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/HDG�3ODLQWLII�5RQDOG�-DFNVRQ��³/HDG�3ODLQWLII´���LQGLYLGXDOO\�DQG�RQ�EHKDOI�RI�DOO�RWKHU�

SHUVRQV� VLPLODUO\� VLWXDWHG�� E\�KLV�XQGHUVLJQHG�DWWRUQH\V�� IRU�KLV� FRPSODLQW� DJDLQVW�'HIHQGDQWV��

DOOHJHV� WKH� IROORZLQJ� EDVHG� XSRQ� SHUVRQDO� NQRZOHGJH� DV� WR� KLPVHOI� DQG� KLV� RZQ� DFWV�� DQG�

LQIRUPDWLRQ�DQG�EHOLHI�DV�WR�DOO�RWKHU�PDWWHUV��EDVHG�XSRQ��inter alia��WKH�LQYHVWLJDWLRQ�FRQGXFWHG�

E\�DQG�WKURXJK�KLV�DWWRUQH\V��ZKLFK�LQFOXGHG��DPRQJ�RWKHU�WKLQJV��D�UHYLHZ�RI�WKH�'HIHQGDQWV¶�

SXEOLF� GRFXPHQWV�� FRQIHUHQFH� FDOOV� DQG� DQQRXQFHPHQWV� PDGH� E\� 'HIHQGDQWV�� 8QLWHG� 6WDWHV�

6HFXULWLHV�DQG�([FKDQJH�&RPPLVVLRQ��³6(&´��ILOLQJV��ZLUH�DQG�SUHVV�UHOHDVHV�SXEOLVKHG�E\�DQG�

UHJDUGLQJ�+DO\DUG�+HDOWK��,QF���³+DO\DUG´�RU�WKH�³&RPSDQ\´���+DO\DUG¶V�IRUPHU�SDUHQW�FRPSDQ\�

.LPEHUO\�&ODUN�&RUSRUDWLRQ��³.LPEHUO\�&ODUN´���DQDO\VWV¶�UHSRUWV�DQG�DGYLVRULHV�DERXW�+DO\DUG�

DQG�.LPEHUO\�&ODUN��DQG�LQIRUPDWLRQ�UHDGLO\�REWDLQDEOH�RQ�WKH�,QWHUQHW���/HDG�3ODLQWLII�EHOLHYHV�

WKDW� VXEVWDQWLDO� HYLGHQWLDU\� VXSSRUW� ZLOO� H[LVW� IRU� WKH� DOOHJDWLRQV� VHW� IRUWK� KHUHLQ� DIWHU� D�

UHDVRQDEOH�RSSRUWXQLW\�IRU�GLVFRYHU\��

�
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1$785(�2)�7+(�$&7,21�

��� 7KLV� LV� D� IHGHUDO� VHFXULWLHV� FODVV� DFWLRQ� RQ� EHKDOI� RI� D� FODVV� FRQVLVWLQJ� RI� DOO�

SHUVRQV� RWKHU� WKDQ� 'HIHQGDQWV� ZKR�� ���� SXUFKDVHG� RU� RWKHUZLVH� DFTXLUHG� .LPEHUO\�&ODUN�

VHFXULWLHV�RQ�RU�DIWHU�)HEUXDU\�����������WKH�³.LPEHUO\�&ODUN�&ODVV�3HULRG´��DQG�VXEVHTXHQWO\�

UHFHLYHG� +DO\DUG� VHFXULWLHV� SXUVXDQW� WR� .LPEHUO\�&ODUN¶V� VSLQ�RII� RI� +DO\DUG�� HIIHFWLYH� DV� RI�

2FWREHU� ���� ������ DQG�RU� ���� SXUFKDVHG� RU� RWKHUZLVH� DFTXLUHG� +DO\DUG� VHFXULWLHV� EHWZHHQ�

2FWREHU� ���� ����� DQG� $SULO� ���� ������ ERWK� GDWHV� LQFOXVLYH� �WKH� ³+DO\DUG� &ODVV� 3HULRG´� DQG��

WRJHWKHU�ZLWK�WKH�.LPEHUO\�&ODUN�&ODVV�3HULRG��WKH�³&ODVV�3HULRG´���VHHNLQJ�WR�UHFRYHU�GDPDJHV�

FDXVHG� E\�'HIHQGDQWV¶� YLRODWLRQV� RI� WKH� IHGHUDO� VHFXULWLHV� ODZV� DQG� WR� SXUVXH� UHPHGLHV� XQGHU�

6HFWLRQV����E��DQG����D��RI�WKH�6HFXULWLHV�([FKDQJH�$FW�RI�������WKH�³([FKDQJH�$FW´��DQG�5XOH�

��E���SURPXOJDWHG�WKHUHXQGHU��DJDLQVW�WKH�&RPSDQ\�DQG�FHUWDLQ�RI�LWV�WRS�RIILFLDOV���

��� +DO\DUG�� ZKLFK� ZDV� VSXQ� RII� IURP� .LPEHUO\�&ODUN� LQ� 2FWREHU� ������ SURYLGHV�

KHDOWK�DQG�KHDOWKFDUH�VXSSOLHV�DQG�VROXWLRQV�ZRUOGZLGH���

��� $� SULQFLSDO� SURGXFW� RI� WKH� &RPSDQ\� KDV� EHHQ� LWV� 0LFUR&RRO� %UHDWKDEOH� +LJK�

3HUIRUPDQFH�6XUJLFDO�*RZQV��³0LFUR&RRO´���ZKLFK�DUH�LQWHQGHG�WR�SURWHFW�KHDOWKFDUH�SURYLGHUV�

IURP�FRQWDFW�ZLWK�KLJKO\�LQIHFWLRXV�GLVHDVHV�OLNH�KHSDWLWLV��+,9�DQG�(EROD���$W�DOO�UHOHYDQW�WLPHV��

'HIHQGDQWV�SXEOLFO\�UHSUHVHQWHG�WKDW�WKHLU�0LFUR&RRO�VXUJLFDO�JRZQV�SURYLGHG�DQ�³$$0,�/HYHO�

�´�VWDQGDUG�RI�SURWHFWLRQ��ZKLFK�LV�WKH�KLJKHVW�GHJUHH�RI�SURWHFWLRQ������

��� +RZHYHU�� WKH�/HYHO� �� GHVLJQDWLRQ�ZDV� D� IDUFH�� �*UDYH� GHILFLHQFLHV�� SDUWLFXODUO\�

ZLWK�WKH�VHDPV�RI�WKH�0LFUR&RRO�JRZQV��DOORZHG�IRU�OHDNDJH�ZKLFK�UHQGHUHG�WKH�XVHU�YXOQHUDEOH�

WR�GDQJHURXV�LQIHFWLRXV�GLVHDVHV���7KH�LQDELOLW\�RI�WKH�JRZQV�WR�FRQVLVWHQWO\�SURYLGH�WKH�FODLPHG�

$$0,�/HYHO���SURWHFWLRQ�ZDV�ZHOO�NQRZQ�GXULQJ�WKH�UHOHYDQW�SHULRG�WR�ERWK�.LPEHUO\�&ODUN�DQG�

+DO\DUG��EXW�ZDV�FRQFHDOHG�IURP�LQYHVWRUV�����
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��� 'HIHQGDQWV¶�IDLOXUH�WR�GLVFORVH�WKH�GHIHFWV�LQ�WKH��0LFUR&RRO�JRZQV�EHFDPH�HYHQ�

PRUH� HJUHJLRXV� ZKHQ�� ODWHU� WKDW� VDPH� \HDU�� DQ� RXWEUHDN� RI� WKH� (EROD� YLUXV� EHJDQ� LQ� *XLQHD��

VXEVHTXHQWO\�VSUHDGLQJ�WR�RWKHU�:HVW�$IULFDQ�QDWLRQV��DQG�XOWLPDWHO\�WR�DW�OHDVW�RQH�FDVH�LQ�WKH�

8�6�� $V� DZDUHQHVV� RI� WKH� (EROD� HSLGHPLF� JUHZ�� GHPDQG� VXUJHG� IRU� WKH� SHUVRQDO� SURWHFWLYH�

HTXLSPHQW� �³33(´�²i.e.�� H\H� VKLHOGV�� IDFH�PDVNV� DQG� GLVSRVDEOH� JRZQV²PDGH� E\�.LPEHUO\�

&ODUN¶V�+HDOWK�&DUH�VHJPHQW�DQG�VXEVHTXHQWO\�E\�+DO\DUG��LQFOXGLQJ�WKH�&RPSDQ\¶V�0LFUR&RRO�

VXUJLFDO�JRZQV���'HVSLWH�KDYLQJ�IXOO�NQRZOHGJH�RI�WKH�JRZQV¶�VKRFNLQJ�GHILFLHQFLHV�DQG�UDPSDQW�

FRQFHUQ� RYHU� WKH� VSUHDG� RI� (EROD��'HIHQGDQWV� DJJUHVVLYHO\�PDUNHWHG�0LFUR&RRO� DV� SURYLGLQJ�

$$0,� /HYHO� �� SURWHFWLRQ�� � 'HIHQGDQWV� QRW� RQO\� PLVOHG� WKH� PDUNHW� EXW� SODFHG� KHDOWKFDUH�

SURYLGHUV�DW�XQMXVWLILDEOH�ULVN��

��� ,QYHVWRUV�ZHUH�PLVOHG�E\�'HIHQGDQWV� IDLOXUH� WR�GLVFORVH� WKDW�� �L�� WKH�&RPSDQ\¶V�

0LFUR&RRO� VXUJLFDO� JRZQV� FRQVLVWHQWO\� IDLOHG� HIIHFWLYHQHVV� WHVWV� DQG� IDLOHG� WR� PHHW� LQGXVWU\�

VWDQGDUGV�� DQG� �LL��.LPEHUO\�&ODUN� DQG�+DO\DUG� KDG� NQRZLQJO\� SURYLGHG� GHIHFWLYH�0LFUR&RRO�

VXUJLFDO�JRZQV�WR�KHDOWKFDUH�SURYLGHUV���

��� ,QYHVWRUV� OHDUQHG� WKH� WUXWK� RQ� 0D\� ��� ������ ZKHQ� 60 Minutes� UHSRUWHG� WKDW�

.LPEHUO\�&ODUN�DQG�+DO\DUG�KDG�NQRZLQJO\�SURYLGHG�GHIHFWLYH�VXUJLFDO�JRZQV�WR�8�6��ZRUNHUV�

DW� WKH� KHLJKW� RI� WKH� (EROD� FULVLV�� � %HUQDUG� 9H]HDX�� ZKR� ZDV� WKH� JOREDO� VWUDWHJLF� PDUNHWLQJ�

GLUHFWRU�IRU�0LFUR&RRO�DQG�RWKHU�SURGXFWV�IURP������WR�HDUO\�������DGPLWWHG�WR�60 Minutes�WKDW�

+DO\DUG¶V�0LFUR&RRO�VXUJLFDO�JRZQV�ZHUH�SURQH�WR�OHDNV�DQG�IDLOHG�WR�PHHW�WKH�LQGXVWU\�VDIHW\�

VWDQGDUGV� IRU� WKH� WUHDWPHQW� RI� (EROD�� 1RQHWKHOHVV�� .LPEHUO\�&ODUN� DQG� +DO\DUG� KDG�

³DJJUHVVLYHO\´�PDUNHWHG�WKH�0LFUR&RRO�JRZQV�WR�KRVSLWDOV�GXULQJ�WKH�HSLGHPLF���

��� 2Q� WKLV� QHZV��+DO\DUG� VWRFN� IHOO� ������� RU� ������ WR� FORVH� DW� ������� RQ�0D\� ���

��������
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��� $V� D� UHVXOW� RI� 'HIHQGDQWV
� ZURQJIXO� DFWV� DQG� RPLVVLRQV�� DQG� WKH� SUHFLSLWRXV�

GHFOLQH�LQ�WKH�PDUNHW�YDOXH�RI�WKH�&RPSDQ\
V�VHFXULWLHV��/HDG�3ODLQWLII�DQG�RWKHU�&ODVV�PHPEHUV�

KDYH�VXIIHUHG�VLJQLILFDQW�ORVVHV�DQG�GDPDJHV��

-85,6',&7,21�$1'�9(18(�

���� 7KH�FODLPV�DVVHUWHG�KHUHLQ�DULVH�XQGHU��L�������DQG����RI� WKH�6HFXULWLHV�$FW�>���

8�6�&������N�DQG���R@��DQG��LL�������E��DQG����D��RI�WKH�([FKDQJH�$FW�����8�6�&������M�E��DQG�

��W�D����DQG�5XOH���E���SURPXOJDWHG�WKHUHXQGHU�����&�)�5���������E�����

���� 7KLV�&RXUW�KDV� MXULVGLFWLRQ�RYHU� WKH� VXEMHFW�PDWWHU�RI� WKLV�DFWLRQ�SXUVXDQW� WR����

8�6�&����������DQG�������DQG�6HFWLRQ����RI�WKH�([FKDQJH�$FW�����8�6�&������DD���

���� 9HQXH� LV� SURSHU� LQ� WKLV� 'LVWULFW� SXUVXDQW� WR� ���� RI� WKH� ([FKDQJH� $FW� DQG� ���

8�6�&�� ������E��� DV� WKH� VHFXULWLHV� RI� +DO\DUG� DQG� .LPEHUO\�&ODUN� DUH� WUDGHG� RQ� WKH� 1<6(��

ORFDWHG�ZLWKLQ�WKLV�'LVWULFW��

���� ,Q�FRQQHFWLRQ�ZLWK�WKH�DFWV��FRQGXFW�DQG�RWKHU�ZURQJV�DOOHJHG�LQ�WKLV�&RPSODLQW��

'HIHQGDQWV��GLUHFWO\�RU�LQGLUHFWO\��XVHG�WKH�PHDQV�DQG�LQVWUXPHQWDOLWLHV�RI�LQWHUVWDWH�FRPPHUFH��

LQFOXGLQJ�EXW�QRW�OLPLWHG�WR��WKH�8QLWHG�6WDWHV�PDLO��LQWHUVWDWH�WHOHSKRQH�FRPPXQLFDWLRQV�DQG�WKH�

IDFLOLWLHV�RI�WKH�QDWLRQDO�VHFXULWLHV�H[FKDQJH���

3$57,(6�

���� /HDG� 3ODLQWLII�� DV� VHW� IRUWK� LQ� WKH� FHUWLILFDWLRQ� ILOHG� ZLWK� KLV� PRWLRQ� IRU�

DSSRLQWPHQW�DV�/HDG�3ODLQWLII��DFTXLUHG�+DO\DUG�VHFXULWLHV�DW�DUWLILFLDOO\�LQIODWHG�SULFHV�GXULQJ�WKH�

&ODVV�3HULRG�DQG�ZDV�GDPDJHG�XSRQ�WKH�UHYHODWLRQ�RI�WKH�DOOHJHG�FRUUHFWLYH�GLVFORVXUHV���

���� 'HIHQGDQW� +DO\DUG� LV� LQFRUSRUDWHG� LQ� 'HODZDUH�� DQG� WKH� &RPSDQ\¶V� SULQFLSDO�

H[HFXWLYH� RIILFHV� DUH� ORFDWHG� DW� ����� :LQGZDUG� 3DUNZD\�� $OSKDUHWWD�� *HRUJLD� ������� � 2Q�

2FWREHU����������.LPEHUO\�&ODUN�DQQRXQFHG�WKH�VSLQ�RII�RI�LWV�+HDOWK�&DUH�VHJPHQW�DV�+DO\DUG�

+HDOWK�� ,QF��� DGYLVLQJ� LWV� VKDUHKROGHUV� WKDW� WKH\� ZRXOG� UHFHLYH� RQH� VKDUH� RI� +DO\DUG� +HDOWK�
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FRPPRQ�VWRFN�IRU�HYHU\�HLJKW�VKDUHV�RI�.LPEHUO\�&ODUN�FRPPRQ�VWRFN�KHOG�DV�RI� WKH�FORVH�RI�

WUDGLQJ�RQ�2FWREHU����������� WKH� UHFRUG�GDWH� IRU� WKH� VSLQ�RII�� �2Q�RU� DERXW�2FWREHU�����������

+DO\DUG�VWRFN�EHJDQ�WUDGLQJ�RQ�WKH�1<6(�XQGHU�WKH�WLFNHU�V\PERO�³+<+�´���

���� 'HIHQGDQW�5REHUW�(��$EHUQDWK\��³$EHUQDWK\´��KDV�VHUYHG�DW�DOO�UHOHYDQW�WLPHV�DV�

+DO\DUG¶V�&KLHI�([HFXWLYH�2IILFHU��³&(2´���

���� 'HIHQGDQW� 6WHYHQ� (�� 9RVNXLO� �³9RVNXLO´�� KDV� VHUYHG� DW� DOO� UHOHYDQW� WLPHV� DV�

+DO\DUG¶V�&KLHI�)LQDQFLDO�2IILFHU��³&)2´���

���� 'HIHQGDQW� .LPEHUO\�&ODUN� LV� LQFRUSRUDWHG� LQ� 'HODZDUH�� DQG� WKH� &RPSDQ\¶V�

SULQFLSDO�H[HFXWLYH�RIILFHV�DUH�ORFDWHG�DW�3�2��%R[���������'DOODV��7H[DV��������

���� 'HIHQGDQW�7KRPDV�-��)DON��³)DON´��KDV�VHUYHG�DW�DOO�UHOHYDQW�WLPHV�DV�.LPEHUO\�

&ODUN¶V�([HFXWLYH�&KDLUPDQ�DQG�&(2��

���� 'HIHQGDQW�0DUN�$��%XWKPDQ��³%XWKPDQ´��VHUYHG�DV�.LPEHUO\�&ODUN¶V�&)2�IURP�

�����WR�������

���� 7KH�'HIHQGDQWV�GHVFULEHG�LQ�����������������DUH�VRPHWLPHV�KHUHLQDIWHU�UHIHUUHG�

WR�DV�WKH�³,QGLYLGXDO�'HIHQGDQWV�´�

68%67$17,9(�$//(*$7,216�

%DFNJURXQG�

���� +DO\DUG� SURYLGHV� KHDOWK� DQG� KHDOWKFDUH� VXSSOLHV� DQG� VROXWLRQV� ZRUOGZLGH�� 7KH�

&RPSDQ\� RSHUDWHV� WKURXJK� WZR� VHJPHQWV�� 6XUJLFDO� DQG� ,QIHFWLRQ� 3UHYHQWLRQ� �³6	,3´��� DQG�

0HGLFDO� 'HYLFHV�� � +DO\DUG� PDUNHWV� LWV� SURGXFWV� GLUHFWO\� WR� KRVSLWDOV� DQG� RWKHU� KHDOWKFDUH�

SURYLGHUV��DV�ZHOO�DV�WKURXJK�WKLUG�SDUW\�GLVWULEXWLRQ�FKDQQHOV�� �3ULRU�WR�2FWREHU�������+DO\DUG�

ZDV� WKH� +HDOWK� &DUH� RSHUDWLQJ� VHJPHQW� RI� .LPEHUO\�&ODUN�� D� PDQXIDFWXUHU� RI� SHUVRQDO� FDUH��

FRQVXPHU� WLVVXH��DQG�SURIHVVLRQDO�SURGXFWV�� �7KDW� VHJPHQW�ZDV� IRFXVHG�RQ� WKH�VDOH�RI� VXUJLFDO�

DQG� LQIHFWLRQ� SUHYHQWLRQ� SURGXFWV� IRU� WKH� RSHUDWLQJ� URRP� DQG� RWKHU� PHGLFDO� VXSSOLHV�� DQG�

Case 1:16-cv-05093-LTS   Document 47   Filed 12/06/16   Page 5 of 36



�

� ��

PHGLFDO�GHYLFHV�IRFXVHG�RQ�SDLQ�PDQDJHPHQW��UHVSLUDWRU\��DQG�GLJHVWLYH�KHDOWK��.LPEHUO\�&ODUN�

GHVFULEHG� LWVHOI� DV� ³D� JOREDO� OHDGHU� LQ� HGXFDWLRQ� WR� SUHYHQW� KHDOWKFDUH�DVVRFLDWHG� LQIHFWLRQV�´��

.LPEHUO\�&ODUN�PDQXIDFWXUHG��PDUNHWHG��DQG�VROG�0LFUR&RRO�IURP�PLG������XQWLO�WKH�+DO\DUG�

VSLQ�RII� LQ�2FWREHU������� �)ROORZLQJ� WKH� VSLQ�RII��+DO\DUG�EHJDQ� WR�PDQXIDFWXUH��PDUNHW�� DQG�

VHOO�0LFUR&RRO��

���� +DO\DUG� ZDV� LQFRUSRUDWHG� LQ� )HEUXDU\� ����� LQ� DQWLFLSDWLRQ� RI� WKH� VSLQ�RII� DQG�

.LPEHUO\�&ODUN� WUDQVIHUUHG� LWV� KHDOWKFDUH� EXVLQHVV� WR� +DO\DUG�� including the transfer of 

employees with knowledge relevant to the allegations and conduct described herein�� SULRU� WR�

