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&+$'�$��5($'/(5�
$FWLQJ�$VVLVWDQW�$WWRUQH\�*HQHUDO�
*867$9�:��(</(5�
$FWLQJ�'LUHFWRU�
&RQVXPHU�3URWHFWLRQ�%UDQFK��
1$7$/,(�1��6$1'(56�
7ULDO�$WWRUQH\�

&RQVXPHU�3URWHFWLRQ�%UDQFK�
8�6��'HSDUWPHQW�RI�-XVWLFH�

� �����WK�6WUHHW��1:��6XLWH������6RXWK�
� :DVKLQJWRQ��'�&��������
� 7HOHSKRQH�����������������
� )DFVLPLOH������������������
� (�PDLO��1DWDOLH�1�6DQGHUV#XVGRM�JRY�

$WWRUQH\V�IRU�3ODLQWLII�
81,7('�67$7(6�2)�$0(5,&$�

81,7('�67$7(6�',675,&7�&2857�

)25�7+(�&(175$/�',675,&7�2)�&$/,)251,$�

($67(51�',9,6,21�

81,7('�67$7(6�2)�$0(5,&$��

3ODLQWLII��

Y��

&$/,)251,$�67(0�&(//�
75($70(17�&(17(5��,1&���D�
&DOLIRUQLD�FRUSRUDWLRQ��&(//�
685*,&$/�1(7:25.�
&25325$7,21��D�&DOLIRUQLD�
FRUSRUDWLRQ���
DQG�(//,27�%��/$1'(5��0�'���
0$5.�%(50$1��0�'���LQGLYLGXDOV��

'HIHQGDQWV�

1R�������&9�������

&203/$,17�)25�3(50$1(17�
,1-81&7,21�

3ODLQWLII��WKH�8QLWHG�6WDWHV�RI�$PHULFD��E\�DQG�WKURXJK�XQGHUVLJQHG�FRXQVHO��

UHVSHFWIXOO\�UHSUHVHQWV�WR�WKLV�&RXUW�DV�IROORZV���

�� 7KLV�VWDWXWRU\�LQMXQFWLRQ�SURFHHGLQJ�LV�EURXJKW�SXUVXDQW�WR�WKH�)HGHUDO�

)RRG��'UXJ��DQG�&RVPHWLF�$FW��³)'&$´������8�6�&��������D���WR�HQMRLQ�&DOLIRUQLD�6WHP�
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&HOO�7UHDWPHQW�&HQWHU��,QF���³&6&7&´���D�&DOLIRUQLD�FRUSRUDWLRQ��&HOO�6XUJLFDO�1HWZRUN�

&RUSRUDWLRQ��³&61´���D�&DOLIRUQLD�FRUSRUDWLRQ��DQG�(OOLRW�%��/DQGHU��0�'��DQG�0DUN�

%HUPDQ��0�'���LQGLYLGXDOV��KHUHDIWHU��FROOHFWLYHO\��³'HIHQGDQWV´���IURP�YLRODWLQJ����

8�6�&��������N��E\�FDXVLQJ�DUWLFOHV�RI�GUXJ�WR�EHFRPH�DGXOWHUDWHG�ZLWKLQ�WKH�PHDQLQJ�RI�

���8�6�&��������D�����%���DQG�PLVEUDQGHG�ZLWKLQ�WKH�PHDQLQJ�RI����8�6�&���������I������

����M���DQG�����E������ZKLOH�KHOG�IRU�VDOH�DIWHU�VKLSPHQW�RI�WKH�GUXJV�RU�RQH�RU�PRUH�RI�

WKHLU�FRPSRQHQWV�LQ�LQWHUVWDWH�FRPPHUFH��DQG�IRU�YLRODWLQJ����8�6�&��������F��E\�

UHFHLYLQJ�PLVEUDQGHG�GUXJV�LQ�LQWHUVWDWH�FRPPHUFH�DQG�GHOLYHULQJ�RU�SURIIHULQJ�IRU�

GHOLYHU\�VXFK�GUXJV�IRU�SD\�RU�RWKHUZLVH���$Q�LQMXQFWLRQ�LV�QHFHVVDU\�WR�SUHYHQW�

'HIHQGDQWV�IURP�H[SHULPHQWLQJ�RQ�SDWLHQWV�ZLWK�DGXOWHUDWHG�DQG�PLVEUDQGHG�GUXJV��

-XULVGLFWLRQ�DQG�9HQXH�

��� -XULVGLFWLRQ�WR�UHVWUDLQ�VXFK�YLRODWLRQV�LV�JUDQWHG�WR�WKH�GLVWULFW�FRXUWV�RI�WKH�

8QLWHG�6WDWHV�SXUVXDQW�WR����8�6�&��������D����7KLV�&RXUW�DOVR�KDV�MXULVGLFWLRQ�RYHU�WKLV�

DFWLRQ�SXUVXDQW�WR����8�6�&�����������������DQG���������

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

'HIHQGDQWV�DQG�WKHLU�2SHUDWLRQV�

��� 'HIHQGDQW�&6&7&�LV�D�&DOLIRUQLD�SURIHVVLRQDO�FRUSRUDWLRQ�IRXQGHG�LQ�������

ZLWK�LWV�SULQFLSDO�SODFH�RI�EXVLQHVV�ORFDWHG�DW��������&RXQWU\�&OXE�'ULYH��6XLWH������

5DQFKR�0LUDJH��&DOLIRUQLD��������³&6&7&�5DQFKR�0LUDJH´���DQG�D�VHFRQG�

HVWDEOLVKPHQW�ORFDWHG�DW�����6RXWK�6SDOGLQJ�'ULYH��6XLWH������%HYHUO\�+LOOV��&DOLIRUQLD�

�������³&6&7&�%HYHUO\�+LOOV´���ZLWKLQ�WKH�MXULVGLFWLRQ�RI�WKLV�&RXUW��

��� &6&7&�PDQXIDFWXUHV��RU�KDV�FDXVHG�WR�EH�PDQXIDFWXUHG��VHYHUDO�DGLSRVH�

�IDW��GHULYHG�SURGXFWV��³&6&7&�SURGXFWV´���LQFOXGLQJ�WKH�IROORZLQJ������D�SURGXFW�

FRQWDLQLQJ�ZKDW�LV�UHIHUUHG�WR�DV�³VWURPDO�YDVFXODU�IUDFWLRQ´��WKH�³69)�SURGXFW´��ZKLFK�

LV�PDQXIDFWXUHG�IURP�D�SDWLHQW¶V�DGLSRVH�WLVVXH������D�SURGXFW�WKDW�FRPELQHV�69)�DQG�

9DFFLQLD�9DFFLQH��/LYH��WKH�³69)�9DFFLQLD�SURGXFW´���DQG�����D�SURGXFW�FRQWDLQLQJ�69)�

WKDW�KDV�EHHQ�H[SDQGHG�LQ�FXOWXUH�IRU�&6&7&�E\�D�WKLUG�SDUW\��WKH�³H[SDQGHG�69)�

SURGXFW´�����
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��� &6&7&�SURGXFWV�DUH�LQWHQGHG�IRU�DXWRORJRXV�XVH��ZKLFK�UHIHUV�WR�WKH�

³LPSODQWDWLRQ��WUDQVSODQWDWLRQ��LQIXVLRQ��RU�WUDQVIHU�RI�KXPDQ�FHOOV�RU�WLVVXH�EDFN�LQWR�WKH�

LQGLYLGXDO�IURP�ZKRP�WKH�FHOOV�RU�WLVVXH�ZHUH�UHFRYHUHG�´��6HH����&�)�5�����������D�����

��� &6&7&�SURGXFWV�DUH�XVHG�IRU�WKH�H[SHULPHQWDO�WUHDWPHQW�RI�SDWLHQWV�ZKR�

VXIIHU�IURP�D�YDULHW\�RI�GLVHDVHV�RU�FRQGLWLRQV��LQFOXGLQJ��EXW�QRW�OLPLWHG�WR��FDQFHU��

DUWKULWLV��VWURNH��DP\RWURSKLF�ODWHUDO�VFOHURVLV��³$/6´���PXOWLSOH�VFOHURVLV��³06´���

PDFXODU�GHJHQHUDWLRQ��3DUNLQVRQ¶V�GLVHDVH��FKURQLF�REVWUXFWLYH�SXOPRQDU\�GLVHDVH�

�³&23'´���DQG�GLDEHWHV����

��� &6&7&�SURGXFWV�DUH�DGPLQLVWHUHG�WR�SDWLHQWV�XVLQJ�D�YDULHW\�RI�PHWKRGV��

LQFOXGLQJ�LQWUDYHQRXVO\��LQMHFWLRQ�LQWR�VSHFLILF�DUHDV�RI�WKH�ERG\��LQFOXGLQJ�WKH�EUDLQ�DQG�

VSLQDO�FRUG��DQG�YLD�D�QHEXOL]HU���&6&7&�SURGXFWV�DUH�DGPLQLVWHUHG�DW�&6&7&�5DQFKR�

0LUDJH�DQG�&6&7&�%HYHUO\�+LOOV��DQG�DW�RWKHU�ORFDWLRQV�VXFK�DV�D�UDGLRORJLVW¶V�RIILFH�LQ�

,QGLDQ�:HOOV��&DOLIRUQLD����

��� 3URGXFWLRQ�RI�&6&7&�SURGXFWV�LV�WKH�UHVXOW�RI�D�PXOWL�VWHS�PDQXIDFWXULQJ�

SURFHVV���8QGHU�'HIHQGDQWV¶�FXUUHQW�SURFHGXUHV��69)�SURGXFWLRQ�LQYROYHV�WKH�UHFRYHU\�

RI�DGLSRVH�WLVVXH�IURP�SDWLHQWV�LQ�GHGLFDWHG�RSHUDWLQJ�URRPV�ORFDWHG�DW�&6&7&�5DQFKR�

0LUDJH�DQG�&6&7&�%HYHUO\�+LOOV���7KH�WLVVXH�UHFRYHU\�LV�DFFRPSOLVKHG�E\�D�PLQL�

OLSRVXFWLRQ�SURFHGXUH��ZKHUHE\�D�FDQQXOD�LV�XVHG�WR�UHFRYHU�DGLSRVH�WLVVXH�WKURXJK�DQ�

LQFLVLRQ�FRPPRQO\�PDGH�LQ�WKH�SDWLHQW¶V�SRVWHULRU�IODQN����

���� 'HIHQGDQWV�VXEMHFW�WKH�UHFRYHUHG�DGLSRVH�WLVVXH�WR�QXPHURXV�SURFHVVLQJ�

VWHSV�WKURXJK�ZKLFK�PDQ\�FRPSRQHQWV�RI�WKH�WLVVXH�DUH�EURNHQ�GRZQ�DQG�GLVFDUGHG���7KH�

SURFHVV�LQYROYHV�WKH�DGGLWLRQ�RI�D�FROODJHQDVH�VROXWLRQ�WR�LVRODWH�FHOO�FRPSRQHQWV�

WKURXJK�HQ]\PDWLF�GLJHVWLRQ���,W�DOVR�LQFOXGHV�DQ�LQFXEDWLRQ�SHULRG��VHYHUDO�ZDVKLQJ�

VWHSV�XVLQJ����'H[WURVH�LQ�/DFWDWHG�5LQJHU¶V�,QMHFWLRQ��DQG�ILOWUDWLRQ���0DQXIDFWXULQJ�

HPSOR\V�YDULRXV�W\SHV�RI�HTXLSPHQW��LQFOXGLQJ��EXW�QRW�OLPLWHG�WR��D�VSHFLDOL]HG�69)�

SURFHVVLQJ�GHYLFH�LGHQWLILHG�DV�WKH�³7LPH�0DFKLQH�´�V\ULQJHV��SOXQJHUV��VWRSSHUV��

DGDSWHUV��DQG�D�ILOWHU����

���� 0RVW�&6&7&�SDWLHQWV�DUH�WUHDWHG�ZLWK�WKH�69)�SURGXFW�RQ�WKH�GD\�WKDW�WKHLU�
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DGLSRVH�WLVVXH�LV�UHFRYHUHG���)RU�LQWUDYHQRXV�DGPLQLVWUDWLRQ��WKH�69)�LV�DGGHG�WR�D����PO�

EDJ�RI������6RGLXP�&KORULGH��1D&O��DQG�JLYHQ�WR�WKH�SDWLHQW�WKURXJK�DQ�LQWUDYHQRXV�

GULS���

���� /DEHOLQJ�RQ�WKH�&6&7&�SURGXFWV�YDULHV�GHSHQGLQJ�RQ�ZKHWKHU�WKH�SURGXFWV�

DUH�PDQXIDFWXUHG�DW�&6&7&�%HYHUO\�+LOOV�RU�&6&7&�5DQFKR�0LUDJH���$W�PRVW��

KRZHYHU��ODEHOLQJ�RQ�WKH�&6&7&�SURGXFWV�LGHQWLILHV�RQO\�WKH�QDPH�RI�WKH�SDWLHQW��GDWH�RI�

ELUWK��GDWH�RI�PDQXIDFWXUH��DQG�D�&6&7&�HPSOR\HH¶V�LQLWLDOV���$PRQJ�RWKHU�WKLQJV��WKH�

&6&7&�SURGXFWV¶�ODEHO�ODFNV�LQGLFDWLRQV�IRU�XVH��GRVDJHV��URXWHV�RI�DGPLQLVWUDWLRQ��DQG�

VLGH�HIIHFWV���7KH�&6&7&�SURGXFWV¶�ODEHO�DOVR�GRHV�QRW�LGHQWLI\�WKH�SURGXFWV�DV�³5[�

RQO\�´��

���� 'HIHQGDQWV�PDQXIDFWXUH�WKH�&6&7&�SURGXFWV�XVLQJ�RQH�RU�PRUH�

FRPSRQHQWV�VKLSSHG�LQ�LQWHUVWDWH�FRPPHUFH�IURP�SODFHV�RXWVLGH�WKH�6WDWH�RI�&DOLIRUQLD���

&RPSRQHQWV�UHFHLYHG�IURP�RXWVLGH�&DOLIRUQLD�LQFOXGH��IRU�H[DPSOH�������6RGLXP�

&KORULGH�,QMHFWLRQ��863�DQG����'H[WURVH�LQ�/DFWDWHG�5LQJHU¶V�,QMHFWLRQ��ERWK�

PDQXIDFWXUHG�LQ�,OOLQRLV���'HIHQGDQWV¶�PDQXIDFWXULQJ�SURFHVV�DOVR�LQYROYHV�WKHLU�XVH�RI�D�

FROODJHQDVH�SURGXFW�PDGH�LQ�,QGLDQD����

���� 'HIHQGDQWV�KDYH�PDQXIDFWXUHG�D�69)�9DFFLQLD�SURGXFW�WKDW�LV�D�

FRPELQDWLRQ�RI�69)�DQG�9DFFLQLD�9DFFLQH��/LYH���9DFFLQLD�9DFFLQH��/LYH��LV�DOVR�NQRZQ�

E\�LWV�SURSULHWDU\�QDPH�$&$0�������$&$0�����LV�DQ�)'$�DSSURYHG�ELRORJLFDO�

SURGXFW�IRU�DFWLYH�LPPXQL]DWLRQ�DJDLQVW�VPDOOSR[�GLVHDVH�IRU�SHUVRQV�GHWHUPLQHG�WR�EH�DW�

KLJK�ULVN�IRU�VPDOOSR[�LQIHFWLRQ���7KH�YDFFLQH¶V�ODEHOLQJ�LV�UHTXLUHG�WR�GLVSOD\�D�³EODFN�

ER[�ZDUQLQJ´�GHVLJQHG�WR�FDOO�DWWHQWLRQ�WR�VHULRXV�RU�OLIH�WKUHDWHQLQJ�SURGXFW�ULVN��

LQFOXGLQJ�VZHOOLQJ�RI�WKH�KHDUW�WLVVXHV��EUDLQ��RU�VSLQDO�FRUG���6HH����&�)�5����

�������F��O����7KH�69)�9DFFLQLD�SURGXFW�KDV�EHHQ�XVHG�E\�'HIHQGDQWV�DV�DQ�

H[SHULPHQWDO�WUHDWPHQW�IRU�SDWLHQWV�VXIIHULQJ�IURP�D�YDULHW\�RI�DGYDQFHG�VWDJH�FDQFHUV�

DQG�ZDV�DGPLQLVWHUHG�WR�SDWLHQWV�LQWUDYHQRXVO\�RU�GLUHFWO\�LQWR�SDWLHQWV¶�WXPRUV���7KH�

69)�9DFFLQLD�SURGXFW�FRQWDLQHG�DPRXQWV�RI�WKH�YDFFLQH�WKDW�JUHDWO\�H[FHHGHG�WKH�

YDFFLQH¶V�ODEHOHG�GRVH�����
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���� 9DFFLQLD�9DFFLQH�XVHG�WR�PDQXIDFWXUH�WKH�69)�9DFFLQLD�SURGXFW�ZDV�

VKLSSHG�LQ�LQWHUVWDWH�FRPPHUFH�IURP�*HRUJLD��

���� )RU�WKHLU�H[SDQGHG�69)�SURGXFWV��'HIHQGDQWV�KDYH�VHQW�UHFRYHUHG�DGLSRVH�

WLVVXH�WR�D�ILUP�ORFDWHG�RXWVLGH�RI�WKH�6WDWH�RI�&DOLIRUQLD�IRU�SURGXFWLRQ�LQWR�69)��ZKLFK�

WKHQ�LV�H[SDQGHG�LQ�FXOWXUH���7KH�H[SDQGHG�69)�SURGXFWV�DUH�VXEVHTXHQWO\�UHWXUQHG�LQ�

LQWHUVWDWH�FRPPHUFH�WR�&6&7&�5DQFKR�0LUDJH�DQG�&6&7&�%HYHUO\�+LOOV�DQG�

DGPLQLVWHUHG�WR�SDWLHQWV�GXULQJ�VFKHGXOHG�DSSRLQWPHQWV��

���� 0DQ\�SDWLHQWV�SD\�WKRXVDQGV�RI�GROODUV�WR�UHFHLYH�D�VLQJOH�&6&7&�SURGXFW��

DQG�VRPH�SDWLHQWV�SD\�PXFK�PRUH�WR�UHFHLYH�PXOWLSOH�WUHDWPHQWV���'HIHQGDQWV�KDYH�

UHIHUUHG�WR�WKLV�SUDFWLFH�DV�³SDWLHQW�IXQGHG�UHVHDUFK�´��

���� 1RQH�RI�&6&7&¶V�SURGXFWV�KDYH�EHHQ�OLFHQVHG�RU�DSSURYHG�E\�WKH�8QLWHG�

6WDWHV�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��³)'$´���

���� 7KHUH�DUH�QRW�QRZ��QRU�KDYH�WKHUH�HYHU�EHHQ�DQ\�DSSURYHG�QHZ�GUXJ�

DSSOLFDWLRQV��³1'$V´��ILOHG�ZLWK�)'$�SXUVXDQW�WR����8�6�&��������E��RU��M��IRU�WKH�

&6&7&�SURGXFWV���7KHUH�DUH�QRW�QRZ��QRU�KDYH�WKHUH�HYHU�EHHQ�DQ\�DSSURYHG�ELRORJLFV�

OLFHQVH�DSSOLFDWLRQV��³%/$V´��ILOHG�ZLWK�)'$�SXUVXDQW�WR����8�6�&��������IRU�WKH�

&6&7&�SURGXFWV��

���� $OWKRXJK�'HIHQGDQWV�KDYH�KDG�GLVFXVVLRQV�ZLWK�)'$�FRQFHUQLQJ�WKHLU�

GHVLUH�WR�VWXG\�WKH�69)�9DFFLQLD�SURGXFW�SXUVXDQW�WR�DQ�,QYHVWLJDWLRQDO�1HZ�'UXJ�

$SSOLFDWLRQ��³,1'´��XQGHU����8�6�&��������L���QR�,1'�LV�FXUUHQWO\�LQ�HIIHFW�IRU�WKDW�

SURGXFW��RU�IRU�DQ\�RI�'HIHQGDQWV¶�RWKHU�SURGXFWV����

���� 'HIHQGDQW�&61�LV�D�&DOLIRUQLD�FRUSRUDWLRQ�IRXQGHG�E\�'HIHQGDQWV�%HUPDQ�

DQG�/DQGHU�LQ������WKDW�LV�UHJLVWHUHG�WR�GR�EXVLQHVV�DW��������&RXQWU\�&OXE�'ULYH��6XLWH�

�����5DQFKR�0LUDJH��&DOLIRUQLD��������WKH�VDPH�DGGUHVV�DV�&6&7&�5DQFKR�0LUDJH��

ZLWKLQ�WKH�MXULVGLFWLRQ�RI�WKLV�&RXUW��

���� 7KURXJK�&61��'HIHQGDQWV�%HUPDQ�DQG�/DQGHU�FRQWURO�WKH�69)�UHODWHG�

RSHUDWLRQV�RI�DSSUR[LPDWHO\�����IRU�SURILW�DIILOLDWHV��RU�OLFHQVHHV��LQFOXGLQJ�&6&7&���

'HIHQGDQW�/DQGHU�KDV�DVVHUWHG�WKDW�&61�DIILOLDWH�GRFWRUV�KDYH�DGPLQLVWHUHG�69)�
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SURGXFWV�WR�RYHU�������SDWLHQWV��

���� $IILOLDWHV�ZKR�MRLQ�WKH�&61�QHWZRUN�DUH�UHTXLUHG�WR�IROORZ�SURGXFWLRQ�

LQVWUXFWLRQV�DQG�WUHDWPHQW�SURFHGXUHV�GHYHORSHG�E\�'HIHQGDQWV�%HUPDQ�DQG�/DQGHU���

7KH\�DUH�DOVR�UHTXLUHG�WR�SXUFKDVH�IURP�&61�VSHFLDOL]HG�HTXLSPHQW��LQFOXGLQJ�WKH�7LPH�

0DFKLQH��WKDW�LV�LGHQWLILHG�LQ�WKH�SURWRFROV�GHYHORSHG�E\�'HIHQGDQWV�%HUPDQ�DQG�

/DQGHU���'HIHQGDQWV�%HUPDQ�DQG�/DQGHU�UHIHU�WR�&61�DIILOLDWH�FOLQLFV�DV�³VXE�

LQYHVWLJDWRUV�´�

���� &61¶V�³*XLGHOLQHV�IRU�$IILOLDWHV´�H[SOLFLWO\�PDQGDWHV�WKDW�QHWZRUN�

DIILOLDWHV�PXVW�DGKHUH�VWULFWO\�WR�&61�SURWRFROV��&61�VWDQGDUGV��³UHDVRQDEO\�IROORZ�SULFH�

JXLGHOLQHV�WR�DYRLG�FRPSHWLWLRQ�IRU�SDWLHQW�HQUROOPHQW�ZLWKLQ�WKH�QHWZRUN�´�EH�GLOLJHQW�LQ�

UHJLVWHULQJ�SDWLHQWV�LQWR�WKH�&61�'DWDEDVH��DQG�XVH�VWDQGDUGL]HG�IRUPV��LQFOXGLQJ�

VSHFLILF�FRQVHQW�IRUPV�IRU�SDWLHQW�FDUH�DQG�GDWD�FROOHFWLRQ���7KH�JXLGHOLQHV�DOVR�GHVFULEH�

WKDW�DIILOLDWHV�KDYH�OLPLWHG�SHUPLVVLRQ�WR�XVH�YDULRXV�WUDGHPDUNV�DQG�ORJRV��LQFOXGLQJ�

ORJRV�IRU�&DOLIRUQLD�6WHP�&HOO�7UHDWPHQW�&HQWHU��&6&7&��DQG�&HOO�6XUJLFDO�1HWZRUN����

���� �&61�RSHUDWHV�D�RQH�HPSOR\HH�ZDUHKRXVH�DW�������'LQDK�6KRUH�'ULYH��

6XLWH������3DOP�'HVHUW��&DOLIRUQLD��������ZLWKLQ�WKH�MXULVGLFWLRQ�RI�WKLV�&RXUW��IURP�

ZKLFK�HTXLSPHQW�DQG�VXSSOLHV�DUH�VKLSSHG�WR�DIILOLDWHV����

���� 'HIHQGDQW�(OOLRW�%��/DQGHU��0�'���D�ERDUG�FHUWLILHG�XURORJLVW�DQG�VXUJHRQ��

LV�WKH�FR�RZQHU�DQG�&R�0HGLFDO�'LUHFWRU�RI�&6&7&���+H�LV�WKH�PRVW�UHVSRQVLEOH�

LQGLYLGXDO�DW�&6&7&�5DQFKR�0LUDJH�DQG�SHUIRUPV�KLV�GXWLHV�DW�&6&7&�5DQFKR�0LUDJH��

ZLWKLQ�WKH�MXULVGLFWLRQ�RI�WKLV�&RXUW���+H�PDQDJHV�DOO�ILUP�HPSOR\HHV�DW�&6&7&�5DQFKR�

0LUDJH�ZKHUH�KLV�DFWLYLWLHV�LQFOXGH�UHFRYHULQJ�DGLSRVH�WLVVXH�IURP�SDWLHQWV�DQG�

PDQXIDFWXULQJ�&6&7&�SURGXFWV���'U��/DQGHU�LV�WKH�FR�RZQHU�DQG�&R�0HGLFDO�'LUHFWRU�

RI�&61���+H�LV�DOVR�WKH�FR�RZQHU�RI�&HOOV�2Q�,FH��,QF���ZKLFK�KDV�DVVLVWHG�LQ�WKH�UHFRYHU\�

RI�DGLSRVH�WLVVXH�VHQW�RXWVLGH�RI�WKH�6WDWH�RI�&DOLIRUQLD�IRU�SURGXFWLRQ�LQWR�WKH�H[SDQGHG�

69)�SURGXFW��

���� 'HIHQGDQW�0DUN�%HUPDQ��0�'���D�ERDUG�FHUWLILHG�FRVPHWLF�VXUJHRQ��LV�WKH�

FR�RZQHU�DQG�&R�0HGLFDO�'LUHFWRU�RI�&6&7&���+H�SHUIRUPV�KLV�GXWLHV�DW�WKH�&6&7&�
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%HYHUO\�+LOOV�IDFLOLW\��ZLWKLQ�WKH�MXULVGLFWLRQ�RI�WKLV�&RXUW��DQG�LV�WKH�PRVW�UHVSRQVLEOH�

LQGLYLGXDO�DW�&6&7&�%HYHUO\�+LOOV�ZKHUH�KLV�DFWLYLWLHV�LQFOXGH�UHFRYHULQJ�DGLSRVH�WLVVXH�

IURP�SDWLHQWV�DQG�PDQXIDFWXULQJ�&6&7&�SURGXFWV���'U��%HUPDQ�LV�WKH�FR�RZQHU�DQG�&R�

0HGLFDO�'LUHFWRU�RI�&61�DQG�FR�RZQHU�RI�&HOOV�2Q�,FH��,QF��

7KH�&6&7&�3URGXFWV�$UH�'UXJV�8QGHU�WKH�)'&$�

��������8QGHU�WKH�)'&$��D�³GUXJ´�LQFOXGHV�DQ\�DUWLFOH�WKDW�LV�³LQWHQGHG�IRU�XVH�LQ�

WKH�GLDJQRVLV��FXUH��PLWLJDWLRQ��WUHDWPHQW��RU�SUHYHQWLRQ�RI�GLVHDVH�´����8�6�&����

����J�����%���RU�WKDW�LV�³LQWHQGHG�WR�DIIHFW�WKH�VWUXFWXUH�RU�DQ\�IXQFWLRQ�RI�WKH�ERG\�´����

8�6�&��������J�����&���

��������7KH�³LQWHQGHG�XVH´�RI�D�SURGXFW�UHIHUV��LQ�WXUQ��³WR�WKH�REMHFWLYH�LQWHQW�RI�WKH�

SHUVRQV�OHJDOO\�UHVSRQVLEOH�IRU�WKH�ODEHOLQJ�RI�GUXJV�´�DQG�LV�GHWHUPLQHG�E\�VXFK�

SHUVRQV¶�H[SUHVVLRQV�RU�PD\�EH�VKRZQ��IRU�H[DPSOH��E\�³ODEHOLQJ�FODLPV��DGYHUWLVLQJ�

PDWWHU��RU�RUDO�RU�ZULWWHQ�VWDWHPHQWV�E\�VXFK�SHUVRQV�RU�WKHLU�UHSUHVHQWDWLYHV�������´�����

&�)�5��������������

��������7KH�&6&7&�SURGXFWV�DUH�³GUXJV´�ZLWKLQ�WKH�PHDQLQJ�RI�WKH�)'&$�����

8�6�&��������J�����%��DQG��&���EHFDXVH�'HIHQGDQWV¶�UHFRUGV��SXEOLF�VWDWHPHQWV��DQG�

LQIRUPDWLRQ�FRQWDLQHG�RQ�'HIHQGDQWV¶�ZHEVLWHV�DQG�HOVHZKHUH�HVWDEOLVK�WKDW�&6&7&�

SURGXFWV�DUH�LQWHQGHG�WR�EH�XVHG�LQ�WKH�FXUH��PLWLJDWLRQ��RU�WUHDWPHQW�RI�GLVHDVHV�LQ�PDQ�

DQG�RU�WR�DIIHFW�WKH�VWUXFWXUH�DQG�IXQFWLRQ�RI�WKH�ERG\���([DPSOHV�LQFOXGH��EXW�DUH�QRW�

OLPLWHG�WR����

D� $�&6&7&�EURFKXUH�WKDW�PDUNHWV�³D�VROXWLRQ�ULFK�ZLWK�\RXU�RZQ�VWHP�FHOOV���

��������>X@QGHU�LQYHVWLJDWLRQDO�SURWRFROV�������WR�WUHDW�D�QXPEHU�RI�GHJHQHUDWLYH�FRQGLWLRQV�

DQG�GLVHDVHV�´�

E� 6WXG\�SURWRFROV�IRU�'HIHQGDQWV¶�69)�9DFFLQLD�SURGXFW�WKDW�H[SODLQ�KRZ�WKH�

SURGXFW�LV�XVHG�WR�WUHDW�SDWLHQWV�ZLWK�DGYDQFHG�VWDJH�FDQFHU��

F� �6WXG\�SURWRFROV�GHYHORSHG�E\�'HIHQGDQWV�WKDW�GHWDLO�WKH�XVH�RI�'HIHQGDQWV¶�

69)�SURGXFW�WR�WUHDW�&23'�DQG�DVWKPD��3DUNLQVRQ¶V�GLVHDVH��$O]KHLPHU¶V�GLVHDVH��06��

DQG�$/6���
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G� 5HFRUGV�FROOHFWHG�GXULQJ�)'$¶V�UHFHQW�LQVSHFWLRQV�DW�&6&7&�%HYHUO\�+LOOV�

DQG�5DQFKR�0LUDJH�WKDW�GRFXPHQW�'HIHQGDQWV¶�PDQXIDFWXUH�RI�&6&7&�SURGXFWV�WR�WUHDW�

SDWLHQWV�ZLWK�DUWKULWLV��06��GLDEHWHV��VWURNH��PDFXODU�GHJHQHUDWLRQ��&23'��DPRQJ�

QXPHURXV�RWKHU�GLVHDVHV�DQG�FRQGLWLRQV��

H� 3URGXFW�FODLPV�RQ�'HIHQGDQWV¶�ZHEVLWHV���6HH��H�J���

KWWS���VWHPFHOOUHYROXWLRQ�FRP�DERXW�XV�IDTV���RIIHULQJ�³FXWWLQJ�HGJH�FOLQLFDO�WULDOV�XVLQJ�

VWHP�FHOOV�WR�FDUU\�FDQFHU�NLOOLQJ�ELRORJLF�DJHQWV�GHHS�LQWR�FDQFHU�WLVVXH´���

ZZZ�VWHPFHOOUHYROXWLRQ�FRP�FXUUHQWO\�VWXG\LQJ��OLVWLQJ�RYHU����GLVHDVHV�RU�FRQGLWLRQV�

WKDW�&61�LV�³FXUUHQWO\�VWXG\LQJ�´�LQFOXGLQJ�06��$/6��FDUGLRP\RSDWK\��OXSXV��DQG�

PDFXODU�GHJHQHUDWLRQ���

I� 1XPHURXV�<RX7XEH�SURPRWLRQDO�YLGHRV��LQFOXGLQJ��

�� $�YLGHRWDSHG�LQWHUYLHZ�RI�'U��/DQGHU�ZKHUHLQ�KH�SURPRWHV�69)�³IRU�

FDQFHU�WKHUDSLHV�´�DUWKULWLV��KHDUW�GLVHDVH��OXQJ�GLVHDVH�DQG�LQWHUVWLWLDO�F\VWLWLV��DQG�³EUDLQ�

FRQGLWLRQV���������>E\@�LQMHFWLQJ�WKH�FHOOV�GLUHFWO\�LQWR�WKH�EUDLQ�´�DYDLODEOH�DW�

KWWSV���ZZZ�\RXWXEH�FRP�ZDWFK"Y RWXVKV)[N]Z��

�� �$�YLGHR�E\�'U��%HUPDQ�WKDW�GHVFULEHV�WKH�69)�SURGXFW�DV�³PDJLFDO�

FHOOV�LQ�\RXU�IDW´�DQG�³OLTXLG�PDJLF´�XVHG�WR�WUHDW�³&23'��KHDUW�GLVHDVH��

QHXURGHJHQHUDWLYH�SUREOHPV���������LQWHUVWLWLDO�F\VWLWLV�������3H\URQLH¶V�DQG�HUHFWLOH�

G\VIXQFWLRQ�´�DYDLODEOH�DW�KWWSV���ZZZ�\RXWXEH�FRP�ZDWFK"Y 6994URVQ�JF���

��� $�&61�)$4�YLGHR�WKDW�GHVFULEHV�&61¶V�³LQYHVWLJDWLYH�SURWRFROV�IRU�

VWXG\LQJ�������DUWKULWLV��QHXURORJLF�GLVHDVH��XURORJLF�GLVHDVH´�DQG�KRZ�WKH�VDPH�FHOOV�DUH�

³FDSDEOH�RI�IL[LQJ�DQ\WKLQJ�´�DYDLODEOH�DW�

KWWSV���ZZZ�\RXWXEH�FRP�ZDWFK"Y I:LB8];�LB$��

���� �7KH�&6&7&�SURGXFWV�DUH�³SUHVFULSWLRQ�GUXJV´�ZLWKLQ�WKH�PHDQLQJ�RI����

8�6�&��������E�����$��EHFDXVH��GXH�WR�WKHLU�WR[LFLW\�RU�RWKHU�SRWHQWLDOLW\�IRU�KDUPIXO�

HIIHFW��RU�WKH�PHWKRG�RI�WKHLU�XVH��RU�WKH�FROODWHUDO�PHDVXUHV�QHFHVVDU\�WR�WKHLU�XVH��WKH\�

DUH�QRW�VDIH�IRU�XVH�H[FHSW�XQGHU�WKH�VXSHUYLVLRQ�RI�D�SUDFWLWLRQHU�OLFHQVHG�E\�ODZ�WR�

DGPLQLVWHU�VXFK�GUXJ����



��

�

�

�

�

�

�

�

�

�

��

��

��

��

��

��

��

��

��

��

��

��

��

��

��

��

��

��

��

���� 7KHUH�KDYH�EHHQ�QR�DGHTXDWH�DQG�ZHOO�FRQWUROOHG�VWXGLHV�SHUIRUPHG�RQ�WKH�

&6&7&�SURGXFWV�GHPRQVWUDWLQJ�WKDW�WKH\�DUH�VDIH�RU�HIIHFWLYH�IRU�DQ\�LQGLFDWLRQ���

���� 7KH�&6&7&�SURGXFWV�DUH�³QHZ�GUXJV´�ZLWKLQ�WKH�PHDQLQJ�RI����8�6�&��

������S������EHFDXVH�WKH\�DUH�QRW�JHQHUDOO\�UHFRJQL]HG��DPRQJ�H[SHUWV�TXDOLILHG�E\�

VFLHQWLILF�WUDLQLQJ�DQG�H[SHULHQFH�WR�HYDOXDWH�WKH�VDIHW\�DQG�HIIHFWLYHQHVV�RI�GUXJV��DV�

VDIH�DQG�HIIHFWLYH�IRU�XVH�XQGHU�WKH�FRQGLWLRQV�SUHVFULEHG��UHFRPPHQGHG��RU�VXJJHVWHG�LQ�

WKHLU�ODEHOLQJ���7KH�&6&7&�SURGXFWV�DUH�DOVR�³QHZ�GUXJV´�ZLWKLQ�WKH�PHDQLQJ�RI����

8�6�&��������S������EHFDXVH�WKH\�KDYH�QRW�EHHQ�XVHG�WR�D�PDWHULDO�H[WHQW�RU�IRU�D�PDWHULDO�

WLPH�XQGHU�WKH�FRQGLWLRQV�SUHVFULEHG��UHFRPPHQGHG��RU�VXJJHVWHG�LQ�WKHLU�ODEHOLQJ��

7KH�&6&7&�3URGXFWV�$UH�%LRORJLFDO�3URGXFWV�8QGHU�WKH�3+6$�

���� 8QGHU�WKH�3+6$��D�³ELRORJLFDO�SURGXFW´�LQFOXGHV�DQ\�³YLUXV��WKHUDSHXWLF�

VHUXP��WR[LQ��DQWLWR[LQ��YDFFLQH��EORRG��EORRG�FRPSRQHQW�RU�GHULYDWLYH��DOOHUJHQLF�

SURGXFW��SURWHLQ��H[FHSW�DQ\�FKHPLFDOO\�V\QWKHVL]HG�SRO\SHSWLGH���RU�DQDORJRXV�SURGXFW��

������DSSOLFDEOH�WR�WKH�SUHYHQWLRQ��WUHDWPHQW��RU�FXUH�RI�D�GLVHDVH�RU�FRQGLWLRQ�RI�KXPDQ�

EHLQJV�´�����8�6�&��������L�����

���� 7KH�&6&7&�SURGXFWV�DUH�³ELRORJLFDO�SURGXFWV´�ZLWKLQ�WKH�PHDQLQJ�RI�WKH�

3+6$�����8�6�&��������L���EHFDXVH�WKH\�DUH�DQ�³DQDORJRXV�SURGXFW´�WKDW�LV�³DSSOLFDEOH�WR�

WKH�SUHYHQWLRQ��WUHDWPHQW��RU�FXUH�RI�D�GLVHDVH�RU�FRQGLWLRQ�RI�KXPDQ�EHLQJV�´��$V�QRWHG�

DERYH��'HIHQGDQWV�FODLP�WKDW�WKH�&6&7&�SURGXFWV�WUHDW�VHYHUDO�GLVHDVHV�DQG�FRQGLWLRQV��

LQFOXGLQJ��EXW�QRW�OLPLWHG�WR��FDQFHU��DUWKULWLV��VWURNH��$/6��06��PDFXODU�GHJHQHUDWLRQ��

3DUNLQVRQ¶V�GLVHDVH��&23'��DQG�GLDEHWHV��

���� $�SURGXFW�PD\�EH�ERWK�D�GUXJ�DQG�D�ELRORJLFDO�SURGXFW���$�SURGXFW�WKDW�KDV�

EHHQ�OLFHQVHG�XQGHU�WKH�3+6$�LV�QRW�UHTXLUHG�WR�DOVR�KDYH�DQ�DSSURYHG�1'$�XQGHU�WKH�

)'&$������8�6�&��������M����+RZHYHU��WKH�)'&$¶V�DGXOWHUDWLRQ�DQG�PLVEUDQGLQJ�

SURYLVLRQV�����8�6�&���������DQG������DSSO\�WR�ELRORJLFDO�SURGXFWV������8�6�&��������M����

$V�QRWHG�DERYH��WKH�&6&7&�SURGXFWV�KDYH�QRW�EHHQ�OLFHQVHG�RU�DSSURYHG�E\�)'$����

7KH�&6&7&�3URGXFWV�$UH�6XEMHFW�WR�5HJXODWLRQ�8QGHU�WKH�)'&$�

���� ,Q�DGGLWLRQ�WR�EHLQJ�GUXJV�DQG�ELRORJLFDO�SURGXFWV��WKH�&6&7&�SURGXFWV�DUH�
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DOVR�³KXPDQ�FHOOV��WLVVXHV��RU�FHOOXODU�RU�WLVVXH�EDVHG�SURGXFWV´��³+&7�3V´����+&7�3V�DUH�

GHILQHG�DV�³DUWLFOHV�FRQWDLQLQJ�RU�FRQVLVWLQJ�RI�KXPDQ�FHOOV�RU�WLVVXHV�WKDW�DUH�LQWHQGHG�

IRU�LPSODQWDWLRQ��WUDQVSODQWDWLRQ��LQIXVLRQ��RU�WUDQVIHU�LQWR�D�KXPDQ�UHFLSLHQW�´�����&�)�5��

���������G����8QGHU�OLPLWHG�FLUFXPVWDQFHV�QRW�DSSOLFDEOH�KHUH��VRPH�+&7�3V�FDQ�EH�

UHJXODWHG�HIIHFWLYHO\�VROHO\�E\�FRQWUROOLQJ�WKH�FRPPXQLFDEOH�GLVHDVH�ULVNV�WKH\�SUHVHQW�

WKURXJK�WKH�UHJXODWLRQV�VHW�IRUWK�LQ����&�)�5��3DUW�������HYHQ�LI�VXFK�+&7�3V�RWKHUZLVH�

ZRXOG�EH�UHJXODWHG�DV�GUXJV�DQG�ELRORJLFDO�SURGXFWV�XQGHU�WKH�)'&$�DQG�WKH�3+6$���

7KH�FULWHULD�IRXQG�LQ����&�)�5������������D��GLVWLQJXLVK�WKRVH�+&7�3V�UHJXODWHG�VROHO\�

XQGHU�VHFWLRQ�����RI�WKH�3+6$�����8�6�&���������DQG�WKH�UHJXODWLRQV�LQ����&�)�5��3DUW�

�����IURP�WKRVH�+&7�3V�UHJXODWHG�DV�GUXJV�DQG�ELRORJLFDO�SURGXFWV�XQGHU�WKH�)'&$�

DQG�VHFWLRQ�����RI�WKH�3+6$�����8�6�&��������������

���� )'$�KDV�LGHQWLILHG�RWKHU�OLPLWHG�FLUFXPVWDQFHV��DOVR�QRW�DSSOLFDEOH�KHUH��

XQGHU�ZKLFK�DQ�HVWDEOLVKPHQW�LV�H[FHSWHG�IURP�)'$¶V�UHJXODWLRQV�VHW�IRUWK�DW����&�)�5��

3DUW��������6HH ���&�)�5���������������

���� +&7�3V�WKDW�GR�QRW�IDOO�ZLWKLQ�RQH�RI�WKH�H[FHSWLRQV�LQ����&�)�5�������������

DQG�GR�QRW�PHHW�DOO�RI�WKH�FULWHULD�LQ����&�)�5������������D��IRU�UHJXODWLRQ�VROHO\�XQGHU�

WKH�3+6$�DQG����&�)�5��3DUW�������DUH�UHJXODWHG�DV��DPRQJ�RWKHU�WKLQJV��GUXJV�DQG�

ELRORJLFDO�SURGXFWV�XQGHU�WKH�SURYLVLRQV�RI�WKH�)'&$�DQG�WKH�3+6$��LQFOXGLQJ�WKH�

DGXOWHUDWLRQ��PLVEUDQGLQJ��DQG�SUHPDUNHW�DSSURYDO�UHTXLUHPHQWV������&�)�5�������������

���� 7KH�FULWHULD�LQ����&�)�5������������LQFOXGH�WKH�UHTXLUHPHQW�WKDW�WKH�+&7�3�

EH�³LQWHQGHG�IRU�KRPRORJRXV�XVH�RQO\��DV�UHIOHFWHG�E\�WKH�ODEHOLQJ��DGYHUWLVLQJ��RU�RWKHU�

LQGLFDWLRQV�RI�WKH�PDQXIDFWXUHU¶V�REMHFWLYH�LQWHQW�´�����&�)�5������������D�������

³+RPRORJRXV�XVH´�PHDQV�³WKH�UHSDLU��UHFRQVWUXFWLRQ��UHSODFHPHQW��RU�VXSSOHPHQWDWLRQ�

RI�D�UHFLSLHQW¶V�FHOOV�RU�WLVVXHV�ZLWK�DQ�+&7�3�WKDW�SHUIRUPV�WKH�VDPH�EDVLF�IXQFWLRQ�RU�

IXQFWLRQV�LQ�WKH�UHFLSLHQW�DV�LQ�WKH�GRQRU�´�����&�)�5�����������F���

���� 7KH�&6&7&�SURGXFWV�IDLO�WR�PHHW����&�)�5������������D����¶V�UHTXLUHPHQW�

WKDW�WKH�+&7�3�EH�³LQWHQGHG�IRU�KRPRORJRXV�XVH�RQO\��DV�UHIOHFWHG�E\�WKH�ODEHOLQJ��

DGYHUWLVLQJ��RU�RWKHU�LQGLFDWLRQV�RI�WKH�PDQXIDFWXUHU¶V�REMHFWLYH�LQWHQW�´��$V�GHVFULEHG�
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DERYH�LQ�SDUDJUDSK����WKH�&6&7&�SURGXFWV�DUH�LQWHQGHG�IRU�XVH�LQ�WKH�WUHDWPHQW�RI�

YDULRXV�GLVHDVHV�RU�FRQGLWLRQV��LQFOXGLQJ�EXW�QRW�OLPLWHG�WR��FDQFHU��DUWKULWLV��VWURNH��$/6��

06��PDFXODU�GHJHQHUDWLRQ��3DUNLQVRQ¶V�GLVHDVH��&23'��DQG�GLDEHWHV��DPRQJ�RWKHUV���

6XFK�XVHV�EHDU�QR�UHVHPEODQFH�WR�DQ\�EDVLF�IXQFWLRQ�RI�DGLSRVH�WLVVXH��ZKLFK�SURYLGHV�

FXVKLRQLQJ�DQG�VXSSRUW�WR��DPRQJ�RWKHU�DUHDV��VNLQ�DQG�RUJDQV���%HFDXVH�WKH�&6&7&�

SURGXFWV�GR�QRW�SHUIRUP�WKH�VDPH�EDVLF�IXQFWLRQ�RU�IXQFWLRQV�RI�DGLSRVH�WLVVXH��XVLQJ�WKH�

&6&7&�SURGXFWV�IRU�WKH�WUHDWPHQW�RI�FDQFHU��DUWKULWLV��VWURNH��$/6��06��PDFXODU�

GHJHQHUDWLRQ��3DUNLQVRQ¶V�GLVHDVH��&23'��DQG�GLDEHWHV�LV�QRW�KRPRORJRXV�XVH���

���� 7KH�FULWHULD�LQ����&�)�5������������D��DOVR�LQFOXGH�WKH�UHTXLUHPHQW�WKDW�WKH�

+&7�3�EH�RQO\�³PLQLPDOO\�PDQLSXODWHG�´�����&�)�5������������D�������)RU�VWUXFWXUDO�

WLVVXH��³PLQLPDO�PDQLSXODWLRQ´�PHDQV�SURFHVVLQJ�WKDW�GRHV�QRW�DOWHU�WKH�RULJLQDO�UHOHYDQW�

FKDUDFWHULVWLFV�RI�WKH�WLVVXH�UHODWLQJ�WR�WKH�WLVVXH¶V�XWLOLW\�IRU�UHFRQVWUXFWLRQ��UHSDLU��RU�

UHSODFHPHQW������&�)�5�����������I��������

���� 7KH�&6&7&�SURGXFWV�IDLO�WR�PHHW����&�)�5������������D����¶V�UHTXLUHPHQW�

WKDW�WKH�+&7�3�EH�RQO\�³PLQLPDOO\�PDQLSXODWHG�´��$GLSRVH�WLVVXH�LV�VWUXFWXUDO�WLVVXH���

'HIHQGDQWV¶�SURFHVVLQJ�RI�WKH�&6&7&�SURGXFWV��DV�GHVFULEHG�DERYH�LQ�SDUDJUDSK�����

DOWHUV�WKH�RULJLQDO�UHOHYDQW�FKDUDFWHULVWLFV�RI�WKH�DGLSRVH�WLVVXH��LQFOXGLQJ�LWV�H[WUDFHOOXODU�

PDWUL[�DQG�LQKHUHQW�VWUXFWXUDO�SURSHUWLHV�WKDW�FRQWULEXWH�WR�WKH�WLVVXH¶V�XWLOLW\�DV��IRU�

H[DPSOH��FXVKLRQLQJ�DQG�VXSSRUW�IRU�VNLQ�RU�RUJDQV���7KH�SURGXFWLRQ�SURFHVV�HPSOR\HG�

E\�'HIHQGDQWV�LQFOXGHV�HQ]\PDWLF�GLJHVWLRQ�WR�EUHDN�GRZQ�WKH�DGLSRVH�WLVVXH¶V�

H[WUDFHOOXODU�PDWUL[�DQG�LVRODWH�FHOOXODU�FRPSRQHQWV���6XFK�SURFHVVLQJ�FRQVWLWXWHV�PRUH�

WKDQ�PLQLPDO�PDQLSXODWLRQ�RI�WKH�+&7�3���

���� 7KH�69)�9DFFLQLD�SURGXFW�DOVR�IDLOV�WR�PHHW����&�)�5������������D����¶V�

UHTXLUHPHQW�WKDW�WKH�PDQXIDFWXUH�RI�+&7�3¶V�³QRW�LQYROYH�WKH�FRPELQDWLRQ�������ZLWK�

DQRWKHU�DUWLFOH�´�ZLWK�FHUWDLQ�H[FHSWLRQV�LQDSSOLFDEOH�KHUH���%HFDXVH�WKH�69)�9DFFLQLD�

SURGXFW�LQYROYHV�WKH�FRPELQDWLRQ�RI�69)�GHULYHG�IURP�DGLSRVH�WLVVXH�DQG�9DFFLQLD�

9DFFLQH��/LYH��WKH�+&7�3�LV�³FRPELQHG�ZLWK´�DQRWKHU�DUWLFOH�DQG�WKH�FULWHULRQ�DW����

&�)�5������������D�����KDV�QRW�EHHQ�PHW��
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��� $V�QRWHG�DERYH��)'$�KDV�DOVR�LGHQWLILHG�FHUWDLQ�FLUFXPVWDQFHV�XQGHU�ZKLFK�

DQ�HVWDEOLVKPHQW�LV�QRW�UHTXLUHG�WR�FRPSO\�ZLWK����&�)�5��3DUW��������6HH����&�)�5����

����������2QH�H[FHSWLRQ�IURP����&�)�5��3DUW������DSSOLHV�WR�³DQ�HVWDEOLVKPHQW�WKDW�

UHPRYHV�+&7�3¶V�IURP�DQ�LQGLYLGXDO�DQG�LPSODQWV�VXFK�+&7�3¶V�LQWR�WKH�VDPH�

LQGLYLGXDO�GXULQJ�WKH�VDPH�VXUJLFDO�SURFHGXUH´��³VDPH�VXUJLFDO�SURFHGXUH�H[FHSWLRQ´����

���&�)�5������������E����'HIHQGDQWV�GR�QRW�TXDOLI\�IRU�WKH�VDPH�VXUJLFDO�SURFHGXUH�

H[FHSWLRQ�EHFDXVH��DPRQJ�RWKHU�WKLQJV��WKH�DGLSRVH�WLVVXH�UHFRYHUHG�IURP�LQGLYLGXDOV�LV�

VXEMHFWHG�WR�SURFHVVLQJ�UHQGHULQJ�WKH�&6&7&�SURGXFWV�QR�ORQJHU�³VXFK�+&7�3V�´�EXW�D�

FROOHFWLRQ�RI�FHOOXODU�FRPSRQHQWV�LVRODWHG�IURP�DGLSRVH�WLVVXH���7KXV��'HIHQGDQWV�GR�QRW�

TXDOLI\�IRU�WKH�VDPH�VXUJLFDO�SURFHGXUH�H[FHSWLRQ�LQ����&�)�5������������E���RU�DQ\�RWKHU�

H[FHSWLRQ�IURP����&�)�5��3DUW�������

���� %HFDXVH�WKH�&6&7&�SURGXFWV�GR�QRW�PHHW�DOO�RI�WKH�FULWHULD�LQ����&�)�5��

����������D���DQG�GR�QRW�IDOO�ZLWKLQ�DQ\�RI�WKH�H[FHSWLRQV�LQ����&�)�5�������������WKH�

&6&7&�SURGXFWV�DUH�UHJXODWHG�DV�GUXJV�DQG�ELRORJLFDO�SURGXFWV�XQGHU�WKH�)'&$�DQG�

VHFWLRQ�����RI�WKH�3+6$�DQG�DUH�VXEMHFW�WR�WKH�SURYLVLRQV�RI�WKH�)'&$�DQG�WKH�3+6$��

LQFOXGLQJ�WKH�)'&$¶V�DGXOWHUDWLRQ��PLVEUDQGLQJ��DQG�SUHPDUNHW�DSSURYDO�UHTXLUHPHQWV���

���&�)�5�������������

7KH�&6&7&�3URGXFWV�$UH�$GXOWHUDWHG�

���� 5HJDUGOHVV�RI�ZKHWKHU�D�GUXJ�LV�DFWXDOO\�GHILFLHQW�LQ�DQ\�UHVSHFW��D�GUXJ�LV�

GHHPHG�WR�EH�DGXOWHUDWHG�LI�WKH�PHWKRGV�XVHG�LQ��RU�WKH�IDFLOLWLHV�RU�FRQWUROV�XVHG�IRU��LWV�

PDQXIDFWXUH��SURFHVVLQJ��SDFNLQJ��RU�KROGLQJ�GR�QRW�FRQIRUP�WR�RU�DUH�QRW�RSHUDWHG�RU�

DGPLQLVWHUHG�LQ�FRQIRUPLW\�ZLWK�FXUUHQW�JRRG�PDQXIDFWXULQJ�SUDFWLFH��³&*03´��WR�

DVVXUH�WKDW�VXFK�GUXJ�PHHWV�WKH�UHTXLUHPHQWV�RI�WKH�)'&$�DV�WR�VDIHW\�DQG�KDV�WKH�

LGHQWLW\�DQG�VWUHQJWK��DQG�PHHWV�WKH�TXDOLW\�DQG�SXULW\�FKDUDFWHULVWLFV��ZKLFK�LW�SXUSRUWV�

RU�LV�UHSUHVHQWHG�WR�SRVVHVV������8�6�&��������D�����%���

����� )'$�LQYHVWLJDWRUV�LQVSHFWHG�&6&7&�5DQFKR�0LUDJH�IURP�-XQH��������

������DQG�&6&7&�%HYHUO\�+LOOV�IURP�-XQH���������������7KRVH�LQVSHFWLRQV�VKRZHG�WKDW�

WKH�PHWKRGV�XVHG�LQ��DQG�WKH�IDFLOLWLHV�DQG�FRQWUROV�XVHG�IRU��WKH�PDQXIDFWXUH��SURFHVVLQJ��
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SDFNLQJ��DQG�KROGLQJ�RI�&6&7&�SURGXFWV�GR�QRW�FRQIRUP�WR�DQG�DUH�QRW�RSHUDWHG�RU�

DGPLQLVWHUHG�LQ�FRQIRUPLW\�ZLWK�&*03���6HH����8�6�&��������D�����%��DQG����&�)�5��

3DUWV����������VHH�DOVR����&�)�5��3DUWV����������VHWWLQJ�IRUWK�DGGLWLRQDO�VWDQGDUGV�DQG�

PDQXIDFWXULQJ�UHTXLUHPHQWV�DSSOLFDEOH�WR�ELRORJLFDO�SURGXFWV����$W�WKH�FORVH�RI�WKH�

LQVSHFWLRQV��)'$�LQYHVWLJDWRUV�LVVXHG�OLVWV�RI�LQVSHFWLRQDO�REVHUYDWLRQV��³)RUP�)'$�

���V´��WR�'HIHQGDQWV�%HUPDQ�DQG�/DQGHU���7KH�&*03�YLRODWLRQV�REVHUYHG�GXULQJ�WKH�

LQVSHFWLRQV�LQFOXGHG��EXW�ZHUH�QRW�OLPLWHG�WR��WKH�IROORZLQJ���

D�� )DLOXUH�WR�HVWDEOLVK�DQG�IROORZ�DSSURSULDWH�ZULWWHQ�SURFHGXUHV�GHVLJQHG�WR�

SUHYHQW�PLFURELRORJLFDO�FRQWDPLQDWLRQ�RI�GUXJ�SURGXFWV�SXUSRUWLQJ�WR�EH�VWHULOH��

LQFOXGLQJ�YDOLGDWLRQ�RI�DOO�DVHSWLF�DQG�VWHULOL]DWLRQ�SURFHVVHV��DV�UHTXLUHG�E\����&�)�5����

��������E���

� E�� )DLOXUH�WR�HVWDEOLVK�ZULWWHQ�SURFHGXUHV�IRU�SURGXFWLRQ�DQG�SURFHVV�FRQWURO�

GHVLJQHG�WR�DVVXUH�WKH�GUXJ�SURGXFWV�KDYH�WKH�LGHQWLW\��VWUHQJWK��TXDOLW\�DQG�SXULW\�WKH\�

SXUSRUW�RU�DUH�UHSUHVHQWHG�WR�SRVVHVV��DV�UHTXLUHG�E\����&�)�5������������D����� �

F�� )DLOXUH�WR�HVWDEOLVK�ODERUDWRU\�FRQWUROV�WKDW�LQFOXGH�VFLHQWLILFDOO\�VRXQG�DQG�

DSSURSULDWH�VSHFLILFDWLRQV��VWDQGDUGV��VDPSOLQJ�SODQV��DQG�WHVW�SURFHGXUHV�GHVLJQHG�WR�

DVVXUH�WKDW�FRPSRQHQWV��GUXJ�SURGXFW�FRQWDLQHUV��FORVXUHV��LQ�SURFHVV�PDWHULDOV��ODEHOLQJ��

DQG�GUXJ�SURGXFWV�FRQIRUP�WR�DSSURSULDWH�VWDQGDUGV�RI�LGHQWLW\��VWUHQJWK��TXDOLW\��DQG�

SXULW\��DV�UHTXLUHG�E\����&�)�5������������E�����

� G�� )DLOXUH�WR�FRQGXFW�DSSURSULDWH�ODERUDWRU\�WHVWLQJ��DV�QHFHVVDU\��RI�HDFK�

EDWFK�RI�GUXJ�SURGXFW�UHTXLUHG�WR�EH�IUHH�RI�REMHFWLRQDEOH�PLFURRUJDQLVPV��DV�UHTXLUHG�

E\����&�)�5������������E���� � � � �

� H�� )DLOXUH�WR�HVWDEOLVK�D�V\VWHP�IRU�PRQLWRULQJ�HQYLURQPHQWDO�FRQGLWLRQV�WR�

SUHYHQW�FRQWDPLQDWLRQ�GXULQJ�DVHSWLF�SURFHVVLQJ��DV�UHTXLUHG�E\����&�)�5����

�������F������LY�����

� ���� %HFDXVH�'HIHQGDQWV�GR�QRW�PDQXIDFWXUH�WKH�&6&7&�SURGXFWV�LQ�D�PDQQHU�

WKDW�FRQIRUPV�WR�&*03��WKH�&6&7&�SURGXFWV�DUH�DGXOWHUDWHG�ZLWKLQ�WKH�PHDQLQJ�RI�WKH�

)'&$�����8�6�&��������D�����%���
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$GYHUVH�(YHQWV�

���� 'XULQJ�)'$¶V�LQVSHFWLRQV�DW�&6&7&�5DQFKR�0LUDJH�DQG�&6&7&�%HYHUO\�

+LOOV��LQYHVWLJDWRUV�UHYLHZHG�QXPHURXV�UHFRUGV�WKDW�GRFXPHQWHG�DGYHUVH�HYHQWV�WKDW�

RFFXUUHG�DIWHU�WUHDWPHQW�ZLWK�&6&7&�SURGXFWV��LQFOXGLQJ�EXW�QRW�OLPLWHG�WR�WKH�

IROORZLQJ��

D�� 2Q�)HEUXDU\����������D�SDWLHQW�ZLWK�&23'�ORVW�FRQVFLRXVQHVV�DQG�ZDV�

KRVSLWDOL]HG�DIWHU�EHLQJ�WUHDWHG�ZLWK�'HIHQGDQW¶V�69)�SURGXFW�LQWUDYHQRXVO\�DQG�ZLWK�D�

QHEXOL]HU�DW�&6&7&�%HYHUO\�+LOOV���7KH�HYHQW�ZDV�QRW�LGHQWLILHG�DV�DQ�DGYHUVH�HYHQW�E\�

'HIHQGDQWV��\HW�D�QRWDWLRQ�LQ�WKH�SDWLHQW¶V�UHFRUGV�LQGLFDWHG�WKDW�LQ�WKH�IXWXUH��WKH�SDWLHQW�

VKRXOG�RQO\�UHFHLYH�LQWUDYHQRXV�69)�DQG�³12�QHEXOL]HU�´��

� E�� 2Q�$SULO�����������D�SDWLHQW�ZKR�UHFHLYHG�69)�LQMHFWHG�WKURXJK�D�FDWKHWHU�

LQWR�WKH�EUDLQ�DW�&6&7&�%HYHUO\�+LOOV�ZDV�KRVSLWDOL]HG�ZKHQ�WHVWLQJ�UHYHDOHG�HYLGHQFH�

RI�LQIHFWLRQ��

� F�� 2Q�0DUFK�����������D�SDWLHQW�ZKR�UHFHLYHG�69)�LQ�KHU�NQHH�DW�&6&7&�

%HYHUO\�+LOOV�H[SHULHQFHG�DQ�LQIHFWLRQ�DQG�ZDV�XQDEOH�WR�ZDON�IRU�VL[�PRQWKV��

� ���� 'HIHQGDQWV¶�UHFRUGV�DOVR�UHYHDOHG�WKDW�SDWLHQWV�WUHDWHG�DW�&61�DIILOLDWHV�±�

XVLQJ�WKH�VDPH�SURWRFROV�DQG�HTXLSPHQW�DV�'HIHQGDQWV�±�H[SHULHQFHG�DGYHUVH�HYHQWV�WKDW�

RFFXUUHG�DIWHU�WUHDWPHQW�ZLWK�69)�SURGXFWV���7KHVH�DGYHUVH�HYHQWV�LQFOXGH��EXW�DUH�QRW�

OLPLWHG�WR��D�SDWLHQW�ZKR�UHFHLYHG�69)�LQMHFWHG�WKURXJK�D�FDWKHWHU�LQWR�WKH�EUDLQ�ZDV�

KRVSLWDOL]HG�IRU�KHDGDFKH�DQG�FRQIXVLRQ��DQG�D�SDWLHQW�ZKR�UHSRUWHG�WZR�UHWLQDO�

GHWDFKPHQWV�DIWHU�UHFHLYLQJ�69)�LQMHFWLRQV�LQ�KHU�H\HV��

7KH�&6&7&�3URGXFWV�$UH�0LVEUDQGHG�

���� 7KH�&6&7&�SURGXFWV�DUH�PLVEUDQGHG�ZLWKLQ�WKH�PHDQLQJ�RI�WKH�)'&$�����

8�6�&��������I������EHFDXVH�WKH\�DUH�GUXJV�DQG�WKHLU�ODEHOLQJ�IDLOV�WR�EHDU�DGHTXDWH�

GLUHFWLRQV�IRU�XVH��DQG�EHFDXVH�WKH\�DUH�QRW�H[HPSW�IURP�WKH�UHTXLUHPHQWV�RI����8�6�&���

������I������

���� 7KH�&6&7&�SURGXFWV�DUH�PLVEUDQGHG�ZLWKLQ�WKH�PHDQLQJ�RI�WKH�)'&$�����

8�6�&��������E�����EHFDXVH�WKH\�DUH�SUHVFULSWLRQ�GUXJV�DQG��DW�WLPHV�SULRU�WR�GLVSHQVLQJ��
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WKHLU�ODEHOV�IDLO�WR�EHDU��DW�D�PLQLPXP��WKH�V\PERO�³5[�RQO\�´�

���� 'HIHQGDQWV¶�69)�9DFFLQLD�SURGXFW�LV�PLVEUDQGHG�ZLWKLQ�WKH�PHDQLQJ�RI�WKH�

)'&$�����8�6�&��������M���EHFDXVH�LW�LV�³GDQJHURXV�WR�KHDOWK�ZKHQ�XVHG�LQ�WKH�GRVDJH�RU�

PDQQHU��RU�ZLWK�WKH�IUHTXHQF\�RU�GXUDWLRQ�SUHVFULEHG��UHFRPPHQGHG��RU�VXJJHVWHG�LQ�WKH�

ODEHOLQJ�WKHUHRI�´���

'HIHQGDQWV�9LRODWH�WKH�)'&$�

���� 'HIHQGDQWV�YLRODWH����8�6�&��������N��E\�FDXVLQJ�WKH�DGXOWHUDWLRQ�RI�

&6&7&�SURGXFWV�ZLWKLQ�WKH�PHDQLQJ�RI����8�6�&��������D�����%���ZKLOH�WKH\�DUH�KHOG�

IRU�VDOH�DIWHU�VKLSPHQW�RI�RQH�RU�PRUH�RI�WKHLU�FRPSRQHQWV�LQ�LQWHUVWDWH�FRPPHUFH��DV�

DOOHJHG�LQ�������������������

���� 'HIHQGDQWV�YLRODWH����8�6�&��������N��E\�FDXVLQJ�WKH�PLVEUDQGLQJ�RI�

&6&7&�SURGXFWV�ZLWKLQ�WKH�PHDQLQJ�RI����8�6�&���������I����������M���DQG�����E������

ZKLOH�WKH\�DUH�KHOG�IRU�VDOH�DIWHU�VKLSPHQW�RI�RQH�RU�PRUH�RI�WKHLU�FRPSRQHQWV�LQ�

LQWHUVWDWH�FRPPHUFH��DV�DOOHJHG�LQ�����������������������

���� 'HIHQGDQWV�&6&7&��%HUPDQ��DQG�/DQGHU�YLRODWH����8�6�&��������F��E\�

UHFHLYLQJ�GUXJV�WKDW�DUH�PLVEUDQGHG�ZLWKLQ�WKH�PHDQLQJ�RI����8�6�&���������I�����DQG�

����E�����LQ�LQWHUVWDWH�FRPPHUFH�DQG�GHOLYHULQJ�RU�SURIIHULQJ�IRU�GHOLYHU\�VXFK�GUXJV�IRU�

SD\�RU�RWKHUZLVH��DV�DOOHJHG�LQ�������������������

&RQWLQXLQJ�1RQFRPSOLDQFH�

���� 'HIHQGDQWV�DUH�ZHOO�DZDUH�WKDW�WKH�&6&7&�SURGXFWV�DUH�VXEMHFW�WR�

UHJXODWLRQ�DV�GUXJV�DQG�ELRORJLFDO�SURGXFWV�XQGHU�WKH�)'&$�DQG�3+6$��DQG�WKDW�WKHLU�

FRQGXFW�YLRODWHV�WKH�ODZ�DQG�FRXOG�OHDG�WR�UHJXODWRU\�DFWLRQ��

���� 2Q�'HFHPEHU�����������)'$�LVVXHG�D�:DUQLQJ�/HWWHU�WR�RQH�RI�

'HIHQGDQWV¶�DIILOLDWHV�WKDW�PDQXIDFWXUHG�69)�XVLQJ�'HIHQGDQWV¶�SURWRFROV�DQG�

SURFHGXUHV���7KH�:DUQLQJ�OHWWHU�H[SODLQHG�WKDW�WKH�69)�SURGXFWV�SURGXFHG�E\�WKH�

DIILOLDWH�IDLOHG�WR�PHHW�WKH�FULWHULD�LQ����&�)�5������������D���LQFOXGLQJ�WKDW�WKH�+&7�3�EH�

³LQWHQGHG�IRU�KRPRORJRXV�XVH´�DQG�RQO\�³PLQLPDOO\�PDQLSXODWHG�´��)'$�DGYLVHG�WKH�

&61�DIILOLDWH�WKDW�WKH�69)�SURGXFW¶V�LQWHQGHG�XVHV�FDXVHG�LW�WR�EH�D�GUXJ�XQGHU����
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8�6�&��������J��DQG�D�ELRORJLFDO�SURGXFW�XQGHU����8�6�&��������L���DQG�WKDW�LW�ZDV�QRW�

ODZIXOO\�PDUNHWHG�XQGHU�WKH�)'&$�RU�3+6$���7KH�:DUQLQJ�/HWWHU�FDXWLRQHG�WKDW�IDLOXUH�

WR�SURPSWO\�FHDVH�WKH�YLRODWLYH�FRQGXFW�FRXOG�UHVXOW�LQ�UHJXODWRU\�DFWLRQ��LQFOXGLQJ�DQ�

LQMXQFWLRQ�RI�WKH�DIILOLDWH¶V�RSHUDWLRQV���'XULQJ�VXEVHTXHQW�GLVFXVVLRQV�ZLWK�)'$�

UHSUHVHQWDWLYHV��'HIHQGDQWV�LQGLFDWHG�WKHLU�IDPLOLDULW\�ZLWK�WKH�VLWXDWLRQ�DQG�WKH�:DUQLQJ�

/HWWHU��EXW�FRQWLQXHG�WKHLU�SURGXFWLRQ�RI�&6&7&�SURGXFWV������

������ ,Q�)HEUXDU\�������GXULQJ�DQ�LQWHUYLHZ�ZLWK�D�SURIHVVRU�DW�WKH�8QLYHUVLW\�RI�

&DOLIRUQLD�'DYLV�6FKRRO�RI�0HGLFLQH��'HIHQGDQWV�%HUPDQ�DQG�/DQGHU�FRQILUPHG�WKDW�

&61�DIILOLDWHV�ZHUH�JURZLQJ�DGLSRVH�VWHP�FHOOV�LQ�D�ODE�DQG�KDG�QRW�REWDLQHG�DQ\�)'$�

DSSURYDOV�IRU�WKHLU�FOLQLFDO�DSSURDFK���:KHQ�DVNHG�ZK\�&61�KDG�QRW�REWDLQHG�)'$�

DSSURYDO��%HUPDQ�DQG�/DQGHU�LQGLFDWHG�WKDW�&61�LQWHQGHG�WR�WUHDW�SDWLHQWV�ZLWK�WKHLU�

SURGXFWV�LQ�RUGHU�WR�FROOHFW�GDWD�EHIRUH�FRQWDFWLQJ�)'$���6HH�

KWWSV���LSVFHOO�FRP���������FHOO�VXUJLFDO�QHWZRUN�ODUJH�JURXS�RI�XV�FOLQLFV�XVLQJ�ODE�

H[SDQGHG�VWHP�FHOOV�LQ�SDWLHQWV���

���� ,Q�-XO\�������)'$�LQYHVWLJDWRUV�FRPSOHWHG�LQVSHFWLRQV�DW�&6&7&�5DQFKR�

0LUDJH�DQG�&6&7&�%HYHUO\�+LOOV�DQG�GLVFXVVHG�WKHLU�LQVSHFWLRQDO�REVHUYDWLRQV�ZLWK�

'HIHQGDQWV�%HUPDQ�DQG�/DQGHU���'XULQJ�WKH�LQVSHFWLRQV��'HIHQGDQWV�PDLQWDLQHG�WKDW�

&6&7&�SURGXFWV�ZHUH�QRW�GUXJV�RU�ELRORJLFDO�SURGXFWV�DQG�WKHLU�DFWLYLWLHV�ZHUH�QRW�

JRYHUQHG�E\�WKH�)'&$���'HIHQGDQWV�%HUPDQ�DQG�/DQGHU�VHQW�)'$�ZULWWHQ�UHVSRQVHV�WR�

WKH�LQVSHFWLRQDO�REVHUYDWLRQV�QRWHG�E\�)'$�LQYHVWLJDWRUV�GXULQJ�WKH�-XO\������

LQVSHFWLRQV���7KH�UHVSRQVHV�DUJXHG�WKDW�'HIHQGDQWV¶�SUDFWLFHV�DUH�QRW�VXEMHFW�WR�)'$�

RYHUVLJKW�DQG�RIIHUHG�QR�LQGLFDWLRQ�WKDW�WKH\�LQWHQGHG�WR�FHDVH�SURGXFLQJ�&6&7&�

SURGXFWV�DQG�DGPLQLVWHULQJ�WKHP�WR�SDWLHQWV��

���� 2Q�$XJXVW�����������GXULQJ�D�WHOHSKRQH�FDOO�EHWZHHQ�'HIHQGDQW�%HUPDQ�

DQG�)'$¶V�'LUHFWRU�RI�%LRORJLFDO�3URGXFWV�2SHUDWLRQV��2IILFH�RI�5HJXODWRU\�$IIDLUV��

'HIHQGDQW�%HUPDQ�UHLWHUDWHG�KLV�EHOLHI�WKDW�WKHUH�LV�D�IXQGDPHQWDO�SUREOHP�ZLWK�)'$�

UHJXODWLRQV�DQG�KRZ�WKH\�DUH�DSSOLHG���+H�DOVR�UHLWHUDWHG�KLV�SRVLWLRQ�WKDW�69)�LV�QRW�D�

GUXJ�DQG�D�VXUJLFDO�VWDQGDUG�VKRXOG�EH�DSSOLHG�WR�KLV�DFWLYLWLHV��
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���� 2Q�$XJXVW�����������8QLWHG�6WDWHV�0DUVKDOV�VHL]HG�ILYH�YLDOV�RI�

$&$0�����LQWHQGHG�WR�EH�XVHG�E\�'HIHQGDQWV�DQG�DQRWKHU�FRPSDQ\�LQ�WKH�SURGXFWLRQ�

RI�'HIHQGDQWV¶�69)�9DFFLQLD�SURGXFW�XVHG�WR�WUHDW�FDQFHU�SDWLHQWV���$Q�)'$�SUHVV�

UHOHDVH�LVVXHG�DIWHU�WKH�VHL]XUH�QRWHG�WKDW�WKH�69)�9DFFLQLD�SURGXFW�ZDV�DQ�³XQDSSURYHG�

VWHP�FHOO�SURGXFW�´�,Q�UHVSRQVH��'HIHQGDQW�&61�LVVXHG�D�SUHVV�UHOHDVH�VWDWLQJ�WKDW�)'$¶V�

VWDWHPHQWV�VKRZHG�³D�ODFN�RI�XQGHUVWDQGLQJ�VXUURXQGLQJ�DXWRORJRXV�VXUJLFDO�

SURFHGXUHV�´��'HIHQGDQWV¶�SUHVV�UHOHDVH�QRWHG�WKDW�'HIHQGDQWV�KDG�VXEPLWWHG�³PXOWLSOH�

,'(�DQG�,1'�DSSOLFDWLRQV�WR�WKH�)'$´�EXW�RPLWWHG�WKH�IDFW�WKDW�QR�VXFK�VXEPLVVLRQV�KDG�

EHHQ�FOHDUHG�RU�DSSURYHG���7KH�SUHVV�UHOHDVH�DOVR�FRQFHGHG�WKDW�'HIHQGDQWV�DOUHDG\�ZHUH�

³FRQGXFWLQJ�D�SLORW�VWXG\´�LQYROYLQJ�FDQFHU�SDWLHQWV���6HH�

KWWSV���VWHPFHOOUHYROXWLRQ�FRP�ZS�FRQWHQW�XSORDGV�&61�)'$�SUHVV�UHOHDVH���������SGI��

���� 2Q�2FWREHU�����������LQ�D�UHVSRQVH�WR�D�UHTXHVW�IURP�'HIHQGDQWV�IRU�DQ�LQ�

SHUVRQ�PHHWLQJ�ZLWK�WKH�)'$�&RPPLVVLRQHU��)'$¶V�'LUHFWRU�RI�WKH�2IILFH�RI�%LRORJLFDO�

3URGXFWV�2SHUDWLRQV��2IILFH�RI�5HJXODWRU\�$IIDLUV��UHLWHUDWHG�WR�'HIHQGDQWV�WKDW�WKHLU�

DFWLYLWLHV�YLRODWHG�)'$�UHJXODWLRQV�DQG�WKDW�WKH�&6&7&�SURGXFWV�ZHUH�QRW�EHLQJ�

ODZIXOO\�PDUNHWHG���8SRQ�UHFHLYLQJ�)'$¶V�UHVSRQVH��'HIHQGDQW�%HUPDQ�VHQW�)'$�

VHYHUDO�PHVVDJHV�WKDW�VWDWHG��DPRQJ�RWKHU�WKLQJV��KLV�EHOLHI�WKDW�69)�LV�QRW�D�GUXJ�DQG�

WKDW�&6&7&�LV�SHUIRUPLQJ�VXUJLFDO�SURFHGXUHV����

���� 'HIHQGDQWV¶�FRQGXFW�GHPRQVWUDWHV�WKHLU�SHUVLVWHQW�UHIXVDO�WR�FRPSO\�ZLWK�

WKH�ODZ���8QOHVV�UHVWUDLQHG�E\�RUGHU�RI�WKLV�&RXUW��'HIHQGDQWV�ZLOO�FRQWLQXH�WR�YLRODWH����

8�6�&��������N��E\�FDXVLQJ�WKH�DGXOWHUDWLRQ�DQG�PLVEUDQGLQJ�RI�GUXJV�LQ�WKH�PDQQHU�

DOOHJHG�KHUHLQ��DQG����8�6�&��������F��E\�UHFHLYLQJ�PLVEUDQGHG�GUXJV�LQ�LQWHUVWDWH�

FRPPHUFH�DQG�GHOLYHULQJ�RU�SURIIHULQJ�IRU�GHOLYHU\�VXFK�GUXJV�IRU�SD\�RU�RWKHUZLVH��

:+(5()25(�3/$,17,))�35$<6��

,�� 7KDW�'HIHQGDQWV��&6&7&��&61��(OOLRW�%��/DQGHU��DQG�0DUN�%HUPDQ��DQG�

HDFK�RI�WKHLU�RIILFHUV��DJHQWV��UHSUHVHQWDWLYHV��HPSOR\HHV��DWWRUQH\V��DQG�DOO�SHUVRQV�LQ�

DFWLYH�FRQFHUW�RU�SDUWLFLSDWLRQ�ZLWK�DQ\�RI�WKHP��EH�SHUPDQHQWO\�UHVWUDLQHG�DQG�HQMRLQHG�

IURP�����GLUHFWO\�RU�LQGLUHFWO\�GRLQJ�DQ\�DFW�ZLWK�UHVSHFW�WR�D�GUXJ��LQFOXGLQJ�D�ELRORJLFDO�
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SURGXFW��WKDW�UHVXOWV�LQ�WKH�GUXJ�EHLQJ�DGXOWHUDWHG�RU�PLVEUDQGHG�ZLWKLQ�WKH�PHDQLQJ�RI�

WKH�)'&$��LI�VXFK�DFW�LV�GRQH�ZKLOH�VXFK�GUXJ��RU�RQH�RI�LWV�FRPSRQHQWV��LV�KHOG�IRU�VDOH�

�ZKHWKHU�RU�QRW�WKH�ILUVW�VDOH��DIWHU�VKLSPHQW�LQ�LQWHUVWDWH�FRPPHUFH��LQ�YLRODWLRQ�RI����

8�6�&��������N���DQG�����UHFHLYLQJ�LQ�LQWHUVWDWH�FRPPHUFH�DQ\�GUXJ��LQFOXGLQJ�D�

ELRORJLFDO�SURGXFW��WKDW�LV�PLVEUDQGHG��DQG�GHOLYHULQJ�RU�SURIIHULQJ�IRU�GHOLYHU\�VXFK�

GUXJ�IRU�SD\�RU�RWKHUZLVH��LQ�YLRODWLRQ�RI����8�6�&��������F���

,,�� 7KDW�)'$�EH�DXWKRUL]HG�SXUVXDQW�WR�WKH�LQMXQFWLRQ�WR�LQVSHFW�'HIHQGDQWV¶�

SODFHV�RI�EXVLQHVV�DQG�DOO�UHFRUGV�UHODWLQJ�WR�WKH�UHFHLSW��PDQXIDFWXUH��SURFHVVLQJ��

SDFNLQJ��ODEHOLQJ��KROGLQJ��DQG�GLVWULEXWLRQ�RI�DQ\�GUXJ�DQG�RU�GUXJ�FRPSRQHQW�WR�HQVXUH�

FRQWLQXLQJ�FRPSOLDQFH�ZLWK�WKH�WHUPV�RI�WKH�LQMXQFWLRQ��ZLWK�WKH�FRVWV�RI�VXFK�

LQVSHFWLRQV�WR�EH�ERUQH�E\�'HIHQGDQWV�DW�WKH�UDWHV�SUHYDLOLQJ�DW�WKH�WLPH�WKH�LQVSHFWLRQV�

DUH�DFFRPSOLVKHG��DQG�

,,,�� 7KDW�WKH�&RXUW�DZDUG�3ODLQWLII�FRVWV�DQG�RWKHU�VXFK�UHOLHI�DV�WKH�&RXUW�

GHHPV�MXVW�DQG�SURSHU��LQFOXGLQJ�HTXLWDEOH�PRQHWDU\�UHOLHI�� �

'DWHG��0D\��������� �

��5HVSHFWIXOO\�VXEPLWWHG��

&+$'�$��5($'/(5�
8QLWHG�6WDWHV�'HSDUWPHQW�RI�-XVWLFH�
$FWLQJ�$VVLVWDQW�$WWRUQH\�*HQHUDO�
&LYLO�'LYLVLRQ�

*867$9�:��(</(5�
$FWLQJ�'LUHFWRU�
&RQVXPHU�3URWHFWLRQ�%UDQFK�

�V��1DWDOLH�1��6DQGHUV�
1$7$/,(�1��6$1'(56�
7ULDO�$WWRUQH\�
&RQVXPHU�3URWHFWLRQ�%UDQFK�

2I�&RXQVHO��� �

52%(57�3��&+$552:�
*HQHUDO�&RXQVHO�

5(%(&&$�.��:22'�
&KLHI�&RXQVHO�
)RRG�DQG�'UXJ�'LYLVLRQ�
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3(5+$0�*25-,�
'HSXW\�&KLHI�&RXQVHO�IRU�/LWLJDWLRQ�

0,&+$(/�6+$1(�
$VVRFLDWH�&KLHI�&RXQVHO�IRU�(QIRUFHPHQW�
8QLWHG�6WDWHV�'HSDUWPHQW�RI�+HDOWK�DQG�+XPDQ�6HUYLFHV�
2IILFH�RI�WKH�*HQHUDO�&RXQVHO�
:KLWH�2DN�����5RRP������
������1HZ�+DPSVKLUH�$YHQXH�
6LOYHU�6SULQJ��0'������������
7HOHSKRQH����������������� � � � � � �


