�RI�(3$�DQG�RU�'+$�FRQWDLQLQJ�SURGXFW�FODVVHV�FXUUHQWO\�FRYHUHG�XQGHU�

WKH�*2('�9ROXQWDU\�0RQRJUDSK�´���(3$�'+$�FRQWDLQLQJ�SURGXFW�FODVVHV�FXUUHQWO\�FRYHUHG�E\�

WKLV�*2('�9ROXQWDU\�0RQRJUDSK�>LQFOXGH@��5HILQHG�(3$�DQG�RU�'+$�2PHJD���2LO�

7ULJO\FHULGHV��(3$�DQG�RU�'+$�2PHJD���2LO�(WK\O�(VWHU�&RQFHQWUDWHV��(3$�DQG�RU�'+$�

2PHJD���2LO�7ULJO\FHULGH�&RQFHQWUDWHV��7XQD�2LO��6DOPRQ�2LO�DQG�$QFKRY\�2LO��&RQVLVWHQW�ZLWK�

WKH�863�DQG�&RGH[��*2('¶V�PRQRJUDSKV�FRQILUP�WKDW�ILVK�RLO�LV�QRW�V\QRQ\PRXV�ZLWK�IDWW\�

DFLG�HWK\O�HVWHUV�DQG�FDQQRW�EH�VR�QDPHG��

��� 8�6��&XVWRPV�DQG�%RUGHU�3URWHFWLRQ�

���� 7KH�8�6��&XVWRPV�DQG�%RUGHU�3URWHFWLRQ��³&%3´��LV�RQH�RI�WKH�ZRUOG¶V�ODUJHVW�

ODZ�HQIRUFHPHQW�RUJDQL]DWLRQV�ZKRVH�GXWLHV�LQFOXGH�WKH�IDFLOLWDWLRQ�RI�ODZIXO�LQWHUQDWLRQDO�

�
���,))2��CODEX Standard for Fish Oil��DYDLODEOH�DW�KWWSV���ZZZ�LIIR�QHW�FRGH[�VWDQGDUG�ILVK�RLO��ODVW�YLVLWHG�
$SULO������������

���6HFWLRQ�����GHILQHV�³)LVK�RLOV´�DV�WKRVH�GHULYHG�IURP�RQH�RU�PRUH�VSHFLHV�RI�ILVK�RU�VKHOOILVK����,Q�FRQWUDVW��
6HFWLRQ�����GHILQHV�³&RQFHQWUDWHG�ILVK�RLOV�HWK\O�HVWHUV´�DV�WKRVH�GHULYHG�IURP�ILVK�RLOV�GHVFULEHG�LQ�6HFWLRQ�����WR�
����DQG�DUH�SULPDULO\�FRPSRVHG�RI�IDWW\�DFLGV�HWK\O�HVWHUV��See��Report of the U.S. Delegate, 25th Session, Codex 
Committee on Fats and Oils, United States Department of Agriculture��DYDLODEOH�DW�
KWWSV���ZZZ�XVGD�JRY�VLWHV�GHIDXOW�ILOHV�GRFXPHQWV�GHOHJDWHV�UHSRUW����������SGI��ODVW�YLVLWHG�$SULO������������

���*2('�9ROXQWDU\�0RQRJUDSK��9HUVLRQ������0DUFK������������DYDLODEOH�DW�KWWSV���JRHGRPHJD��FRP�JRHG�
PRQRJUDSK��ODVW�YLVLWHG�$SULO������������
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WUDGH����$PRQJ�RWKHU�WKLQJV��WKH�&3%�LV�UHVSRQVLEOH�IRU�WKH�LQWHUSUHWDWLRQ�DQG�HQIRUFHPHQW�RI�WKH�

+DUPRQL]HG�7DULII�6FKHGXOH�RI�WKH�8QLWHG�6WDWHV��³+76´��ZKLFK�LV�D�KLHUDUFKLFDO�VWUXFWXUH�IRU�

GHVFULELQJ�DOO�JRRGV�LQ�WUDGH�IRU�GXW\��TXRWD��DQG�VWDWLVWLFDO�SXUSRVHV����

���� 7KH�&3%�KDV�LVVXHG�PRUH�WKDQ��������UXOLQJV�UHODWHG�WR�WKH�SURSHU�LQWHUSUHWDWLRQ�

RI�SURGXFWV�DQG�ZKHUH�WKH\�PD\�EH�FODVVLILHG�XQGHU�WKH�+76����

���� 2Q�VHYHUDO�RFFDVLRQV�WKH�&3%�FRQVLGHUHG�WKH�DSSURSULDWH�WDULII�FODVVLILFDWLRQ�IRU�

2PHJD���$FLG�(WK\O�(VWHUV��&RQVLVWHQWO\��WKH�&3%�UHFRJQL]HG�WKDW�WUDQV�HVWHULILFDWLRQ�

VXEVWDQWLDOO\�WUDQVIRUPV�ILVK�RLO�LQWR�D�GLIIHUHQW�SURGXFW�ZKLFK�UHVXOWV�LQ�D�GLIIHUHQW�WDULII�

FODVVLILFDWLRQ����

���� ,Q�������WKH�&3%�WHVWHG�DQG�UHYLHZHG�D�SURGXFW�WKDW�ZDV�GHVFULEHG�DV�³D�JHODWLQ�

FDSVXOH�FRQWDLQLQJ������PLOOLJUDPV�RI�ILVK�RLO��VDLG�WR�EH�GHULYHG�IURP�DQFKRY\��VDUGLQH��KHUULQJ�

RU�RWKHU�ILVK�VSHFLHV�´�7KH�&3%�GHWHUPLQHG�WKDW�WKH�³ILVK�RLO´�KDG�EHHQ�VXEVWDQWLDOO\�WUDQVIRUPHG�

IURP�LWV�RULJLQDO�ILVK�RLO�VRXUFH²³WKH�FUXGH�ILVK�RLO�KDV�EHHQ�UHILQHG�DQG�FKHPLFDOO\�PRGLILHG�E\�

GHRGRUL]LQJ��HWK\ODWLQJ��FRQYHUVLRQ�RI�WULJO\FHULGHV�WR�HWK\O�HVWHUV���GLVWLOODWLRQ��ZLQWHUL]LQJ�FROG�

ILOWUDWLQJ��EOHDFKLQJ�DQG�GUXPPLQJ�´�$FFRUGLQJO\��ZKLOH�WKH�SHWLWLRQHU�VRXJKW�WR�FODVVLI\�WKH�

WUDQV�HVWHULILHG�SURGXFW�XQGHU�6HFWLRQ��������������RI�WKH�+76�ZKLFK�SHUWDLQV�WR�³ILVK�OLYHU�RLOV�

DQG�WKHLU�IUDFWLRQV��ZKHWKHU�RU�QRW�UHILQHG��but not chemically modified�´�WKH�&3%�FRQFOXGHG�

WKDW�³>E@DVHG�RQ�WKH�PDQXIDFWXULQJ�SURFHVV�RI�WKH�ILVK�RLO��WKH\�ZLOO�EH�FODVVLILHG�HOVHZKHUH«��

7KH�DSSOLFDEOH�VXEKHDGLQJ�IRU�WKHVH�SURGXFWV�ZLOO�EH���������������+7686��ZKLFK�SURYLGHV�IRU�

�
���See��8�6��&XVWRPV�DQG�%RUGHU�3URWHFWLRQ�DYDLODEOH�DW�KWWSV���ZZZ�FES�JRY�DERXW��ODVW�YLVLWHG�$SULO������������

���8QLWHG�6WDWHV�,QWHUQDWLRQDO�7UDGH�&RPPLVVLRQ��DYDLODEOH�DW�KWWSV���ZZZ�XVLWF�JRY�KDUPRQL]HGBWDULIIBLQIRUPDWLRQ�
�ODVW�YLVLWHG�$SULO������������
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IRRG�SUHSDUDWLRQV�QRW�HOVHZKHUH�VSHFLILHG�RU�LQFOXGHG«RWKHU«RWKHU«RWKHU��7KH�GXW\�UDWH�ZLOO�

EH�����SHUFHQW�DG�YDORUHP�´��HPSKDVLV�DGGHG�����

���� -XVW�DV�DQ�DSSOH�FDQQRW�EH�FDOOHG�D�SHDU��DQ�RPHJD���DFLG�HWK\O�HVWHU�FDQQRW�EH�

FDOOHG�ILVK�RLO��7KLV�3URGXFW�LV�D�IDWW\�DFLG�HWK\O�HVWHU��/DEHOLQJ�DQG�VHOOLQJ�LW�DV�ILVK�RLO�LV�IDOVH��

PLVOHDGLQJ��GHFHSWLYH�DQG�XQODZIXO���

63(&,),&�/$%(/,1*�9,2/$7,216�

���� �7KH�)HGHUDO�)RRG��'UXJ�	�&RVPHWLF�$FW��³)'&$´��EURDGO\�UHJXODWHV�WKH�VDOH�RI�

IRRG�DQG�EHYHUDJHV�WR�WKH�FRQVXPLQJ�SXEOLF������8�6�&���������,W�ZDV�SURPXOJDWHG�LQ�VLJQLILFDQW�

SDUW�WR�SUHYHQW�FRQVXPHU�GHFHSWLRQ�DQG�ZDV�SULQFLSDOO\�LPSOHPHQWHG�WKURXJK�WKH�FUHDWLRQ�RI�D�

XQLIRUP�V\VWHP�RI�ODEHOLQJ�RQ�ZKLFK�FRQVXPHUV�FRXOG�UHO\�WR�PDNH�LQIRUPHG�SXUFKDVLQJ�

GHFLVLRQV��

���� 7KH�)'&$�SURKLELWV�WKH�PLVEUDQGLQJ�RI�DQ\�IRRG�����8�6�&��������E����*HQHUDOO\��

D�IRRG�LV�PLVEUDQGHG�LI��DPRQJ�RWKHU�WKLQJV��LWV�ODEHOLQJ�LV�IDOVH�RU�PLVOHDGLQJ������8�6�&�������������

���� 7KH�1XWULWLRQ�/DEHOLQJ�DQG�(GXFDWLRQ�$FW�RI������DPHQGHG�WKH�)'&$�E\�

UHTXLULQJ�WKDW�PRVW�IRRGV��LQFOXGLQJ�GLHWDU\�VXSSOHPHQWV��EHDU�QXWULWLRQ�ODEHOLQJ��6XEVHTXHQWO\��

WKH�'LHWDU\�6XSSOHPHQW�+HDOWK�DQG�(GXFDWLRQ�$FW�RI�������³'6+($´��DPHQGHG�WKH�$FW��LQ�SDUW��

�
���&XVWRPV�5XOLQJ��1��������-XO\����������DYDLODEOH�DW�
KWWSV���UXOLQJV�FES�JRY�VHDUFK"WHUP 1������	FROOHFWLRQ $//	VRUW%\ 5(/(9$1&(	SDJH6L]H ��	SDJH ���
See also,�+4�+��������-XQH�����������DYDLODEOH�DW�
KWWSV���UXOLQJV�FES�JRY�VHDUFK"WHUP +4���+������	FROOHFWLRQ $//	VRUW%\ 5(/(9$1&(	SDJH6L]H ��	SD
JH ���³&%3�KDV�D�ORQJ�VWDQGLQJ�SRVLWLRQ�WKDW�LQ�RUGHU�WR�EH�FODVVLILHG�LQ�&KDSWHU�����+7686��DV�IDWV�RU�RLOV��
SURGXFWV�PXVW�SUHGRPLQDQWO\�EH�FRPSRVHG�RI�WULJO\FHULGHV���6HH�+HDGTXDUWHUV�5XOLQJ�/HWWHU��³+4´��+��������
GDWHG�6HSWHPEHU����������+4���������GDWHG�'HFHPEHU�����������+4���������GDWHG�-XO\�����������+4���������
GDWHG�0DUFK������������+4���������GDWHG�6HSWHPEHU�����������1HZ�<RUN�5XOLQJ�/HWWHU��³1<´��1��������GDWHG�
1RYHPEHU���������«��$FFRUGLQJO\��RQO\�SURGXFWV�FRPSRVHG�SULPDULO\�RI�WULJO\FHULGHV�DUH�FODVVLILDEOH�XQGHU�
KHDGLQJ�������+7686�´����See, also,�8QLWHG�6WDWHV�3KDUPDFRSHLD�±�1DWLRQDO�)RUPXODU\�PRQRJUDSK�FDWDORJ�
FRQILUPLQJ�GLIIHUHQW�+7686�DV�EHWZHHQ�ILVK�RLO�DQG�2PHJD���)DWW\�$FLGV����

�
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E\�GHILQLQJ�³GLHWDU\�VXSSOHPHQWV�´�DGGLQJ�VSHFLILF�ODEHOLQJ�UHTXLUHPHQWV�IRU�GLHWDU\�

VXSSOHPHQWV��DQG�SURYLGLQJ�IRU�RSWLRQDO�ODEHOLQJ�VWDWHPHQWV��

���� 'LHWDU\�VXSSOHPHQWV�PXVW�EHDU�ODEHOLQJ�LQ�DFFRUGDQFH�ZLWK�DSSOLFDEOH�SURYLVLRQV�

RI�)'&$��7KH�1%,�3URGXFW�ODEHOV�QRW�RQO\�YLRODWH�WKH�FOHDU�PDQGDWHV�RI�WKH�)'&$��EXW�DUH�

LQGHSHQGHQWO\�IDOVH��PLVOHDGLQJ��DQG�RSHUDWH�DV�D�GHFHSWLRQ�RQ�WKH�FRQVXPLQJ�SXEOLF���

$�� )LVK�2LO�,V�1RW�7KH�&RPPRQ�2U�8VXDO�1DPH�2I�7KHVH�3URGXFWV�

���� 7KH�SULQFLSDO�GLVSOD\�SDQHO��³3'3´��RI�WKH�1%,�3URGXFW�GHVFULEHV�WKH�VXSSOHPHQW�

DV�³)LVK�2LO�´��

���� 6HFWLRQ����&�)�5��������VWDWHV�LQ�UHOHYDQW�SDUW��

�D��7KH�SULQFLSDO�GLVSOD\�SDQHO�RI�D�IRRG�LQ�SDFNDJH�IRUP�VKDOO�EHDU�
DV�RQH�RI�LWV�SULQFLSDO�IHDWXUHV�D�VWDWHPHQW�RI�WKH�LGHQWLW\�RI�WKH�
FRPPRGLW\���E��6XFK�VWDWHPHQW�RI�LGHQWLW\�VKDOO�EH�LQ�WHUPV�RI��
����7KH�QDPH�QRZ�RU�KHUHDIWHU�VSHFLILHG�LQ�RU�UHTXLUHG�E\�DQ\�
DSSOLFDEOH�)HGHUDO�ODZ�RU�UHJXODWLRQ��RU��LQ�WKH�DEVHQFH�WKHUHRI��
����7KH�FRPPRQ�RU�XVXDO�QDPH�RI�WKH�IRRG��RU��LQ�WKH�DEVHQFH�
WKHUHRI�����$Q�DSSURSULDWHO\�GHVFULSWLYH�WHUP��RU�ZKHQ�WKH�QDWXUH�
RI�WKH�IRRG�LV�REYLRXV��D�IDQFLIXO�QDPH�FRPPRQO\�XVHG�E\�WKH�
SXEOLF�IRU�VXFK�IRRG��

���� 7KH�VWDWHPHQW�RI�LGHQWLW\�IRU�D�GLHWDU\�VXSSOHPHQW�LV�WKH�QDPH�WKDW�DSSHDUV�RQ�WKH�

ODEHO�RI�WKH�GLHWDU\�VXSSOHPHQW��$V�D�JHQHUDO�PDWWHU��WKH�VWDWHPHQW�RI�LGHQWLW\�RI�D�GLHWDU\�

VXSSOHPHQW�LV�WKH�QDPH�VSHFLILHG�E\�IHGHUDO�ODZ�RU�UHJXODWLRQ��RU��LI�QR�VXFK�QDPH�LV�VSHFLILHG��

LWV�FRPPRQ�RU�XVXDO�QDPH���,I�WKH�GLHWDU\�VXSSOHPHQW�KDV�QR�FRPPRQ�RU�XVXDO�QDPH�DQG�LWV�

QDWXUH�LV�QRW�REYLRXV��WKH�VWDWHPHQW�RI�LGHQWLW\�PXVW�EH�DQ�DSSURSULDWHO\�GHVFULSWLYH�WHUP����

�
���See�����8�6�&������II�����&������8�6�&������V�����%������&)5��������DQG����&)5���������)'$�'LHWDU\�
6XSSOHPHQW�/DEHOLQJ�*XLGH�³)'$�/DEHOLQJ�*XLGH´��DYDLODEOH�DW�KWWSV���ZZZ�IGD�JRY�IRRG�GLHWDU\�VXSSOHPHQWV�
JXLGDQFH�GRFXPHQWV�UHJXODWRU\�LQIRUPDWLRQ�GLHWDU\�VXSSOHPHQW�ODEHOLQJ�JXLGH�FKDSWHU�LL�LGHQWLW\�VWDWHPHQW��

Case 1:21-cv-05330   Document 1   Filed 09/24/21   Page 24 of 38 PageID #: 24



�������

���� $V�GHPRQVWUDWHG�LQ�JUHDW�GHWDLO�KHUHLQ��)LVK�2LO�DQG�2PHJD���$FLG�(WK\O�(VWHUV�

DUH�QRW�WKH�VDPH��7KH\�DUH�GLIIHUHQW�RQ�D�PROHFXODU�OHYHO�DQG�KDYH�GLIIHUHQW�FRPPRQ�DQG�XVXDO�

QDPHV����

���� ,W�LV�LQGLVSXWDEOH�WKDW�WKH�1%,�3URGXFWV�ZHUH�WUDQV�HVWHULILHG²D�SURFHVV�WKDW�

VXEVWDQWLDOO\�WUDQVIRUPHG�ZKDW�ZDV�RQFH�QDWXUDO�ILVK�RLO�FRQWDLQLQJ�20�V�LQ�WULJO\FHULGH�IRUP�

LQWR�D�V\QWKHWLF�SURGXFW�FRQVLVWLQJ�RI�IDWW\�DFLG�HWK\O�HVWHUV���

���� &RQVXPHUV�ZLVKLQJ�WR�LQJHVW�2PHJD��V�KDYH�QXPHURXV�FKRLFHV��3ULQFLSDO�DPRQJ�

WKHP��ZKHWKHU�WR�WDNH�DQ�2PHJD���VXSSOHPHQW�RU�FRQVXPH�D�PDULQH�RLO��e.g.��ILVK��NULOO��DOJDH����

(DFK�SURGXFW�LV�PROHFXODUO\�GLIIHUHQW�DQG�KDV�DQ�DUUD\�RI�TXDOLWLHV�WKDW�GLIIHU�IURP�RQH�DQRWKHU���

7KHVH�TXDOLWLHV�GLIIHUHQWLDWH�WKH�SURGXFWV�LQ�WKH�PDUNHWSODFH�DQG�DUH�PDWHULDO�WR�FRQVXPHUV¶�

SXUFKDVLQJ�GHFLVLRQV��1%,¶V�IDLOXUH�WR�LGHQWLI\�WKHLU�3URGXFWV�E\�WKHLU�FRPPRQ�DQG�XVXDO�QDPH��

REIXVFDWHG�WKH�PRVW�LPSRUWDQW�LQIRUPDWLRQ�WKDW�LV�FRQYH\HG�DERXW�D�SURGXFW²LWV�QDPH�DQG�

FRQWHQWV���%\�IDLOLQJ�WR�SURSHUO\�QDPH�LWV�3URGXFWV��1%,�KDV�GHFHLYHG�3ODLQWLII�DQG�PHPEHUV�RI�

WKH�FODVV��GHSULYLQJ�WKHP�RI�D�FRQVXPHU¶V�PRVW�EDVLF�ULJKW²WR�PDNH�DQ�LQIRUPHG�SXUFKDVLQJ�

GHFLVLRQ��

��� 7KH�6XSSOHPHQW�)DFW�6HFWLRQ�LV�)DOVH�DQG�0LVOHDGLQJ�

���� 8QIRUWXQDWHO\�IRU�3ODLQWLII�DQG�PHPEHUV�RI�WKH�FODVV��WKH�PLVUHSUHVHQWDWLRQ�RQ�WKH�

3ULQFLSDO�'LVSOD\�3DQHO�LV�IXUWKHU�H[DFHUEDWHG�E\�PLVUHSUHVHQWDWLRQV�RQ�WKH�6XSSOHPHQW�)DFWV�

SDQHO�RQ�WKH�EDFN�RI�WKH�ODEHO�����

�

�
���1%,�GURSV�D�³�´�DIWHU�WKH�WHUP�2PHJD���)DWW\�$FLGV�ZKLFK�ZKHQ�IROORZHG�WR�WKH�ERWWRP�RI�WKH�EDFN�RI�WKH�ERWWOH�
DGPLWV�LW�LV�DQ�(WK\O�(VWHU��$V�GHWDLOHG�DERYH��)LVK�2LO�GRHV�QRW�FRQWDLQ�HWK\O�HVWHUV�DQG�LWV�2PHJD���FRQWHQW�LV�LQ�
7$*�IRUP��See��KWWSV���ZZZ�QDWXUHVERXQW\�FRP�RXU�SURGXFWV�VSHFLDOW\�GLHW�VXSSOHPHQWV�RGRUOHVV�ILVK�RLO������
PJ����UDSLG�UHOHDVH�VRIWJHOV����
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�
���� 6XSSOHPHQW�PDQXIDFWXUHUV�DUH�JHQHUDOO\�UHTXLUHG�WR�GLVFORVH�DOO�LQJUHGLHQWV�

FRQWDLQHG�LQ�WKHLU�SURGXFWV�����&�)�5�������������7KH�REOLJDWLRQ�WR�GHVFULEH�WKRVH�LQJUHGLHQWV�E\�

WKHLU�FRPPRQ�RU�XVXDO�QDPH�DSSOLHV�ZLWK�VDPH�IRUFH�LQ�WKH�6XSSOHPHQW�)DFW�VHFWLRQ�DV�LW�GRHV�RQ�

WKH�SULQFLSDO�GLVSOD\�SDQHO��$V�GHWDLOHG�DERYH��WKH�FRPPRQ�RU�XVXDO�QDPH�RI�WKH�FRQWHQWV�RI�

WKHVH�3URGXFWV�LV�2PHJD���IDWW\�DFLG�HWK\O�HVWHUV�$1'�127�³)LVK�2LO�´��7KH�6XSSOHPHQW�)DFWV�

DOVR�HUURQHRXVO\�FODLP�WKH�3URGXFW�FRQWDLQV�(3$�DQG�'+$��ZKLFK�LW�GRHV�QRW���$V�GHWDLOHG�

DERYH��WKLV�3URGXFW�FRQWDLQV���PJ��RI�(LFRVDSHQWDHQRLF�DFLG��(3$��DQG���PJ��'RFRVDKH[DHQRLF�

DFLG��'+$���2QFH�WUDQV�HVWHULILHG��WKH�(3$�LQ�ILVK�ZDV�VXEVWDQWLYHO\�PRGLILHG�LQWR�HWK\O�

LFRVDSHQWDWH��D�N�D�(LFRVDSHQWDHQRLF�DFLG�HWK\O�HVWHU���(3$�((��D�PROHFXOH�VHSDUDWH�DQG�GLVWLQFW�

IURP�(3$��6LPLODUO\��WKH�'RFRVDKH[DHQRLF�DFLG��'+$��LQ�ILVK�RLO��RQFH�WUDQV�HVWHULILHG��ZDV�

VXEVWDQWLYHO\�PRGLILHG�LQWR�HWK\O�GRFRVDKH[DHQDWH��D�N�D�'RFRVDKH[DHQRLF�DFLG�HWK\O�HVWHU��

�'+$�((���D�PROHFXOH�VSHUDWH�DQG�GLVWLQFW�IURP�'+$��$OWKRXJK�ERWK�'+$�DQG�'+$�((�PD\�
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EH�OLVWHG�E\�DQ\�QXPEHU�RI�V\QRQ\PV��FULWLFDOO\��QRQH�RI�WKHLU�V\QRQ\PV�DUH�VKDUHG��)DLOXUH�WR�

SURSHUO\�LGHQWLI\�(3$�((�DQG�'+$�((�DV�FRQVWLWXHQW�LQJUHGLHQWV�YLRODWHV�WKH�PDQGDWHV�RI�WKH�

)'&$�DQG�LQGHSHQGHQWO\�UHQGHUV�WKH�3URGXFWV¶�6XSSOHPHQW�)DFW�VHFWLRQ�IDOVH�DQG�PLVOHDGLQJ�

XQGHU�VWDWH�FRQVXPHU�SURWHFWLRQ�ODZV���

���� $V�GHWDLOHG�DERYH��WUDQV�HVWHULILFDWLRQ�VXEVWDQWLDOO\�WUDQVIRUPHG�³ILVK�RLO´�LQWR�DQ�

2PHJD���DFLG�HWK\O�HVWHU��7KLV�WUDQVIRUPDWLRQ�DOVR�DIIHFWHG�DOO�WKH�LQGLYLGXDO�FRPSRQHQWV�RI�WKH�

ILVK�RLO�HLWKHU�E\�HOLPLQDWLQJ�WKHP�HQWLUHO\��RU�WUDQVIRUPLQJ�WKHP�LQWR�IDWW\�DFLG�HWK\O�HVWHUV���

(DFK�RI�WKHVH�RPHJDV��DOWKRXJK�RQFH�WULJO\FHULGHV�DUH�QRZ�HWK\O�HVWHUV��GLIIHUHQW�PROHFXOHV�ZLWK�

GLIIHUHQW�FRPPRQ�DQG�XVXDO�QDPHV���

��� 1%,�)DLOV�WR�/LVW�$OO�WKH�,QJUHGLHQWV�LQ�WKH�3URGXFWV�

���� :KLOH�WKH�3URGXFW�SULQFLSDOO\�FRQWDLQV�(3$�((�DQG�'+$�((���LW�DOVR�FRQWDLQV�

���PJ��RI�RWKHU�RPHJD��V�ZKLFK�1%,�IDLOV�WR�LGHQWLI\�DQG�OLVW�LQ�WKH�6XSSOHPHQW�)DFW�6HFWLRQV�LQ�

FRQWUDYHQWLRQ�RI�LWV�REOLJDWLRQV�XQGHU�WKH�)'&$����

���� 6HFWLRQ����&�)�5�����������DSSOLHV�VSHFLILFDOO\�WR�WKH�QXWULWLRQ�ODEHOLQJ�RI�GLHWDU\�

VXSSOHPHQWV��,W�GLYLGHV�GLHWDU\�LQJUHGLHQWV�LQWR�WZR�FDWHJRULHV²WKRVH�WKDW�KDYH�D�5HIHUHQFH�

'DLO\�,QWDNH��5',��RU�D�'DLO\�5HIHUHQFH�9DOXH��'59��DV�HVWDEOLVKHG�LQ���������F���UHIHUUHG�WR�DV�

³�E�����GLHWDU\�LQJUHGLHQWV´��DQG�WKRVH�WKDW�GR�QRW�KDYH�DQ�5',�'59��UHIHUUHG�DV�³RWKHU�

LQJUHGLHQWV´������&)5�����������E�����DQG������

���� 'LHWDU\�LQJUHGLHQWV�IRU�ZKLFK�QR�GDLO\�YDOXHV�KDYH�EHHQ�HVWDEOLVKHG�PXVW�EH�OLVWHG�

E\�WKHLU�FRPPRQ�RU�XVXDO�QDPHV�ZKHQ�WKH\�DUH�SUHVHQW�LQ�D�GLHWDU\�VXSSOHPHQW��7KH\�PXVW�EH�

LGHQWLILHG�DV�KDYLQJ�QR�'DLO\�9DOXHV�E\�XVH�RI�D�V\PERO�LQ�WKH�FROXPQ�IRU���'DLO\�9DOXH�WKDW�

UHIHUV�WR�WKH�IRRWQRWH�'DLO\�9DOXH�1RW�(VWDEOLVKHG�����&)5�����������E�����LLL��)��DQG��E������
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���� 20�V��LQ�DQ\�IRUP��GR�QRW�KDYH�DQ�5',�'95�DQG�WKHUHIRUH�DUH�FRQVLGHUHG�RWKHU�

GLHWDU\�LQJUHGLHQWV��7KHLU�FRQVWLWXHQW�FRPSRQHQWV�PXVW�EH�OLVWHG�SXUVXDQW�WR����&�)�5��

���������E������

���� 7KH�6XSSOHPHQW�)DFWV�RQO\�DFFRXQW�IRU�����PJ��OHDYLQJ�����PJ��XQDFFRXQWHG�IRU��

1%,¶V�IDLOXUH�WR�LQFOXGH�WKHVH�VXE�FRPSRQHQWV�LQ�WKH�6XSSOHPHQW�)DFW�6HFWLRQ�IXUWKHU�GHSULYHV�

FRQVXPHUV�RI�PDWHULDO�LQIRUPDWLRQ�UHOHYDQW�WR�PDNLQJ�LQIRUPHG�SXUFKDVLQJ�GHFLVLRQV��)DLOXUH�WR�

LQFOXGH�WKLV�LQIRUPDWLRQ�RSHUDWHV�DV�D�IUDXG�DQG�GHFHSWLRQ�RQ�WKH�FRQVXPLQJ�SXEOLF�DQG�LV�

YLRODWLRQ�RI�WKH�ODZ���

��� 2WKHU�/DEHOLQJ�0LVUHSUHVHQWDWLRQV�

���� 1%,�SURXGO\�FODLPV�WKDW�WKH�3URGXFW�LV�863�FHUWLILHG��$V�GHWDLOHG�DERYH��WKH�863�

LV�ZLGHO\�UHFRJQL]HG�DV�D�OHDGLQJ�DXWKRULW\�RQ�GLHWDU\�VXSSOHPHQW�VWDQGDUGV�����

���� $PRQJ�LWV�TXDOLW\�VWDQGDUGV��WKH�863�1)�SURYLGHV�D�VHULHV�RI�PRQRJUDSKV�ZKLFK�

DUWLFXODWH�WKH�TXDOLW\�H[SHFWDWLRQV�IRU�³LGHQWLW\��VWUHQJWK��SXULW\��DQG�SHUIRUPDQFH´�RI�FHUWDLQ�

GUXJV�DQG�GLHWDU\�VXSSOHPHQWV��Id��,QFOXGHG�DPRQJ�WKH�863�UHIHUHQFHV�IRU�GLHWDU\�VXEVWDQFHV�DUH�

PRQRJUDSKV�IRU�'RFRVDKH[DHQRLF�$FLG�(WK\O�(VWHU������PJ����'RFRVDKH[DHQRLF�$FLG������

PJ����(LFRVDSHQWDHQRLF�$FLG������PJ����(LFRVDSHQWDHQRLF�$FLG�(WK\O�(VWHU��)LVK�2LO�2PHJD���

$FLG�(WK\O�(VWHUV�&RQFHQWUDWH��2PHJD���$FLG�(WK\O�(VWHUV��DQG�)LVK�2LO����J�����

���� $V�FOHDUO\�GHPRQVWUDWHG�LQ�)LJXUH�$�DERYH��WKH�PDVV�VSHFWURJUDSKV�RI�WKH�863�

VWDQGDUG�IRU�ILVK�RLO�LV�FRPSOHWHO\�GLIIHUHQW�WKDW�WKDQ�RI�1%,¶V�3URGXFW��UHQGHULQJ�WKHLU�FODLP�WKDW�

WKLV�3URGXFW�LV�863�FHUWLILHG��IDOVH��GHFHSWLYH�DQG�PLVOHDGLQJ���

�
���KWWSV���ZZZ�XVS�RUJ�DERXW�SXEOLF�SROLF\�RYHUYLHZ�RI�PRQRJUDSKV�
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(&2120,&�,1-85<�

���� 3ODLQWLII�VRXJKW�WR�EX\�SURGXFWV�WKDW�ZHUH�ODZIXOO\�ODEHOHG��PDUNHWHG�DQG�VROG��

���� 3ODLQWLII�VDZ�DQG�UHOLHG�RQ�'HIHQGDQWV¶�PLVOHDGLQJ�ODEHOLQJ�RI�WKHLU�3URGXFWV��

���� 3ODLQWLII�EHOLHYHG�WKDW�WKH�3URGXFW�SXUFKDVHG�FRQWDLQHG�UHDO�ILVK�RLO��

���� 3ODLQWLII�EHOLHYHG�WKDW�WKH�3URGXFW�ZDV�ODZIXOO\�PDUNHWHG�DQG�VROG��

���� ,Q�UHOLDQFH�RQ�WKH�FODLPV�PDGH�E\�'HIHQGDQWV�UHJDUGLQJ�WKH�TXDOLWLHV�RI�WKHLU�

3URGXFW��3ODLQWLII�SDLG�IRU�D�3URGXFW�ZKLFK�VKH�GLG�QRW�UHFHLYH�DQG�RU�SDLG�D�SULFH�SUHPLXP��

���� $V�D�UHVXOW�RI�KHU�UHOLDQFH�RQ�'HIHQGDQWV¶�PLVUHSUHVHQWDWLRQV��3ODLQWLII�UHFHLYHG�D�

3URGXFW�WKDW�ODFNHG�WKH�SURPLVHG�LQJUHGLHQW�ZKLFK�VKH�UHDVRQDEO\�EHOLHYHG�LW�FRQWDLQHG��

���� 3ODLQWLII�UHFHLYHG�D�3URGXFW�WKDW�ZDV�XQODZIXOO\�PDUNHWHG�DQG�VROG��

���� 3ODLQWLII�ORVW�PRQH\�DQG�WKHUHE\�VXIIHUHG�LQMXU\�DV�VKH�ZRXOG�QRW�KDYH�SXUFKDVHG�

WKLV�3URGXFW�DQG�RU�SDLG�DV�PXFK�IRU�LW�DEVHQW�WKH�PLVUHSUHVHQWDWLRQ��

���� 'HIHQGDQWV�NQRZ�WKDW�WKH�VWDWHPHQW�RI�LGHQWLW\�DQG�FRQWHQWV�RI�D�GLHWDU\�

VXSSOHPHQW�DUH�PDWHULDO�WR�D�FRQVXPHU¶V�SXUFKDVLQJ�GHFLVLRQ��%\�HQJDJLQJ�LQ�WKH�IDOVH�DQG�

GHFHSWLYH�FRQGXFW�DOOHJHG�KHUHLQ�'HIHQGDQWV�UHDSHG��DQG�FRQWLQXH�WR�UHDS�ILQDQFLDO�EHQHILWV�LQ�

WKH�IRUP�RI�VDOHV�DQG�SURILWV�IURP�WKHLU�3URGXFW��

���� 3ODLQWLII�ZRXOG�EH�ZLOOLQJ�WR�SXUFKDVH�1%,�3URGXFWV�DJDLQ�LQ�WKH�IXWXUH�VKRXOG�VKH�

EH�DEOH�WR�UHO\�RQ�'HIHQGDQWV¶�ODEHOLQJ�DQG�PDUNHWLQJ�DV�WUXWKIXO�DQG�QRQ�GHFHSWLYH��

&/$66�$&7,21�$//(*$7,216�

���� 3ODLQWLII�EULQJV�WKLV�DFWLRQ�RQ�EHKDOI�RI�KHUVHOI�DQG�RQ�EHKDOI�RI�FODVVHV�RI�DOO�

RWKHUV�VLPLODUO\�VLWXDWHG�FRQVXPHUV�GHILQHG�DV�IROORZV���

1DWLRQDO��$OO�SHUVRQV�LQ�WKH�8QLWHG�6WDWHV�ZKR�SXUFKDVHG�&ODVV�
3URGXFWV�LQ�WKH�8QLWHG�6WDWHV�GXULQJ�WKH�&ODVV�3HULRG��

1HZ�<RUN��$OO�SHUVRQV�LQ�1HZ�<RUN�ZKR�SXUFKDVHG�WKH�&ODVV�
3URGXFWV�LQ�1HZ�<RUN�GXULQJ�WKH�&ODVV�3HULRG��
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&ODVV�3HULRG�LV�WKH�PD[LPXP�WLPH�DOORZDEOH�DV�GHWHUPLQHG�E\�WKH�
VWDWXWH�RI�OLPLWDWLRQ�SHULRGV�DFFRPSDQ\LQJ�HDFK�FDXVH�RI�DFWLRQ���

���� 3ODLQWLII�EULQJV�WKLV�&ODVV�SXUVXDQW�WR�)HGHUDO�5XOHV�RI�&LYLO�3URFHGXUH����D���

���E���������E���������E�����DQG����F������

���� ([FOXGHG�IURP�WKH�&ODVVHV�DUH���L��'HIHQGDQWV�DQG�WKHLU�HPSOR\HHV��SULQFLSDOV��

DIILOLDWHG�HQWLWLHV��OHJDO�UHSUHVHQWDWLYHV��VXFFHVVRUV�DQG�DVVLJQV��DQG��LL��WKH�MXGJHV�WR�ZKRP�WKLV�

DFWLRQ�LV�DVVLJQHG���

���� 8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��WKHUH�DUH�WHQV�RI�WKRXVDQGV�RI�PHPEHUV�RI�WKH�&ODVV��

7KHUHIRUH��LQGLYLGXDO�MRLQGHU�RI�DOO�PHPEHUV�RI�WKH�&ODVV�ZRXOG�EH�LPSUDFWLFDEOH��

���� 7KHUH�LV�D�ZHOO�GHILQHG�FRPPXQLW\�RI�LQWHUHVW�LQ�WKH�TXHVWLRQV�RI�ODZ�DQG�IDFW�

DIIHFWLQJ�WKH�SDUWLHV�UHSUHVHQWHG�LQ�WKLV�DFWLRQ���

���� &RPPRQ�TXHVWLRQV�RI�ODZ�RU�IDFW�H[LVW�DV�WR�DOO�PHPEHUV�RI�WKH�&ODVV��7KHVH�

TXHVWLRQV�SUHGRPLQDWH�RYHU�WKH�TXHVWLRQV�DIIHFWLQJ�RQO\�LQGLYLGXDO�&ODVV�PHPEHUV��7KHVH�

FRPPRQ�OHJDO�RU�IDFWXDO�TXHVWLRQV�LQFOXGH�EXW�DUH�QRW�OLPLWHG�WR��

D�� :KHWKHU�'HIHQGDQWV�PDUNHWHG��SDFNDJHG��RU�VROG�WKH�&ODVV�3URGXFWV�WR�

3ODLQWLII�DQG�WKRVH�VLPLODUO\�VLWXDWHG�XVLQJ�IDOVH��PLVOHDGLQJ��RU�GHFHSWLYH�VWDWHPHQWV�RU�

UHSUHVHQWDWLRQV��

E�� :KHWKHU�'HIHQGDQWV�RPLWWHG�RU�PLVUHSUHVHQWHG�PDWHULDO�IDFWV�LQ�

FRQQHFWLRQ�ZLWK�WKH�VDOHV�RI�WKHLU�3URGXFWV��

F�� :KHWKHU�'HIHQGDQWV�SDUWLFLSDWHG�LQ�DQG�SXUVXHG�WKH�FRPPRQ�FRXUVH�

RI�FRQGXFW�FRPSODLQHG�RI�KHUHLQ��

G�� :KHWKHU�'HIHQGDQWV�KDYH�EHHQ�XQMXVWO\�HQULFKHG�DV�D�UHVXOW�RI�WKHLU�

XQODZIXO�EXVLQHVV�SUDFWLFHV���
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H�� :KHWKHU�'HIHQGDQWV¶�DFWLRQV�YLRODWH�WKH�1�<��*HQ��%XV��/DZV�

��������et seq.���

I�� :KHWKHU�'HIHQGDQWV¶�DFWLRQV�YLRODWH�1�<��*HQ��%XV��/DZV�

�������et seq���

J�� :KHWKHU�'HIHQGDQWV¶�DFWLRQV�FRQVWLWXWH�EUHDFK�RI�H[SUHVV�ZDUUDQW\��

K�� :KHWKHU�'HIHQGDQWV�VKRXOG�EH�HQMRLQHG�IURP�FRQWLQXLQJ�WKH�DERYH�

GHVFULEHG�SUDFWLFHV��

L�� :KHWKHU�3ODLQWLII�DQG�PHPEHUV�RI�WKH�&ODVV�DUH�HQWLWOHG�WR�GHFODUDWRU\�

UHOLHI��DQG�

M�� :KHWKHU�'HIHQGDQWV�VKRXOG�EH�UHTXLUHG�WR�PDNH�UHVWLWXWLRQ��GLVJRUJH�

SURILWV��UHLPEXUVH�ORVVHV��DQG�SD\�GDPDJHV�DV�D�UHVXOW�RI�WKH�DERYH�GHVFULEHG�SUDFWLFHV��

����� 3ODLQWLII¶V�FODLPV�DUH�W\SLFDO�RI�WKH�FODLPV�RI�WKH�&ODVV��LQ�WKDW�3ODLQWLII�ZDV�D�

FRQVXPHU�ZKR�SXUFKDVHG�'HIHQGDQWV¶�3URGXFW��3ODLQWLII�LV�QR�GLIIHUHQW�LQ�DQ\�UHOHYDQW�UHVSHFW�

IURP�DQ\�RWKHU�&ODVV�PHPEHU�ZKR�SXUFKDVHG�WKH�3URGXFW��DQG�WKH�UHOLHI�VRXJKW�LV�FRPPRQ�WR�WKH�

&ODVV��

����� 3ODLQWLII�LV�DQ�DGHTXDWH�UHSUHVHQWDWLYH�RI�WKH�&ODVV�EHFDXVH�KHU�LQWHUHVWV�GR�QRW�

FRQIOLFW�ZLWK�WKH�LQWHUHVWV�RI�WKH�PHPEHUV�RI�WKH�&ODVV�VKH�VHHNV�WR�UHSUHVHQW��DQG�KH�KDV�UHWDLQHG�

FRXQVHO�FRPSHWHQW�DQG�H[SHULHQFHG�LQ�FRQGXFWLQJ�FRPSOH[�FODVV�DFWLRQ�OLWLJDWLRQ��3ODLQWLII�DQG�

KLV�FRXQVHO�ZLOO�DGHTXDWHO\�SURWHFW�WKH�LQWHUHVWV�RI�WKH�&ODVV��

����� $�FODVV�DFWLRQ�LV�VXSHULRU�WR�RWKHU�DYDLODEOH�PHDQV�IRU�WKH�IDLU�DQG�HIILFLHQW�

DGMXGLFDWLRQ�RI�WKLV�GLVSXWH��7KH�GDPDJHV�VXIIHUHG�E\�HDFK�LQGLYLGXDO�&ODVV�PHPEHU�OLNHO\�ZLOO�

EH�UHODWLYHO\�VPDOO��HVSHFLDOO\�JLYHQ�WKH�FRVW�RI�WKH�3URGXFWV�DW�LVVXH�DQG�WKH�EXUGHQ�DQG�H[SHQVH�

RI�LQGLYLGXDO�SURVHFXWLRQ�RI�WKH�FRPSOH[�OLWLJDWLRQ�QHFHVVLWDWHG�E\�'HIHQGDQWV¶�FRQGXFW��7KXV��LW�
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ZRXOG�EH�YLUWXDOO\�LPSRVVLEOH�IRU�PHPEHUV�RI�WKH�&ODVV�LQGLYLGXDOO\�WR�HIIHFWLYHO\�UHGUHVV�WKH�

ZURQJV�GRQH�WR�WKHP��0RUHRYHU��HYHQ�LI�PHPEHUV�RI�WKH�&ODVV�FRXOG�DIIRUG�LQGLYLGXDO�DFWLRQV��LW�

ZRXOG�VWLOO�QRW�EH�SUHIHUDEOH�WR�FODVV�ZLGH�OLWLJDWLRQ��,QGLYLGXDOL]HG�DFWLRQV�SUHVHQW�WKH�SRWHQWLDO�

IRU�LQFRQVLVWHQW�RU�FRQWUDGLFWRU\�MXGJPHQWV��%\�FRQWUDVW��D�FODVV�DFWLRQ�SUHVHQWV�IDU�IHZHU�

PDQDJHPHQW�GLIILFXOWLHV�DQG�SURYLGHV�WKH�EHQHILWV�RI�VLQJOH�DGMXGLFDWLRQ��HFRQRPLHV�RI�VFDOH��DQG�

FRPSUHKHQVLYH�VXSHUYLVLRQ�E\�D�VLQJOH�FRXUW��

����� ,Q�WKH�DOWHUQDWLYH��WKH�&ODVV�PD\�EH�FHUWLILHG�EHFDXVH�'HIHQGDQWV�KDYH�DFWHG�RU�

UHIXVHG�WR�DFW�RQ�JURXQGV�JHQHUDOO\�DSSOLFDEOH�WR�WKH�&ODVV��WKHUHE\�PDNLQJ�DSSURSULDWH�

SUHOLPLQDU\�DQG�ILQDO�HTXLWDEOH�UHOLHI�ZLWK�UHVSHFW�WR�HDFK�&ODVV��

����� 7KH�UHTXLUHPHQWV�IRU�PDLQWDLQLQJ�D�FODVV�DFWLRQ�SXUVXDQW�WR�5XOH����E�����DUH�DOVR�

PHW��DV�'HIHQGDQWV�KDYH�DFWHG�RU�UHIXVHG�WR�DFW�RQ�JURXQGV�JHQHUDOO\�DSSOLFDEOH�WR�WKH�&ODVV��

WKHUHE\�PDNLQJ�DSSURSULDWH�ILQDO�LQMXQFWLYH�UHOLHI�RU�FRUUHVSRQGLQJ�GHFODUDWRU\�UHOLHI�ZLWK�

UHVSHFW�WR�WKH�&ODVV�DV�D�ZKROH��

),567�&$86(�2)�$&7,21�
9LRODWLRQ�RI�%UHDFK�RI�([SUHVV�:DUUDQW\�

����� 3ODLQWLII�LQFRUSRUDWHV�HDFK�DQG�HYHU\�DOOHJDWLRQ�FRQWDLQHG�LQ�WKH�SDUDJUDSKV�DERYH�

DV�LI�UHZULWWHQ�KHUHLQ��

����� 3ODLQWLII¶V�H[SUHVV�ZDUUDQW\�FODLPV�DUH�EDVHG�RQ�YLRODWLRQV�RI�1�<��&/6�8&&�����

����DQG����������'HIHQGDQWV�ZHUH�DIIRUGHG�UHDVRQDEOH�QRWLFH�RI�WKLV�FODLP�LQ�DGYDQFH�RI�WKH�

ILOLQJ�RI�WKLV�FRPSODLQW���

����� 'HIHQGDQW�PDGH�H[SUHVV�ZDUUDQWLHV�WR�3ODLQWLII�DQG�PHPEHUV�RI�WKH�&ODVV�WKDW�WKH�

3URGXFWV�WKH\�SXUFKDVHG�FRQVLVWHG�RI�UHDO�ILVK�RLO�LQ�LWV�WULJO\FHULGH�IRUP��WKDW�LWV�SULQFLSDO�

FRQVWLWXHQW�FRPSRQHQWV�ZHUH�'+$�DQG�(3$��DV�RSSRVHG�WR�'+$�((�DQG�(3$�((����
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����� 7KH�H[SUHVV�ZDUUDQWLHV�PDGH�WR�3ODLQWLII�DQG�PHPEHUV�RI�WKH�&ODVV�DSSHDU�RQ�

HYHU\�3URGXFW�ODEHO��7KLV�ZDUUDQW\�UHJDUGLQJ�WKH�QDWXUH�RI�WKH�3URGXFW�PDUNHWHG�E\�'HIHQGDQW�

VSHFLILFDOO\�UHODWHV�WR�WKH�JRRGV�EHLQJ�SXUFKDVHG�DQG�EHFDPH�WKH�EDVLV�RI�WKH�EDUJDLQ��

����� 3ODLQWLII�DQG�WKH�&ODVV�SXUFKDVHG�WKH�3URGXFWV�LQ�WKH�EHOLHI�WKDW�WKH\�FRQIRUPHG�WR�

WKH�H[SUHVV�ZDUUDQWLHV�WKDW�ZHUH�PDGH�RQ�WKH�3URGXFWV¶�ODEHOV��

����� 'HIHQGDQW�EUHDFKHG�WKH�H[SUHVV�ZDUUDQWLHV�PDGH�WR�3ODLQWLII�DQG�PHPEHUV�RI�WKH�

&ODVV�E\�IDLOLQJ�WR�VXSSO\�JRRGV�WKDW�FRQIRUPHG�WR�WKH�ZDUUDQWLHV�LW�PDGH��$V�D�UHVXOW��3ODLQWLII�

DQG�PHPEHUV�RI�WKH�&ODVV�VXIIHUHG�LQMXU\�DQG�GHVHUYH�WR�EH�FRPSHQVDWHG�IRU�WKH�GDPDJHV�WKH\�

VXIIHUHG���

����� 3ODLQWLII�DQG�WKH�PHPEHUV�RI�WKH�&ODVV�SDLG�PRQH\�IRU�WKH�3URGXFWV��+RZHYHU��

3ODLQWLII�DQG�WKH�PHPEHUV�RI�WKH�&ODVV�GLG�QRW�REWDLQ�WKH�IXOO�YDOXH�RI�WKH�DGYHUWLVHG�3URGXFWV��,I�

3ODLQWLII�DQG�RWKHU�PHPEHUV�RI�WKH�&ODVV�KDG�NQRZQ�RI�WKH�WUXH�QDWXUH�RI�WKH�3URGXFWV��WKH\�

ZRXOG�QRW�KDYH�SXUFKDVHG�WKHP�RU�SDLG�OHVV�IRU�WKHP��$FFRUGLQJO\��3ODLQWLII�DQG�PHPEHUV�RI�WKH�

&ODVV�KDYH�VXIIHUHG�LQMXU\�LQ�IDFW�DQG�ORVW�PRQH\�RU�SURSHUW\�DV�D�UHVXOW�RI�'HIHQGDQWV¶�ZURQJIXO�

FRQGXFW��

����� 3ODLQWLII�DQG�WKH�&ODVV�DUH�WKHUHIRUH�HQWLWOHG�WR�UHFRYHU�GDPDJHV��SXQLWLYH�

GDPDJHV��HTXLWDEOH�UHOLHI�VXFK�DV�UHVWLWXWLRQ�DQG�GLVJRUJHPHQW�RI�SURILWV��DQG�GHFODUDWRU\�DQG�

LQMXQFWLYH�UHOLHI��

6(&21'�&$86(�2)�$&7,21�
9LRODWLRQ�RI�1�<��*HQ��%XV��/DZ���������et seq.��

����� 3ODLQWLII� LQFRUSRUDWHV� HDFK� DQG� HYHU\� DOOHJDWLRQ� FRQWDLQHG� LQ� WKH� SDUDJUDSKV�

DERYH�DV�LI�UHZULWWHQ�KHUHLQ��

����� 1HZ�<RUN�*HQHUDO�%XVLQHVV�/DZ�6HFWLRQ������³*%/������´��GHFODUHV�

XQODZIXO�³GHFHSWLYH�DFWV�RU�SUDFWLFHV�LQ�WKH�FRQGXFW�RI�DQ\�EXVLQHVV��WUDGH��RU�FRPPHUFH�RU�LQ�WKH�

IXUQLVKLQJ�RI�DQ\�VHUYLFH�LQ�WKLV�VWDWH����´�
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����� 'HIHQGDQWV¶�ODEHOLQJ�DQG�PDUNHWLQJ�RI�WKH�3URGXFW��DV�DOOHJHG�KHUHLQ��

FRQVWLWXWHV�³GHFHSWLYH´�DFWV�DQG�SUDFWLFHV�ZLWKLQ�WKH�PHDQLQJ�RI�*%/��������

����� 3ODLQWLII�DQG�&ODVV�0HPEHUV�KDYH�EHHQ�LQMXUHG�LQDVPXFK�DV�WKH\�SDLG�IRU�

DQG�RU�SDLG�D�SUHPLXP�IRU�D�3URGXFW�WKDW��FRQWUDU\�WR�LWV�ODEHO��ZDV�QRW�ILVK�RLO�DQG�GLG�QRW�

FRQWDLQ�LWV�FODLPHG�DPRXQW�RI�'+$�DQG�(3$���

����� *%/�������K��SURYLGHV�LQ�UHOHYDQW�SDUW�WKDW�³DQ\�SHUVRQ�ZKR�KDV�EHHQ�LQMXUHG�

E\�UHDVRQ�RI�DQ\�YLRODWLRQ�RI�>*%/������@�PD\�EULQJ�DQ�DFWLRQ�LQ�KLV�RZQ�QDPH�WR�HQMRLQ�VXFK�

XQODZIXO�DFW�RU�SUDFWLFH��DQ�DFWLRQ�WR�UHFRYHU�KLV�DFWXDO�GDPDJHV�RU�ILIW\�GROODUV��ZKLFKHYHU�LV�

JUHDWHU��RU�ERWK�VXFK�DFWLRQV��7KH�FRXUW�PD\��LQ�LWV�GLVFUHWLRQ��LQFUHDVH�WKH�DZDUG�RI�GDPDJHV�WR�

DQ�DPRXQW�QRW�WR�H[FHHG�WKUHH�WLPHV�WKH�DFWXDO�GDPDJHV�XS�WR�RQH�WKRXVDQG�GROODUV�LI�WKH�FRXUW�

ILQGV�WKH�GHIHQGDQW�ZLOOIXOO\�RU�NQRZLQJO\�YLRODWHG�WKLV�VHFWLRQ��7KH�FRXUW�PD\�DZDUG�UHDVRQDEOH�

DWWRUQH\¶V�IHHV�WR�D�SUHYDLOLQJ�SODLQWLII�´�

����� ,Q�DFFRUGDQFH�ZLWK�������K���3ODLQWLII�VHHNV�DQ�RUGHU�HQMRLQLQJ�'HIHQGDQWV�

IURP�FRQWLQXLQJ�WKH�XQODZIXO�GHFHSWLYH�DFWV�DQG�SUDFWLFHV�VHW�IRUWK�DERYH��

����� $EVHQW�D�&RXUW�RUGHU�HQMRLQLQJ�WKH�XQODZIXO�GHFHSWLYH�DFWV�DQG�SUDFWLFHV��

'HIHQGDQWV�ZLOO�FRQWLQXH�WKHLU�IDOVH�DQG�PLVOHDGLQJ�PDUNHWLQJ�FDPSDLJQ�DQG��LQ�GRLQJ�VR��

LUUHSDUDEO\�KDUP�HDFK�PHPEHU�RI�WKH�&ODVV��

����� $V�D�FRQVHTXHQFH�RI�'HIHQGDQWV¶�GHFHSWLYH�DFWV�DQG�SUDFWLFHV��3ODLQWLII�DQG�

RWKHU�PHPEHUV�RI�WKH�&ODVV�VXIIHUHG�DQ�DVFHUWDLQDEOH�ORVV�RI�PRQLHV��%\�UHDVRQ�RI�WKH�IRUHJRLQJ��

3ODLQWLII�DQG�RWKHU�PHPEHUV�RI�WKH�&ODVV�VHHN�DFWXDO�GDPDJHV�RU�VWDWXWRU\�GDPDJHV�RI�����SHU�

YLRODWLRQ��ZKLFKHYHU�LV�JUHDWHU��DV�ZHOO�DV�SXQLWLYH�GDPDJHV��1�<��*(1��%86��/$:�������K���

7+,5'�&$86(�2)�$&7,21�
9LRODWLRQ�RI�1�<��*HQ��%XV��/DZ�������, et seq. 

����� 3ODLQWLII�LQFRUSRUDWHV�HDFK�DQG�HYHU\�DOOHJDWLRQ�FRQWDLQHG�LQ�WKH�SDUDJUDSKV�DERYH�

DV�LI�UHZULWWHQ�KHUHLQ��
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����� 1�<��*HQ��%XV��/DZ�������GHFODUHV�IDOVH�DGYHUWLVLQJ�LQ�WKH�FRQGXFW�RI�DQ\�

EXVLQHVV��WUDGH�RU�FRPPHUFH�RU�LQ�WKH�IXUQLVKLQJ�RI�DQ\�VHUYLFH�LQ�WKLV�VWDWH�WR�EH�XQODZIXO��7KH�

WHUP�µIDOVH�DGYHUWLVLQJ¶�PHDQV�DGYHUWLVLQJ��LQFOXGLQJ�ODEHOLQJ��RI�D�FRPPRGLW\��RU�RI�WKH�NLQG��

FKDUDFWHU��WHUPV�RU�FRQGLWLRQV�RI�DQ\�HPSOR\PHQW�RSSRUWXQLW\�LI�VXFK�DGYHUWLVLQJ�LV�PLVOHDGLQJ�

LQ�D�PDWHULDO�UHVSHFW��,Q�GHWHUPLQLQJ�ZKHWKHU�DQ\�DGYHUWLVLQJ�LV�PLVOHDGLQJ��WKHUH�VKDOO�EH�WDNHQ�

LQWR�DFFRXQW��DPRQJ�RWKHU�WKLQJV��QRW�RQO\�UHSUHVHQWDWLRQV�PDGH�E\�VWDWHPHQW��ZRUG��GHVLJQ��

GHYLFH��VRXQG�RU�DQ\�FRPELQDWLRQ�WKHUHRI��EXW�DOVR�WKH�H[WHQW�WR�ZKLFK�WKH�DGYHUWLVLQJ�IDLOV�WR�

UHYHDO�IDFWV�PDWHULDO�LQ�WKH�OLJKW�RI�VXFK�UHSUHVHQWDWLRQV�ZLWK�UHVSHFW�WR�WKH�FRPPRGLW\�RU�

HPSOR\PHQW�WR�ZKLFK�WKH�DGYHUWLVLQJ�UHODWHV�XQGHU�WKH�FRQGLWLRQV�SURVFULEHG�LQ�VDLG�

DGYHUWLVHPHQW��RU�XQGHU�VXFK�FRQGLWLRQV�DV�DUH�FXVWRPDU\�RU�XVXDO������1�<��*HQ��%XV��/DZ�

������D�O����

����� 'HIHQGDQWV¶�ODEHOLQJ�DQG�DGYHUWLVHPHQWV�FRQWDLQ�XQWUXH�DQG�PDWHULDOO\�PLVOHDGLQJ�

VWDWHPHQWV�UHJDUGLQJ�WKH�FRQWHQWV�RI�WKH�6XSSOHPHQW����

����� 3ODLQWLII�DQG�PHPEHUV�RI�WKH�&ODVV�KDYH�EHHQ�LQMXUHG�LQDVPXFK�DV�WKH\�UHOLHG�

XSRQ�WKH�ODEHOLQJ�DQG�DGYHUWLVLQJ�DQG�SDLG�D�SUHPLXP�IRU�D�SURGXFW�WKDW�GLG�QRW�FRQIRUP�WR�LWV�

UHSUHVHQWDWLRQV��$FFRUGLQJO\��3ODLQWLII�DQG�WKH�&ODVV�0HPEHUV�UHFHLYHG�OHVV�WKDQ�ZKDW�WKH\�

EDUJDLQHG�DQG�RU�IRU�ZKLFK�WKH\�SDLG�D�SUHPLXP��

����� 'HIHQGDQWV¶�DGYHUWLVLQJ�DQG�SURGXFW�ODEHOLQJ�LQGXFHG�WKH�3ODLQWLII�DQG�&ODVV�

0HPEHUV�WR�EX\�WKHLU�3URGXFW��

����� 'HIHQGDQWV�NQHZ��RU�E\�H[HUFLVLQJ�UHDVRQDEOH�FDUH�VKRXOG�KDYH�NQRZQ��WKDW�WKHLU�

VWDWHPHQWV�DQG�UHSUHVHQWDWLRQV�DV�GHVFULEHG�LQ�WKLV�&RPSODLQW�ZHUH�XQWUXH�DQG�RU�PLVOHDGLQJ��

����� 'HIHQGDQWV�PDGH�WKH�PDWHULDO�PLVUHSUHVHQWDWLRQV�GHVFULEHG�LQ�WKLV�&RPSODLQW�RQ�

LWV�3URGXFW�ODEHOV����
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����� $V�D�UHVXOW�RI�'HIHQGDQWV¶�IDOVH�RU�PLVOHDGLQJ�ODEHOLQJ�DQG�DGYHUWLVLQJ��3ODLQWLII�

DQG�&ODVV�0HPEHUV�DUH�HQWLWOHG�WR�PRQHWDU\�GDPDJHV��VWDWXWRU\�GDPDJHV��LQMXQFWLYH�UHOLHI��

UHVWLWXWLRQ��GLVJRUJHPHQW�RI�DOO�PRQLHV�REWDLQHG�E\�PHDQV�RI�1%,¶V�XQODZIXO�FRQGXFW��LQWHUHVW��

DQG�DWWRUQH\V¶�IHHV�DQG�FRVWV��

)2857+�&$86(�2)�$&7,21�
5HVWLWXWLRQ�%DVHG�2Q�4XDVL�&RQWUDFW�8QMXVW�(QULFKPHQW�

����� 3ODLQWLII�LQFRUSRUDWHV�HDFK�DQG�HYHU\�DOOHJDWLRQ�FRQWDLQHG�LQ�WKH�SDUDJUDSKV�DERYH�

DV�LI�UHZULWWHQ�KHUHLQ��

����� 'HIHQGDQWV¶�FRQGXFW�LQ�HQWLFLQJ�3ODLQWLII�DQG�WKH�&ODVV�WR�SXUFKDVH�WKHLU�3URGXFWV�

ZLWK�IDOVH�DQG�PLVOHDGLQJ�SDFNDJLQJ�LV�XQODZIXO�EHFDXVH�WKH�VWDWHPHQWV�FRQWDLQHG�RQ�WKH�

'HIHQGDQWV¶�3URGXFW�ODEHOV�DUH�XQWUXH��

����� �'HIHQGDQWV�WRRN�PRQLHV�IURP�3ODLQWLII�DQG�WKH�&ODVV�IRU�WKHVH�3URGXFWV�DQG�KDYH�

EHHQ�XQMXVWO\�HQULFKHG�DW�WKH�H[SHQVH�RI�3ODLQWLII�DQG�WKH�&ODVV�DV�UHVXOW�RI�WKHLU�XQODZIXO�

FRQGXFW�DOOHJHG�KHUHLQ��WKHUHE\�FUHDWLQJ�D�TXDVL�FRQWUDFWXDO�REOLJDWLRQ�RQ�'HIHQGDQWV�WR�UHVWRUH�

WKHVH�LOO�JRWWHQ�JDLQV�WR�3ODLQWLII�DQG�WKH�&ODVV���,W�LV�DJDLQVW�HTXLW\�DQG�JRRG�FRQVFLHQFH�WR�

SHUPLW�'HIHQGDQWV�WR�UHWDLQ�WKH�LOO�JRWWHQ�EHQHILWV�UHFHLYHG�IURP�3ODLQWLII�DQG�&ODVV�PHPEHUV��

����� $V�D�GLUHFW�DQG�SUR[LPDWH�UHVXOW�RI�'HIHQGDQWV¶�XQMXVW�HQULFKPHQW��3ODLQWLII�DQG�

WKH�&ODVV�DUH�HQWLWOHG�WR�UHVWLWXWLRQ�RU�UHVWLWXWLRQDU\�GLVJRUJHPHQW�LQ�DQ�DPRXQW�WR�EH�SURYHG�DW�

WULDO��

35$<(5�)25�5(/,()�

7+(5()25(��3ODLQWLII��RQ�EHKDOI�RI�KHUVHOI�DQG�RQ�EHKDOI�RI�WKH�RWKHU�PHPEHUV�RI�WKH�

&ODVV�DQG�IRU�WKH�&RXQWV�VR�DSSOLFDEOH�RQ�EHKDOI�RI�WKH�JHQHUDO�SXEOLF�UHTXHVW�DQ�DZDUG�DQG�UHOLHI�

DV�IROORZV��
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$�� $Q�RUGHU�FHUWLI\LQJ�WKDW�WKLV�DFWLRQ�LV�SURSHUO\�EURXJKW�DQG�PD\�EH�PDLQWDLQHG�DV�

D�FODVV�DFWLRQ��WKDW�3ODLQWLII�EH�DSSRLQWHG�&ODVV�5HSUHVHQWDWLYH��DQG�3ODLQWLII¶V�FRXQVHO�EH�

DSSRLQWHG�/HDG�&RXQVHO�IRU�WKH�&ODVV��

%�� 5HVWLWXWLRQ�LQ�VXFK�DPRXQW�WKDW�3ODLQWLII�DQG�DOO�PHPEHUV�RI�WKH�&ODVV�SDLG�WR�

SXUFKDVH�'HIHQGDQWV¶�3URGXFW�RU�UHVWLWXWLRQDU\�GLVJRUJHPHQW�RI�WKH�SURILWV�'HIHQGDQW�REWDLQHG�

IURP�WKRVH�WUDQVDFWLRQV��IRU�&DXVHV�RI�$FWLRQ�IRU�ZKLFK�WKH\�DUH�DYDLODEOH��

&�� &RPSHQVDWRU\�GDPDJHV�IRU�&DXVHV�RI�$FWLRQ�IRU�ZKLFK�WKH\�DUH�DYDLODEOH��

'�� 6WDWXWRU\�SHQDOWLHV�IRU�&DXVHV�RI�$FWLRQ�IRU�ZKLFK�WKH\�DUH�DYDLODEOH��

(�� 3XQLWLYH�'DPDJHV�IRU�&DXVHV�RI�$FWLRQ�IRU�ZKLFK�WKH\�DUH�DYDLODEOH��

)�� $�GHFODUDWLRQ�DQG�2UGHU�HQMRLQLQJ�'HIHQGDQW�IURP�PDUNHWLQJ�DQG�ODEHOLQJ�WKHLU�

3URGXFWV�GHFHSWLYHO\��LQ�YLRODWLRQ�RI�ODZV�DQG�UHJXODWLRQV�DV�VSHFLILHG�LQ�WKLV�&RPSODLQW���

*�� $Q�2UGHU�DZDUGLQJ�3ODLQWLII�KHU�FRVWV�RI�VXLW��LQFOXGLQJ�UHDVRQDEOH�DWWRUQH\V¶�IHHV�

DQG�SUH�DQG�SRVW�MXGJPHQW�LQWHUHVW��

+�� $Q�2UGHU�UHTXLULQJ�DQ�DFFRXQWLQJ�IRU��DQG�LPSRVLWLRQ�RI��D�FRQVWUXFWLYH�WUXVW�XSRQ�

DOO�PRQLHV�UHFHLYHG�E\�'HIHQGDQW�DV�D�UHVXOW�RI�WKH�XQIDLU��PLVOHDGLQJ��IUDXGXOHQW�DQG�XQODZIXO�

FRQGXFW�DOOHJHG�KHUHLQ��

,�� 6XFK�RWKHU�DQG�IXUWKHU�UHOLHI�DV�PD\�EH�GHHPHG�QHFHVVDU\�RU�DSSURSULDWH��

'(0$1'�)25�-85<�75,$/�

3ODLQWLII�KHUHE\�GHPDQGV�D�WULDO�E\�MXU\�RQ�DOO�FDXVHV�RI�DFWLRQ�RU�LVVXHV�VR�WULDEOH��

�
�
�
�
'$7('���6HSWHPEHU����������

5HVSHFWIXOO\�VXEPLWWHG��
�
.$3/$1�)2;�	�.,/6+(,0(5�//3�
�
%\����V��Laurence D. King�����������������������
� /DXUHQFH�'��.LQJ�
�
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/DXUHQFH�'��.LQJ��1<�%DU�1R�����������
lking@kaplanfox.com  
0DLD�&��.DWV��1<�%DU�1R�����������
mkats@kaplanfox.com 
����7KLUG�$YHQXH�
1HZ�<RUN��1<�������
7HOHSKRQH���������������
)DFVLPLOH���������������

� .8=<.�/$:��//3�
0LFKDHO�'��%UDXQ��1<�%DU�1R�����������
mdb@kuzykclassactions.com  
�����$YHQXH�RI�WKH�6WDUV��6XLWH������
/RV�$QJHOHV��&$�������
7HOHSKRQH���������������
)DFVLPLOH���������������
�
Counsel for MASHON BAINES and the 
Proposed Class

�

Case 1:21-cv-05330   Document 1   Filed 09/24/21   Page 38 of 38 PageID #: 38