WKH�VSLQRII��

0LFUR&RRO�

���� $V�VWDWHG� LQ�+DO\DUG¶V�6(&�ILOLQJV��RQH�RI� LWV�SULQFLSDO�VRXUFHV�RI�UHYHQXH�LV� LWV�

0LFUR&RRO� VXUJLFDO� JRZQV�� � )'$� DSSURYDO� WR� PDQXIDFWXUH�� PDUNHW�� DQG� VHOO� 0LFUR&RRO� ZDV�

REWDLQHG�WKURXJK�D�����N��DSSURYDO�SURFHVV��ZKLFK�LV�IDU�OHVV�FRVWO\�DQG�ULJRURXV�WKDQ�WKH�)'$¶V�

3UH�0DUNHW� $SSURYDO� SURFHVV� IRU� D� GHYLFH� RU� SKDUPDFHXWLFDO�� DQG� requires less supporting 

clinical data��

���� 7KH�����N��IRU�0LFUR&RRO��GDWHG�'HFHPEHU�����������GHVFULEHG�0LFUR&RRO�DV�D�

³VWHULOH�� VLQJOH� XVH� VXUJLFDO� DSSDUHO� LQWHQGHG� WR� EH� ZRUQ� E\� KHDOWKFDUH� SURIHVVLRQDOV� WR� KHOS�

SURWHFW� ERWK� WKH� SDWLHQW� DQG� WKH� KHDOWKFDUH�ZRUNHU� IURP� WKH� WUDQVIHU� RI�PLFURRUJDQLVPV�� ERG\�

IOXLGV��DQG�SDUWLFXODWH�PDWWHU��The MicroCool Breathable High Performance Surgical Gowns 

meet the Level 4 requirements of the AAMI Liquid Barrier classifications�´�

KWWSV���ZZZ�DFFHVVGDWD�IGD�JRY�FGUKBGRFV�SGI���.�������SGI��(PSKDVLV�DGGHG��

���� 7KH�$GYDQFHPHQW�RI�0HGLFDO�,QVWUXPHQWDWLRQ��³$$0,´��6WDQGDUG�LV�D�V\VWHP�RI�

OLTXLG�EDUULHU�SHUIRUPDQFH�FODVVLILFDWLRQ� IRU�SURWHFWLYH� DSSDUHO��7KH�$$0,�6WDQGDUG� DGGUHVVHV�

IRXU� OHYHOV� RI� EDUULHU� SURWHFWLRQ� ±� UDQJLQJ� IURP� /HYHO� �� WR� /HYHO� ���Gowns with a Level 4 
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classification are supposed to provide the highest liquid barrier protection defined by the 

AAMI Standard��

���� 7KH�0LFUR&RRO�����N��IXUWKHU�UHSUHVHQWHG�WKDW��

7KH�.LPEHUO\�&ODUN�0LFUR&RRO�%UHDWKDEOH�+LJK�3HUIRUPDQFH�7HVWLQJ��6XUJLFDO�
*RZQ�� KDV� EHHQ� WHVWHG� LQ� FRPSOLDQFH� ZLWK� WKH� UHTXLUHPHQWV� RI� /HYHO� �� OLTXLG�
EDUULHU� SHUIRUPDQFH� UHTXLUHPHQWV� RI� $16,�$$0,� 3%����� ����� �/LTXLG� EDUULHU�
SHUIRUPDQFH�DQG�FODVVLILFDWLRQ�RI�SURWHFWLYH�DSSDUHO�DQG�GUDSHV� LQWHQGHG�IRU�XVH�
LQ�KHDOWK�FDUH� IDFLOLWLHV���7KH�0LFUR&RRO�%UHDWKDEOH�+LJK�3HUIRUPDQFH�6XUJLFDO�
*RZQ�DOVR�PHHWV�WKH�UHTXLUHPHQWV�RI�$670�����������6WDQGDUG�WHVW�PHWKRG�IRU�
UHVLVWDQFH� RI�PDWHULDOV� XVHG� LQ� SURWHFWLYH� FORWKLQJ� WR� SHQHWUDWLRQ� E\� EORRGERUQH�
SDWKRJHQV� XVLQJ� 3KL�;���� EDFWHULRSKDJH� SHQHWUDWLRQ� DV� D� WHVW� V\VWHP�� 7KH�
0LFUR&RRO�%UHDWKDEOH�+LJK�3HUIRUPDQFH�6XUJLFDO�*RZQ�PHHWV�WKH�UHTXLUHPHQWV�
RI� )ODPH� 5HVLVWDQW� &36&� ����� &ODVV� ��� 7KH� 0LFUR&RRO� %UHDWKDEOH� +LJK�
3HUIRUPDQFH� 6XUJLFDO� *RZQ� KDV� DOVR� EHHQ� WHVWHG� LQ� FRPSOLDQFH� ZLWK� WKH�
ELRFRPSDWLELOLW\� UHTXLUHPHQWV� RI� ,62� ������ IRU� VXUIDFH� GHYLFHV� ZLWK� OLPLWHG�
FRQWDFW� ZLWK� EUHDFKHG� RU� FRPSURPLVHG� VXUIDFHV�� $OO� UHVXOWV� RI� WHVWLQJ� PHW�
DFFHSWDQFH�FULWHULD��

���� 2Q�0D\�����������.LPEHUO\�&ODUN�LVVXHG�D�SUHVV�UHOHDVH�DQQRXQFLQJ�WKDW� LW�KDG�

EHHQ�FOHDUHG�E\�WKH�)'$�WR�PDUNHW�0LFUR&RRO�DV�PHHWLQJ�WKH�$$0,�/HYHO���6WDQGDUG�IRU�OLTXLG�

EDUULHU�SURWHFWLRQ����

���� ,Q� WKH� SUHVV� UHOHDVH�� .LPEHUO\�&ODUN¶V� 9LFH� 3UHVLGHQW� RI� *OREDO� 6DOHV� DQG�

0DUNHWLQJ��0U�� -RKQ�$PDW��ZDV� TXRWHG� DV� VD\LQJ� ³>W@KH� JRZQ� GHOLYHUV� VXUJHRQV� DQG� VXUJLFDO�

VWDII� D� IXOO� VSHFWUXP� RI� SURWHFWLRQ� DQG� WKH� DVVXUDQFH� RI� EDUULHU� LQWHJULW\�� DOORZLQJ� WKHP� WR�

�������������������������������������������������
��$16,�$$0,�3%���LV�VHW�IRUWK�LQ�D�GRFXPHQW�SXEOLVKHG�E\�$$0,�HQWLWOHG�³/LTXLG�EDUULHU�SHUIRUPDQFH�
DQG�FODVVLILFDWLRQ�RI�SURWHFWLYH�DSSDUHO�DQG�GUDSHV�LQWHQGHG�IRU�XVH�LQ�KHDOWKFDUH�IDFLOLWLHV�´�7KH�GRFXPHQW�
GLVFXVVHV�D�VWDQGDUG�HVWDEOLVKLQJ�PLQLPXP�EDUULHU�SHUIRUPDQFH�UHTXLUHPHQWV��D�FODVVLILFDWLRQ�V\VWHP��DQG�
DVVRFLDWHG� ODEHOLQJ� UHTXLUHPHQWV� IRU�SURWHFWLYH�DSSDUHO�� VXUJLFDO�GUDSHV�� DQG�GUDSH�DFFHVVRULHV� LQWHQGHG�
IRU�XVH�LQ�KHDOWKFDUH�IDFLOLWLHV��
��$670�)�����DQG�$670�)�����UHIHU� WR�VWDQGDUG� WHVW�PHWKRGV�IRU� WKH�UHVLVWDQFH�RI�PDWHULDOV�XVHG�LQ�
SURWHFWLYH�FORWKLQJ�WR�SHQHWUDWLRQ�E\�V\QWKHWLF�EORRG�DQG�EORRG�ERUQH�SDWKRJHQV��7KH�PHWKRGV�DUH�EDVHG�
RQ� D� WHVW� PHWKRG� IRU� PHDVXULQJ� UHVLVWDQFH� RI� FKHPLFDO� SURWHFWLYH� FORWKLQJ�PDWHULDOV� WR� SHQHWUDWLRQ� E\�
OLTXLGV�� 7KH\� DUH� QRUPDOO\� XVHG� WR� HYDOXDWH� VSHFLPHQV� IURP� LQGLYLGXDO� ILQLVKHG� LWHPV� RI� SURWHFWLYH�
FORWKLQJ�� LQFOXGLQJ�JRZQV�DQG� WKHLU�VHDPHG�DQG�RWKHU�GLVFRQWLQXRXV�UHJLRQV��DQG� LQGLYLGXDO�VDPSOHV�RI�
PDWHULDOV�WKDW�DUH�FDQGLGDWHV�IRU�LWHPV�RI�SURWHFWLYH�FORWKLQJ��
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FRQFHQWUDWH�VROHO\�RQ�SDWLHQW�FDUH�GXULQJ� ORQJ�DQG�VWUHVVIXO�SURFHGXUHV�DQG�QRW�RQ� WKHLU� ULVN�RI�

H[SRVXUH�´�

���� 0LFUR&RRO� LV� UHJXODWHG�E\� WKH�)'$�DV�D�&ODVV�,,�PHGLFDO�GHYLFH�SXUVXDQW� WR����

&�)��5�������������

)'$�5HJXODWLRQ�����

���� 'HIHQGDQWV�ZHUH�UHTXLUHG�WR�FRPSO\�ZLWK�)'$�5HJXODWLRQ���������&�)�5���������

ZKLFK� JRYHUQV� TXDOLW\� V\VWHP� UHJXODWLRQ� �³5HJ� ���´��� ZKHQ� PDQXIDFWXULQJ� WKH� 0LFUR&RRO�

JRZQV���5HJ�����SURYLGHV�DV�IROORZV��

&XUUHQW� JRRG�PDQXIDFWXULQJ�SUDFWLFH� �&*03�� UHTXLUHPHQWV� DUH� VHW� IRUWK� LQ� WKLV�
TXDOLW\�V\VWHP�UHJXODWLRQ��7KH�UHTXLUHPHQWV�LQ�WKLV�SDUW�JRYHUQ�WKH�PHWKRGV�XVHG�
LQ�� DQG� WKH� IDFLOLWLHV� DQG� FRQWUROV� XVHG� IRU�� WKH� GHVLJQ��PDQXIDFWXUH�� SDFNDJLQJ��
ODEHOLQJ�� VWRUDJH�� LQVWDOODWLRQ�� DQG� VHUYLFLQJ� RI� DOO� ILQLVKHG� GHYLFHV� LQWHQGHG� IRU�
KXPDQ�XVH��The requirements in this part are intended to ensure that finished 
devices will be safe and effective and otherwise in compliance with the Federal 
Food, Drug, and Cosmetic Act (the act)��7KLV�SDUW�HVWDEOLVKHV�EDVLF�UHTXLUHPHQWV�
DSSOLFDEOH�WR�PDQXIDFWXUHUV�RI�ILQLVKHG�PHGLFDO�GHYLFHV���

���&�)�5���������(PSKDVLV�DGGHG��

���� ,Q�SDUWLFXODU��'HIHQGDQWV�YLRODWHG�6HF���������RI�5HJ�����ZKLFK�FRYHUV�SURFHVV�

YDOLGDWLRQ²GHILQHG�DV�³HVWDEOLVKLQJ�E\�REMHFWLYH�HYLGHQFH�WKDW�D�SURFHVV�FRQVLVWHQWO\�SURGXFHV�D�

UHVXOW� RU� SURGXFW�PHHWLQJ� LWV� SUHGHWHUPLQHG� VSHFLILFDWLRQV�´� WKXV� SXWWLQJ� WKHPVHOYHV� DW� ULVN� RI�

UHJXODWRU\�VFUXWLQ\���6HF���������SURYLGHV�DV�IROORZV��

�D�� :KHUH� WKH� UHVXOWV� RI� D� SURFHVV� FDQQRW� EH� IXOO\� YHULILHG� E\� VXEVHTXHQW�
LQVSHFWLRQ�DQG�WHVW��WKH�SURFHVV�VKDOO�EH�YDOLGDWHG�ZLWK�D�KLJK�GHJUHH�RI�DVVXUDQFH�
DQG� DSSURYHG� DFFRUGLQJ� WR� HVWDEOLVKHG� SURFHGXUHV��7KH� YDOLGDWLRQ� DFWLYLWLHV� DQG�
UHVXOWV�� LQFOXGLQJ� WKH� GDWH� DQG� VLJQDWXUH� RI� WKH� LQGLYLGXDO�V�� DSSURYLQJ� WKH�
YDOLGDWLRQ� DQG� ZKHUH� DSSURSULDWH� WKH� PDMRU� HTXLSPHQW� YDOLGDWHG�� VKDOO� EH�
GRFXPHQWHG��
�E��(DFK�PDQXIDFWXUHU�VKDOO�HVWDEOLVK�DQG�PDLQWDLQ�SURFHGXUHV�IRU�PRQLWRULQJ�DQG�
FRQWURO�RI�SURFHVV�SDUDPHWHUV�IRU�YDOLGDWHG�SURFHVVHV�WR�HQVXUH�WKDW�WKH�VSHFLILHG�
UHTXLUHPHQWV�FRQWLQXH�WR�EH�PHW��

����(DFK�PDQXIDFWXUHU�VKDOO�HQVXUH�WKDW�YDOLGDWHG�SURFHVVHV�DUH�SHUIRUPHG�
E\�TXDOLILHG�LQGLYLGXDO�V���
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����)RU�YDOLGDWHG�SURFHVVHV�� WKH�PRQLWRULQJ�DQG�FRQWURO�PHWKRGV�DQG�GDWD��
WKH� GDWH� SHUIRUPHG�� DQG�� ZKHUH� DSSURSULDWH�� WKH� LQGLYLGXDO�V�� SHUIRUPLQJ�
WKH�SURFHVV�RU�WKH�PDMRU�HTXLSPHQW�XVHG�VKDOO�EH�GRFXPHQWHG��

�F��:KHQ�FKDQJHV�RU�SURFHVV�GHYLDWLRQV�RFFXU��WKH�PDQXIDFWXUHU�VKDOO�UHYLHZ�DQG�
HYDOXDWH�WKH�SURFHVV�DQG�SHUIRUP�UHYDOLGDWLRQ�ZKHUH�DSSURSULDWH��7KHVH�DFWLYLWLHV�
VKDOO�EH�GRFXPHQWHG��

���� 'HVSLWH� KDYLQJ� IDLOHG� WR� ³YDOLGDWH´�0LFUR&RRO� LQ� DFFRUGDQFH�ZLWK� 5HJ� ����� DV�

GHVFULEHG�IXUWKHU�EHORZ��'HIHQGDQWV�UHSUHVHQWHG�WKURXJKRXW�WKH�&ODVV�3HULRG�WKDW�LWV�0LFUR&RRO�

VXUJLFDO�JRZQV�SURYLGHG�WKH�KLJKHVW�OHYHO�RI�OLTXLG�EDUULHU�SURWHFWLRQ��$$0,�/HYHO����IURP�WKH�

WUDQVIHU�RI�ERGLO\� IOXLGV�� EDFWHULD�� DQG� LQIHFWLRQ�EHWZHHQ�D�SDWLHQW� DQG�KHDOWKFDUH�SURIHVVLRQDO��

&RQWUDU\� WR� WKRVH�UHSUHVHQWDWLRQV��'HIHQGDQWV�ZHOO�NQHZ��RU�DW�PLQLPXP�VKRXOG�KDYH�NQRZQ���

WKDW�WKH�0LFUR&RRO�JRZQV�IDLOHG�LQGXVWU\�VWDQGDUG�WHVWV�FRQGXFWHG�LQ�DFFRUGDQFH�ZLWK�$PHULFDQ�

6RFLHW\� IRU� 7HVWLQJ� DQG�0DWHULDO� �³$670´�� SURWRFRO�� GLG� QRW�PHHW� WKH� UHOHYDQW� VWDQGDUGV� IRU�

JRZQV�UHSUHVHQWHG�WR�EH�$$0,�/HYHO����DQG�ZHUH�XQVDIH�DV�D�UHVXOW���

0LFUR&RRO¶V�7HVW�)DLOXUHV�

���� 6SHFLILFDOO\��GXULQJ�$670�)�����WHVWV�RI�QXPHURXV�UDQGRP�VDPSOHV�WDNHQ�IURP�

PXOWLSOH�VHSDUDWH�PDQXIDFWXULQJ�ORWV�RI�WKH�JRZQV��PDQ\�RI�WKH�0LFUR&RRO�JRZQV�WHVWHG�IDLOHG�WR�

PHHW�WKH�VWDQGDUGV�VHW�E\�$$0,�/HYHO����$PRQJ�RWKHU�WKLQJV��WKH�WHVWV�UHYHDOHG�WKDW�WKH�JRZQV�

DOORZHG� OLTXLG�� EDFWHULDO�� DQG� YLUDO� SDWKRJHQV� WR� SHQHWUDWH� WKH� JRZQV�� UHQGHULQJ� KHDOWKFDUH�

SURIHVVLRQDOV� YXOQHUDEOH� WR� WKH� WUDQVPLVVLRQ� RI� VHULRXV� GLVHDVHV�� LQFOXGLQJ� (EROD�� $V� VXFK��

'HIHQGDQWV� NQHZ�� RU� VKRXOG� KDYH� NQRZQ�� WKDW� 0LFUR&RRO� JRZQV� GLG� QRW� SURYLGH� WKH� $$0,�

/HYHO���SURWHFWLRQ�SURPLVHG����

���� )RU�H[DPSOH��WKURXJK�UHFHLSW�DQG�UHYLHZ�RI�D�GHWDLOHG�7HVW�5HSRUW�FRPSOHWHG�E\�

$GULDQ� %X]HD� DQG� 6XVDQ� 7RXVLJQDQW� RI� ,QWHUWHN� /DERUDWRU\� ORFDWHG� LQ� &RUWODQG�� 1HZ� <RUN�

�5HSRUW� 1R�� *���������&57����� GDWHG� 'HFHPEHU� ���� ������� .LPEHUO\�&ODUN� OHDUQHG� WKDW�

GXULQJ� WHVWV�FRQGXFWHG�E\� ,QWHUWHN��RQH�RI� WKH� OHDGLQJ� ODERUDWRULHV� LQ� WKH�ZRUOG��$670�)�����
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WHVWV� RI� DSSUR[LPDWHO\� ��� UDQGRP� VDPSOHV� RI� WKH� +LJK� 3HUIRUPDQFH� *RZQV� IURP� PXOWLSOH�

VHSDUDWH�PDQXIDFWXULQJ� ORWV�ZHUH�FRQGXFWHG��ZLWK�RYHU����RI� WKH�JRZQV�IDLOLQJ� WKH� WHVW�DQG�QR�

IHZHU�WKDQ����RI�WKRVH�JRZQV�H[SHULHQFLQJ�FDWDVWURSKLF�IDLOXUHV��,QGHHG��DPRQJ�RWKHU�WKLQJV��WKH�

WHVWV� UHYHDOHG� WKDW� WKH�JRZQV�DOORZHG� OLTXLG�DQG�EDFWHULDO� DQG�YLUDO�SDWKRJHQV� WR�SHQHWUDWH� WKH�

JRZQV�� WKXV�SODFLQJ�SK\VLFLDQV��KHDOWKFDUH�SURIHVVLRQDOV�DQG�SDWLHQWV�DW�FRQVLGHUDEOH�ULVN��7KLV�

IDLOXUH�UDWH�RI�DSSUR[LPDWHO\�����LV�QRWKLQJ�VKRUW�RI�VKRFNLQJ�DQG�JUHDWO\�H[FHHGV�IDLOXUH�UDWHV�

DFFHSWDEOH�IRU�VDWLVI\LQJ�$$0,�/HYHO���VWDQGDUGV��

���� ,QGHHG��'HIHQGDQWV�DGPLWWHG�LQ�WKHLU�-DQXDU\����������DQVZHU�WR�D�FRPSODLQW�ILOHG�

E\ D�JURXS�RI�KHDOWKFDUH�SURYLGHUV�DQG�SDWLHQWV�DJDLQVW�'HIHQGDQWV�DOOHJLQJ�WKDW�WKH�0LFUR&RRO�

JRZQV�GLG�QRW� LQ� IDFW� SURYLGH�$$0,�/HYHO� �� SURWHFWLRQ���Shahinian, et al. v. Kimberly-Clark 

Corporation, et al.,�1R�������FY�������'0*�6+� �&�'��&DO���³Shahinian´�� that they received 

the Intertek test results in January 2013��ULJKW�EHIRUH�WKH�VWDUW�RI�WKH�&ODVV�3HULRG����

���� 6SHFLILFDOO\��WKH�Shahinian�$QVZHU�VWDWHG�LQ�UHOHYDQW�SDUW��

«LQ� -DQXDU\� ����� .LPEHUO\�&ODUN� UHFHLYHG� D� WHVW� UHSRUW� FRQFHUQLQJ� $670�
)��������WHVWLQJ�DOOHJHGO\�SHUIRUPHG�RQ�FHUWDLQ�VDPSOHV�RI�WKH�JRZQV�E\�D�WKLUG�
SDUW\� ODERUDWRU\� QDPHG� ,QWHUWHN�� � 7KH� WHVW� UHSRUW� �ZKLFK� ZDV� QXPEHUHG�
*���������&57�����DQG�GDWHG�'HFHPEHU�����������VWDWHV� WKDW� WKH� WHVWLQJ�ZDV�
FRQGXFWHG� E\� $GULDQ� %X]HD� DQG� WKDW� WKH� UHSRUW� ZDV� DSSURYHG� E\� 6XVDQ�
7RXVLJQDQW���.LPEHUO\�&ODUN�UHFHLYHG�WKH�WHVW�UHSRUW�IURP�FRXQVHO�IRU�WKLUG�SDUW\�
&DUGLQDO�+HDOWK������//&��ZKLFK��XSRQ�LQIRUPDWLRQ�DQG�EHOLHI��FRPPLVVLRQHG�WKH�
,QWHUWHN� WHVWLQJ� DQG� SURGXFHG� WKH� WHVW� UHSRUW� WR� .LPEHUO\�&ODUN� LQ� FRQMXQFWLRQ�
ZLWK�WKHQ��SHQGLQJ�OLWLJDWLRQ��7KH�WHVW�UHSRUW�VWDWHV�WKDW�&DUGLQDO�+HDOWK�SURYLGHG�
,QWHUWHN�ZLWK� DOO� JRZQ� VDPSOHV�� DQG� WKDW� WKH� VDPSOHV� FDPH� IURP� WKUHH� VSHFLILF�
ORWV�� 7KH� WHVW� UHSRUW� IXUWKHU� VWDWHV� WKDW� �>E@\� PLVWDNH� RQH� ER[� >RI� JRZQV@� ZDV�
RSHQHG�E\�D�VKLSSLQJ�UHFHLYLQJ�WHFKQLFLDQ�LPPHGLDWHO\�DIWHU�UHFHLYLQJ���7KH�WHVW�
UHSRUW�SXUSRUWV�WR�VKRZ�WKDW����JRZQ�VDPSOHV�GLG�QRW�SDVV�WKH�$670�)��������
WHVWLQJ� FRQGXFWHG� E\� ,QWHUWHN�� ZKLOH� WKH� UHPDLQLQJ� JRZQ� VDPSOHV� SDVVHG� WKH�
$670�)��������WHVWLQJ��

���� +DO\DUG�KDV�YLJRURXVO\�GHQLHG�WKH�FODLPV�DVVHUWHG�LQ�WKH�Shahinian�ODZVXLW��WKXV�

UHDIILUPLQJ� 'HIHQGDQWV¶� IDOVH� UHSUHVHQWDWLRQV� WR� WKH� PDUNHW� WKDW� 0LFUR&RRO� VXUJLFDO� JRZQV�

SURYLGHG�$$0,�/HYHO��� SURWHFWLRQ�� � ,QGHHG�� HYHQ� DIWHU� WKH� ILOLQJ�RI� WKH�Shahinian ODZVXLW� RQ�
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2FWREHU� ���� ������ +DO\DUG� FRQWLQXHG� WR� PDUNHW� 0LFUR&RRO� DV� SURYLGLQJ� WKH� KLJKHVW� OHYHO� RI�

SURWHFWLRQ� DJDLQVW� WKH� WUDQVPLVVLRQ� RI� LQIHFWLRXV� GLVHDVHV�� QHYHU� JLYLQJ� LQYHVWRUV� DQ\� FDXVH� WR�

VXVSHFW�WKH�WUXWK���,QGHHG��QRW�D�VLQJOH�DQDO\VW�UHSRUWHG�RQ�WKH�Shahinian ODZVXLW�LQ�WKH�ZDNH�RI�

LWV�ILOLQJ���+DO\DUG�GLG�QRW�GLVFORVH�WKH�ODZVXLW�XQWLO�$XJXVW�����������ZKHQ�LW�ILOHG�LWV����4�IRU�

WKH�TXDUWHU�HQGHG�-XQH����������ZLWK�WKH�6HFXULWLHV�DQG�([FKDQJH�&RPPLVVLRQ��³6(&´����%XULHG�

DPLGVW�WKH�HDUQLQJV�LQIRUPDWLRQ�FRQWDLQHG�LQ�WKH�ILOLQJ��WKH�PDUNHW�WRRN�OLWWOH�QRWLFH�DQG�WKH�VWRFN�

SULFH�UHPDLQHG�VWHDG\��

&RQILGHQWLDO�:LWQHVVHV�

���� &RQILGHQWLDO�:LWQHVVHV�FRQILUPHG�WKDW��LQ�YLRODWLRQ�RI�5HJ������'HIHQGDQWV�FRXOG�

QRW�SURSHUO\�YDOLGDWH�WKH�SURFHVV�IRU�PDQXIDFWXULQJ�0LFUR&RRO�JRZQV�WR�HQVXUH�WKDW�WKH�SURFHVV�

ZRXOG�FRQVLVWHQWO\�\LHOG�JRZQV�WKDW�LQ�IDFW�SURYLGHG�$$0,�/HYHO���SURWHFWLRQ��7KLV�LV�HYLGHQFHG�

E\� WKH� YDVW� DPRXQW� RI�0LFUR&RRO� JRZQV� WKDW� ILOHG� WR� GHPRQVWUDWH� $$0,� /HYHO� �� SURWHFWLRQ�

GXULQJ�LQGHSHQGHQW�WHVWLQJ��

���� &RQILGHQWLDO�:LWQHVV� �³&:´�� �� ZDV� DQ� $GPLQLVWUDWLYH� $VVLVWDQW� LQ� WKH� *OREDO�

6WUDWHJLF�0DUNHWLQJ�GHSDUWPHQW�DW�+DO\DUG�IURP�$SULO������WR�0DUFK�������&:��UHSRUWHG�WR�WKH�

'LUHFWRU� RI�*OREDO� 6WUDWHJLF�0DUNHWLQJ�� XQWLO� KH� OHIW� WKH� FRPSDQ\� LQ� ������ � 7KHUHDIWHU�� &:��

UHSRUWHG�WR�WKH�'LUHFWRU�RI�*OREDO�6WUDWHJLF�0DUNHWLQJ¶V�ERVV���6SHFLILFDOO\��&:��ZRUNHG�ZLWKLQ�

WKH� 6	,3� GLYLVLRQ�� ZKLFK� LQFOXGHG�0LFUR&RRO� JRZQV� DV� ZHOO� DV� RWKHU� SURGXFWV� VXFK� DV� IDFH�

PDVNV��JORYHV�DQG�RWKHU�JRZQV�� �$FFRUGLQJ�WR�&:���0LFUR&RRO�KDG�SUREOHPV�ZLWK�WKH�VHDPV��

ZKLFK�OHG�WR�WKH�VOHHYHV�RQ�WKH�JRZQV�VHSDUDWLQJ�IURP�WKH�VHDPV���&:��UHFDOOHG�WKDW�KHDOWKFDUH�

SURIHVVLRQDO�FXVWRPHUV�ILOHG�FRPSODLQWV�DERXW�WKH�VHDP�SUREOHPV���&:��OHDUQHG�DERXW�WKH�VHDP�

SUREOHPV� ZLWK� WKH� 0LFUR&RRO� JRZQV� E\� DWWHQGLQJ� PHHWLQJV� ZLWK� VHQLRU� OHDGHUVKLS� RI� WKH�

FRPSDQ\�ZKHUH�WKH�LVVXH�ZDV�GLVFXVVHG�³TXLWH�D�ELW�´���
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���� &:�� ZDV� DQ� (QJLQHHULQJ� DQG� 3URMHFW� 0DQDJHU� DW� .LPEHUO\�&ODUN¶V�

PDQXIDFWXULQJ�SODQW�LQ�9LOODQXHYD��+RQGXUDV�IURP������WR�1RYHPEHU�������)URP������WR�������

&:��ZDV� 7HFKQLFDO� 7HDP� /HDGHU�� ZKLFK� ZDV� WKH� VDPH� MRE� EXW� ZLWK� D� GLIIHUHQW� WLWOH�� � &:��

UHSRUWHG�ORFDOO\�WR�WKH�SODQW�PDQDJHU�GXULQJ�WKH�ODVW�IHZ�\HDUV�RI�KLV�WHQXUH��&:��DOVR�UHSRUWHG�

WR� WKH� 5HVHDUFK� DQG� (QJLQHHULQJ� 'HSDUWPHQW� LQ� WKH� &RPSDQ\¶V� FRUSRUDWH� KHDGTXDUWHUV� LQ�

*HRUJLD�� �$FFRUGLQJ� WR�&:��� DOO� RI� WKH�0LFUR&RRO� JRZQV�ZHUH� SXW� WRJHWKHU� DW� WKH�+RQGXUDV�

SODQW� IURP� IDEULF�PDQXIDFWXUHG� DW� WKH�&RPSDQ\¶V� SODQW� LQ� &RULQWK��0LVVLVVLSSL�� � 5ROOV� RI� WKH�

IDEULF�ZHUH�VKLSSHG�WR�WKH�.LPEHUO\�&ODUN�SODQW�LQ�+RQGXUDV��ZKHUH�LW�ZDV�FXW�DQG�³FRQYHUWHG´�

LQWR�WKH�JRZQV�� � �&:��H[SODLQHG�WKDW�VRPH�SDUWV�RI�WKH�JRZQ�ZHUH�VHZQ�WRJHWKHU�ZLWK�VSHFLDO�

WKUHDG��)RU�H[DPSOH�WKH�FXIIV�ZHUH�VHZQ�WR�WKH�VOHHYHV�DQG�WKH�VOHHYHV�ZHUH�VHZQ�WR�WKH�ERG\�RI�

WKH�JRZQ���$FFRUGLQJ�WR�&:���FUHDWLQJ�D�WXEXODU�VOHHYH�IURP�D�IODW�SLHFH�RI�IDEULF�ZDV�GRQH�ZLWK�

D�WKHUPDO�VHDOLQJ�SURFHVV�DW�WKH�SODQW��7KH�WZR�HQGV�RI�D�SLHFH�RI�VOHHYH�IDEULF�ZHUH�KHDWHG�DQG�

SUHVVHG�WRJHWKHU�VR�WKDW�WKH�H[WHULRU�SDUWV�RI�WKH�IDEULF�VHDOHG�WRJHWKHU��&:��VWDWHG�WKDW�RQFH�D�

WXEXODU�VOHHYH�ZDV�FUHDWHG��LW�ZDV�VHZQ�RQ�WR�WKH�ERG\�RI�WKH�JRZQ����

���� &:��ZDV� LQYROYHG�ZLWK�GHYHORSLQJ�D� VOHHYH� VHDOLQJ�SURFHVV� IRU� WKH�0LFUR&RRO�

JRZQV�� �&:�� VWDWHG� WKDW� WKH� JRZQ� VOHHYH� VHDOLQJ� SURFHVV� DW� WKH�+RQGXUDV� SODQW� FRXOG� QRW� EH�

UHOLHG�XSRQ�WR�FRQVLVWHQWO\�SHUIRUP�DV�H[SHFWHG�DQG�SURGXFH�JRZQV�WKDW�ZRXOG�SDVV�WKH�$$0,�

����� WHVW� UHTXLUHG� IRU� /HYHO� �� SURWHFWLRQ�� � ,QGHHG�� &:�� PDLQWDLQHG� WKDW� WKH� VOHHYH� VHDOLQJ�

SURFHVV�DW� WKH�+RQGXUDV�SODQW�ZDV� LQFDSDEOH�RI�EHLQJ�YDOLGDWHG�GXH� WR� LWV�XQUHOLDELOLW\�� WKRXJK�

VXFK�YDOLGDWLRQ�ZDV�UHTXLUHG�XQGHU�)'$�����UHJXODWLRQV����

���� &:��VWDWHG�WKDW�&:���DQG�RWKHU�PHPEHUV�RI�WKH�5HVHDUFK�DQG�(QJLQHHULQJ�WHDP�

UHSRUWHG� WKH� VOHHYH� VHDOLQJ� SUREOHPV� WR� VHQLRU�PDQDJHPHQW� LQ� ERWK�+RQGXUDV� DQG� WKH�8QLWHG�

6WDWHV�� � &:�� VWDWHG� WKDW� WKH� XQUHOLDELOLW\� RI� WKH� VHDOLQJ� SURFHVV� ZDV� ³ZHOO� NQRZQ� DW� WKH�
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FRPSDQ\�´� � $PRQJ� RWKHUV�� &:�� UHOD\HG� WKHVH� LVVXHV� WR� %HUQDUG� 9H]HDX�� WKH� QRZ�GHFHDVHG�

*OREDO�6WUDWHJLF�0DUNHWLQJ�'LUHFWRU�LQWHUYLHZHG�RQ����PLQXWHV�UHJDUGLQJ�WKH�0LFUR&RRO�JRZQV����

���� $FFRUGLQJ�WR�&:���GXULQJ�D�WHOHFRQIHUHQFH�RQ�ZKLFK�&:��WROG�VHQLRU�PDQDJHUV�

DERXW�WKH�XQUHOLDEOH�VOHHYH�VHDOLQJ�SURFHVV�DW�WKH�SODQW��WKH�GLUHFWRU�RI�3URGXFW�6XSSO\�WROG�&:��

WR�³VKXW�XS�DQG�NHHS�JRLQJ�DQG�PDNH�LW�ZRUN�´��

���� &:��VWDWHG�WKDW��EHJLQQLQJ�LQ�������WKH�FRPSDQ\�VHQW�VDPSOHV�RI�LWV�0LFUR&RRO�

JRZQV�HDFK�PRQWK�IRU�$$0,������WHVWLQJ�WR�,QWHUWHN�ODEV��ZKLFK�LV�WHVWLQJ�GRQH�WR�GHWHUPLQH�RI�

JRZQV�PHHW�/HYHO���SURWHFWLRQ�VWDQGDUGV���7KH������WHVWLQJ�LQYROYHG�SODFLQJ�V\QWKHWLF�EORRG�DQG�

EDFWHULD� DW� VSHFLILF� SODFHV� RQ� WKH� JRZQ�� LQFOXGLQJ� WKH� VOHHYH� VHDP�� WKH� WLHV� DQG� RQ� WKH� IURQW�

IDEULF�� ,I� WKH�EORRG� VRDNV� WKURXJK�RU� WKH�EDFWHULD�JURZ�RQ� WKH�RWKHU� VLGH�ZLWKLQ� D� FHUWDLQ� WLPH�

SHULRG��WKH�VDPSOH�IDLOV���

���� &:��� ZKR� UHFHLYHG� WKH� WHVW� UHVXOWV� HDFK� PRQWK�� VDLG� WKH� PRQWKO\� WHVW� UHVXOWV�

VKRZHG� WKH� VDPSOHV� ZHUH� IDLOLQJ� RQ� D� UHJXODU� EDVLV�� LQFOXGLQJ� DW� WKH� VOHHYH� VHDO�� 7KH� UHVXOWV�

UHJXODUO\�VKRZHG�JRZQV�IDLOLQJ�WHVWV�DW�D�UDWH�RI�EHWZHHQ����DQG����SHUFHQW�� �7KH�,QWHUWHN�WHVW�

UHVXOWV� VKRZHG� IDLOXUH� UDWHV� WKDW� GLG�QRW�PHHW�PLQLPXP�VWDQGDUGV� UHTXLUHG� IRU�$$0,�/HYHO� ��

SURWHFWLRQ��7KH�,QWHUWHN�WHVW�UHVXOWV�ZHUH�HPDLOHG�WR�WKH�&RPSDQ\¶V�TXDOLW\�GHSDUWPHQW����7KH�WHVW�

IDLOXUHV� DQG� SUREOHPV�ZLWK� WKH� VOHHYH� VHDOLQJ� SURFHVV�ZHUH� GLVFXVVHG� LQ�PHHWLQJV�ZLWK� VHQLRU�

PDQDJHPHQW� WKDW�&:�� DWWHQGHG�� � 7KH� IDLOHG� WHVW� UHVXOWV� GLG� QRW� SURPSW� WKH�&RPSDQ\� WR� VWRS�

SURGXFWLRQ��UHFDOO�JRZQV�RU�LPSURYH�LWV�VHDOLQJ�SURFHVV����

���� &:��DQG�PHPEHUV�RI�&:�¶V�WHDP�ZHUH�³QRW�FRPIRUWDEOH´�ZLWK�XVLQJ�WKH�VOHHYH�

VHDOLQJ�SURFHVV�LQ�SODFH�DW�WKH�+RQGXUDV�SODQW���&:��VWDWHG�WKDW�KH�KDG�DVNHG�IRU�VXSSRUW�IURP�

WKH�&RPSDQ\�WR�IL[�WKH�VHDOLQJ�SURFHVV�IRU�PDQ\�\HDUV��
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���� &:��FRQILUPHG�WKDW�WKH�&RPSDQ\�ZDV�IXOO\�DZDUH�WKDW�LWV�VOHHYH�VHDOLQJ�SURFHVV�

ZDV�XQUHOLDEOH�EXW�QHYHUWKHOHVV�VROG�WKH�0LFUR&RRO�JRZQV�DV�RIIHULQJ�$$0,�/HYHO���SURWHFWLRQ��

0DWHULDOO\�)DOVH�DQG�0LVOHDGLQJ�6WDWHPHQWV�,VVXHG�'XULQJ�WKH�&ODVV�3HULRG�

���� 7KURXJKRXW�WKH�&ODVV�3HULRG��'HIHQGDQWV�SXEOLFO\�UHSUHVHQWHG�RQ�WKH�&RPSDQLHV¶�

ZHEVLWHV�� LQ� SXEOLFO\� GLVVHPLQDWHG� PDUNHWLQJ� PDWHULDOV�� DQG� LQ� LWV� SURGXFW� ODEHOOLQJ� WKDW�

0LFUR&RRO� SURYLGHG� DQ� $$0,� /HYHO� �� VWDQGDUG� RI� SURWHFWLRQ�� � $W� QR� SRLQW� GLG� 'HIHQGDQWV�

GLVFORVH�� HLWKHU� LQ� LWV� PDUNHWLQJ� PDWHULDOV�� 6(&� ILOLQJV�� RU� DQ\� RWKHU� SXEOLFO\� GLVVHPLQDWHG�

VWDWHPHQW�� WKDW� WKH�PDQXIDFWXULQJ�SURFHVV� IRU�0LFUR&RRO�FRXOG�QRW�EH�YDOLGDWHG�DV� UHTXLUHG�E\�

5HJ� ���� DQG� WKDW� D� VKRFNLQJ� DPRXQW� RI� JRZQV� IDLOHG� LQGHSHQGHQW� WHVWLQJ� DQG� WKXV� GLG� QRW�

SURYLGH�WKH�$$0,�/HYHO���SURWHFWLRQ�LQGLFDWHG�LQ�WKH�����N��ILOLQJ�ZLWK�WKH�)'$�RU�DV�RWKHUZLVH�

SXEOLFO\�UHSUHVHQWHG��

���� ,Q�0DUFK�������WKH�:+2�UHSRUWHG�WKDW�*XLQHD¶V�0LQLVWU\�RI�+HDOWK�KDG�UHSRUWHG�

DQ� RXWEUHDN� RI� (EROD� YLUXV� LQ� IRXU� VRXWKHDVWHUQ� GLVWULFWV�� DQG� WKDW� VXVSHFWHG� FDVHV� LQ� WKH�

QHLJKERULQJ�FRXQWULHV�RI�6LHUUD�/HRQH�DQG�/LEHULD�ZHUH�XQGHU� LQYHVWLJDWLRQ�� �'HVSLWH�NQRZLQJ�

WKDW�D�VL]DEOH�SRUWLRQ�RI�LWV�0LFUR&RRO�VXUJLFDO�JRZQV�IDLOHG�LQGHSHQGHQW�WHVWLQJ�DQG�WKXV�GLG�QRW�

SURYLGH�$$0,�/HYHO���SURWHFWLRQ�DV�SXEOLFO\�SURPLVHG��'HIHQGDQWV�WRRN�DGYDQWDJH�RI�WKH�(EROD�

VFDUH� DQG� DJJUHVVLYHO\� FRQWLQXHG� WR� PDUNHW� 0LFUR&RRO� DV� SURYLGLQJ� WKH� KLJKHVW� OHYHO� RI�

SURWHFWLRQ�IRU�KHDOWKFDUH�SURYLGHUV�WUHDWLQJ�SDWLHQWV�ZLWK�(EROD��

���� 2Q�RU�DURXQG�$XJXVW����������IROORZLQJ�DQ�(PHUJHQF\�&RPPLWWHH�PHHWLQJ�� WKH�

:+2�GHVLJQDWHG�WKH�RXWEUHDN�DV�D�3XEOLF�+HDOWK�(PHUJHQF\�RI�,QWHUQDWLRQDO�&RQFHUQ��D�UDUHO\�

XVHG� GHVLJQDWLRQ� WKDW� LQYRNHV� OHJDO�PHDVXUHV� RQ� GLVHDVH� SUHYHQWLRQ�� VXUYHLOODQFH�� FRQWURO�� DQG�

UHVSRQVH��E\�����VLJQDWRU\�FRXQWULHV����
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���� :LWK�FRQFHUQ�RYHU�(EROD�DW�D�IHYHU�SLWFK��'HIHQGDQWV�FRQWLQXHG�WR�UHSUHVHQW�WKDW�

0LFUR&RRO� JRZQV� ZHUH� VDIH� WR� XVH� DURXQG� SDWLHQWV� VXVSHFWHG� RI� FRQWUDFWLQJ� WKH� (EROD� YLUXV��

,QGHHG��.LPEHUO\�&ODUN¶V�ZHEVLWH�VWDWHG�DV�IROORZV���

$V�FRQFHUQV�DURXQG�WKH�VSUHDG�RI�WKH�(EROD�YLUXV�FRQWLQXH�WR�JURZ��WKH�QXPEHU�RI�
LQTXLULHV� ZH� UHFHLYH� UHJDUGLQJ� UHFRPPHQGDWLRQV� IRU� 33(� >L�H��� ³3HUVRQDO�
3URWHFWLYH�(TXLSPHQW´@�DQG�RXU�SODQV�IRU�3DQGHPLF�3UHSDUHGQHVV�DUH�JURZLQJ�LQ�
WDQGHP�� 7KHUHIRUH�� ZH� ZDQW� WR� SURDFWLYHO\� SURYLGH� \RX� ZLWK� JXLGDQFH� RQ�
SUHSDULQJ�IRU�D�SDQGHPLF�DV�ZHOO�DV�VROXWLRQV�IRU�SURSHU�33(��:H�DUH�SURYLGLQJ�
\RX� ZLWK� D� FOLQLFDO� .LPEHUO\�&ODUN� (EROD� 9LUXV� 3UHFDXWLRQV� %ULHI� DQG� D�
.LPEHUO\�&ODUN�3HUVRQDO�3URWHFWLRQ�6ROXWLRQV�JXLGH�DV�ZHOO�DV�RWKHU�UHVRXUFHV�WR�
DQVZHU�TXHVWLRQV�\RX�KDYH�DERXW�WKH�(EROD�9LUXV�'LVHDVH���

%HORZ�WKLV�VWDWHPHQW�RQ�LWV�ZHEVLWH��.LPEHUO\�&ODUN�VKDUHG�D�OLQN�LQYLWLQJ�YLVLWRUV�WR�GRZQORDG�

WKH�³.LPEHUO\�&ODUN�3HUVRQDO�3URWHFWLRQ�6ROXWLRQV�*XLGH�´�ZKLFK�DGYLVHG�KHDOWKFDUH�IDFLOLWLHV�WR�

XVH�WKH�+LJK�3HUIRUPDQFH�*RZQV�LQ�FRQQHFWLRQ�ZLWK�WUHDWLQJ�SDWLHQWV�ZKR�PD\�EH�LQIHFWHG�ZLWK�

WKH�(EROD�YLUXV��

���� 0RUHRYHU�� RQ� $XJXVW� ���� ������ .LPEHUO\�&ODUN� SXEOLVKHG� D� 3DQGHPLF�

3UHSDUHGQHVV�&XVWRPHU�/HWWHU��WKH�³&XVWRPHU�/HWWHU´����,Q�WKH�&XVWRPHU�/HWWHU��.LPEHUO\�&ODUN�

VWDWHG��LQ�SDUW��

.LPEHUO\�&ODUN�MRLQV�WKH�ZRUOG�LQ�WKH�KRSH�IRU�WKH�FHVVDWLRQ�RI�WKH�VSUHDG�RI�WKH�
YLUXV� DQG� WKH� GLVFRYHU\� RI� D� FXUH��:KLOH� WKH� WUDQVPLVVLRQ� RI� WKH� YLUXV� LQ�:HVW�
$IULFD� KDV� FDSWXUHG� WKH� DWWHQWLRQ� RI� WKH� ZRUOG� DQG� LQFUHDVHG� DQ[LHW\� DERXW� LWV�
SRWHQWLDO� WR� VSUHDG� LQWR� 1RUWK� $PHULFD�� ZH� ZDQW� \RX� WR� UHVW� DVVXUHG� WKDW�
.LPEHUO\�&ODUN� KDV� DFWLYDWHG� LWV� 3DQGHPLF� 3UHSDUHGQHVV� 3ODQ� ZKLFK� SURYLGHV�
SURWRFROV�IRU�WUDFNLQJ�WKH�FDGHQFH�RI�RUGHUV�DQG�PRQLWRULQJ�VXSSO\�RI�RXU�FULWLFDO�
3HUVRQDO�3URWHFWLRQ�(TXLSPHQW�SURGXFWV��33(�� LQFOXGLQJ�IDFLDO�SURWHFWLRQ��H[DP�
JORYHV�DQG�SURWHFWLYH�DSSDUHO���

�
���� )XUWKHU�� RQ� 6HSWHPEHU� ���� ������ .LPEHUO\�&ODUN� LVVXHG� D� GRFXPHQW� HQWLWOHG�

³.LPEHUO\�&ODUN�(EROD�9LUXV�'LVHDVH� �(9'��3UHFDXWLRQV�%ULHI�´� ,Q� WKLV� GRFXPHQW��.LPEHUO\�

&ODUN�SURYLGHG�D�OLVW�RI�UHFRPPHQGDWLRQV�IRU�³3HUVRQDO�3URWHFWLRQ´�IURP�WKH�(EROD�YLUXV��DV�ZHOO�

DV�WKH�XVH�RI�³DSSURSULDWH�SHUVRQDO�SURWHFWLYH�HTXLSPHQW��33(��´�:LWK�UHVSHFW�WR�VXUJLFDO�JRZQV��
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.LPEHUO\�&ODUN� DGYLVHG� KHDOWKFDUH� SURIHVVLRQDOV� WR� XVH� ³/HYHO� �´� JRZQV²WKH� UHSUHVHQWHG�

FOHDUDQFH�OHYHO�IRU�WKH�+LJK�3HUIRUPDQFH�*RZQV²IRU�ZRUNLQJ�ZLWK�(EROD�SDWLHQWV��

���� 2Q� 6HSWHPEHU� ���� ������ WKH� &'&� GHFODUHG� WKH� ILUVW� FDVH� RI� (EROD� YLUXV� LQ� WKH�

8QLWHG�6WDWHV��

���� 2Q�2FWREHU����������.LPEHUO\�&ODUN�DQQRXQFHG�WKH�GHWDLOV�IRU�WKH�FRPSOHWLRQ�RI�

WKH�VSLQ�RII�RI�LWV�+HDOWK�&DUH�VHJPHQW��DGYLVLQJ�LQYHVWRUV�WKDW�WKH\�ZRXOG�UHFHLYH�RQH�VKDUH�RI�

+DO\DUG�FRPPRQ�VWRFN�IRU�HYHU\�HLJKW�VKDUHV�RI�.LPEHUO\�&ODUN�FRPPRQ�VWRFN�KHOG�DV�RI� WKH�

FORVH�RI�WUDGLQJ�RQ�2FWREHU�����������WKH�UHFRUG�GDWH�IRU�WKH�VSLQ�RII���2Q�RU�DERXW�2FWREHU�����

������+DO\DUG�VWRFN�EHJDQ�WUDGLQJ�RQ�WKH�1<6(�XQGHU�WKH�WLFNHU�V\PERO�³+<+�´�

���� 2Q�2FWREHU�����������$$0,�LVVXHG�D�SUHVV�UHOHDVH�HQWLWOHG�³6XUJHU\�3URWRFRO�IRU�

(EROD�,QFOXGHV�$$0,�*RZQ�6WDQGDUG�´�,Q�WKH�SUHVV�UHOHDVH��$$0,�UHFRPPHQGHG�WKDW�VXUJHRQV�

DQG�KHDOWKFDUH�SURIHVVLRQDOV�ZHDU�³$$0,�/HYHO��´�VXUJLFDO�JRZQV�DQG�GUDSHV�ZKHQ�RSHUDWLQJ�

RQ�VXVSHFWHG�RU�FRQILUPHG�(EROD�SDWLHQWV���'HIHQGDQWV�FRQWLQXHG�WR�SXEOLFO\�UHSUHVHQW�WKDW�WKHLU�

0LFUR&RRO�JRZQV�TXDOLILHG��

���� 2Q� 2FWREHU� ���� ������ WKH� $PHULFDQ� &ROOHJH� RI� 6XUJHRQV� LVVXHG� D� VWDWHPHQW�

HFKRLQJ�WKH�$$0,�JXLGDQFH�E\�DGYLVLQJ�WKDW�GXH�WR�WKH�VLJQLILFDQW�ULVN�RI�H[SRVXUH�WR�EORRG�RU�

ERGLO\� IOXLGV�� DOO� RSHUDWLQJ� URRP�SHUVRQQHO� VKRXOG�ZHDU� ³$$0,�/HYHO� �´� LPSHUYLRXV� VXUJLFDO�

JRZQV���'HVSLWH�WKH�FOHDU�DQG�SUHVHQW�ULVN��'HIHQGDQWV�FRQWLQXHG�WR�UHSUHVHQW�WR�WKH�SXEOLF�WKDW�

LWV� JRZQV� SURYLGHG� ³$$0,� /HYHO� �´� SURWHFWLRQ�� PHHWLQJ� FULWLFDO� LQGXVWU\� VWDQGDUGV� IRU�

LPSHUPHDELOLW\��JRZQV�PDQXIDFWXUHG�DQG�GLVWULEXWHG�E\�'HIHQGDQWV�DUH�VDIH�IRU�(EROD�SDWLHQWV�

RU�RWKHU�VHQVLWLYH�RSHUDWLRQV��DQG�'HIHQGDQWV¶�JRZQV�KDYH�PHW�FULWLFDO�LQGXVWU\�VWDQGDUGV�DQG�DUH�

³LPSHUPHDEOH�´��
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���� That same day, RQ�2FWREHU�����������ILOHG�D�4XDUWHUO\�5HSRUW�RQ�)RUP����4�IRU�

WKH� TXDUWHU� HQGHG� 6HSWHPEHU� ���� ����� ZLWK� WKH� 6(&� �WKH� ³.LPEHUO\�&ODUN� 4�� ����� ���

4´����:LWK�UHVSHFW�WR�LWV�+HDOWK�&DUH�VHJPHQW��.LPEHUO\�&ODUN�VWDWHG��LQ�SDUW��

Health Care� SURYLGHV� HVVHQWLDOV� WKDW� KHOS� UHVWRUH� SDWLHQWV� WR� EHWWHU� KHDOWK� DQG�
LPSURYH�WKH�TXDOLW\�RI�SDWLHQWV¶�OLYHV���7KLV�VHJPHQW�RIIHUV�VXUJLFDO�DQG�LQIHFWLRQ�
SUHYHQWLRQ�SURGXFWV�IRU�WKH�RSHUDWLQJ�URRP��DQG�D�SRUWIROLR�RI�LQQRYDWLYH�PHGLFDO�
GHYLFHV� IRFXVHG� RQ� SDLQ� PDQDJHPHQW�� UHVSLUDWRU\� DQG� GLJHVWLYH� KHDOWK��� 7KLV�
EXVLQHVV� LV� D� JOREDO� OHDGHU� LQ� HGXFDWLRQ� WR� SUHYHQW� KHDOWKFDUH�DVVRFLDWHG�
LQIHFWLRQV����
�
���� 7KH�.LPEHUO\�&ODUN�4����������4�FRQWDLQHG�VLJQHG�FHUWLILFDWLRQV�E\�'HIHQGDQWV�

)DON�DQG�%XWKPDQ��VWDWLQJ�WKDW�WKH�.LPEHUO\�&ODUN�4����������4�³GRHV�QRW�FRQWDLQ�DQ\�XQWUXH�

VWDWHPHQW� RI� D�PDWHULDO� IDFW� RU� RPLW� WR� VWDWH� D�PDWHULDO� IDFW� QHFHVVDU\� WR�PDNH� WKH� VWDWHPHQWV�

PDGH��LQ�OLJKW�RI�WKH�FLUFXPVWDQFHV�XQGHU�ZKLFK�VXFK�VWDWHPHQWV�ZHUH�PDGH��QRW�PLVOHDGLQJ�´�

���� 2Q�2FWREHU�����������+DO\DUG�LVVXHG�D�SUHVV�UHOHDVH�DQG�ILOHG�D�&XUUHQW�5HSRUW�RQ�

)RUP� ��.� ZLWK� WKH� 6(&� DQQRXQFLQJ� WKH� &RPSDQ\¶V� ILQDQFLDO� DQG� RSHUDWLQJ� UHVXOWV� IRU� WKH�

TXDUWHU�HQGHG�6HSWHPEHU�����������WKH�³+DO\DUG�4���������.´����$WWDFKHG�DV�DQ�H[KLELW�WR�WKDW�

��.� ZDV� D� OHWWHU� WR� +DO\DUG� VWRFNKROGHUV�� ZKLFK� LGHQWLILHG� WKH� 0LFUR&RRO� JRZQ� DV� RQH� RI�

+DO\DUG¶V� ³PRUH� LPSRUWDQW� PDUNV�´� � ,Q� WKH� ��.�� WKH� &RPSDQ\� DOVR� VWDWHG� WKDW� LWV�0LFUR&RRO�

JRZQV�DUH�UHFRJQL]HG�DV�³LQQRYDWLYH��FRVW�HIIHFWLYH�DQG�KLJK�TXDOLW\�SURGXFWV�´�

���� 2Q�2FWREHU�����������WKH�Shahinian FODVV�DFWLRQ�ODZVXLW�ZDV�ILOHG�LQ�WKH�&HQWUDO�

'LVWULFW� RI� &DOLIRUQLD� DJDLQVW� .LPEHUO\�&ODUN� DQG� +DO\DUG� IRU� IUDXGXOHQW� FRQFHDOPHQW�QRQ�

GLVFORVXUH��IUDXG��DIILUPDWLYH�PLVUHSUHVHQWDWLRQV���DQG�XQIDLU�EXVLQHVV�SUDFWLFHV���7KH�&RPSODLQW�

DOOHJHV� WKDW� WKH� 'HIHQGDQWV� IDOVHO\� UHSUHVHQWHG� WKDW� WKH� 0LFUR&RRO� VXUJLFDO� JRZQV� SURYLGHG�

$$0,�/HYHO���SURWHFWLRQ�HYHQ�WKRXJK�LQGHSHQGHQW�ODE�WHVWLQJ�SURYHG�RWKHUZLVH����

���� $V� D� UHVXOW� RI� WKH� ILOLQJ�� RQ�2FWREHU� ���� ������+DO\DUG� VWRFN� GURSSHG� ������ WR�

���������7KH�&RPSDQ\�DWWULEXWHG�QR�YDOLGLW\�WR�WKH�FODLPV�DQG�KDV�YLJRURXVO\�GHQLHG�WKHP�VLQFH���
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:LWK� WKH� QHZV� KLWWLQJ� WKH� PDUNHW� ZLWK� OLWWOH� LQWHQVLW\�� DQG� ZLWK� WKH� &RPSDQ\� FRQWLQXLQJ� WR�

UHSUHVHQW�WKDW�LWV�0LFUR&RRO�JRZQV�GLG�LQ�IDFW�SURYLGH�$$0,�/HYHO���SURWHFWLRQ��WKH�VWRFN�SULFH�

TXLFNO\�UHERXQGHG��

���� 2Q� 2FWREHU� ���� ������ Reuters� SXEOLVKHG� DQ� DUWLFOH� HQWLWOHG� ³+DO\DUG� +HDOWK�

SRLVHG� WR� VKLQH� LQ� GHEXW� RQ�EDFN�RI�(EROD� VFDUH�´� �7KH�Reuters� DUWLFOH� VWDWHG�� LQ� SDUW�� � ³6LQFH�

(EROD� ZDV� ILUVW� GLDJQRVHG� LQ� WKH� 8QLWHG� 6WDWHV�� GHPDQG� KDV� VXUJHG� IRU� WKH� H\H� VKLHOGV�� IDFH�

PDVNV�DQG�GLVSRVDEOH�JRZQV�PDGH�E\�+DO\DUG�+HDOWK�,QF���ZKLFK�LV�VHW�WR�PDNH�LWV�PDUNHW�GHEXW�

RQ�0RQGD\��������7KH�(EROD�RXWEUHDN²DQG�IHDU�RI�LWV�VSUHDG�LQ�GHYHORSHG�FRXQWULHV²LV�FHUWDLQ�WR�

VSXU�JURZWK�LQ�GHPDQG�IRU�+DO\DUG¶V�SURGXFWV�LQ�WKH�QHDU�IXWXUH�´�

���� 8SRQ�LQIRUPDWLRQ�DQG�EHOLHI��DW�DOO�UHOHYDQW�WLPHV�WKH�(EROD�3UHSDUHGQHVV�VHFWLRQ�

RI� +DO\DUG¶V� ZHEVLWH� VWDWHG� WKDW� WKH� &RPSDQ\� ³ZDQW>HG@� WR� SURDFWLYHO\� SURYLGH� \RX� ZLWK�

JXLGDQFH�RQ�SUHSDULQJ�IRU�D�SDQGHPLF�DV�ZHOO�DV�VROXWLRQV�IRU�SURSHU�33(�´�DQG�LQFOXGHG�D�OLQN�

WR� WKH�+DO\DUG�3HUVRQDO�3URWHFWLRQ�6ROXWLRQV�*XLGH��WKH�³3HUVRQDO�3URWHFWLRQ�*XLGH´���D� OLVW�RI�

+DO\DUG¶V� 33(� SURGXFWV�� � 7KH� 3HUVRQDO� 3URWHFWLRQ�*XLGH� UHFRPPHQGHG�+DO\DUG¶V�0LFUR&RRO�

6XUJLFDO�*RZQV�DV�D�VROXWLRQ�WKDW�RIIHUHG�³$$0,�/HYHO�����/LTXLG�%DUULHU�3URWHFWLRQ�´��%\�WKH�

$$0,�/HYHO� �� GHVLJQDWLRQ��+DO\DUG� UHSUHVHQWHG� WKDW� LWV�0LFUR&RRO� 6XUJLFDO�*RZQV� SURYLGHG�

DGHTXDWH�SURWHFWLRQ�IRU�VLWXDWLRQV�WKDW�HQWDLOHG�D�KLJK�H[SRVXUH�ULVN�LQ�WHUPV�RI�³IOXLG�DPRXQW�´�

³IOXLG�VSUD\�RU�VSODVK´�DQG�³SUHVVXUH�RQ�JRZQ´�SHU�WKH�JXLGHOLQHV�HVWDEOLVKHG�E\�WKH�$VVRFLDWLRQ�

IRU�WKH�$GYDQFHPHQW�RI�0HGLFDO�,QVWUXPHQWDWLRQ��

���� 2Q�1RYHPEHU�����������+DO\DUG�ILOHG�D�4XDUWHUO\�5HSRUW�RQ�)RUP����4�ZLWK�WKH�

6(&�IRU�WKH�TXDUWHU�HQGHG�6HSWHPEHU�����������WKH�³+DO\DUG�4����������4´����,Q�WKH�+DO\DUG�

4����������4��WKH�&RPSDQ\�VWDWHG��LQ�SDUW���

2XU� SURGXFWV� DQG� VROXWLRQV� DUH� GHVLJQHG� WR� DGGUHVV� VRPH� RI� WRGD\¶V� PRVW�
LPSRUWDQW�KHDOWKFDUH�QHHGV��QDPHO\�preventing infections�DQG�UHGXFLQJ�WKH�XVH�RI�
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QDUFRWLFV�ZKLOH�KHOSLQJ�SDWLHQWV�PRYH�IURP�VXUJHU\�WR�UHFRYHU\���We market and 
support the efficacy, safety, and economic benefit of our products with a 
significant body of clinical evidence. 

�(PSKDVHV�DGGHG���
�

���� 7KH� +DO\DUG� 4�� ����� ���4� FRQWDLQHG� VLJQHG� FHUWLILFDWLRQV� E\� 'HIHQGDQWV�

$EHUQDWK\� DQG�9RVNXLO�� VWDWLQJ� WKDW� WKH�+DO\DUG�4�� ����� ���4� ³GRHV� QRW� FRQWDLQ� DQ\� XQWUXH�

VWDWHPHQW� RI� D�PDWHULDO� IDFW� RU� RPLW� WR� VWDWH� D�PDWHULDO� IDFW� QHFHVVDU\� WR�PDNH� WKH� VWDWHPHQWV�

PDGH��LQ�OLJKW�RI�WKH�FLUFXPVWDQFHV�XQGHU�ZKLFK�VXFK�VWDWHPHQWV�ZHUH�PDGH��QRW�PLVOHDGLQJ�´�

���� 2Q�0DUFK� ���� ������ +DO\DUG� ILOHG� LWV� $QQXDO� 5HSRUW� IRU� WKH� TXDUWHU� DQG� \HDU�

HQGHG�'HFHPEHU����������RQ�)RUP����.�ZLWK�WKH�6(&��WKH�³��������.´��� �,Q�WKH���������.��

+DO\DUG�UHLWHUDWHG�WKH�PLVOHDGLQJ�VWDWHPHQWV�IURP�WKH�+DO\DUG�4����������4�DQG�DOVR�VWDWHG��

,Q� RXU� 6	,3� EXVLQHVV�� ZH� DUH� IRFXVHG� RQ� PDLQWDLQLQJ� RXU� PDUNHW� SRVLWLRQ� E\�
SURYLGLQJ�LQQRYDWLYH�FXVWRPHU�SUHIHUUHG�SURGXFW�HQKDQFHPHQWV��ZLWK�D�SDUWLFXODU�
IRFXV� RQ� WKH� RSHUDWLQJ� URRP�� /HYHUDJLQJ� FXVWRPHU� LQVLJKWV� DQG� RXU� YHUWLFDOO\�
LQWHJUDWHG� PDQXIDFWXULQJ� FDSDELOLWLHV�� ZH� VHHN� WR� FRQWLQXRXVO\� LPSURYH� RXU�
SURGXFW� GHVLJQV�� VSHFLILFDWLRQV� DQG� IHDWXUHV� WR� GHOLYHU� FRVW� HIILFLHQFLHV� ZKLOH�
LPSURYLQJ�KHDOWKFDUH�ZRUNHU�DQG�SDWLHQW�SURWHFWLRQ��

�(PSKDVHV�DGGHG���

���� 7KH���������.��ZKLFK�LGHQWLILHG�0LFUR&RRO�DV�D�³SULQFLSDO�VRXUFH�RI�UHYHQXH´�LQ�

+DO\DUG¶V�6	,3�EXVLQHVV�VHJPHQW��FRQWDLQHG�VLJQHG�FHUWLILFDWLRQV�E\�'HIHQGDQWV�$EHUQDWK\�DQG�

9RVNXLO��VWDWLQJ�WKDW�WKH���������.�³GRHV�QRW�FRQWDLQ�DQ\�XQWUXH�VWDWHPHQW�RI�D�PDWHULDO�IDFW�RU�

RPLW�WR�VWDWH�D�PDWHULDO�IDFW�QHFHVVDU\�WR�PDNH�WKH�VWDWHPHQWV�PDGH��LQ�OLJKW�RI�WKH�FLUFXPVWDQFHV�

XQGHU�ZKLFK�VXFK�VWDWHPHQWV�ZHUH�PDGH��QRW�PLVOHDGLQJ�´�

���� 2Q�0D\����������+DO\DUG�ILOHG�D�4XDUWHUO\�5HSRUW�RQ�)RUP����4�ZLWK� WKH�6(&�

IRU�WKH�TXDUWHU�HQGHG�0DUFK�����������WKH�³4����������4´����,Q�WKH�4����������4��WKH�&RPSDQ\�

UHLWHUDWHG�WKH�PLVOHDGLQJ�VWDWHPHQWV�FRQWDLQHG�LQ�WKH�+DO\DUG�4����������4��

Case 1:16-cv-05093-LTS   Document 47   Filed 12/06/16   Page 19 of 36



�

� ���

���� 7KH�4����������4�FRQWDLQHG�VLJQHG�FHUWLILFDWLRQV�E\�'HIHQGDQWV�$EHUQDWK\�DQG�

9RVNXLO��VWDWLQJ�WKDW�WKH�4����������4�³GRHV�QRW�FRQWDLQ�DQ\�XQWUXH�VWDWHPHQW�RI�D�PDWHULDO�IDFW�

RU� RPLW� WR� VWDWH� D� PDWHULDO� IDFW� QHFHVVDU\� WR� PDNH� WKH� VWDWHPHQWV� PDGH�� LQ� OLJKW� RI� WKH�

FLUFXPVWDQFHV�XQGHU�ZKLFK�VXFK�VWDWHPHQWV�ZHUH�PDGH��QRW�PLVOHDGLQJ�´�

���� 2Q�$XJXVW� ���� ������+DO\DUG� ILOHG� D�4XDUWHUO\�5HSRUW� RQ� )RUP� ���4�ZLWK� WKH�

6(&� IRU� WKH� TXDUWHU� HQGHG� -XQH� ���� ����� �WKH� ³4�� ����� ���4´���� ,Q� WKH� 4�� ����� ���4�� WKH�

&RPSDQ\�UHLWHUDWHG�WKH�PLVOHDGLQJ�VWDWHPHQWV�FRQWDLQHG�LQ�WKH�+DO\DUG�4����������4�

���� 7KH�4����������4�DOVR�UHYHDOHG�WKH�Shahinian ODZVXLW�IRU�WKH�ILUVW�WLPH�DV�ZHOO�DV�

LQYHVWLJDWLRQV�E\�WKH�'HSDUWPHQW�RI�9HWHUDQ�$IIDLUV�DQG�WKH�'HSDUWPHQW�RI�-XVWLFH��

:H�KDYH�DQ�,QGHPQLILFDWLRQ�2EOLJDWLRQ�IRU��DQG�KDYH�DVVXPHG�WKH�GHIHQVH�RI��WKH�
PDWWHU�VW\OHG�Shahinian, et al. v. Kimberly-Clark Corporation, et al.,�1R�������FY�
������'0*�6+��&�'��&DO����ILOHG�RQ�2FWREHU�����������,Q�WKDW�FDVH��WKH�SODLQWLII�
EULQJV�D�SXWDWLYH�QDWLRQZLGH�FODVV�DFWLRQ�DVVHUWLQJ�FODLPV�IRU�FRPPRQ�ODZ�IUDXG�
�DIILUPDWLYH� PLVUHSUHVHQWDWLRQ� DQG� IUDXGXOHQW� FRQFHDOPHQW��� QHJOLJHQW�
PLVUHSUHVHQWDWLRQ�� DQG� YLRODWLRQ� RI� &DOLIRUQLD¶V� 8QIDLU� &RPSHWLWLRQ� /DZ� LQ�
FRQQHFWLRQ� ZLWK� RXU� PDUNHWLQJ� DQG� VDOH� RI� 0LFUR&RRO� VXUJLFDO� JRZQV�� 2Q�
)HEUXDU\���� ������ZH�PRYHG� WR� GLVPLVV� WKH� FRPSODLQW� RQ�PXOWLSOH� JURXQGV��2Q�
-XO\�����������WKH�&RXUW�LVVXHG�DQ�RUGHU�RQ�WKH�PRWLRQ�WR�GLVPLVV��GLVPLVVLQJ�WKH�
QHJOLJHQW� PLVUHSUHVHQWDWLRQ� FODLP� EXW� SHUPLWWLQJ� WKH� UHPDLQLQJ� FODLPV� WR� VWDQG�
DQG� SURFHHG� WR� GLVFRYHU\�� $W� WKLV� VWDJH� RI� WKH� SURFHHGLQJV�� ZH� DUH� QRW� DEOH� WR�
HVWLPDWH�DQ\�UDQJH�RI�SRWHQWLDO�ORVV��:H�LQWHQG�WR�FRQWLQXH�RXU�YLJRURXV�GHIHQVH�
RI�WKH�PDWWHU��

,Q�-XQH�������ZH�ZHUH�VHUYHG�ZLWK�D�VXESRHQD�IURP�WKH�'HSDUWPHQW�RI�9HWHUDQV�
$IIDLUV�2IILFH�RI� WKH�,QVSHFWRU�*HQHUDO��³9$�2,*´��VHHNLQJ�LQIRUPDWLRQ�UHODWHG�
WR� WKH�GHVLJQ��PDQXIDFWXUH�� WHVWLQJ�� VDOH� DQG�SURPRWLRQ�RI�0LFUR&RRO� DQG�RWKHU�
&RPSDQ\�VXUJLFDO�JRZQV��DQG��LQ�-XO\��DOVR�EHFDPH�DZDUH�WKDW�WKH�VXESRHQD�DQG�
DQ� HDUOLHU�9$�2,*� VXESRHQD� VHUYHG� RQ�.LPEHUO\�&ODUN� UHTXHVWLQJ� LQIRUPDWLRQ�
DERXW� JRZQ� VDOHV� WR� WKH� IHGHUDO� JRYHUQPHQW� DUH� UHODWHG� WR� D� 8QLWHG� 6WDWHV�
'HSDUWPHQW� RI� -XVWLFH� �³'2-´�� LQYHVWLJDWLRQ�� 1R� FODLPV� KDYH� EHHQ� DVVHUWHG�
DJDLQVW�.LPEHUO\�&ODUN�RU�WKH�&RPSDQ\�E\�WKH�9$�2,*�RU�WKH�'2-�DW�WKLV�WLPH��
,I� D� FODLP� LV� DVVHUWHG� DJDLQVW�.LPEHUO\�&ODUN� UHODWLQJ� WR�0LFUR&RRO� JRZQV��ZH�
H[SHFW�WKDW�VXFK�D�FODLP�ZRXOG�JLYH�ULVH�WR�DQ�,QGHPQLILFDWLRQ�2EOLJDWLRQ�XQGHU�
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WKH� GLVWULEXWLRQ� DJUHHPHQW� ZLWK� .LPEHUO\�&ODUN�� 7KH� &RPSDQ\� LV� FRRSHUDWLQJ�
ZLWK�WKH�9$�2,*¶V�UHTXHVW�DQG�WKH�'2-�LQYHVWLJDWLRQ��

���� %XULHG�DPLGVW�WKH�HDUQLQJV�LQIRUPDWLRQ�LVVXHG�LQ�WKH�VDPH�ILOLQJ��WKH�PDUNHW�SDLG�

OLWWOH�KHHG�WR�WKH�GLVFORVXUH�RI�WKH�ODZVXLW�DQG�WKH�UHODWHG�LQYHVWLJDWLRQV����

���� 7KH�4����������4�FRQWDLQHG�VLJQHG�FHUWLILFDWLRQV�E\�'HIHQGDQWV�$EHUQDWK\�DQG�

9RVNXLO��VWDWLQJ�WKDW�WKH�4����������4�³GRHV�QRW�FRQWDLQ�DQ\�XQWUXH�VWDWHPHQW�RI�D�PDWHULDO�IDFW�

RU� RPLW� WR� VWDWH� D� PDWHULDO� IDFW� QHFHVVDU\� WR� PDNH� WKH� VWDWHPHQWV� PDGH�� LQ� OLJKW� RI� WKH�

FLUFXPVWDQFHV�XQGHU�ZKLFK�VXFK�VWDWHPHQWV�ZHUH�PDGH��QRW�PLVOHDGLQJ�´�

���� 2Q�1RYHPEHU����������+DO\DUG�ILOHG�D�4XDUWHUO\�5HSRUW�RQ�)RUP����4�ZLWK�WKH�

6(&� IRU� WKH� TXDUWHU� HQGHG� 6HSWHPEHU� ���� ����� �WKH� ³4�� ����� ���4´���� 7KH� 4�� ����� ���4�

UHLWHUDWHG� WKH� LQIRUPDWLRQ� SURYLGHG� LQ� WKH�4�� ����� ���4� UHJDUGLQJ� WKH� OHJDO� SURFHHGLQJV� DQG�

UHJXODWRU\� LQYHVWLJDWLRQV� UHODWLQJ� WR�0LFUR&RRO�� � 7KH� &RPSDQ\� DOVR� UHLWHUDWHG� WKH�PLVOHDGLQJ�

VWDWHPHQWV�FRQWDLQHG�LQ�WKH�+DO\DUG�4����������4��

���� 7KH�4����������4�FRQWDLQHG�VLJQHG�FHUWLILFDWLRQV�E\�'HIHQGDQWV�$EHUQDWK\�DQG�

9RVNXLO��VWDWLQJ�WKDW�WKH�4����������4�³GRHV�QRW�FRQWDLQ�DQ\�XQWUXH�VWDWHPHQW�RI�D�PDWHULDO�IDFW�

RU� RPLW� WR� VWDWH� D� PDWHULDO� IDFW� QHFHVVDU\� WR� PDNH� WKH� VWDWHPHQWV� PDGH�� LQ� OLJKW� RI� WKH�

FLUFXPVWDQFHV�XQGHU�ZKLFK�VXFK�VWDWHPHQWV�ZHUH�PDGH��QRW�PLVOHDGLQJ�´�

���� 2Q�)HEUXDU\�����������+DO\DUG� ILOHG� LWV�$QQXDO�5HSRUW� RQ�)RUP����.�ZLWK� WKH�

6(&� IRU� WKH� TXDUWHU� DQG� \HDU� HQGHG�'HFHPEHU� ���� ����� �WKH� ³����� ���.´��� � 7KH� ����� ���.�

UHLWHUDWHG�WKH�ILQDQFLDO�DQG�RSHUDWLQJ�UHVXOWV�SUHYLRXVO\�DQQRXQFHG�LQ�WKH��������.���,Q�WKH������

���.��+DO\DUG�UHLWHUDWHG�WKH�PLVOHDGLQJ�VWDWHPHQWV�FRQWDLQHG�LQ�WKH�+DO\DUG�4����������4�DQG�

DOVR�VWDWHG��LQ�SDUW��

,Q� RXU� 6	,3� EXVLQHVV�� ZH� DUH� IRFXVHG� RQ� PDLQWDLQLQJ� RXU� PDUNHW� SRVLWLRQ� E\�
SURYLGLQJ�LQQRYDWLYH�FXVWRPHU�SUHIHUUHG�SURGXFW�HQKDQFHPHQWV��ZLWK�D�SDUWLFXODU�
IRFXV� RQ� WKH� RSHUDWLQJ� URRP�� /HYHUDJLQJ� FXVWRPHU� LQVLJKWV� DQG� RXU� YHUWLFDOO\�
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LQWHJUDWHG� PDQXIDFWXULQJ� FDSDELOLWLHV�� ZH� VHHN� WR� FRQWLQXRXVO\� LPSURYH� RXU�
SURGXFW� GHVLJQV�� VSHFLILFDWLRQV� DQG� IHDWXUHV� WR� GHOLYHU� FRVW� HIILFLHQFLHV� ZKLOH�
LPSURYLQJ�KHDOWKFDUH�ZRUNHU�DQG�SDWLHQW�SURWHFWLRQ��:H�FRQWLQXRXVO\�UHIUHVK�RXU�
VXUJLFDO�GUDSH�DQG�JRZQ�SRUWIROLR�WR�HQVXUH�WKDW�RXU�SURGXFWV�DUH�DOLJQHG�ZLWK�WKH�
ODWHVW� SURFHGXUDO� DQG� PDUNHW� WUHQGV�� 2XU� UHVHDUFK� WHDP� ZRUNV� ZLWK� KHDOWKFDUH�
SURYLGHUV�WR�GHYHORS�DQG�GHVLJQ�H[DP�JORYH�DQG�DSSDUHO�SRUWIROLRV�WKDW�RSWLPL]H�
FRPIRUW�DQG� ILW� DQG�SURYLGH�FRVW�HIIHFWLYH� LQIHFWLRQ�SUHYHQWLRQ�VROXWLRQV� IRU�XVH�
WKURXJKRXW�WKH�KRVSLWDO��

�(PSKDVHV�DGGHG���

���� 7KH���������.�RQFH�DJDLQ�LGHQWLILHG�0LFUR&RRO�DV�D�SULQFLSDO�VRXUFH�RI�UHYHQXH�

ZLWKLQ� LWV� 6	,3� VHJPHQW�� � 7KH� ����� ���.� DOVR� UHLWHUDWHG� WKH� VDPH� LQIRUPDWLRQ� UHJDUGLQJ� WKH�

OHJDO� SURFHHGLQJV� DQG� UHJXODWRU\� LQYHVWLJDWLRQV� UHODWLQJ� WR� 0LFUR&RRO� WKDW� KDG� EHHQ� EURXJKW�

DJDLQVW�WKH�&RPSDQ\����

���� 7KH� &RPSDQ\� FRQWLQXHG� WR� PDUNHW� 0LFUR&RRO� DV� SURYLGLQJ� $$0,� /HYHO� ��

SURWHFWLRQ��

���� 7KH� ����� ���.� FRQWDLQHG� VLJQHG� FHUWLILFDWLRQV� E\� 'HIHQGDQWV� $EHUQDWK\� DQG�

9RVNXLO��VWDWLQJ�WKDW�WKH���������.�³GRHV�QRW�FRQWDLQ�DQ\�XQWUXH�VWDWHPHQW�RI�D�PDWHULDO�IDFW�RU�

RPLW�WR�VWDWH�D�PDWHULDO�IDFW�QHFHVVDU\�WR�PDNH�WKH�VWDWHPHQWV�PDGH��LQ�OLJKW�RI�WKH�FLUFXPVWDQFHV�

XQGHU�ZKLFK�VXFK�VWDWHPHQWV�ZHUH�PDGH��QRW�PLVOHDGLQJ�´�

���� 7KH� VWDWHPHQWV� UHIHUHQFHG� DERYH� ZHUH�PDWHULDOO\� IDOVH� DQG�PLVOHDGLQJ� EHFDXVH�

'HIHQGDQWV� IDLOHG� WR� GLVFORVH� WKDW�� �L�� WKH� &RPSDQ\¶V�0LFUR&RRO� VXUJLFDO� JRZQV� FRQVLVWHQWO\�

IDLOHG�HIIHFWLYHQHVV�WHVWV�DQG�IDLOHG�WR�PHHW�LQGXVWU\�VWDQGDUGV���LL��.LPEHUO\�&ODUN�DQG�+DO\DUG�

KDG�NQRZLQJO\�SURYLGHG�GHIHFWLYH�0LFUR&RRO�VXUJLFDO�JRZQV�WR�KHDOWKFDUH�SURYLGHUV��DQG��LLL��DV�

D�UHVXOW�RI�WKH�IRUHJRLQJ��'HIHQGDQWV¶�SXEOLF�VWDWHPHQWV�ZHUH�PDWHULDOO\�IDOVH�DQG�PLVOHDGLQJ�DW�

DOO�UHOHYDQW�WLPHV������
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7KH�7UXWK�(PHUJHV�

���� 2Q� 0D\� ��� ������ 60 Minutes� UHSRUWHG� WKDW� .LPEHUO\�&ODUN� DQG� +DO\DUG� KDG�

NQRZLQJO\� SURYLGHG� GHIHFWLYH� VXUJLFDO� JRZQV� WR� 8�6�� ZRUNHUV� DW� WKH� KHLJKW� RI� WKH� (EROD�

FULVLV�� �,Q�DQ� LQWHUYLHZ�ZLWK�$QGHUVRQ�&RRSHU��%HUQDUG�9H]HDX�� WKH�JOREDO� VWUDWHJLF�PDUNHWLQJ�

GLUHFWRU�IRU�0LFUR&RRO�DQG�RWKHU�SURGXFWV�IURP������WR�HDUO\�������ILUVW�DW�.LPEHUO\�&ODUN��ODWHU�

DW�+DO\DUG���VWDWHG�WKDW�³WKH�FRPSDQ\�ZHQW� LQWR�KLJK�JHDU�WR�VHOO� WKH�SURGXFW´�GHVSLWH�NQRZLQJ�

WKDW�³WKH�JRZQV�ZHUH�QRW�FRQVLVWHQWO\�PHHWLQJ�LQGXVWU\�VWDQGDUGV�´�

$QGHUVRQ�&RRSHU��These gowns were being recommended for use with Ebola. 
�
%HUQDUG�9H]HDX��$JJUHVVLYHO\�EHLQJ�UHFRPPHQGHG��
�
$QGHUVRQ�&RRSHU��,Q�ZKDW�ZD\�DJJUHVVLYHO\"�
�
%HUQDUG�9H]HDX��We put a full court press to drive MicroCool sales��:H� WROG�
KRVSLWDOV�WR�VWRFN�XS�RQ�RXU�0LFUR&RRO�SURGXFWV��:H�WROG�
HP�WR�KDYH�DW�OHDVW���WR�
���ZHHNV�RI�SURGXFW�RQ�KDQG��$QG� WKDW
V�ZKHQ� WKLQJV�EHFDPH�YHU\�GLIILFXOW� IRU�
PH��
�
������
�
%HUQDUG�9H]HDX��7KHUH�LV�D�WHVW��$QG�LW
V�FRQGXFWHG�LQ�RXWVLGH�IDFLOLWLHV��
�
$QGHUVRQ�&RRSHU��6R�did your gowns consistently pass this test?�
�
%HUQDUG�9H]HDX��No, they did not. 
�
������
�
$QGHUVRQ�&RRSHU��'LG�\RX�UHFHLYH�FRPSODLQWV�IURP�QXUVHV��IURP�VXUJHRQV�DW�DOO"�
�
%HUQDUG�9H]HDX��2Q�WKHVH�JRZQV"�
�
$QGHUVRQ�&RRSHU��<HDK��
�
%HUQDUG�9H]HDX��2K��IUHTXHQWO\��2Q�D�YHU\�IUHTXHQW�EDVLV��
�
$QGHUVRQ�&RRSHU��:KDW�NLQGD�FRPSODLQWV"�
�
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%HUQDUG� 9H]HDX�� 2K�� complaints of strike-through, sleeves falling off, ties 
falling off. 
�
$QGHUVRQ�&RRSHU��6OHHYHV�IDOOLQJ�RII��
�
%HUQDUG�9H]HDX��6OHHYHV�IDOOLQJ�RII��6OHHYHV�IDOOLQJ�RII�GXULQJ�D�SURFHGXUH��
�
$QGHUVRQ�&RRSHU��:HUH�\RX�DW�PHHWLQJV�ZKHUH�WKHVH�SUREOHPV�ZHUH�GLVFXVVHG"�
�
%HUQDUG� 9H]HDX�� (YHU\� WLPH�� We were the ones who were telling senior 
management the problems that we were having. 
�

�(PSKDVHV�DGGHG���
�
���� 7KH� 60 Minutes� UHSRUW� DOVR� GHVFULEHG� DQ� LQGHSHQGHQW� WHVW� LQ� 'HFHPEHU� ������

UHTXHVWHG� E\� &DUGLQDO� +HDOWK�� ,QF��� D� FRPSHWLWRU� RI� .LPEHUO\�&ODUN� DQG� ODWHU� RI� +DO\DUG�� LQ�

ZKLFK�����RI�WKH�0LFUR&RRO�JRZQV�WHVWHG�IDLOHG���7KH�UHSRUW�DOVR�GHVFULEHG�)HEUXDU\�DQG�0DUFK�

����� WHVWV� DQG� ODERUDWRU\� UHSRUWV�� UHTXHVWHG� E\� .LPEHUO\�&ODUN�� LQ� ZKLFK� VRPH� ���� RI� WKH�

0LFUR&RRO� JRZQV� WHVWHG� IDLOHG�� DQG� LQ� ZKLFK� VRPH� VDPSOHV� VXEPLWWHG� ³ZHUHQ¶W� HYHQ� WHVWHG�

EHFDXVH�WKH�VOHHYHV�ZHUH�VR�EDG���7KH�ODE�WRRN�>WKH�VOHHYHV@�RXW�RI�WKH�SDFNDJH�DQG�WKH\�ZHUH�VR�

EDG�WKDW�WKH\�GLGQ¶W�HYHQ�WHVW�>WKHP@�EHFDXVH�LW�ZDV�REYLRXV�ZKDW�ZDV�JRLQJ�WR�KDSSHQ�´�

���� 7KH� 60 Minutes� UHSRUW� DOVR� UHIHUHQFHG� DQ� LQWHUQDO� +DO\DUG� 3RZHU3RLQW�

SUHVHQWDWLRQ� IURP� 1RYHPEHU� ����� ³WKDW� LGHQWLILHV� D� \HDU�DQG�D�KDOI� µJDS� LQ� VOHHYH� VHDPV�

SDVVLQJ¶� WKH� LQGXVWU\� WHVW�´� ZKLFK� +DO\DUG¶V� &KLHI� 2SHUDWLQJ� 2IILFHU�� &KULV� /RZHU\��

DFNQRZOHGJHG� KDYLQJ� VHHQ�� � +DO\DUG� DGYLVHG� 60 Minutes� WKDW� ³>E@\� -DQXDU\� ����� �� �� �� >WKH�

&RPSDQ\@� KDG� QHZ� VHDOLQJ� PDFKLQHV� LQ� SODFH� WR� LPSURYH� WKH� TXDOLW\� RI� LWV� VOHHYHV�´� DQ�

DFNQRZOHGJPHQW� WKDW� WKH� PDQXIDFWXULQJ� SURFHVVHV� IRU� WKH� &RPSDQ\¶V� 0LFUR&RRO� JRZQV� KDG�

SUHYLRXVO\�EHHQ�LQDGHTXDWH��

���� $V�D�UHVXOW�RI�WKLV�QHZV��+DO\DUG�VWRFN�IHOO��������RU�������WR�FORVH�DW��������RQ�

0D\����������

Case 1:16-cv-05093-LTS   Document 47   Filed 12/06/16   Page 24 of 36



�

� ���

���� $V� D� UHVXOW� RI� 'HIHQGDQWV
� ZURQJIXO� DFWV� DQG� RPLVVLRQV�� DQG� WKH� SUHFLSLWRXV�

GHFOLQH�LQ�WKH�PDUNHW�YDOXH�RI�WKH�&RPSDQ\
V�VHFXULWLHV��/HDG�3ODLQWLII�DQG�RWKHU�&ODVV�PHPEHUV�

KDYH�VXIIHUHG�VLJQLILFDQW�ORVVHV�DQG�GDPDJHV��

$'',7,21$/�6&,(17(5�$//(*$7,216�

���� 'XULQJ� WKH� &ODVV� 3HULRG�� DQG� SULRU� WR� WKH� VSLQRII� RI� +DO\DUG�� 'HIHQGDQW� )DON�

UHFHLYHG�������������LQ�SURFHHGV�IURP�KLV�VDOHV�RI�.LPEHUO\�&ODUN�VWRFN���)RU�WKDW�VDPH�SHULRG��

'HIHQGDQW�%XWKPDQ�UHFHLYHG�������������LQ�SURFHHGV�IURP�KLV�VDOHV�RI�.LPEHUO\�&ODUN�VWRFN���

7KHVH� VDOHV� ZHUH� DEQRUPDO� DV� FRPSDUHG� WR� SUHYLRXV� VDOHV� RI� .LPEHUO\�&ODUN� VWRFN� E\� WKHVH�

,QGLYLGXDO�'HIHQGDQWV��

/($'�3/$,17,))¶6�&/$66�$&7,21�$//(*$7,216�

���� /HDG�3ODLQWLII�EULQJV�WKLV�DFWLRQ�DV�D�FODVV�DFWLRQ�SXUVXDQW�WR�)HGHUDO�5XOH�RI�&LYLO�

3URFHGXUH� ���D�� DQG� �E����� RQ� EHKDOI� RI� D� FODVV�� FRQVLVWLQJ� RI� DOO� WKRVH�ZKR� ���� SXUFKDVHG� RU�

RWKHUZLVH� DFTXLUHG�.LPEHUO\�&ODUN� VHFXULWLHV� RQ� RU� DIWHU� )HEUXDU\� ���� ����� DQG� VXEVHTXHQWO\�

UHFHLYHG� +DO\DUG� VHFXULWLHV� SXUVXDQW� WR� .LPEHUO\�&ODUN¶V� VSLQ�RII� RI� +DO\DUG�� HIIHFWLYH� DV� RI�

2FWREHU� ���� ������ DQG�RU� ���� SXUFKDVHG� RU� RWKHUZLVH� DFTXLUHG� +DO\DUG� VHFXULWLHV� EHWZHHQ�

2FWREHU� ���� ����� DQG� $SULO� ���� ������ DQG� ZHUH� GDPDJHG� XSRQ� WKH� UHYHODWLRQ� RI� WKH� DOOHJHG�

FRUUHFWLYH�GLVFORVXUHV��WKH�³&ODVV´����([FOXGHG�IURP�WKH�&ODVV�DUH�'HIHQGDQWV�KHUHLQ��WKH�RIILFHUV�

DQG� GLUHFWRUV� RI� WKH�&RPSDQ\�� DW� DOO� UHOHYDQW� WLPHV��PHPEHUV� RI� WKHLU� LPPHGLDWH� IDPLOLHV� DQG�

WKHLU�OHJDO�UHSUHVHQWDWLYHV��KHLUV��VXFFHVVRUV�RU�DVVLJQV�DQG�DQ\�HQWLW\�LQ�ZKLFK�'HIHQGDQWV�KDYH�

RU�KDG�D�FRQWUROOLQJ�LQWHUHVW��

���� 7KH� PHPEHUV� RI� WKH� &ODVV� DUH� VR� QXPHURXV� WKDW� MRLQGHU� RI� DOO� PHPEHUV� LV�

LPSUDFWLFDEOH�� � 7KURXJKRXW� WKH� &ODVV� 3HULRG�� .LPEHUO\�&ODUN� DQG� VXEVHTXHQWO\� +DO\DUG�

VHFXULWLHV� ZHUH� DFWLYHO\� WUDGHG� RQ� WKH� 1<6(�� �:KLOH� WKH� H[DFW� QXPEHU� RI� &ODVV� PHPEHUV� LV�

XQNQRZQ� WR� /HDG� 3ODLQWLII� DW� WKLV� WLPH� DQG� FDQ� EH� DVFHUWDLQHG� RQO\� WKURXJK� DSSURSULDWH�
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GLVFRYHU\�� /HDG� 3ODLQWLII� EHOLHYHV� WKDW� WKHUH� DUH� KXQGUHGV� RU� WKRXVDQGV� RI� PHPEHUV� LQ� WKH�

SURSRVHG�&ODVV���5HFRUG�RZQHUV�DQG�RWKHU�PHPEHUV�RI�WKH�&ODVV�PD\�EH�LGHQWLILHG�IURP�UHFRUGV�

PDLQWDLQHG� E\� +DO\DUG�� .LPEHUO\�&ODUN� RU� WKHLU� WUDQVIHU� DJHQWV� DQG� PD\� EH� QRWLILHG� RI� WKH�

SHQGHQF\� RI� WKLV� DFWLRQ� E\�PDLO�� XVLQJ� WKH� IRUP� RI� QRWLFH� VLPLODU� WR� WKDW� FXVWRPDULO\� XVHG� LQ�

VHFXULWLHV�FODVV�DFWLRQV��

���� /HDG�3ODLQWLII¶V�FODLPV�DUH�W\SLFDO�RI�WKH�FODLPV�RI�WKH�PHPEHUV�RI�WKH�&ODVV�DV�DOO�

PHPEHUV� RI� WKH� &ODVV� DUH� VLPLODUO\� DIIHFWHG� E\�'HIHQGDQWV¶� ZURQJIXO� FRQGXFW� LQ� YLRODWLRQ� RI�

IHGHUDO�ODZ�WKDW�LV�FRPSODLQHG�RI�KHUHLQ��

���� /HDG�3ODLQWLII�ZLOO� IDLUO\�DQG�DGHTXDWHO\�SURWHFW� WKH� LQWHUHVWV�RI� WKH�PHPEHUV�RI�

WKH�&ODVV�DQG�KDV�UHWDLQHG�FRXQVHO�FRPSHWHQW�DQG�H[SHULHQFHG�LQ�FODVV�DQG�VHFXULWLHV�OLWLJDWLRQ���

/HDG�3ODLQWLII�KDV�QR�LQWHUHVWV�DQWDJRQLVWLF�WR�RU�LQ�FRQIOLFW�ZLWK�WKRVH�RI�WKH�&ODVV��

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

SUHGRPLQDWH�RYHU�DQ\�TXHVWLRQV�VROHO\�DIIHFWLQJ� LQGLYLGXDO�PHPEHUV�RI� WKH�&ODVV�� �$PRQJ� WKH�

TXHVWLRQV�RI�ODZ�DQG�IDFW�FRPPRQ�WR�WKH�&ODVV�DUH����

x� ZKHWKHU�WKH�IHGHUDO�VHFXULWLHV�ODZV�ZHUH�YLRODWHG�E\�'HIHQGDQWV¶�DFWV�DV�DOOHJHG�
KHUHLQ��

�
x� ZKHWKHU�VWDWHPHQWV�PDGH�E\�'HIHQGDQWV�WR�WKH�LQYHVWLQJ�SXEOLF�GXULQJ�WKH�&ODVV�

3HULRG� PLVUHSUHVHQWHG� PDWHULDO� IDFWV� DERXW� WKH� EXVLQHVV�� RSHUDWLRQV� DQG�
PDQDJHPHQW�RI�.LPEHUO\�&ODUN�DQG�RU�+DO\DUG��

�
x� ZKHWKHU� WKH� ,QGLYLGXDO� 'HIHQGDQWV� FDXVHG� .LPEHUO\�&ODUN� DQG�RU� +DO\DUG� WR�

LVVXH�IDOVH�DQG�PLVOHDGLQJ�ILQDQFLDO�VWDWHPHQWV�GXULQJ�WKH�&ODVV�3HULRG��
�
x� ZKHWKHU� 'HIHQGDQWV� DFWHG� NQRZLQJO\� RU� UHFNOHVVO\� LQ� LVVXLQJ� IDOVH� DQG�

PLVOHDGLQJ�ILQDQFLDO�VWDWHPHQWV��
�
x� ZKHWKHU�WKH�SULFHV�RI�.LPEHUO\�&ODUN�DQG�RU�+DO\DUG�VHFXULWLHV�GXULQJ�WKH�&ODVV�

3HULRG�ZHUH�DUWLILFLDOO\�LQIODWHG�EHFDXVH�RI�WKH�'HIHQGDQWV¶�FRQGXFW�FRPSODLQHG�
RI�KHUHLQ��DQG�

�
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x� ZKHWKHU�WKH�PHPEHUV�RI�WKH�&ODVV�KDYH�VXVWDLQHG�GDPDJHV�DQG��LI�VR��ZKDW�LV�WKH�
SURSHU�PHDVXUH�RI�GDPDJHV��

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

DGMXGLFDWLRQ�RI�WKLV�FRQWURYHUV\�VLQFH�MRLQGHU�RI�DOO�PHPEHUV�LV�LPSUDFWLFDEOH���)XUWKHUPRUH��DV�

WKH� GDPDJHV� VXIIHUHG� E\� LQGLYLGXDO� &ODVV� PHPEHUV�PD\� EH� UHODWLYHO\� VPDOO�� WKH� H[SHQVH� DQG�

EXUGHQ� RI� LQGLYLGXDO� OLWLJDWLRQ� PDNH� LW� LPSRVVLEOH� IRU� PHPEHUV� RI� WKH� &ODVV� WR� LQGLYLGXDOO\�

UHGUHVV�WKH�ZURQJV�GRQH�WR�WKHP���7KHUH�ZLOO�EH�QR�GLIILFXOW\�LQ�WKH�PDQDJHPHQW�RI�WKLV�DFWLRQ�DV�

D�FODVV�DFWLRQ��

���� /HDG�3ODLQWLII�ZLOO� UHO\�� LQ�SDUW��XSRQ�WKH�SUHVXPSWLRQ�RI�UHOLDQFH�HVWDEOLVKHG�E\�

WKH�IUDXG�RQ�WKH�PDUNHW�GRFWULQH�LQ�WKDW��

x� 'HIHQGDQWV�PDGH�SXEOLF�PLVUHSUHVHQWDWLRQV�RU� IDLOHG� WR�GLVFORVH�PDWHULDO� IDFWV�
GXULQJ�WKH�&ODVV�3HULRG��

x� WKH�RPLVVLRQV�DQG�PLVUHSUHVHQWDWLRQV�ZHUH�PDWHULDO��

x� .LPEHUO\�&ODUN�DQG�+DO\DUG�VHFXULWLHV�DUH�WUDGHG�LQ�DQ�HIILFLHQW�PDUNHW��

x� .LPEHUO\�&ODUN¶V�DQG�+DO\DUG¶V�VKDUHV�ZHUH�OLTXLG�DQG�WUDGHG�ZLWK�PRGHUDWH�WR�
KHDY\�YROXPH�GXULQJ�WKH�&ODVV�3HULRG��

x� .LPEHUO\�&ODUN�DQG�+DO\DUG�WUDGHG�RQ�WKH�1<6(�DQG�ZHUH�FRYHUHG�E\�PXOWLSOH�
DQDO\VWV��

x� WKH�PLVUHSUHVHQWDWLRQV�DQG�RPLVVLRQV�DOOHJHG�ZRXOG�WHQG�WR�LQGXFH�D�UHDVRQDEOH�
LQYHVWRU� WR�PLVMXGJH� WKH� YDOXH� RI� .LPEHUO\�&ODUN¶V� DQG� +DO\DUG¶V� VHFXULWLHV��
DQG�

x� /HDG� 3ODLQWLII� DQG� PHPEHUV� RI� WKH� &ODVV� SXUFKDVHG�� DFTXLUHG� DQG�RU� VROG�
.LPEHUO\�&ODUN� DQG�RU� +DO\DUG� VHFXULWLHV� EHWZHHQ� WKH� WLPH� WKH� 'HIHQGDQWV�
IDLOHG� WR� GLVFORVH� RU�PLVUHSUHVHQWHG�PDWHULDO� IDFWV� DQG� WKH� WLPH� WKH� WUXH� IDFWV�
ZHUH�GLVFORVHG��ZLWKRXW�NQRZOHGJH�RI�WKH�RPLWWHG�RU�PLVUHSUHVHQWHG�IDFWV��

���� %DVHG� XSRQ� WKH� IRUHJRLQJ�� /HDG� 3ODLQWLII� DQG� WKH� PHPEHUV� RI� WKH� &ODVV� DUH�

HQWLWOHG�WR�D�SUHVXPSWLRQ�RI�UHOLDQFH�XSRQ�WKH�LQWHJULW\�RI�WKH�PDUNHW���
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���� $OWHUQDWLYHO\�� /HDG� 3ODLQWLII� DQG� WKH� PHPEHUV� RI� WKH� &ODVV� DUH� HQWLWOHG� WR� WKH�

SUHVXPSWLRQ�RI�UHOLDQFH�HVWDEOLVKHG�E\�WKH�6XSUHPH�&RXUW�LQ�Affiliated Ute Citizens of the State 

of Utah v. United States������8�6����������6��&W���������������DV�'HIHQGDQWV�RPLWWHG�PDWHULDO�

LQIRUPDWLRQ�LQ�WKHLU�&ODVV�3HULRG�VWDWHPHQWV�LQ�YLRODWLRQ�RI�D�GXW\�WR�GLVFORVH�VXFK�LQIRUPDWLRQ��

DV�GHWDLOHG�DERYH��

&2817�,�

�$JDLQVW�$OO�'HIHQGDQWV�)RU�9LRODWLRQV�RI�
6HFWLRQ����E��$QG�5XOH���E���3URPXOJDWHG�7KHUHXQGHU��

���� /HDG�3ODLQWLII�UHSHDWV�DQG�UHDOOHJHV�HDFK�DQG�HYHU\�DOOHJDWLRQ�FRQWDLQHG�DERYH�DV�

LI�IXOO\�VHW�IRUWK�KHUHLQ��

���� 7KLV�&RXQW�LV�DVVHUWHG�DJDLQVW�'HIHQGDQWV�DQG�LV�EDVHG�XSRQ�6HFWLRQ����E��RI�WKH�

([FKDQJH�$FW�����8�6�&������M�E���DQG�5XOH���E���SURPXOJDWHG�WKHUHXQGHU�E\�WKH�6(&��

����� 'XULQJ�WKH�&ODVV�3HULRG��'HIHQGDQWV�HQJDJHG�LQ�D�SODQ��VFKHPH��FRQVSLUDF\�DQG�

FRXUVH�RI�FRQGXFW��SXUVXDQW�WR�ZKLFK�WKH\�NQRZLQJO\�RU�UHFNOHVVO\�HQJDJHG�LQ�DFWV��WUDQVDFWLRQV��

SUDFWLFHV�DQG�FRXUVHV�RI�EXVLQHVV�ZKLFK�RSHUDWHG�DV�D�IUDXG�DQG�GHFHLW�XSRQ�/HDG�3ODLQWLII�DQG�

WKH�RWKHU�PHPEHUV�RI�WKH�&ODVV��PDGH�YDULRXV�XQWUXH�VWDWHPHQWV�RI�PDWHULDO�IDFWV�DQG�RPLWWHG�WR�

VWDWH�PDWHULDO�IDFWV�QHFHVVDU\�LQ�RUGHU�WR�PDNH�WKH�VWDWHPHQWV�PDGH��LQ�OLJKW�RI�WKH�FLUFXPVWDQFHV�

XQGHU�ZKLFK� WKH\�ZHUH�PDGH��QRW�PLVOHDGLQJ�� DQG�HPSOR\HG�GHYLFHV�� VFKHPHV� DQG�DUWLILFHV� WR�

GHIUDXG� LQ�FRQQHFWLRQ�ZLWK� WKH�SXUFKDVH�DQG�VDOH�RI� VHFXULWLHV�� �6XFK�VFKHPH�ZDV� LQWHQGHG� WR��

DQG��WKURXJKRXW�WKH�&ODVV�3HULRG��GLG����L��GHFHLYH�WKH�LQYHVWLQJ�SXEOLF��LQFOXGLQJ�/HDG�3ODLQWLII�

DQG�RWKHU�&ODVV�PHPEHUV��DV�DOOHJHG�KHUHLQ���LL��DUWLILFLDOO\�LQIODWH�DQG�PDLQWDLQ�WKH�PDUNHW�SULFH�

RI�.LPEHUO\�&ODUN�DQG�VXEVHTXHQWO\�+DO\DUG�VHFXULWLHV��DQG��LLL��FDXVH�/HDG�3ODLQWLII�DQG�RWKHU�

PHPEHUV� RI� WKH� &ODVV� WR� SXUFKDVH� RU� RWKHUZLVH� DFTXLUH� .LPEHUO\�&ODUN� DQG� VXEVHTXHQWO\�

+DO\DUG� VHFXULWLHV� DQG� RSWLRQV� DW� DUWLILFLDOO\� LQIODWHG� SULFHV�� � ,Q� IXUWKHUDQFH� RI� WKLV� XQODZIXO�
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VFKHPH�� SODQ� DQG� FRXUVH� RI� FRQGXFW��'HIHQGDQWV�� DQG� HDFK�RI� WKHP�� WRRN� WKH� DFWLRQV� VHW� IRUWK�

KHUHLQ��

����� 3XUVXDQW�WR�WKH�DERYH�SODQ��VFKHPH��FRQVSLUDF\�DQG�FRXUVH�RI�FRQGXFW��HDFK�RI�WKH�

'HIHQGDQWV�SDUWLFLSDWHG�GLUHFWO\�RU�LQGLUHFWO\�LQ�WKH�SUHSDUDWLRQ�DQG�RU�LVVXDQFH�RI�WKH�TXDUWHUO\�

DQG� DQQXDO� UHSRUWV�� 6(&� ILOLQJV�� SUHVV� UHOHDVHV� DQG� RWKHU� VWDWHPHQWV� DQG� GRFXPHQWV� GHVFULEHG�

DERYH�� LQFOXGLQJ� VWDWHPHQWV� PDGH� WR� VHFXULWLHV� DQDO\VWV� DQG� WKH� PHGLD� WKDW� ZHUH� GHVLJQHG� WR�

LQIOXHQFH� WKH� PDUNHW� IRU� .LPEHUO\�&ODUN� DQG�RU� +DO\DUG� VHFXULWLHV�� � 6XFK� UHSRUWV�� ILOLQJV��

UHOHDVHV� DQG� VWDWHPHQWV� ZHUH� PDWHULDOO\� IDOVH� DQG� PLVOHDGLQJ� LQ� WKDW� WKH\� IDLOHG� WR� GLVFORVH�

PDWHULDO� DGYHUVH� LQIRUPDWLRQ� DQG� PLVUHSUHVHQWHG� WKH� WUXWK� DERXW� .LPEHUO\�&ODUN¶V� DQG�RU�

+DO\DUG¶V�ILQDQFHV�DQG�EXVLQHVV�SURVSHFWV��

����� ��%\� YLUWXH� RI� WKHLU� SRVLWLRQV� DW� .LPEHUO\�&ODUN� DQG� +DO\DUG�� 'HIHQGDQWV� KDG�

DFWXDO� NQRZOHGJH� RI� WKH� PDWHULDOO\� IDOVH� DQG� PLVOHDGLQJ� VWDWHPHQWV� DQG� PDWHULDO� RPLVVLRQV�

DOOHJHG�KHUHLQ�DQG�LQWHQGHG�WKHUHE\�WR�GHFHLYH�/HDG�3ODLQWLII�DQG�WKH�RWKHU�PHPEHUV�RI�WKH�&ODVV��

RU��LQ�WKH�DOWHUQDWLYH��'HIHQGDQWV�DFWHG�ZLWK�UHFNOHVV�GLVUHJDUG�IRU�WKH�WUXWK�LQ�WKDW�WKH\�IDLOHG�RU�

UHIXVHG�WR�DVFHUWDLQ�DQG�GLVFORVH�VXFK�IDFWV�DV�ZRXOG�UHYHDO�WKH�PDWHULDOO\�IDOVH�DQG�PLVOHDGLQJ�

QDWXUH�RI� WKH�VWDWHPHQWV�PDGH��DOWKRXJK�VXFK�IDFWV�ZHUH�UHDGLO\�DYDLODEOH� WR�'HIHQGDQWV�� �6DLG�

DFWV� DQG� RPLVVLRQV� RI�'HIHQGDQWV�ZHUH� FRPPLWWHG�ZLOOIXOO\� RU�ZLWK� UHFNOHVV� GLVUHJDUG� IRU� WKH�

WUXWK���,Q�DGGLWLRQ��HDFK�'HIHQGDQW�NQHZ�RU�UHFNOHVVO\�GLVUHJDUGHG�WKDW�PDWHULDO�IDFWV�ZHUH�EHLQJ�

PLVUHSUHVHQWHG�RU�RPLWWHG�DV�GHVFULEHG�DERYH��

����� ,QIRUPDWLRQ�VKRZLQJ�WKDW�'HIHQGDQWV�DFWHG�NQRZLQJO\�RU�ZLWK�UHFNOHVV�GLVUHJDUG�

IRU� WKH� WUXWK� LV�SHFXOLDUO\�ZLWKLQ�'HIHQGDQWV¶�NQRZOHGJH�DQG�FRQWURO�� �$V� WKH� VHQLRU�PDQDJHUV�

DQG�RU�GLUHFWRUV�RI�.LPEHUO\�&ODUN�DQG�RU�+DO\DUG��WKH�,QGLYLGXDO�'HIHQGDQWV�KDG�NQRZOHGJH�RI�

WKH�GHWDLOV�RI�WKH�FRPSDQLHV¶�LQWHUQDO�DIIDLUV��

Case 1:16-cv-05093-LTS   Document 47   Filed 12/06/16   Page 29 of 36



�

� ���

����� 7KH�,QGLYLGXDO�'HIHQGDQWV�DUH� OLDEOH�ERWK�GLUHFWO\�DQG� LQGLUHFWO\� IRU� WKH�ZURQJV�

FRPSODLQHG� RI� KHUHLQ�� � %HFDXVH� RI� WKHLU� SRVLWLRQV� RI� FRQWURO� DQG� DXWKRULW\�� WKH� ,QGLYLGXDO�

'HIHQGDQWV�ZHUH�DEOH�WR�DQG�GLG��GLUHFWO\�RU�LQGLUHFWO\��FRQWURO�WKH�FRQWHQW�RI�WKH�VWDWHPHQWV�RI�

.LPEHUO\�&ODUN� DQG� +DO\DUG�� � $V� RIILFHUV� DQG�RU� GLUHFWRUV� RI� D� SXEOLFO\�KHOG� FRPSDQ\�� WKH�

,QGLYLGXDO�'HIHQGDQWV�KDG�D�GXW\�WR�GLVVHPLQDWH�WLPHO\��DFFXUDWH��DQG�WUXWKIXO�LQIRUPDWLRQ�ZLWK�

UHVSHFW�WR�.LPEHUO\�&ODUN¶V�DQG�+DO\DUG¶V�EXVLQHVVHV��RSHUDWLRQV��IXWXUH�ILQDQFLDO�FRQGLWLRQ�DQG�

IXWXUH�SURVSHFWV�� �$V� D� UHVXOW� RI� WKH�GLVVHPLQDWLRQ�RI� WKH�DIRUHPHQWLRQHG� IDOVH�DQG�PLVOHDGLQJ�

UHSRUWV�� UHOHDVHV� DQG� SXEOLF� VWDWHPHQWV�� WKH�PDUNHW� SULFH� RI� .LPEHUO\�&ODUN� DQG� VXEVHTXHQWO\�

+DO\DUG� VHFXULWLHV� ZDV� DUWLILFLDOO\� LQIODWHG� WKURXJKRXW� WKH� &ODVV� 3HULRG�� � ,Q� LJQRUDQFH� RI� WKH�

DGYHUVH�IDFWV�FRQFHUQLQJ�.LPEHUO\�&ODUN¶V�DQG�+DO\DUG¶V�EXVLQHVV�DQG�ILQDQFLDO�FRQGLWLRQ�ZKLFK�

ZHUH�FRQFHDOHG�E\�'HIHQGDQWV��/HDG�3ODLQWLII�DQG�WKH�RWKHU�PHPEHUV�RI�WKH�&ODVV�SXUFKDVHG�RU�

RWKHUZLVH� DFTXLUHG�.LPEHUO\�&ODUN� DQG� VXEVHTXHQWO\� +DO\DUG� VHFXULWLHV� DW� DUWLILFLDOO\� LQIODWHG�

SULFHV� DQG� UHOLHG�XSRQ� WKH�SULFH�RI� WKH� VHFXULWLHV�� WKH� LQWHJULW\� RI� WKH�PDUNHW� IRU� WKH� VHFXULWLHV�

DQG�RU�XSRQ�VWDWHPHQWV�GLVVHPLQDWHG�E\�'HIHQGDQWV��DQG�ZHUH�GDPDJHG�WKHUHE\��

����� 'XULQJ� WKH� &ODVV� 3HULRG�� .LPEHUO\�&ODUN� DQG� VXEVHTXHQWO\� +DO\DUG� VHFXULWLHV�

ZHUH�WUDGHG�RQ�DQ�DFWLYH�DQG�HIILFLHQW�PDUNHW���/HDG�3ODLQWLII�DQG�WKH�RWKHU�PHPEHUV�RI�WKH�&ODVV��

UHO\LQJ�RQ�WKH�PDWHULDOO\�IDOVH�DQG�PLVOHDGLQJ�VWDWHPHQWV�GHVFULEHG�KHUHLQ��ZKLFK�WKH�'HIHQGDQWV�

PDGH��LVVXHG�RU�FDXVHG�WR�EH�GLVVHPLQDWHG��RU�UHO\LQJ�XSRQ�WKH�LQWHJULW\�RI�WKH�PDUNHW��SXUFKDVHG�

RU� RWKHUZLVH� DFTXLUHG� VKDUHV� RI�.LPEHUO\�&ODUN� DQG� VXEVHTXHQWO\�+DO\DUG� VHFXULWLHV� DW� SULFHV�

DUWLILFLDOO\�LQIODWHG�E\�'HIHQGDQWV¶�ZURQJIXO�FRQGXFW���+DG�/HDG�3ODLQWLII�DQG�WKH�RWKHU�PHPEHUV�

RI� WKH� &ODVV� NQRZQ� WKH� WUXWK�� WKH\� ZRXOG� QRW� KDYH� SXUFKDVHG� RU� RWKHUZLVH� DFTXLUHG� VDLG�

VHFXULWLHV�� RU�ZRXOG� QRW� KDYH� SXUFKDVHG� RU� RWKHUZLVH� DFTXLUHG� WKHP� DW� WKH� LQIODWHG� SULFHV� WKDW�

ZHUH�SDLG���$W�WKH�WLPH�RI�WKH�SXUFKDVHV�DQG�RU�DFTXLVLWLRQV�E\�/HDG�3ODLQWLII�DQG�WKH�&ODVV��WKH�
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WUXH�YDOXH�RI�.LPEHUO\�&ODUN�DQG�VXEVHTXHQWO\�+DO\DUG�VHFXULWLHV�ZDV�VXEVWDQWLDOO\� ORZHU� WKDQ�

WKH� SULFHV� SDLG� E\� /HDG� 3ODLQWLII� DQG� WKH� RWKHU� PHPEHUV� RI� WKH� &ODVV�� � 7KH� PDUNHW� SULFH� RI�

+DO\DUG� VHFXULWLHV� GHFOLQHG� VKDUSO\� XSRQ� SXEOLF� GLVFORVXUH� RI� WKH� IDFWV� DOOHJHG� KHUHLQ� WR� WKH�

LQMXU\�RI�/HDG�3ODLQWLII�DQG�&ODVV�PHPEHUV��

����� %\� UHDVRQ� RI� WKH� FRQGXFW� DOOHJHG� KHUHLQ�� 'HIHQGDQWV� NQRZLQJO\� RU� UHFNOHVVO\��

GLUHFWO\� RU� LQGLUHFWO\�� KDYH� YLRODWHG� 6HFWLRQ� ���E�� RI� WKH� ([FKDQJH� $FW� DQG� 5XOH� ��E���

SURPXOJDWHG�WKHUHXQGHU��

����� $V�D�GLUHFW�DQG�SUR[LPDWH�UHVXOW�RI�'HIHQGDQWV¶�ZURQJIXO�FRQGXFW��/HDG�3ODLQWLII�

DQG� WKH� RWKHU� PHPEHUV� RI� WKH� &ODVV� VXIIHUHG� GDPDJHV� LQ� FRQQHFWLRQ� ZLWK� WKHLU� UHVSHFWLYH�

SXUFKDVHV�� DFTXLVLWLRQV� DQG� VDOHV� RI� +DO\DUG¶V� VHFXULWLHV� GXULQJ� WKH� &ODVV� 3HULRG�� XSRQ� WKH�

GLVFORVXUH� WKDW� .LPEHUO\�&ODUN� DQG� VXEVHTXHQWO\� +DO\DUG� KDG� EHHQ� GLVVHPLQDWLQJ�

PLVUHSUHVHQWHG�ILQDQFLDO�VWDWHPHQWV�WR�WKH�LQYHVWLQJ�SXEOLF��

&2817�,,�

�9LRODWLRQV�RI�6HFWLRQ����D��RI�WKH�
([FKDQJH�$FW�$JDLQVW�7KH�,QGLYLGXDO�'HIHQGDQWV��

����� /HDG� 3ODLQWLII� UHSHDWV� DQG� UHDOOHJHV� HDFK� DQG� HYHU\� DOOHJDWLRQ� FRQWDLQHG� LQ� WKH�

IRUHJRLQJ�SDUDJUDSKV�DV�LI�IXOO\�VHW�IRUWK�KHUHLQ��

����� 'XULQJ� WKH�&ODVV�3HULRG�� WKH�,QGLYLGXDO�'HIHQGDQWV�SDUWLFLSDWHG� LQ� WKH�RSHUDWLRQ�

DQG�PDQDJHPHQW�RI�.LPEHUO\�&ODUN�DQG�+DO\DUG��DQG�FRQGXFWHG�DQG�SDUWLFLSDWHG��GLUHFWO\�DQG�

LQGLUHFWO\��LQ�WKH�FRQGXFW�RI�.LPEHUO\�&ODUN¶V�DQG�+DO\DUG¶V�EXVLQHVV�DIIDLUV���%HFDXVH�RI�WKHLU�

VHQLRU� SRVLWLRQV�� WKH\� NQHZ� WKH� DGYHUVH� QRQ�SXEOLF� LQIRUPDWLRQ� DERXW� .LPEHUO\�&ODUN¶V� DQG�

+DO\DUG¶V�IDOVH�VWDWHPHQWV��

����� $V� RIILFHUV� DQG�RU� GLUHFWRUV� RI� D� SXEOLFO\� RZQHG� FRPSDQ\�� WKH� ,QGLYLGXDO�

'HIHQGDQWV� KDG� D� GXW\� WR� GLVVHPLQDWH� DFFXUDWH� DQG� WUXWKIXO� LQIRUPDWLRQ� ZLWK� UHVSHFW� WR�
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.LPEHUO\�&ODUN¶V� DQG� +DO\DUG¶V� ILQDQFLDO� FRQGLWLRQ� DQG� UHVXOWV� RI� RSHUDWLRQV�� DQG� WR� FRUUHFW�

SURPSWO\� DQ\� SXEOLF� VWDWHPHQWV� LVVXHG� E\� .LPEHUO\�&ODUN� RU� +DO\DUG� ZKLFK� KDG� EHFRPH�

PDWHULDOO\�IDOVH�RU�PLVOHDGLQJ��

����� %HFDXVH� RI� WKHLU� SRVLWLRQV� RI� FRQWURO� DQG� DXWKRULW\� DV� VHQLRU� RIILFHUV�� WKH�

,QGLYLGXDO�'HIHQGDQWV�ZHUH� DEOH� WR�� DQG�GLG�� FRQWURO� WKH� FRQWHQWV� RI� WKH�YDULRXV� UHSRUWV�� SUHVV�

UHOHDVHV�DQG�SXEOLF�ILOLQJV�ZKLFK�.LPEHUO\�&ODUN�DQG�+DO\DUG�GLVVHPLQDWHG�LQ�WKH�PDUNHWSODFH�

GXULQJ� WKH� &ODVV� 3HULRG� FRQFHUQLQJ� .LPEHUO\�&ODUN¶V� DQG� +DO\DUG¶V� UHVXOWV� RI� RSHUDWLRQV���

7KURXJKRXW� WKH�&ODVV�3HULRG�� WKH�,QGLYLGXDO�'HIHQGDQWV�H[HUFLVHG� WKHLU�SRZHU�DQG�DXWKRULW\� WR�

FDXVH�.LPEHUO\�&ODUN� DQG�+DO\DUG� WR� HQJDJH� LQ� WKH�ZURQJIXO� DFWV� FRPSODLQHG� RI� KHUHLQ�� 7KH�

,QGLYLGXDO� 'HIHQGDQWV� WKHUHIRUH� ZHUH� ³FRQWUROOLQJ� SHUVRQV´� RI� .LPEHUO\�&ODUN� DQG� +DO\DUG�

ZLWKLQ�WKH�PHDQLQJ�RI�6HFWLRQ����D��RI�WKH�([FKDQJH�$FW���,Q�WKLV�FDSDFLW\��WKH\�SDUWLFLSDWHG�LQ�

WKH�XQODZIXO�FRQGXFW�DOOHJHG�ZKLFK�DUWLILFLDOO\�LQIODWHG�WKH�PDUNHW�SULFH�RI�.LPEHUO\�&ODUN�DQG�

+DO\DUG�VHFXULWLHV��

����� (DFK� RI� WKH� ,QGLYLGXDO� 'HIHQGDQWV�� WKHUHIRUH�� DFWHG� DV� D� FRQWUROOLQJ� SHUVRQ� RI�

.LPEHUO\�&ODUN� RU� +DO\DUG�� � %\� UHDVRQ� RI� WKHLU� VHQLRU� PDQDJHPHQW� SRVLWLRQV� DQG�RU� EHLQJ�

GLUHFWRUV� RI� .LPEHUO\�&ODUN� RU� +DO\DUG�� HDFK� RI� WKH� ,QGLYLGXDO� 'HIHQGDQWV� KDG� WKH� SRZHU� WR�

GLUHFW�WKH�DFWLRQV�RI��DQG�H[HUFLVHG�WKH�VDPH�WR�FDXVH��.LPEHUO\�&ODUN�RU�+DO\DUG�WR�HQJDJH�LQ�

WKH� XQODZIXO� DFWV� DQG� FRQGXFW� FRPSODLQHG� RI� KHUHLQ�� � (DFK� RI� WKH� ,QGLYLGXDO� 'HIHQGDQWV�

H[HUFLVHG�FRQWURO�RYHU� WKH�JHQHUDO�RSHUDWLRQV�RI�.LPEHUO\�&ODUN�RU�+DO\DUG�DQG�SRVVHVVHG� WKH�

SRZHU�WR�FRQWURO�WKH�VSHFLILF�DFWLYLWLHV�ZKLFK�FRPSULVH�WKH�SULPDU\�YLRODWLRQV�DERXW�ZKLFK�/HDG�

3ODLQWLII�DQG�WKH�RWKHU�PHPEHUV�RI�WKH�&ODVV�FRPSODLQ��

����� %\�UHDVRQ�RI�WKH�DERYH�FRQGXFW��WKH�,QGLYLGXDO�'HIHQGDQWV�DUH�OLDEOH�SXUVXDQW�WR�

6HFWLRQ����D��RI�WKH�([FKDQJH�$FW�IRU�WKH�YLRODWLRQV�FRPPLWWHG�E\�+DO\DUG��
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&2817�,,,�

�9LRODWLRQV�RI�6HFWLRQ����RI�WKH�
6HFXULWLHV�$FW�$JDLQVW�'HIHQGDQWV��

����� 7KH� IROORZLQJ� DOOHJDWLRQV� DUH� LQ� HIIHFW� D� VHSDUDWH� FRPSODLQW�� )RU� WKH� IROORZLQJ�

FODLPV� WKHUH� LV� QR� DOOHJDWLRQ� RI� IUDXG�� VFLHQWHU� RU� UHFNOHVVQHVV�� 7KHVH� FODLPV�� EURXJKW� XQGHU�

6HFWLRQV����DQG����RI� WKH�6HFXULWLHV�$FW�RI�������WKH�³6HFXULWLHV�$FW´������8�6�&������N��DQG�

��R��DUH�EDVHG�VROHO\�RQ�FODLPV�RI�VWULFW� OLDELOLW\�DQG�RU�WKH�DEVHQFH�RI�DQ\�DIILUPDWLYH�GHIHQVH�

EDVHG�RQ�WKH�UHDVRQDEOHQHVV�RI�WKH�SHUWLQHQW�'HIHQGDQWV¶�LQYHVWLJDWLRQ�LQWR�WKH�WUXH�IDFWV��

����� 7KHVH� 6HFXULWLHV�$FW� FODLPV� H[SUHVVO\� GR� QRW�PDNH� DQ\� DOOHJDWLRQV� RI� IUDXG� RU�

VFLHQWHU��7KHVH�6HFXULWLHV�$FW�FODLPV�DUH�QRW�EDVHG�RQ�DQ\�DOOHJDWLRQ�WKDW�DQ\�'HIHQGDQW�HQJDJHG�

LQ� IUDXG�RU�DQ\�RWKHU�GHOLEHUDWH�DQG� LQWHQWLRQDO�PLVFRQGXFW�� DQG� WKH�/HDG�3ODLQWLII� VSHFLILFDOO\�

GLVFODLPV�DQ\�UHIHUHQFH�WR�RU�UHOLDQFH�RQ�IUDXG�DOOHJDWLRQV��

����� �$W� WKH� WLPH� RI� WKH� +DO\DUG� VSLQ�RII�� WKH� DGYHUVH� HYHQWV� DQG� XQFHUWDLQWLHV�

DVVRFLDWHG�ZLWK�WKH�WUHQGV�GHVFULEHG�DERYH�ZHUH�UHDVRQDEO\�OLNHO\�WR�KDYH�D�PDWHULDO�LPSDFW�RQ�

+DO\DUG¶V�SURILWDELOLW\�DQG��WKHUHIRUH��ZHUH�UHTXLUHG�WR�EH�GLVFORVHG�LQ�WKH�5HJLVWUDWLRQ�6WDWHPHQW�

SXUVXDQW�WR�,WHP�����RI�5HJXODWLRQ�6�.�>���&�)�5����������@��DQG�WKH�6(&¶V�UHODWHG�LQWHUSUHWLYH�

UHOHDVHV�WKHUHWR��

����� 'HIHQGDQWV�WKHUHIRUH�YLRODWHG�,WHP�����RI�5HJXODWLRQ�6�.�>���&�)�5����������@��

DQG�WKH�6(&¶V�UHODWHG�LQWHUSUHWLYH�UHOHDVHV�WKHUHWR��ZKLFK�UHTXLUHV�PDQDJHPHQW�WR�³GHVFULEH�DQ\�

NQRZQ� WUHQGV�RU�XQFHUWDLQWLHV� WKDW� KDYH�KDG�RU� WKDW� WKH�UHJLVWUDQW�UHDVRQDEO\� H[SHFWV�ZLOO� KDYH�

D�PDWHULDO�IDYRUDEOH�RU�XQIDYRUDEOH�LPSDFW�RQ�QHW�VDOHV�RU�UHYHQXHV�RU� LQFRPH�IURP�FRQWLQXLQJ�

RSHUDWLRQV��,I�WKH�UHJLVWUDQW�NQRZV�RI�HYHQWV�WKDW�ZLOO�FDXVH�D�PDWHULDO�FKDQJH�LQ�WKH�UHODWLRQVKLS�

EHWZHHQ� FRVWV� DQG� UHYHQXHV� �VXFK� DV� NQRZQ� IXWXUH� LQFUHDVHV� LQ� FRVWV� RI� ODERU� RU�PDWHULDOV�RU�

SULFH�LQFUHDVHV�RU�LQYHQWRU\�DGMXVWPHQWV���WKH�FKDQJH�LQ�WKH�UHODWLRQVKLS�VKDOO�EH�GLVFORVHG���
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����� 7KURXJKRXW� WKH� &ODVV� 3HULRG�� 'HIHQGDQWV� KDG� D� GXW\� WR� GLVFORVH� XQFHUWDLQWLHV�

UHJDUGLQJ� WKH� 0LFUR&RRO� JRZQ� DQG� WKH� PDWHULDO� LPSDFW� RQ� WKH� &RPSDQ\¶V� SURILWDELOLW\� WKDW�

ZRXOG�OLNHO\�RFFXU�DV�D�UHVXOW�RI�WKH�JRZQV¶�JUDYH�GHILFLHQFLHV��

����� 7KH� 5HJLVWUDWLRQ� 6WDWHPHQW� IRU� WKH� VSLQ�RII� ZDV� LQDFFXUDWH� DQG� PLVOHDGLQJ��

FRQWDLQHG�XQWUXH�VWDWHPHQWV�RI�PDWHULDO�IDFWV��RPLWWHG�WR�VWDWH�RWKHU�IDFWV�QHFHVVDU\�WR�PDNH�WKH�

VWDWHPHQWV�PDGH�QRW�PLVOHDGLQJ��DQG�RPLWWHG�WR�VWDWH�PDWHULDO�IDFWV�UHTXLUHG�WR�EH�VWDWHG�WKHUHLQ��

����� $W�WKH�WLPH�RI�WKHLU�SXUFKDVHV�RU�DFTXLVLWLRQ�RI�+DO\DUG�VWRFN��SODLQWLII�DQG�RWKHU�

PHPEHUV� RI� WKH� &ODVV�ZHUH�ZLWKRXW� NQRZOHGJH� RI� WKH� IDFWV� FRQFHUQLQJ� WKH�ZURQJIXO� FRQGXFW�

DOOHJHG� KHUHLQ� DQG� FRXOG� QRW� KDYH� UHDVRQDEO\� GLVFRYHUHG� WKRVH� IDFWV� SULRU� WR� WKH� GLVFORVXUHV�

KHUHLQ��/HVV�WKDQ�RQH�\HDU�KDV�HODSVHG�IURP�WKH�WLPH�WKDW�SODLQWLII�GLVFRYHUHG�RU�UHDVRQDEO\�FRXOG�

KDYH� GLVFRYHUHG� WKH� IDFWV� XSRQ� ZKLFK� WKLV� FRPSODLQW� LV� EDVHG� WR� WKH� WLPH� WKDW� SODLQWLII�

FRPPHQFHG� WKLV� DFWLRQ��/HVV� WKDQ� WKUHH�\HDUV�KDV� HODSVHG�EHWZHHQ� WKH� WLPH� WKDW� WKH� VHFXULWLHV�

XSRQ�ZKLFK�WKLV�&RXQW�LV�EURXJKW�ZHUH�RIIHUHG�WR�WKH�SXEOLF�DQG�WKH�WLPH�SODLQWLII�FRPPHQFHG�

WKLV�DFWLRQ��

����� %\� UHDVRQ� RI� WKH� FRQGXFW� KHUHLQ� DOOHJHG�� HDFK� GHIHQGDQW� YLRODWHG� ���� RI� WKH�

6HFXULWLHV�$FW�DUH�OLDEOH�WR�&ODVV�0HPEHUV���

&2817�,9�

�)RU�9LRODWLRQ�RI�6HFWLRQ����RI�WKH�6HFXULWLHV�$FW��
$JDLQVW�+DO\DUG�DQG�WKH�,QGLYLGXDO�'HIHQGDQWV��

�
����� 7KLV� &RXQW� LV� EURXJKW� SXUVXDQW� WR� ���� RI� WKH� 6HFXULWLHV� $FW�� ��� 8�6�&�� ���R��

DJDLQVW�+DO\DUG�DQG�WKH�,QGLYLGXDO�'HIHQGDQWV��

����� 7KH�,QGLYLGXDO�'HIHQGDQWV�HDFK�ZHUH�FRQWURO�SHUVRQV�RI�+DO\DUG�E\�YLUWXH�RI�WKHLU�

SRVLWLRQV�DV�GLUHFWRUV�DQG�RU�VHQLRU�RIILFHUV�RI�+DO\DUG��7KH�&RPSDQ\�FRQWUROOHG�WKH�,QGLYLGXDO�

'HIHQGDQWV�DQG�DOO�RI�+DO\DUG¶V�HPSOR\HHV��
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����� 7KH� ,QGLYLGXDO� 'HIHQGDQWV� ZHUH� HDFK� FXOSDEOH� SDUWLFLSDQWV� LQ� WKH� YLRODWLRQV� RI�

����RI�WKH�6HFXULWLHV�$FW�DOOHJHG�LQ�&RXQW�,,,�DERYH��EDVHG�RQ�WKHLU�KDYLQJ�VLJQHG�RU�DXWKRUL]HG�

WKH�VLJQLQJ�RI�WKH�5HJLVWUDWLRQ�6WDWHPHQW�DQG�KDYLQJ�RWKHUZLVH�SDUWLFLSDWHG�LQ�WKH�SURFHVV�ZKLFK�

DOORZHG� WKH� VSLQ�RII� WR� EH� VXFFHVVIXOO\� FRPSOHWHG�� +DO\DUG� ZDV� D� FXOSDEOH� SDUWLFLSDQW� LQ� WKH�

YLRODWLRQV� RI� ���� RI� WKH�6HFXULWLHV�$FW� DOOHJHG� LQ�&RXQW� ,,,� DERYH�� EDVHG� RQ� LWV� FRQWURO� RI� WKH�

,QGLYLGXDO�'HIHQGDQWV�DQG�KDYLQJ�RWKHUZLVH�SDUWLFLSDWHG�LQ�WKH�SURFHVV�ZKLFK�DOORZHG�WKH�VSLQ�

RII�WR�EH�VXFFHVVIXOO\�FRPSOHWHG��

35$<(5�)25�5(/,()�

:+(5()25(��/HDG�3ODLQWLII�GHPDQGV�MXGJPHQW�DJDLQVW�'HIHQGDQWV�DV�IROORZV��

$�� 'HWHUPLQLQJ� WKDW� WKH� LQVWDQW� DFWLRQ� PD\� EH� PDLQWDLQHG� DV� D� FODVV� DFWLRQ� XQGHU�

5XOH� ��� RI� WKH� )HGHUDO� 5XOHV� RI� &LYLO� 3URFHGXUH�� DQG� FHUWLI\LQJ� /HDG� 3ODLQWLII� DV� WKH� &ODVV�

UHSUHVHQWDWLYH���

%�� 5HTXLULQJ�'HIHQGDQWV� WR�SD\�GDPDJHV�VXVWDLQHG�E\�/HDG�3ODLQWLII�DQG� WKH�&ODVV�

E\�UHDVRQ�RI�WKH�DFWV�DQG�WUDQVDFWLRQV�DOOHJHG�KHUHLQ��

&�� $ZDUGLQJ� /HDG� 3ODLQWLII� DQG� WKH� RWKHU� PHPEHUV� RI� WKH� &ODVV� SUHMXGJPHQW� DQG�

SRVW�MXGJPHQW� LQWHUHVW�� DV�ZHOO� DV� WKHLU� UHDVRQDEOH� DWWRUQH\V¶� IHHV�� H[SHUW� IHHV� DQG�RWKHU� FRVWV��

DQG�

'�� $ZDUGLQJ�VXFK�RWKHU�DQG�IXUWKHU�UHOLHI�DV�WKLV�&RXUW�PD\�GHHP�MXVW�DQG�SURSHU��

'(0$1'�)25�75,$/�%<�-85<�

/HDG�3ODLQWLII�KHUHE\�GHPDQGV�D�WULDO�E\�MXU\��

'DWHG���'HFHPEHU��������� � � � 5HVSHFWIXOO\�VXEPLWWHG��

320(5$17=�//3��
�
/s/ Tamar A. Weinrib 
-HUHP\�$��/LHEHUPDQ�
7DPDU�$��:HLQULE�
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����7KLUG�$YHQXH����WK�)ORRU�
1HZ�<RUN��1HZ�<RUN�������
7HOHSKRQH������������������
)DFVLPLOH������������������
(PDLO���MDOLHEHUPDQ#SRPODZ�FRP�
� WDZHLQULE#SRPODZ�FRP�
�

� � 320(5$17=�//3�
� 3DWULFN�9��'DKOVWURP�
� ���6RXWK�/D�6DOOH�6WUHHW��6XLWH������
� &KLFDJR��,OOLQRLV�������
� 7HOHSKRQH������������������
� )DFVLPLOH�������������������

(PDLO���SGDKOVWURP#SRPODZ�FRP�
�
Attorneys for Lead Plaintiff 
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