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��������(&� IRU� PHGLFLQDO� SURGXFWV� IRU� KXPDQ� XVH� DQG� 'LUHFWLYH� �������((&� IRU�
YHWHULQDU\�XVH��

6WDWXV�RI�WKH�GRFXPHQW��5HYLVLRQ��

5HDVRQV� IRU� FKDQJHV��6LQFH�$QQH[� ���ZDV� SXEOLVKHG� LQ� ����� WKH�PDQXIDFWXULQJ� DQG�
UHJXODWRU\�HQYLURQPHQW�KDV�FKDQJHG�VLJQLILFDQWO\�DQG�DQ�XSGDWH�LV�UHTXLUHG�WR�WKLV�$QQH[�
WR� UHIOHFW� WKLV� FKDQJHG� HQYLURQPHQW�� 7KLV� UHYLVLRQ� WR� $QQH[� ��� WDNHV� LQWR� DFFRXQW�
FKDQJHV� WR� RWKHU� VHFWLRQV� RI� WKH� (XGUD/H[�� 9ROXPH� ��� 3DUW� ,�� UHODWLRQVKLS� WR� 3DUW� ,,��
$QQH[� ���� ,&+� 4��� 4��� 4��� DQG� 4���� 4:3� JXLGDQFH� RQ� SURFHVV� YDOLGDWLRQ�� DQG�
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3ULQFLSOH�

7KLV�$QQH[�GHVFULEHV�WKH�SULQFLSOHV�RI�TXDOLILFDWLRQ�DQG�YDOLGDWLRQ�ZKLFK�DUH�DSSOLFDEOH�
WR�WKH�IDFLOLWLHV��HTXLSPHQW��XWLOLWLHV�DQG�SURFHVVHV�XVHG�IRU�WKH�PDQXIDFWXUH�RI�PHGLFLQDO�
SURGXFWV�DQG�PD\�DOVR�EH�XVHG�DV�VXSSOHPHQWDU\�RSWLRQDO�JXLGDQFH�IRU�DFWLYH�VXEVWDQFHV�
ZLWKRXW�LQWURGXFWLRQ�RI�DGGLWLRQDO�UHTXLUHPHQWV�WR�(XGUD/H[��9ROXPH����3DUW�,,�� �,W� LV�D�
*03� UHTXLUHPHQW� WKDW� PDQXIDFWXUHUV� FRQWURO� WKH� FULWLFDO� DVSHFWV� RI� WKHLU� SDUWLFXODU�
RSHUDWLRQV� WKURXJK� TXDOLILFDWLRQ� DQG� YDOLGDWLRQ� RYHU� WKH� OLIH� F\FOH� RI� WKH� SURGXFW� DQG�
SURFHVV��$Q\�SODQQHG�FKDQJHV�WR�WKH�IDFLOLWLHV��HTXLSPHQW��XWLOLWLHV�DQG�SURFHVVHV��ZKLFK�
PD\�DIIHFW�WKH�TXDOLW\�RI�WKH�SURGXFW��VKRXOG�EH�IRUPDOO\�GRFXPHQWHG�DQG�WKH�LPSDFW�RQ�
WKH� YDOLGDWHG� VWDWXV� RU� FRQWURO� VWUDWHJ\� DVVHVVHG�� &RPSXWHULVHG� V\VWHPV� XVHG� IRU� WKH�
PDQXIDFWXUH� RI� PHGLFLQDO� SURGXFWV� VKRXOG� DOVR� EH� YDOLGDWHG� DFFRUGLQJ� WR� WKH�
UHTXLUHPHQWV�RI�$QQH[�����7KH�UHOHYDQW�FRQFHSWV�DQG�JXLGDQFH�SUHVHQWHG�LQ�,&+�4���4���
4���DQG�4���VKRXOG�DOVR�EH�WDNHQ�LQWR�DFFRXQW����

*HQHUDO�

$� TXDOLW\� ULVN� PDQDJHPHQW� DSSURDFK� VKRXOG� EH� DSSOLHG� WKURXJKRXW� WKH� OLIHF\FOH� RI� D�
PHGLFLQDO�SURGXFW��$V�SDUW�RI�D�TXDOLW\�ULVN�PDQDJHPHQW�V\VWHP��GHFLVLRQV�RQ�WKH�VFRSH�
DQG�H[WHQW�RI�TXDOLILFDWLRQ�DQG�YDOLGDWLRQ�VKRXOG�EH�EDVHG�RQ�D�MXVWLILHG�DQG�GRFXPHQWHG�
ULVN� DVVHVVPHQW� RI� WKH� IDFLOLWLHV�� HTXLSPHQW�� XWLOLWLHV� DQG� SURFHVVHV�� 5HWURVSHFWLYH�
YDOLGDWLRQ�LV�QR�ORQJHU�FRQVLGHUHG�DQ�DFFHSWDEOH�DSSURDFK��'DWD�VXSSRUWLQJ�TXDOLILFDWLRQ�
DQG�RU�YDOLGDWLRQ�VWXGLHV�ZKLFK�ZHUH�REWDLQHG�IURP�VRXUFHV�RXWVLGH�RI�WKH�PDQXIDFWXUHUV�
RZQ� SURJUDPPHV�PD\� EH� XVHG� SURYLGHG� WKDW� WKLV� DSSURDFK� KDV� EHHQ� MXVWLILHG� DQG� WKDW�
WKHUH�LV�DGHTXDWH�DVVXUDQFH�WKDW�FRQWUROV�ZHUH�LQ�SODFH�WKURXJKRXW�WKH�DFTXLVLWLRQ�RI�VXFK�
GDWD��

�� 25*$1,6,1*�$1'�3/$11,1*�)25�48$/,),&$7,21�$1'�
9$/,'$7,21�

���� $OO� TXDOLILFDWLRQ� DQG� YDOLGDWLRQ� DFWLYLWLHV� VKRXOG� EH� SODQQHG� DQG� WDNH� WKH� OLIH�
F\FOH�RI�IDFLOLWLHV��HTXLSPHQW��XWLOLWLHV��SURFHVV�DQG�SURGXFW�LQWR�FRQVLGHUDWLRQ��

���� 4XDOLILFDWLRQ� DQG� YDOLGDWLRQ� DFWLYLWLHV� VKRXOG� RQO\� EH� SHUIRUPHG� E\� VXLWDEO\�
WUDLQHG�SHUVRQQHO�ZKR�IROORZ�DSSURYHG�SURFHGXUHV���

���� 4XDOLILFDWLRQ�YDOLGDWLRQ�SHUVRQQHO�VKRXOG�UHSRUW�DV�GHILQHG�LQ�WKH�SKDUPDFHXWLFDO�
TXDOLW\�V\VWHP�DOWKRXJK�WKLV�PD\�QRW�QHFHVVDULO\�EH�WR�D�TXDOLW\�PDQDJHPHQW�RU�D�
TXDOLW\� DVVXUDQFH� IXQFWLRQ�� +RZHYHU�� WKHUH� VKRXOG� EH� DSSURSULDWH� TXDOLW\�
RYHUVLJKW�RYHU�WKH�ZKROH�YDOLGDWLRQ�OLIH�F\FOH���

���� 7KH� NH\� HOHPHQWV� RI� WKH� VLWH� TXDOLILFDWLRQ� DQG� YDOLGDWLRQ� SURJUDPPH� VKRXOG� EH�
FOHDUO\�GHILQHG�DQG�GRFXPHQWHG�LQ�D�YDOLGDWLRQ�PDVWHU�SODQ��903��RU�HTXLYDOHQW�
GRFXPHQW��

���� 7KH� 903� RU� HTXLYDOHQW� GRFXPHQW� VKRXOG� GHILQH� WKH� TXDOLILFDWLRQ�YDOLGDWLRQ�
V\VWHP�DQG�LQFOXGH�RU�UHIHUHQFH�LQIRUPDWLRQ�RQ�DW�OHDVW�WKH�IROORZLQJ��

L� 4XDOLILFDWLRQ�DQG�9DOLGDWLRQ�SROLF\��

LL� 7KH� RUJDQLVDWLRQDO� VWUXFWXUH� LQFOXGLQJ� UROHV� DQG� UHVSRQVLELOLWLHV� IRU�
TXDOLILFDWLRQ�DQG�YDOLGDWLRQ�DFWLYLWLHV��



��

LLL� 6XPPDU\� RI� WKH� IDFLOLWLHV�� HTXLSPHQW�� V\VWHPV�� SURFHVVHV� RQ� VLWH� DQG� WKH�
TXDOLILFDWLRQ�DQG�YDOLGDWLRQ�VWDWXV��

LY� &KDQJH�FRQWURO�DQG�GHYLDWLRQ�PDQDJHPHQW�IRU�TXDOLILFDWLRQ�DQG�YDOLGDWLRQ��

Y� *XLGDQFH�RQ�GHYHORSLQJ�DFFHSWDQFH�FULWHULD��

YL� 5HIHUHQFHV�WR�H[LVWLQJ�GRFXPHQWV��

YLL� 7KH� TXDOLILFDWLRQ� DQG� YDOLGDWLRQ� VWUDWHJ\�� LQFOXGLQJ� UHTXDOLILFDWLRQ�� ZKHUH�
DSSOLFDEOH��

���� )RU�ODUJH�DQG�FRPSOH[�SURMHFWV��SODQQLQJ�WDNHV�RQ�DGGHG�LPSRUWDQFH�DQG�VHSDUDWH�
YDOLGDWLRQ�SODQV�PD\�HQKDQFH�FODULW\�

���� $� TXDOLW\� ULVN� PDQDJHPHQW� DSSURDFK� VKRXOG� EH� XVHG� IRU� TXDOLILFDWLRQ� DQG�
YDOLGDWLRQ�DFWLYLWLHV��,Q�OLJKW�RI�LQFUHDVHG�NQRZOHGJH�DQG�XQGHUVWDQGLQJ�IURP�DQ\�
FKDQJHV� GXULQJ� WKH� SURMHFW� SKDVH� RU� GXULQJ� FRPPHUFLDO� SURGXFWLRQ�� WKH� ULVN�
DVVHVVPHQWV�VKRXOG�EH�UHSHDWHG��DV�UHTXLUHG��7KH�ZD\�LQ�ZKLFK�ULVN�DVVHVVPHQWV�
DUH� XVHG� WR� VXSSRUW� TXDOLILFDWLRQ� DQG� YDOLGDWLRQ� DFWLYLWLHV� VKRXOG� EH� FOHDUO\�
GRFXPHQWHG���

���� $SSURSULDWH�FKHFNV�VKRXOG�EH�LQFRUSRUDWHG�LQWR�TXDOLILFDWLRQ�DQG�YDOLGDWLRQ�ZRUN�
WR�HQVXUH�WKH�LQWHJULW\�RI�DOO�GDWD�REWDLQHG��

�� '2&80(17$7,21��,1&/8',1*�903�

���� *RRG�GRFXPHQWDWLRQ�SUDFWLFHV�DUH� LPSRUWDQW� WR�VXSSRUW�NQRZOHGJH�PDQDJHPHQW�
WKURXJKRXW�WKH�SURGXFW�OLIHF\FOH��

���� $OO�GRFXPHQWV�JHQHUDWHG�GXULQJ�TXDOLILFDWLRQ�DQG�YDOLGDWLRQ�VKRXOG�EH�DSSURYHG�
DQG�DXWKRULVHG�E\�DSSURSULDWH�SHUVRQQHO�DV�GHILQHG�LQ�WKH�SKDUPDFHXWLFDO�TXDOLW\�
V\VWHP��

���� 7KH�LQWHU�UHODWLRQVKLS�EHWZHHQ�GRFXPHQWV� LQ�FRPSOH[�YDOLGDWLRQ�SURMHFWV�VKRXOG�
EH�FOHDUO\�GHILQHG��

���� 9DOLGDWLRQ� SURWRFROV� VKRXOG� EH� SUHSDUHG� ZKLFK� GHILQHV� WKH� FULWLFDO� V\VWHPV��
DWWULEXWHV�DQG�SDUDPHWHUV�DQG�WKH�DVVRFLDWHG�DFFHSWDQFH�FULWHULD��

���� 4XDOLILFDWLRQ� GRFXPHQWV� PD\� EH� FRPELQHG� WRJHWKHU�� ZKHUH� DSSURSULDWH�� H�J��
LQVWDOODWLRQ�TXDOLILFDWLRQ��,4��DQG�RSHUDWLRQDO�TXDOLILFDWLRQ��24���

���� :KHUH�YDOLGDWLRQ�SURWRFROV�DQG�RWKHU�GRFXPHQWDWLRQ�DUH�VXSSOLHG�E\�D�WKLUG�SDUW\�
SURYLGLQJ� YDOLGDWLRQ� VHUYLFHV�� DSSURSULDWH� SHUVRQQHO� DW� WKH� PDQXIDFWXULQJ� VLWH�
VKRXOG� FRQILUP� VXLWDELOLW\� DQG� FRPSOLDQFH� ZLWK� LQWHUQDO� SURFHGXUHV� EHIRUH�
DSSURYDO�� 9HQGRU� SURWRFROV� PD\� EH� VXSSOHPHQWHG� E\� DGGLWLRQDO�
GRFXPHQWDWLRQ�WHVW�SURWRFROV�EHIRUH�XVH��

���� $Q\� VLJQLILFDQW� FKDQJHV� WR� WKH� DSSURYHG� SURWRFRO� GXULQJ� H[HFXWLRQ�� H�J��
DFFHSWDQFH� FULWHULD�� RSHUDWLQJ� SDUDPHWHUV� HWF��� VKRXOG� EH� GRFXPHQWHG� DV� D�
GHYLDWLRQ�DQG�EH�VFLHQWLILFDOO\�MXVWLILHG��



��

���� 5HVXOWV�ZKLFK�IDLO�WR�PHHW�WKH�SUH�GHILQHG�DFFHSWDQFH�FULWHULD�VKRXOG�EH�UHFRUGHG�
DV� D� GHYLDWLRQ� DQG� EH� IXOO\� LQYHVWLJDWHG� DFFRUGLQJ� WR� ORFDO� SURFHGXUHV�� $Q\�
LPSOLFDWLRQV�IRU�WKH�YDOLGDWLRQ�VKRXOG�EH�GLVFXVVHG�LQ�WKH�UHSRUW�

���� 7KH�UHYLHZ�DQG�FRQFOXVLRQV�RI� WKH�YDOLGDWLRQ�VKRXOG�EH�UHSRUWHG�DQG� WKH�UHVXOWV�
REWDLQHG�VXPPDULVHG�DJDLQVW�WKH�DFFHSWDQFH�FULWHULD��$Q\�VXEVHTXHQW�FKDQJHV�WR�
DFFHSWDQFH�FULWHULD�VKRXOG�EH�VFLHQWLILFDOO\� MXVWLILHG�DQG�D� ILQDO� UHFRPPHQGDWLRQ�
PDGH�DV�WR�WKH�RXWFRPH�RI�WKH�YDOLGDWLRQ��

����� $� IRUPDO� UHOHDVH� IRU� WKH� QH[W� VWDJH� LQ� WKH� TXDOLILFDWLRQ� DQG� YDOLGDWLRQ� SURFHVV�
VKRXOG�EH� DXWKRULVHG�E\� WKH� UHOHYDQW� UHVSRQVLEOH� SHUVRQQHO� HLWKHU� DV� SDUW� RI� WKH�
YDOLGDWLRQ� UHSRUW� DSSURYDO� RU� DV� D� VHSDUDWH� VXPPDU\� GRFXPHQW�� &RQGLWLRQDO�
DSSURYDO� WR� SURFHHG� WR� WKH� QH[W� TXDOLILFDWLRQ� VWDJH� FDQ� EH� JLYHQ�ZKHUH� FHUWDLQ�
DFFHSWDQFH� FULWHULD� RU� GHYLDWLRQV� KDYH� QRW� EHHQ� IXOO\� DGGUHVVHG� DQG� WKHUH� LV� D�
GRFXPHQWHG�DVVHVVPHQW�WKDW�WKHUH�LV�QR�VLJQLILFDQW�LPSDFW�RQ�WKH�QH[W�DFWLYLW\��

�� 48$/,),&$7,21�67$*(6�)25�(48,30(17��)$&,/,7,(6��87,/,7,(6�
$1'�6<67(06��

���� 4XDOLILFDWLRQ�DFWLYLWLHV�VKRXOG�FRQVLGHU�DOO�VWDJHV�IURP�LQLWLDO�GHYHORSPHQW�RI�WKH�
XVHU� UHTXLUHPHQWV� VSHFLILFDWLRQ� WKURXJK� WR� WKH� HQG� RI� XVH� RI� WKH� HTXLSPHQW��
IDFLOLW\��XWLOLW\�RU�V\VWHP��7KH�PDLQ�VWDJHV�DQG�VRPH�VXJJHVWHG�FULWHULD��DOWKRXJK�
WKLV� GHSHQGV� RQ� LQGLYLGXDO� SURMHFW� FLUFXPVWDQFHV� DQG� PD\� EH� GLIIHUHQW�� ZKLFK�
FRXOG�EH�LQFOXGHG�LQ�HDFK�VWDJH�DUH�LQGLFDWHG�EHORZ��

8VHU�UHTXLUHPHQWV�VSHFLILFDWLRQ��856��

���� 7KH�VSHFLILFDWLRQ�IRU�HTXLSPHQW��IDFLOLWLHV��XWLOLWLHV�RU�V\VWHPV�VKRXOG�EH�GHILQHG�
LQ�D�856�DQG�RU�D�IXQFWLRQDO�VSHFLILFDWLRQ��7KH�HVVHQWLDO�HOHPHQWV�RI�TXDOLW\�QHHG�
WR�EH�EXLOW� LQ� DW� WKLV� VWDJH�DQG�DQ\�*03�ULVNV�PLWLJDWHG� WR�DQ�DFFHSWDEOH� OHYHO��
7KH�856�VKRXOG�EH�D�SRLQW�RI�UHIHUHQFH�WKURXJKRXW�WKH�YDOLGDWLRQ�OLIH�F\FOH���

'HVLJQ�TXDOLILFDWLRQ��'4��

���� 7KH�QH[W�HOHPHQW�LQ�WKH�TXDOLILFDWLRQ�RI�HTXLSPHQW��IDFLOLWLHV��XWLOLWLHV��RU�V\VWHPV�
LV�'4�ZKHUH�WKH�FRPSOLDQFH�RI�WKH�GHVLJQ�ZLWK�*03�VKRXOG�EH�GHPRQVWUDWHG�DQG�
GRFXPHQWHG��7KH� UHTXLUHPHQWV�RI� WKH�XVHU� UHTXLUHPHQWV� VSHFLILFDWLRQ� VKRXOG�EH�
YHULILHG�GXULQJ�WKH�GHVLJQ�TXDOLILFDWLRQ���

)DFWRU\�DFFHSWDQFH�WHVWLQJ��)$7���6LWH�DFFHSWDQFH�WHVWLQJ��6$7��

���� (TXLSPHQW�� HVSHFLDOO\� LI� LQFRUSRUDWLQJ� QRYHO� RU� FRPSOH[� WHFKQRORJ\�� PD\� EH�
HYDOXDWHG��LI�DSSOLFDEOH��DW�WKH�YHQGRU�SULRU�WR�GHOLYHU\���

���� 3ULRU� WR� LQVWDOODWLRQ�� HTXLSPHQW� VKRXOG� EH� FRQILUPHG� WR� FRPSO\�ZLWK� WKH� 856��
IXQFWLRQDO�VSHFLILFDWLRQ�DW�WKH�YHQGRU�VLWH��LI�DSSOLFDEOH��

���� :KHUH�DSSURSULDWH�DQG� MXVWLILHG��GRFXPHQWDWLRQ� UHYLHZ�DQG�VRPH� WHVWV�FRXOG�EH�
SHUIRUPHG�DW�WKH�)$7�RU�RWKHU�VWDJHV�ZLWKRXW�WKH�QHHG�WR�UHSHDW�RQ�VLWH�DW�,4�24�
LI� LW� FDQ� EH� VKRZQ� WKDW� WKH� IXQFWLRQDOLW\� LV� QRW� DIIHFWHG� E\� WKH� WUDQVSRUW� DQG�
LQVWDOODWLRQ��

���� )$7�PD\�EH� VXSSOHPHQWHG�E\� WKH� H[HFXWLRQ�RI� D�6$7� IROORZLQJ� WKH� UHFHLSW� RI�
HTXLSPHQW�DW�WKH�PDQXIDFWXULQJ�VLWH��



��

,QVWDOODWLRQ�TXDOLILFDWLRQ��,4��

���� ,4�VKRXOG�EH�SHUIRUPHG�RQ�HTXLSPHQW��IDFLOLWLHV��XWLOLWLHV��RU�V\VWHPV��

���� ,4�VKRXOG�LQFOXGH��EXW�LV�QRW�OLPLWHG�WR�WKH�IROORZLQJ��

L� 9HULILFDWLRQ� RI� WKH� FRUUHFW� LQVWDOODWLRQ� RI� FRPSRQHQWV�� LQVWUXPHQWDWLRQ��
HTXLSPHQW�� SLSH� ZRUN� DQG� VHUYLFHV� DJDLQVW� WKH� HQJLQHHULQJ� GUDZLQJV� DQG�
VSHFLILFDWLRQV���

LL� 9HULILFDWLRQ�RI�WKH�FRUUHFW�LQVWDOODWLRQ�DJDLQVW�SUH�GHILQHG�FULWHULD��

LLL� &ROOHFWLRQ� DQG� FROODWLRQ� RI� VXSSOLHU� RSHUDWLQJ� DQG�ZRUNLQJ� LQVWUXFWLRQV� DQG�
PDLQWHQDQFH�UHTXLUHPHQWV��

LY� &DOLEUDWLRQ�RI�LQVWUXPHQWDWLRQ��

Y� 9HULILFDWLRQ�RI�WKH�PDWHULDOV�RI�FRQVWUXFWLRQ���

2SHUDWLRQDO�TXDOLILFDWLRQ��24��

����� 24�QRUPDOO\� IROORZV� ,4�EXW� GHSHQGLQJ� RQ� WKH� FRPSOH[LW\� RI� WKH� HTXLSPHQW�� LW�
PD\�EH�SHUIRUPHG�DV�D�FRPELQHG�,QVWDOODWLRQ�2SHUDWLRQ�4XDOLILFDWLRQ��,24���

����� 24�VKRXOG�LQFOXGH�EXW�LV�QRW�OLPLWHG�WR�WKH�IROORZLQJ��

L� 7HVWV�WKDW�KDYH�EHHQ�GHYHORSHG�IURP�WKH�NQRZOHGJH�RI�SURFHVVHV��V\VWHPV�DQG�
HTXLSPHQW�WR�HQVXUH�WKH�V\VWHP�LV�RSHUDWLQJ�DV�GHVLJQHG��

LL� 7HVWV� WR� FRQILUP� XSSHU� DQG� ORZHU� RSHUDWLQJ� OLPLWV�� DQG� �RU� ³ZRUVW� FDVH´�
FRQGLWLRQV��

����� 7KH� FRPSOHWLRQ� RI� D� VXFFHVVIXO� 24� VKRXOG� DOORZ� WKH� ILQDOLVDWLRQ� RI� VWDQGDUG�
RSHUDWLQJ� DQG� FOHDQLQJ� SURFHGXUHV�� RSHUDWRU� WUDLQLQJ� DQG� SUHYHQWDWLYH�
PDLQWHQDQFH�UHTXLUHPHQWV����

3HUIRUPDQFH�TXDOLILFDWLRQ��34��

����� 34�VKRXOG�QRUPDOO\�IROORZ�WKH�VXFFHVVIXO�FRPSOHWLRQ�RI�,4�DQG�24��+RZHYHU��LW�
PD\�LQ�VRPH�FDVHV�EH�DSSURSULDWH�WR�SHUIRUP�LW�LQ�FRQMXQFWLRQ�ZLWK�24�RU�3URFHVV�
9DOLGDWLRQ��

����� 34�VKRXOG�LQFOXGH��EXW�LV�QRW�OLPLWHG�WR�WKH�IROORZLQJ��

L� 7HVWV�� XVLQJ� SURGXFWLRQ�PDWHULDOV�� TXDOLILHG� VXEVWLWXWHV� RU� VLPXODWHG� SURGXFW�
SURYHQ�WR�KDYH�HTXLYDOHQW�EHKDYLRXU�XQGHU�QRUPDO�RSHUDWLQJ�FRQGLWLRQV�ZLWK�
ZRUVW� FDVH� EDWFK� VL]HV�� 7KH� IUHTXHQF\� RI� VDPSOLQJ� XVHG� WR� FRQILUP� SURFHVV�
FRQWURO�VKRXOG�EH�MXVWLILHG���

LL� 7HVWV� VKRXOG� FRYHU� WKH� RSHUDWLQJ� UDQJH� RI� WKH� LQWHQGHG� SURFHVV�� XQOHVV�
GRFXPHQWHG� HYLGHQFH� IURP� WKH� GHYHORSPHQW� SKDVHV� FRQILUPLQJ� WKH�
RSHUDWLRQDO�UDQJHV�LV�DYDLODEOH���



��

�� 5(�48$/,),&$7,21���

���� (TXLSPHQW��IDFLOLWLHV��XWLOLWLHV�DQG�V\VWHPV�VKRXOG�EH�HYDOXDWHG�DW�DQ�DSSURSULDWH�
IUHTXHQF\�WR�FRQILUP�WKDW�WKH\�UHPDLQ�LQ�D�VWDWH�RI�FRQWURO��

���� :KHUH�UH�TXDOLILFDWLRQ�LV�QHFHVVDU\�DQG�SHUIRUPHG�DW�D�VSHFLILF�WLPH�SHULRG��WKH�
SHULRG�VKRXOG�EH�MXVWLILHG�DQG�WKH�FULWHULD�IRU�HYDOXDWLRQ�GHILQHG��)XUWKHUPRUH��WKH�
SRVVLELOLW\�RI�VPDOO�FKDQJHV�RYHU�WLPH�VKRXOG�EH�DVVHVVHG��

�� 352&(66�9$/,'$7,21�

*HQHUDO�

���� 7KH� UHTXLUHPHQWV� DQG� SULQFLSOHV� RXWOLQHG� LQ� WKLV� VHFWLRQ� DUH� DSSOLFDEOH� WR� WKH�
PDQXIDFWXUH�RI�DOO�SKDUPDFHXWLFDO�GRVDJH�IRUPV��7KH\�FRYHU�WKH�LQLWLDO�YDOLGDWLRQ�
RI�QHZ�SURFHVVHV��VXEVHTXHQW�YDOLGDWLRQ�RI�PRGLILHG�SURFHVVHV��VLWH�WUDQVIHUV�DQG�
RQJRLQJ� SURFHVV� YHULILFDWLRQ�� ,W� LV� LPSOLFLW� LQ� WKLV� DQQH[� WKDW� D� UREXVW� SURGXFW�
GHYHORSPHQW�SURFHVV�LV�LQ�SODFH�WR�HQDEOH�VXFFHVVIXO�SURFHVV�YDOLGDWLRQ��

���� 6HFWLRQ� �� VKRXOG� EH� XVHG� LQ� FRQMXQFWLRQ� ZLWK� WKH� FXUUHQW� (0$� JXLGHOLQH� RQ�
3URFHVV�9DOLGDWLRQ���

������7KH�JXLGHOLQH�RQ�3URFHVV�9DOLGDWLRQ�LV�LQWHQGHG�WR�SURYLGH�JXLGDQFH�RQ�WKH�
LQIRUPDWLRQ� DQG� GDWD� WR� EH� SURYLGHG� LQ� WKH� UHJXODWRU\� VXEPLVVLRQ� RQO\��
+RZHYHU�*03�UHTXLUHPHQWV�IRU�SURFHVV�YDOLGDWLRQ�FRQWLQXH�WKURXJKRXW�WKH�
OLIHF\FOH�RI�WKH�SURFHVV��

������7KLV�DSSURDFK�VKRXOG�EH�DSSOLHG�WR�OLQN�SURGXFW�DQG�SURFHVV�GHYHORSPHQW��
,W� ZLOO� HQVXUH� YDOLGDWLRQ� RI� WKH� FRPPHUFLDO� PDQXIDFWXULQJ� SURFHVV� DQG�
PDLQWHQDQFH�RI�WKH�SURFHVV�LQ�D�VWDWH�RI�FRQWURO�GXULQJ�URXWLQH�FRPPHUFLDO�
SURGXFWLRQ��

���� 0DQXIDFWXULQJ� SURFHVVHV� PD\� EH� GHYHORSHG� XVLQJ� D� WUDGLWLRQDO� DSSURDFK� RU� D�
FRQWLQXRXV� YHULILFDWLRQ� DSSURDFK�� +RZHYHU�� LUUHVSHFWLYH� RI� WKH� DSSURDFK� XVHG��
SURFHVVHV� PXVW� EH� VKRZQ� WR� EH� UREXVW� DQG� HQVXUH� FRQVLVWHQW� SURGXFW� TXDOLW\�
EHIRUH�DQ\�SURGXFW�LV�UHOHDVHG�WR�WKH�PDUNHW��0DQXIDFWXULQJ�SURFHVVHV�XVLQJ�WKH�
WUDGLWLRQDO� DSSURDFK� VKRXOG� XQGHUJR� D� SURVSHFWLYH� YDOLGDWLRQ� SURJUDPPH��
ZKHUHYHU�SRVVLEOH��SULRU�WR�FHUWLILFDWLRQ�RI�WKH�SURGXFW��5HWURVSHFWLYH�YDOLGDWLRQ�LV�
QR�ORQJHU�DQ�DFFHSWDEOH�DSSURDFK��

���� 3URFHVV�YDOLGDWLRQ�RI�QHZ�SURGXFWV�VKRXOG�FRYHU�DOO�LQWHQGHG�PDUNHWHG�VWUHQJWKV�
DQG�VLWHV�RI�PDQXIDFWXUH��%UDFNHWLQJ�FRXOG�EH�MXVWLILHG�IRU�QHZ�SURGXFWV�EDVHG�RQ�
H[WHQVLYH�SURFHVV�NQRZOHGJH�IURP�WKH�GHYHORSPHQW�VWDJH�LQ�FRQMXQFWLRQ�ZLWK�DQ�
DSSURSULDWH�RQJRLQJ�YHULILFDWLRQ�SURJUDPPH��

���� )RU�SURFHVV�YDOLGDWLRQ�RI�SURGXFWV�ZKLFK�DUH�WUDQVIHUUHG�IURP�RQH�VLWH�WR�DQRWKHU�
RU�ZLWKLQ�WKH�VDPH�VLWH��WKH�QXPEHU�RI�YDOLGDWLRQ�EDWFKHV�FRXOG�EH�UHGXFHG�E\�WKH�
XVH� RI� D� EUDFNHWLQJ� DSSURDFK��+RZHYHU�� H[LVWLQJ� SURGXFW� NQRZOHGJH�� LQFOXGLQJ�
WKH� FRQWHQW� RI� WKH� SUHYLRXV� YDOLGDWLRQ�� VKRXOG� EH� DYDLODEOH��'LIIHUHQW� VWUHQJWKV��
EDWFK�VL]HV�DQG�SDFN�VL]HV�FRQWDLQHU�W\SHV�PD\�DOVR�XVH�D�EUDFNHWLQJ�DSSURDFK��LI�
MXVWLILHG���

���� )RU� WKH� VLWH� WUDQVIHU�RI� OHJDF\�SURGXFWV�� WKH�PDQXIDFWXULQJ�SURFHVV�DQG�FRQWUROV�
PXVW� FRPSO\� ZLWK� WKH� PDUNHWLQJ� DXWKRULVDWLRQ� DQG� PHHW� FXUUHQW� VWDQGDUGV� IRU�
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PDUNHWLQJ� DXWKRULVDWLRQ� IRU� WKDW� SURGXFW� W\SH�� ,I� QHFHVVDU\�� YDULDWLRQV� WR� WKH�
PDUNHWLQJ�DXWKRULVDWLRQ�VKRXOG�EH�VXEPLWWHG��

���� 3URFHVV� YDOLGDWLRQ� VKRXOG� HVWDEOLVK� ZKHWKHU� DOO� TXDOLW\� DWWULEXWHV� DQG� SURFHVV�
SDUDPHWHUV��ZKLFK�DUH�FRQVLGHUHG� LPSRUWDQW� IRU�HQVXULQJ� WKH�YDOLGDWHG�VWDWH�DQG�
DFFHSWDEOH�SURGXFW�TXDOLW\��FDQ�EH�FRQVLVWHQWO\�PHW�E\�WKH�SURFHVV����7KH�EDVLV�E\�
ZKLFK�SURFHVV�SDUDPHWHUV�DQG�TXDOLW\�DWWULEXWHV�ZHUH� LGHQWLILHG�DV�EHLQJ�FULWLFDO�
RU� QRQ�FULWLFDO� VKRXOG� EH� FOHDUO\� GRFXPHQWHG�� WDNLQJ� LQWR� DFFRXQW� WKH� UHVXOWV� RI�
DQ\�ULVN�DVVHVVPHQW�DFWLYLWLHV��

���� 1RUPDOO\�EDWFKHV�PDQXIDFWXUHG�IRU�SURFHVV�YDOLGDWLRQ�VKRXOG�EH�WKH�VDPH�VL]H�DV�
WKH�LQWHQGHG�FRPPHUFLDO�VFDOH�EDWFKHV�DQG�WKH�XVH�RI�DQ\�RWKHU�EDWFK�VL]HV�VKRXOG�
EH�MXVWLILHG�RU�VSHFLILHG�LQ�RWKHU�VHFWLRQV�RI�(XGUD/H[��9ROXPH�����

���� (TXLSPHQW��IDFLOLWLHV��XWLOLWLHV�DQG�V\VWHPV�XVHG�IRU�SURFHVV�YDOLGDWLRQ�VKRXOG�EH�
TXDOLILHG��7HVW�PHWKRGV�VKRXOG�EH�YDOLGDWHG�IRU�WKHLU�LQWHQGHG�XVH����

����� )RU� DOO� SURGXFWV� LUUHVSHFWLYH� RI� WKH� DSSURDFK� XVHG�� SURFHVV� NQRZOHGJH� IURP�
GHYHORSPHQW� VWXGLHV�RU�RWKHU� VRXUFHV� VKRXOG�EH�DFFHVVLEOH� WR� WKH�PDQXIDFWXULQJ�
VLWH��XQOHVV�RWKHUZLVH�MXVWLILHG��DQG�EH�WKH�EDVLV�IRU�YDOLGDWLRQ�DFWLYLWLHV���

����� )RU� SURFHVV� YDOLGDWLRQ� EDWFKHV�� SURGXFWLRQ�� GHYHORSPHQW�� RU� RWKHU� VLWH� WUDQVIHU�
SHUVRQQHO� PD\� EH� LQYROYHG�� %DWFKHV� VKRXOG� RQO\� EH� PDQXIDFWXUHG� E\� WUDLQHG�
SHUVRQQHO�LQ�DFFRUGDQFH�ZLWK�*03�XVLQJ�DSSURYHG�GRFXPHQWDWLRQ��,W�LV�H[SHFWHG�
WKDW�SURGXFWLRQ�SHUVRQQHO�DUH�LQYROYHG�LQ�WKH�PDQXIDFWXUH�RI�YDOLGDWLRQ�EDWFKHV�WR�
IDFLOLWDWH�SURGXFW�XQGHUVWDQGLQJ��

����� 7KH�VXSSOLHUV�RI�FULWLFDO�VWDUWLQJ�DQG�SDFNDJLQJ�PDWHULDOV�VKRXOG�EH�TXDOLILHG�SULRU�
WR� WKH�PDQXIDFWXUH� RI� YDOLGDWLRQ� EDWFKHV�� RWKHUZLVH� D� MXVWLILFDWLRQ� EDVHG� RQ� WKH�
DSSOLFDWLRQ�RI�TXDOLW\�ULVN�PDQDJHPHQW�SULQFLSOHV�VKRXOG�EH�GRFXPHQWHG��

����� ,W� LV� HVSHFLDOO\� LPSRUWDQW� WKDW� WKH� XQGHUO\LQJ� SURFHVV� NQRZOHGJH� IRU� WKH� GHVLJQ�
VSDFH�MXVWLILFDWLRQ��LI�XVHG��DQG�IRU�GHYHORSPHQW�RI�DQ\�PDWKHPDWLFDO�PRGHOV��LI�
XVHG��WR�FRQILUP�D�SURFHVV�FRQWURO�VWUDWHJ\�VKRXOG�EH�DYDLODEOH���

����� :KHUH�YDOLGDWLRQ�EDWFKHV�DUH�UHOHDVHG� WR� WKH�PDUNHW�� WKLV�VKRXOG�EH�SUH�GHILQHG��
7KH�FRQGLWLRQV�XQGHU�ZKLFK� WKH\�DUH�SURGXFHG� VKRXOG� IXOO\� FRPSO\�ZLWK�*03��
ZLWK� WKH�YDOLGDWLRQ�DFFHSWDQFH�FULWHULD��ZLWK�DQ\�FRQWLQXRXV�SURFHVV�YHULILFDWLRQ�
FULWHULD� �LI� XVHG�� DQG� ZLWK� WKH� PDUNHWLQJ� DXWKRULVDWLRQ� RU� FOLQLFDO� WULDO�
DXWKRULVDWLRQ��

����� )RU� WKH� SURFHVV� YDOLGDWLRQ� RI� LQYHVWLJDWLRQDO� PHGLFLQDO� SURGXFWV� �,03��� SOHDVH�
UHIHU�WR�$QQH[�����

&RQFXUUHQW�YDOLGDWLRQ�

����� ,Q� H[FHSWLRQDO� FLUFXPVWDQFHV�� ZKHUH� WKHUH� LV� D� VWURQJ� EHQHILW�ULVN� UDWLR� IRU� WKH�
SDWLHQW�� LW� PD\� EH� DFFHSWDEOH� QRW� WR� FRPSOHWH� D� YDOLGDWLRQ� SURJUDPPH� EHIRUH�
URXWLQH�SURGXFWLRQ�VWDUWV�DQG�FRQFXUUHQW�YDOLGDWLRQ�FRXOG�EH�XVHG��+RZHYHU�� WKH�
GHFLVLRQ� WR�FDUU\�RXW�FRQFXUUHQW�YDOLGDWLRQ�PXVW�EH� MXVWLILHG��GRFXPHQWHG� LQ� WKH�
903�IRU�YLVLELOLW\�DQG�DSSURYHG�E\�DXWKRULVHG�SHUVRQQHO��
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����� :KHUH� D� FRQFXUUHQW� YDOLGDWLRQ� DSSURDFK� KDV� EHHQ� DGRSWHG�� WKHUH� VKRXOG� EH�
VXIILFLHQW�GDWD�WR�VXSSRUW�D�FRQFOXVLRQ�WKDW�DQ\�JLYHQ�EDWFK�RI�SURGXFW�LV�XQLIRUP�
DQG�PHHWV�WKH�GHILQHG�DFFHSWDQFH�FULWHULD���7KH�UHVXOWV�DQG�FRQFOXVLRQ�VKRXOG�EH�
IRUPDOO\�GRFXPHQWHG�DQG�DYDLODEOH� WR� WKH�4XDOLILHG�3HUVRQ�SULRU� WR�FHUWLILFDWLRQ�
RI�WKH�EDWFK���

7UDGLWLRQDO�SURFHVV�YDOLGDWLRQ�

����� ,Q� WKH� WUDGLWLRQDO� DSSURDFK�� D� QXPEHU� RI� EDWFKHV� RI� WKH� ILQLVKHG� SURGXFW� DUH�
PDQXIDFWXUHG�XQGHU�URXWLQH�FRQGLWLRQV�WR�FRQILUP�UHSURGXFLELOLW\���

����� 7KH�QXPEHU�RI�EDWFKHV�PDQXIDFWXUHG�DQG�WKH�QXPEHU�RI�VDPSOHV�WDNHQ�VKRXOG�EH�
EDVHG�RQ�TXDOLW\�ULVN�PDQDJHPHQW�SULQFLSOHV��DOORZ�WKH�QRUPDO�UDQJH�RI�YDULDWLRQ�
DQG� WUHQGV� WR� EH� HVWDEOLVKHG� DQG� SURYLGH� VXIILFLHQW� GDWD� IRU� HYDOXDWLRQ�� (DFK�
PDQXIDFWXUHU� PXVW� GHWHUPLQH� DQG� MXVWLI\� WKH� QXPEHU� RI� EDWFKHV� QHFHVVDU\� WR�
GHPRQVWUDWH�D�KLJK�OHYHO�RI�DVVXUDQFH�WKDW�WKH�SURFHVV�LV�FDSDEOH�RI�FRQVLVWHQWO\�
GHOLYHULQJ�TXDOLW\�SURGXFW����

����� :LWKRXW�SUHMXGLFH� WR������� LW� LV�JHQHUDOO\�FRQVLGHUHG�DFFHSWDEOH� WKDW�D�PLQLPXP�
RI� WKUHH� FRQVHFXWLYH� EDWFKHV� PDQXIDFWXUHG� XQGHU� URXWLQH� FRQGLWLRQV� FRXOG�
FRQVWLWXWH�D�YDOLGDWLRQ�RI�WKH�SURFHVV���$Q�DOWHUQDWLYH�QXPEHU�RI�EDWFKHV�PD\�EH�
MXVWLILHG� WDNLQJ� LQWR�DFFRXQW�ZKHWKHU� VWDQGDUG�PHWKRGV�RI�PDQXIDFWXUH�DUH�XVHG�
DQG�ZKHWKHU�VLPLODU�SURGXFWV�RU�SURFHVVHV�DUH�DOUHDG\�XVHG�DW�WKH�VLWH���$Q�LQLWLDO�
YDOLGDWLRQ�H[HUFLVH�ZLWK�WKUHH�EDWFKHV�PD\�QHHG�WR�EH�VXSSOHPHQWHG�ZLWK�IXUWKHU�
GDWD�REWDLQHG�IURP�VXEVHTXHQW�EDWFKHV�DV�SDUW�RI�DQ�RQ�JRLQJ�SURFHVV�YHULILFDWLRQ�
H[HUFLVH���

����� $� SURFHVV� YDOLGDWLRQ� SURWRFRO� VKRXOG� EH� SUHSDUHG� ZKLFK� GHILQHV� WKH� FULWLFDO�
SURFHVV� SDUDPHWHUV� �&33��� FULWLFDO� TXDOLW\� DWWULEXWHV� �&4$�� DQG� WKH� DVVRFLDWHG�
DFFHSWDQFH� FULWHULD�ZKLFK� VKRXOG� EH� EDVHG� RQ� GHYHORSPHQW� GDWD� RU� GRFXPHQWHG�
SURFHVV�NQRZOHGJH��

����� 3URFHVV�YDOLGDWLRQ�SURWRFROV�VKRXOG�LQFOXGH��EXW�DUH�QRW�OLPLWHG�WR�WKH�IROORZLQJ��

L� $� VKRUW� GHVFULSWLRQ� RI� WKH� SURFHVV DQG� D� UHIHUHQFH� WR� WKH� UHVSHFWLYH�0DVWHU�
%DWFK�5HFRUG��

LL� )XQFWLRQV�DQG�UHVSRQVLELOLWLHV��

LLL� 6XPPDU\�RI�WKH�&4$V�WR�EH�LQYHVWLJDWHG��

LY� 6XPPDU\�RI�&33V�DQG�WKHLU�DVVRFLDWHG�OLPLWV��

Y� 6XPPDU\� RI� RWKHU� �QRQ�FULWLFDO�� DWWULEXWHV� DQG� SDUDPHWHUV� ZKLFK� ZLOO� EH�
LQYHVWLJDWHG�RU�PRQLWRUHG�GXULQJ� WKH�YDOLGDWLRQ� DFWLYLW\�� DQG� WKH� UHDVRQV� IRU�
WKHLU�LQFOXVLRQ���

YL� /LVW� RI� WKH� HTXLSPHQW�IDFLOLWLHV� WR� EH� XVHG� �LQFOXGLQJ�
PHDVXULQJ�PRQLWRULQJ�UHFRUGLQJ� HTXLSPHQW�� WRJHWKHU� ZLWK� WKH� FDOLEUDWLRQ�
VWDWXV��

YLL� /LVW�RI�DQDO\WLFDO�PHWKRGV�DQG�PHWKRG�YDOLGDWLRQ��DV�DSSURSULDWH��
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YLLL� 3URSRVHG� LQ�SURFHVV� FRQWUROV�ZLWK� DFFHSWDQFH�FULWHULD� DQG� WKH� UHDVRQ�V��ZK\�
HDFK�LQ�SURFHVV�FRQWURO�LV�VHOHFWHG��

L[� $GGLWLRQDO�WHVWLQJ�WR�EH�FDUULHG�RXW�ZLWK�DFFHSWDQFH�FULWHULD��

[� 6DPSOLQJ�SODQ�DQG�WKH�UDWLRQDOH�EHKLQG�LW��

[L� 0HWKRGV�IRU�UHFRUGLQJ�DQG�HYDOXDWLQJ�UHVXOWV���

[LL� 3URFHVV�IRU�UHOHDVH�DQG�FHUWLILFDWLRQ�RI�EDWFKHV��LI�DSSOLFDEOH���

&RQWLQXRXV�SURFHVV�YHULILFDWLRQ�

����� )RU� SURGXFWV� GHYHORSHG� E\� D� TXDOLW\� E\� GHVLJQ� DSSURDFK�� ZKHUH� LW� KDV� EHHQ�
VFLHQWLILFDOO\�HVWDEOLVKHG�GXULQJ�GHYHORSPHQW�WKDW�WKH�HVWDEOLVKHG�FRQWURO�VWUDWHJ\�
SURYLGHV�D�KLJK�GHJUHH�RI�DVVXUDQFH�RI�SURGXFW�TXDOLW\�� WKHQ�FRQWLQXRXV�SURFHVV�
YHULILFDWLRQ�FDQ�EH�XVHG�DV�DQ�DOWHUQDWLYH�WR�WUDGLWLRQDO�SURFHVV�YDOLGDWLRQ���

����� 7KH� PHWKRG� E\� ZKLFK� WKH� SURFHVV� ZLOO� EH� YHULILHG� VKRXOG� EH� GHILQHG�� 7KHUH�
VKRXOG�EH�D�VFLHQFH�EDVHG�FRQWURO�VWUDWHJ\�IRU�WKH�UHTXLUHG�DWWULEXWHV�IRU�LQFRPLQJ�
PDWHULDOV�� FULWLFDO� TXDOLW\� DWWULEXWHV� DQG� FULWLFDO� SURFHVV� SDUDPHWHUV� WR� FRQILUP�
SURGXFW� UHDOLVDWLRQ�� 7KLV� VKRXOG� DOVR� LQFOXGH� UHJXODU� HYDOXDWLRQ� RI� WKH� FRQWURO�
VWUDWHJ\�� 3URFHVV� $QDO\WLFDO� 7HFKQRORJ\� DQG� PXOWLYDULDWH� VWDWLVWLFDO� SURFHVV�
FRQWURO�PD\�EH�XVHG�DV�WRROV���(DFK�PDQXIDFWXUHU�PXVW�GHWHUPLQH�DQG�MXVWLI\�WKH�
QXPEHU� RI� EDWFKHV� QHFHVVDU\� WR� GHPRQVWUDWH� D� KLJK� OHYHO� RI� DVVXUDQFH� WKDW� WKH�
SURFHVV�LV�FDSDEOH�RI�FRQVLVWHQWO\�GHOLYHULQJ�TXDOLW\�SURGXFW���

����� 7KH�JHQHUDO�SULQFLSOHV�ODLG�GRZQ�LQ�����±������DERYH�VWLOO�DSSO\��

+\EULG�DSSURDFK�

����� $�K\EULG�RI�WKH�WUDGLWLRQDO�DSSURDFK�DQG�FRQWLQXRXV�SURFHVV�YHULILFDWLRQ�FRXOG�EH�
XVHG�ZKHUH�WKHUH�LV�D�VXEVWDQWLDO�DPRXQW�RI�SURGXFW�DQG�SURFHVV�NQRZOHGJH�DQG�
XQGHUVWDQGLQJ� ZKLFK� KDV� EHHQ� JDLQHG� IURP� PDQXIDFWXULQJ� H[SHULHQFH� DQG�
KLVWRULFDO�EDWFK�GDWD���

����� 7KLV� DSSURDFK� PD\� DOVR� EH� XVHG� IRU� DQ\� YDOLGDWLRQ� DFWLYLWLHV� DIWHU� FKDQJHV� RU�
GXULQJ� RQJRLQJ� SURFHVV� YHULILFDWLRQ� HYHQ� WKRXJK� WKH� SURGXFW� ZDV� LQLWLDOO\�
YDOLGDWHG�XVLQJ�D�WUDGLWLRQDO�DSSURDFK���

2QJRLQJ�3URFHVV�9HULILFDWLRQ�GXULQJ�/LIHF\FOH��

����� 3DUDJUDSKV�����������DUH�DSSOLFDEOH�WR�DOO�WKUHH�DSSURDFKHV�WR�SURFHVV�YDOLGDWLRQ�
PHQWLRQHG�DERYH��L�H��WUDGLWLRQDO��FRQWLQXRXV�DQG�K\EULG��

����� 0DQXIDFWXUHUV�VKRXOG�PRQLWRU�SURGXFW�TXDOLW\�WR�HQVXUH�WKDW�D�VWDWH�RI�FRQWURO�LV�
PDLQWDLQHG� WKURXJKRXW� WKH� SURGXFW� OLIHF\FOH� ZLWK� WKH� UHOHYDQW� SURFHVV� WUHQGV�
HYDOXDWHG����

����� 7KH� H[WHQW� DQG� IUHTXHQF\� RI� RQJRLQJ� SURFHVV� YHULILFDWLRQ� VKRXOG� EH� UHYLHZHG�
SHULRGLFDOO\��$W�DQ\�SRLQW�WKURXJKRXW�WKH�SURGXFW�OLIHF\FOH��LW�PD\�EH�DSSURSULDWH�
WR� PRGLI\� WKH� UHTXLUHPHQWV� WDNLQJ� LQWR� DFFRXQW� WKH� FXUUHQW� OHYHO� RI� SURFHVV�
XQGHUVWDQGLQJ�DQG�SURFHVV�SHUIRUPDQFH���
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����� 2QJRLQJ�SURFHVV�YHULILFDWLRQ�VKRXOG�EH�FRQGXFWHG�XQGHU�DQ�DSSURYHG�SURWRFRO�RU�
HTXLYDOHQW�GRFXPHQWV�DQG�D�FRUUHVSRQGLQJ�UHSRUW�VKRXOG�EH�SUHSDUHG�WR�GRFXPHQW�
WKH� UHVXOWV� REWDLQHG��� 6WDWLVWLFDO� WRROV� VKRXOG� EH� XVHG�� ZKHUH� DSSURSULDWH�� WR�
VXSSRUW� DQ\�FRQFOXVLRQV�ZLWK� UHJDUG� WR� WKH�YDULDELOLW\� DQG�FDSDELOLW\�RI� D�JLYHQ�
SURFHVV�DQG�HQVXUH�D�VWDWH�RI�FRQWURO��

����� 2QJRLQJ�SURFHVV�YHULILFDWLRQ�VKRXOG�EH�XVHG� WKURXJKRXW� WKH�SURGXFW� OLIHF\FOH� WR�
VXSSRUW�WKH�YDOLGDWHG�VWDWXV�RI�WKH�SURGXFW�DV�GRFXPHQWHG�LQ�WKH�3URGXFW�4XDOLW\�
5HYLHZ�� ,QFUHPHQWDO�FKDQJHV�RYHU� WLPH�VKRXOG�DOVR�EH�FRQVLGHUHG�DQG� WKH�QHHG�
IRU�DQ\�DGGLWLRQDO�DFWLRQV��H�J��HQKDQFHG�VDPSOLQJ��VKRXOG�EH�DVVHVVHG���

�� 9(5,),&$7,21�2)�75$163257$7,21��

���� )LQLVKHG�PHGLFLQDO�SURGXFWV��LQYHVWLJDWLRQDO�PHGLFLQDO�SURGXFWV��EXON�SURGXFW�DQG�
VDPSOHV� VKRXOG�EH� WUDQVSRUWHG� IURP�PDQXIDFWXULQJ� VLWHV� LQ� DFFRUGDQFH�ZLWK� WKH�
FRQGLWLRQV� GHILQHG� LQ� WKH� PDUNHWLQJ� DXWKRULVDWLRQ�� WKH� DSSURYHG� ODEHO�� SURGXFW�
VSHFLILFDWLRQ�ILOH�RU�DV�MXVWLILHG�E\�WKH�PDQXIDFWXUHU���

���� ,W� LV�UHFRJQLVHG�WKDW�YHULILFDWLRQ�RI�WUDQVSRUWDWLRQ�PD\�EH�FKDOOHQJLQJ�GXH�WR�WKH�
YDULDEOH� IDFWRUV� LQYROYHG� KRZHYHU�� WUDQVSRUWDWLRQ� URXWHV� VKRXOG� EH� FOHDUO\�
GHILQHG�� 6HDVRQDO� DQG� RWKHU� YDULDWLRQV� VKRXOG� DOVR� EH� FRQVLGHUHG� GXULQJ�
YHULILFDWLRQ�RI�WUDQVSRUW��

���� $�ULVN�DVVHVVPHQW�VKRXOG�EH�SHUIRUPHG�WR�FRQVLGHU�WKH�LPSDFW�RI�YDULDEOHV�LQ�WKH�
WUDQVSRUWDWLRQ� SURFHVV� RWKHU� WKDQ� WKRVH� FRQGLWLRQV� ZKLFK� DUH� FRQWLQXRXVO\�
FRQWUROOHG�RU�PRQLWRUHG�� H�J�� GHOD\V�GXULQJ� WUDQVSRUWDWLRQ�� IDLOXUH� RI�PRQLWRULQJ�
GHYLFHV��WRSSLQJ�XS�OLTXLG�QLWURJHQ��SURGXFW�VXVFHSWLELOLW\�DQG�DQ\�RWKHU�UHOHYDQW�
IDFWRUV���

���� 'XH� WR� WKH� YDULDEOH� FRQGLWLRQV� H[SHFWHG� GXULQJ� WUDQVSRUWDWLRQ�� FRQWLQXRXV�
PRQLWRULQJ� DQG� UHFRUGLQJ�RI� DQ\� FULWLFDO� HQYLURQPHQWDO� FRQGLWLRQV� WR�ZKLFK� WKH�
SURGXFW�PD\�EH�VXEMHFWHG�VKRXOG�EH�SHUIRUPHG��XQOHVV�RWKHUZLVH�MXVWLILHG���

�� 9$/,'$7,21�2)�3$&.$*,1*�

���� 9DULDWLRQ� LQ� HTXLSPHQW� SURFHVVLQJ� SDUDPHWHUV� HVSHFLDOO\� GXULQJ� SULPDU\�
SDFNDJLQJ�PD\�KDYH�D�VLJQLILFDQW�LPSDFW�RQ�WKH�LQWHJULW\�DQG�FRUUHFW�IXQFWLRQLQJ�
RI� WKH�SDFN��H�J��EOLVWHU�VWULSV��VDFKHWV�DQG�VWHULOH�FRPSRQHQWV�� WKHUHIRUH�SULPDU\�
DQG� VHFRQGDU\� SDFNDJLQJ� HTXLSPHQW� IRU� ILQLVKHG� DQG� EXON� SURGXFWV� VKRXOG� EH�
TXDOLILHG���

���� 4XDOLILFDWLRQ�RI�WKH�HTXLSPHQW�XVHG�IRU�SULPDU\�SDFNLQJ�VKRXOG�EH�FDUULHG�RXW�DW�
WKH� PLQLPXP� DQG� PD[LPXP� RSHUDWLQJ� UDQJHV� GHILQHG� IRU� WKH� FULWLFDO� SURFHVV�
SDUDPHWHUV� VXFK� DV� WHPSHUDWXUH��PDFKLQH� VSHHG� DQG� VHDOLQJ�SUHVVXUH� RU� IRU� DQ\�
RWKHU�IDFWRUV��

�� 48$/,),&$7,21�2)�87,/,7,(6�

���� 7KH�TXDOLW\�RI�VWHDP��ZDWHU��DLU��RWKHU�JDVHV�HWF��VKRXOG�EH�FRQILUPHG�IROORZLQJ�
LQVWDOODWLRQ�XVLQJ�WKH�TXDOLILFDWLRQ�VWHSV�GHVFULEHG�LQ�VHFWLRQ���DERYH���

���� 7KH�SHULRG� DQG� H[WHQW� RI� TXDOLILFDWLRQ� VKRXOG� UHIOHFW� DQ\� VHDVRQDO� YDULDWLRQV�� LI�
DSSOLFDEOH��DQG�WKH�LQWHQGHG�XVH�RI�WKH�XWLOLW\��



���

���� $�ULVN�DVVHVVPHQW�VKRXOG�EH�FDUULHG�RXW�ZKHUH� WKHUH�PD\�EH�GLUHFW�FRQWDFW�ZLWK�
WKH� SURGXFW�� H�J�� KHDWLQJ�� YHQWLODWLRQ� DQG� DLU�FRQGLWLRQLQJ� �+9$&�� V\VWHPV�� RU�
LQGLUHFW�FRQWDFW�VXFK�DV�WKURXJK�KHDW�H[FKDQJHUV�WR�PLWLJDWH�DQ\�ULVNV�RI�IDLOXUH��

�� 9$/,'$7,21�2)�7(67�0(7+2'6�

���� $OO�DQDO\WLFDO�WHVW�PHWKRGV�XVHG�LQ�TXDOLILFDWLRQ��YDOLGDWLRQ�RU�FOHDQLQJ�H[HUFLVHV�
VKRXOG�EH�YDOLGDWHG�ZLWK�DQ�DSSURSULDWH�GHWHFWLRQ�DQG�TXDQWLILFDWLRQ�OLPLW��ZKHUH�
QHFHVVDU\��DV�GHILQHG�LQ�&KDSWHU���RI�WKH�(XGUD/H[��9ROXPH����3DUW�,��

���� :KHUH�PLFURELDO�WHVWLQJ�RI�SURGXFW�LV�FDUULHG�RXW��WKH�PHWKRG�VKRXOG�EH�YDOLGDWHG�
WR�FRQILUP�WKDW�WKH�SURGXFW�GRHV�QRW�LQIOXHQFH�WKH�UHFRYHU\�RI�PLFURRUJDQLVPV��

���� :KHUH� PLFURELDO� WHVWLQJ� RI� VXUIDFHV� LQ� FOHDQ� URRPV� LV� FDUULHG� RXW�� YDOLGDWLRQ�
VKRXOG�EH�SHUIRUPHG�RQ�WKH�WHVW�PHWKRG�WR�FRQILUP�WKDW�VDQLWLVLQJ�DJHQWV�GR�QRW�
LQIOXHQFH�WKH�UHFRYHU\�RI�PLFURRUJDQLVPV��

��� �&/($1,1*�9$/,'$7,21�

����� &OHDQLQJ�YDOLGDWLRQ�VKRXOG�EH�SHUIRUPHG�LQ�RUGHU�WR�FRQILUP�WKH�HIIHFWLYHQHVV�RI�
DQ\�FOHDQLQJ�SURFHGXUH�IRU�DOO�SURGXFW�FRQWDFW�HTXLSPHQW��6LPXODWLQJ�DJHQWV�PD\�
EH�XVHG�ZLWK�DSSURSULDWH�VFLHQWLILF�MXVWLILFDWLRQ��:KHUH�VLPLODU�W\SHV�RI�HTXLSPHQW�
DUH� JURXSHG� WRJHWKHU�� D� MXVWLILFDWLRQ� RI� WKH� VSHFLILF� HTXLSPHQW� VHOHFWHG� IRU�
FOHDQLQJ�YDOLGDWLRQ�LV�H[SHFWHG���

����� $�YLVXDO�FKHFN�IRU�FOHDQOLQHVV�LV�DQ�LPSRUWDQW�SDUW�RI� WKH�DFFHSWDQFH�FULWHULD�IRU�
FOHDQLQJ� YDOLGDWLRQ�� ,W� LV� QRW� JHQHUDOO\� DFFHSWDEOH� IRU� WKLV� FULWHULRQ� DORQH� WR� EH�
XVHG��5HSHDWHG�FOHDQLQJ�DQG�UHWHVWLQJ�XQWLO�DFFHSWDEOH�UHVLGXH�UHVXOWV�DUH�REWDLQHG�
LV�QRW�FRQVLGHUHG�DQ�DFFHSWDEOH�DSSURDFK��

����� ,W� LV� UHFRJQLVHG� WKDW� D� FOHDQLQJ� YDOLGDWLRQ� SURJUDPPH� PD\� WDNH� VRPH� WLPH� WR�
FRPSOHWH� DQG� YDOLGDWLRQ�ZLWK� YHULILFDWLRQ� DIWHU� HDFK� EDWFK�PD\� EH� UHTXLUHG� IRU�
VRPH�SURGXFWV��H�J��LQYHVWLJDWLRQDO�PHGLFLQDO�SURGXFWV��7KHUH�VKRXOG�EH�VXIILFLHQW�
GDWD�IURP�WKH�YHULILFDWLRQ�WR�VXSSRUW�D�FRQFOXVLRQ�WKDW�WKH�HTXLSPHQW�LV�FOHDQ�DQG�
DYDLODEOH�IRU�IXUWKHU�XVH��

����� 9DOLGDWLRQ�VKRXOG�FRQVLGHU�WKH�OHYHO�RI�DXWRPDWLRQ�LQ�WKH�FOHDQLQJ�SURFHVV��:KHUH�
DQ�DXWRPDWLF�SURFHVV�LV�XVHG��WKH�VSHFLILHG�QRUPDO�RSHUDWLQJ�UDQJH�RI�WKH�XWLOLWLHV�
DQG�HTXLSPHQW�VKRXOG�EH�YDOLGDWHG���

����� )RU� DOO� FOHDQLQJ�SURFHVVHV� DQ� DVVHVVPHQW� VKRXOG�EH�SHUIRUPHG� WR� GHWHUPLQH� WKH�
YDULDEOH� IDFWRUV� ZKLFK� LQIOXHQFH� FOHDQLQJ� HIIHFWLYHQHVV� DQG� SHUIRUPDQFH�� H�J��
RSHUDWRUV�� WKH� OHYHO�RI�GHWDLO� LQ�SURFHGXUHV�VXFK�DV� ULQVLQJ� WLPHV�HWF�� ,I�YDULDEOH�
IDFWRUV�KDYH�EHHQ�LGHQWLILHG��WKH�ZRUVW�FDVH�VLWXDWLRQV�VKRXOG�EH�XVHG�DV�WKH�EDVLV�
IRU�FOHDQLQJ�YDOLGDWLRQ�VWXGLHV���

����� /LPLWV� IRU� WKH�FDUU\RYHU�RI�SURGXFW� UHVLGXHV� VKRXOG�EH�EDVHG�RQ�D� WR[LFRORJLFDO�
HYDOXDWLRQ��� 7KH� MXVWLILFDWLRQ� IRU� WKH� VHOHFWHG� OLPLWV� VKRXOG� EH� GRFXPHQWHG� LQ� D�
ULVN� DVVHVVPHQW� ZKLFK� LQFOXGHV� DOO� WKH� VXSSRUWLQJ� UHIHUHQFHV�� /LPLWV� VKRXOG� EH�
HVWDEOLVKHG� IRU� WKH� UHPRYDO� RI� DQ\� FOHDQLQJ� DJHQWV� XVHG�� $FFHSWDQFH� FULWHULD�

�
*XLGHOLQH�RQ�VHWWLQJ�KHDOWK�EDVHG�H[SRVXUH�OLPLWV�IRU�XVH�LQ�ULVN�LGHQWLILFDWLRQ�LQ�WKH�PDQXIDFWXUH�RI�GLIIHUHQW�PHGLFLQDO�

SURGXFWV�LQ�VKDUHG�IDFLOLWLHV



���

VKRXOG�FRQVLGHU�WKH�SRWHQWLDO�FXPXODWLYH�HIIHFW�RI�PXOWLSOH�LWHPV�RI�HTXLSPHQW�LQ�
WKH�SURFHVV�HTXLSPHQW�WUDLQ���

�������7KHUDSHXWLF� PDFURPROHFXOHV� DQG� SHSWLGHV� DUH� NQRZQ� WR� GHJUDGH� DQG�
GHQDWXUH� ZKHQ� H[SRVHG� WR� S+� H[WUHPHV� DQG�RU� KHDW�� DQG� PD\� EHFRPH�
SKDUPDFRORJLFDOO\� LQDFWLYH��$� WR[LFRORJLFDO�HYDOXDWLRQ�PD\� WKHUHIRUH�QRW�
EH�DSSOLFDEOH�LQ�WKHVH�FLUFXPVWDQFHV��

�������,I�LW�LV�QRW�IHDVLEOH�WR�WHVW�IRU�VSHFLILF�SURGXFW�UHVLGXHV��RWKHU�UHSUHVHQWDWLYH�
SDUDPHWHUV� PD\� EH� VHOHFWHG�� H�J�� WRWDO� RUJDQLF� FDUERQ� �72&�� DQG�
FRQGXFWLYLW\��

����� 7KH� ULVN� SUHVHQWHG� E\� PLFURELDO� DQG� HQGRWR[LQ� FRQWDPLQDWLRQ� VKRXOG� EH�
FRQVLGHUHG�GXULQJ�WKH�GHYHORSPHQW�RI�FOHDQLQJ�YDOLGDWLRQ�SURWRFROV���

����� 7KH� LQIOXHQFH� RI� WKH� WLPH� EHWZHHQ� PDQXIDFWXUH� DQG� FOHDQLQJ� DQG� WKH� WLPH�
EHWZHHQ�FOHDQLQJ�DQG�XVH�VKRXOG�EH�WDNHQ�LQWR�DFFRXQW�WR�GHILQH�GLUW\�DQG�FOHDQ�
KROG�WLPHV�IRU�WKH�FOHDQLQJ�SURFHVV���

����� :KHUH�FDPSDLJQ�PDQXIDFWXUH�LV�FDUULHG�RXW��WKH�LPSDFW�RQ�WKH�HDVH�RI�FOHDQLQJ�DW�
WKH� HQG� RI� WKH� FDPSDLJQ� VKRXOG� EH� FRQVLGHUHG� DQG� WKH� PD[LPXP� OHQJWK� RI� D�
FDPSDLJQ� �LQ� WLPH� DQG�RU� QXPEHU� RI� EDWFKHV�� VKRXOG� EH� WKH� EDVLV� IRU� FOHDQLQJ�
YDOLGDWLRQ�H[HUFLVHV���

������ :KHUH� D�ZRUVW� FDVH�SURGXFW� DSSURDFK� LV�XVHG�DV� D� FOHDQLQJ�YDOLGDWLRQ�PRGHO�� D�
VFLHQWLILF�UDWLRQDOH�VKRXOG�EH�SURYLGHG�IRU�WKH�VHOHFWLRQ�RI�WKH�ZRUVW�FDVH�SURGXFW�
DQG�WKH�LPSDFW�RI�QHZ�SURGXFWV�WR�WKH�VLWH�DVVHVVHG��&ULWHULD�IRU�GHWHUPLQLQJ�WKH�
ZRUVW�FDVH�PD\�LQFOXGH�VROXELOLW\��FOHDQDELOLW\��WR[LFLW\�DQG�SRWHQF\���

������ &OHDQLQJ� YDOLGDWLRQ� SURWRFROV� VKRXOG� VSHFLI\� RU� UHIHUHQFH� WKH� ORFDWLRQV� WR� EH�
VDPSOHG�� WKH� UDWLRQDOH� IRU� WKH� VHOHFWLRQ� RI� WKHVH� ORFDWLRQV� DQG� GHILQH� WKH�
DFFHSWDQFH�FULWHULD���

������ 6DPSOLQJ� VKRXOG� EH� FDUULHG� RXW� E\� VZDEELQJ� DQG�RU� ULQVLQJ� RU� E\� RWKHU�PHDQV�
GHSHQGLQJ� RQ� WKH� SURGXFWLRQ� HTXLSPHQW�� 7KH� VDPSOLQJ� PDWHULDOV� DQG� PHWKRG�
VKRXOG�QRW�LQIOXHQFH�WKH�UHVXOW��5HFRYHU\�VKRXOG�EH�VKRZQ�WR�EH�SRVVLEOH�IURP�DOO�
SURGXFW� FRQWDFW� PDWHULDOV� VDPSOHG� LQ� WKH� HTXLSPHQW� ZLWK� DOO� WKH� VDPSOLQJ�
PHWKRGV�XVHG���

������ 7KH� FOHDQLQJ� SURFHGXUH� VKRXOG� EH� SHUIRUPHG� DQ� DSSURSULDWH� QXPEHU� RI� WLPHV�
EDVHG�RQ�D�ULVN�DVVHVVPHQW�DQG�PHHW�WKH�DFFHSWDQFH�FULWHULD�LQ�RUGHU�WR�SURYH�WKDW�
WKH�FOHDQLQJ�PHWKRG�LV�YDOLGDWHG��

������ :KHUH�D�FOHDQLQJ�SURFHVV�LV�LQHIIHFWLYH�RU�LV�QRW�DSSURSULDWH�IRU�VRPH�HTXLSPHQW��
GHGLFDWHG� HTXLSPHQW� RU� RWKHU� DSSURSULDWH� PHDVXUHV� VKRXOG� EH� XVHG� IRU� HDFK�
SURGXFW�DV�LQGLFDWHG�LQ�FKDSWHUV���DQG���RI�(XGUD/H[��9ROXPH����3DUW�,���

������ :KHUH�PDQXDO�FOHDQLQJ�RI�HTXLSPHQW�LV�SHUIRUPHG��LW�LV�HVSHFLDOO\�LPSRUWDQW�WKDW�
WKH� HIIHFWLYHQHVV� RI� WKH� PDQXDO� SURFHVV� VKRXOG� EH� FRQILUPHG� DW� D� MXVWLILHG�
IUHTXHQF\��

��� �&+$1*(�&21752/�



���

����� 7KH�FRQWURO�RI�FKDQJH�LV�DQ�LPSRUWDQW�SDUW�RI�NQRZOHGJH�PDQDJHPHQW�DQG�VKRXOG�
EH�KDQGOHG�ZLWKLQ�WKH�SKDUPDFHXWLFDO�TXDOLW\�V\VWHP��

����� :ULWWHQ� SURFHGXUHV� VKRXOG� EH� LQ� SODFH� WR� GHVFULEH� WKH� DFWLRQV� WR� EH� WDNHQ� LI� D�
SODQQHG� FKDQJH� LV� SURSRVHG� WR� D� VWDUWLQJ�PDWHULDO�� SURGXFW� FRPSRQHQW�� SURFHVV��
HTXLSPHQW��SUHPLVHV��SURGXFW�UDQJH��PHWKRG�RI�SURGXFWLRQ�RU�WHVWLQJ��EDWFK�VL]H��
GHVLJQ� VSDFH� RU� DQ\� RWKHU� FKDQJH� GXULQJ� WKH� OLIHF\FOH� WKDW� PD\� DIIHFW� SURGXFW�
TXDOLW\�RU�UHSURGXFLELOLW\���

����� :KHUH�GHVLJQ�VSDFH�LV�XVHG��WKH�LPSDFW�RQ�FKDQJHV�WR�WKH�GHVLJQ�VSDFH�VKRXOG�EH�
FRQVLGHUHG�DJDLQVW�WKH�UHJLVWHUHG�GHVLJQ�VSDFH�ZLWKLQ�WKH�PDUNHWLQJ�DXWKRULVDWLRQ�
DQG�WKH�QHHG�IRU�DQ\�UHJXODWRU\�DFWLRQV�DVVHVVHG��

����� 4XDOLW\� ULVN� PDQDJHPHQW� VKRXOG� EH� XVHG� WR� HYDOXDWH� SODQQHG� FKDQJHV� WR�
GHWHUPLQH� WKH� SRWHQWLDO� LPSDFW� RQ� SURGXFW� TXDOLW\�� SKDUPDFHXWLFDO� TXDOLW\�
V\VWHPV�� GRFXPHQWDWLRQ�� YDOLGDWLRQ�� UHJXODWRU\� VWDWXV�� FDOLEUDWLRQ�� PDLQWHQDQFH�
DQG�RQ�DQ\�RWKHU� V\VWHP� WR�DYRLG�XQLQWHQGHG�FRQVHTXHQFHV�DQG� WR�SODQ� IRU�DQ\�
QHFHVVDU\�SURFHVV�YDOLGDWLRQ��YHULILFDWLRQ�RU�UHTXDOLILFDWLRQ�HIIRUWV���

����� &KDQJHV� VKRXOG� EH� DXWKRULVHG� DQG� DSSURYHG� E\� WKH� UHVSRQVLEOH� SHUVRQV� RU�
UHOHYDQW� IXQFWLRQDO� SHUVRQQHO� LQ� DFFRUGDQFH� ZLWK� WKH� SKDUPDFHXWLFDO� TXDOLW\�
V\VWHP���

����� 6XSSRUWLQJ�GDWD��H�J��FRSLHV�RI�GRFXPHQWV��VKRXOG�EH�UHYLHZHG�WR�FRQILUP�WKDW�WKH�
LPSDFW�RI�WKH�FKDQJH�KDV�EHHQ�GHPRQVWUDWHG�SULRU�WR�ILQDO�DSSURYDO���

����� )ROORZLQJ� LPSOHPHQWDWLRQ�� DQG�� ZKHUH� DSSURSULDWH�� DQ� HYDOXDWLRQ� RI� WKH�
HIIHFWLYHQHVV�RI�FKDQJH�VKRXOG�EH�FDUULHG�RXW�WR�FRQILUP�WKDW�WKH�FKDQJH�KDV�EHHQ�
VXFFHVVIXO��



���

��� */266$5<��

'HILQLWLRQV�RI�WHUPV�UHODWLQJ�WR�TXDOLILFDWLRQ�DQG�YDOLGDWLRQ�ZKLFK�DUH�QRW�JLYHQ�LQ�RWKHU�
VHFWLRQV�RI�WKH�FXUUHQW�(XGUD/H[��9ROXPH����DUH�JLYHQ�EHORZ��

%UDFNHWLQJ� DSSURDFK�� $� VFLHQFH� DQG� ULVN� EDVHG� YDOLGDWLRQ� DSSURDFK� VXFK� WKDW� RQO\�
EDWFKHV� RQ� WKH� H[WUHPHV� RI� FHUWDLQ� SUHGHWHUPLQHG� DQG� MXVWLILHG� GHVLJQ� IDFWRUV�� H�J��
VWUHQJWK�� EDWFK� VL]H� DQG�RU� SDFN� VL]H�� DUH� WHVWHG� GXULQJ� SURFHVV� YDOLGDWLRQ�� 7KH� GHVLJQ�
DVVXPHV� WKDW� YDOLGDWLRQ� RI� DQ\� LQWHUPHGLDWH� OHYHOV� LV� UHSUHVHQWHG� E\� YDOLGDWLRQ� RI� WKH�
H[WUHPHV��:KHUH�D�UDQJH�RI�VWUHQJWKV�LV�WR�EH�YDOLGDWHG��EUDFNHWLQJ�FRXOG�EH�DSSOLFDEOH�LI�
WKH�VWUHQJWKV�DUH�LGHQWLFDO�RU�YHU\�FORVHO\�UHODWHG�LQ�FRPSRVLWLRQ��H�J��IRU�D� WDEOHW�UDQJH�
PDGH� ZLWK� GLIIHUHQW� FRPSUHVVLRQ� ZHLJKWV� RI� D� VLPLODU� EDVLF� JUDQXODWLRQ� RU� D� FDSVXOH�
UDQJH� PDGH� E\� ILOOLQJ� GLIIHUHQW� SOXJ� ILOO� ZHLJKWV� RI� WKH� VDPH� EDVLF� FRPSRVLWLRQ� LQWR�
GLIIHUHQW� VL]H� FDSVXOH� VKHOOV�� %UDFNHWLQJ� FDQ� EH� DSSOLHG� WR� GLIIHUHQW� FRQWDLQHU� VL]HV� RU�
GLIIHUHQW�ILOOV�LQ�WKH�VDPH�FRQWDLQHU�FORVXUH�V\VWHP��

&KDQJH� &RQWURO��$� IRUPDO� V\VWHP� E\� ZKLFK� TXDOLILHG� UHSUHVHQWDWLYHV� RI� DSSURSULDWH�
GLVFLSOLQHV� UHYLHZ� SURSRVHG� RU� DFWXDO� FKDQJHV� WKDW�PLJKW� DIIHFW� WKH� YDOLGDWHG� VWDWXV� RI�
IDFLOLWLHV��V\VWHPV��HTXLSPHQW�RU�SURFHVVHV��7KH�LQWHQW�LV�WR�GHWHUPLQH�WKH�QHHG�IRU�DFWLRQ�
WR�HQVXUH�DQG�GRFXPHQW�WKDW�WKH�V\VWHP�LV�PDLQWDLQHG�LQ�D�YDOLGDWHG�VWDWH��

&OHDQLQJ� 9DOLGDWLRQ�� &OHDQLQJ� YDOLGDWLRQ� LV� GRFXPHQWHG� HYLGHQFH� WKDW� DQ� DSSURYHG�
FOHDQLQJ� SURFHGXUH� ZLOO� UHSURGXFLEO\� UHPRYH� WKH� SUHYLRXV� SURGXFW� RU� FOHDQLQJ� DJHQWV�
XVHG�LQ�WKH�HTXLSPHQW�EHORZ�WKH�VFLHQWLILFDOO\�VHW�PD[LPXP�DOORZDEOH�FDUU\RYHU�OHYHO��

&OHDQLQJ�YHULILFDWLRQ��7KH�JDWKHULQJ�RI�HYLGHQFH� WKURXJK�FKHPLFDO�DQDO\VLV�DIWHU�HDFK�
EDWFK�FDPSDLJQ�WR�VKRZ�WKDW�WKH�UHVLGXHV�RI�WKH�SUHYLRXV�SURGXFW�RU�FOHDQLQJ�DJHQWV�KDYH�
EHHQ�UHGXFHG�EHORZ�WKH�VFLHQWLILFDOO\�VHW�PD[LPXP�DOORZDEOH�FDUU\RYHU�OHYHO��

&RQFXUUHQW�9DOLGDWLRQ��9DOLGDWLRQ�FDUULHG�RXW�LQ�H[FHSWLRQDO�FLUFXPVWDQFHV��MXVWLILHG�RQ�
WKH� EDVLV� RI� VLJQLILFDQW� SDWLHQW� EHQHILW�� ZKHUH� WKH� YDOLGDWLRQ� SURWRFRO� LV� H[HFXWHG�
FRQFXUUHQWO\�ZLWK�FRPPHUFLDOLVDWLRQ�RI�WKH�YDOLGDWLRQ�EDWFKHV��

&RQWLQXRXV�SURFHVV�YHULILFDWLRQ��$Q�DOWHUQDWLYH�DSSURDFK�WR�SURFHVV�YDOLGDWLRQ�LQ�ZKLFK�
PDQXIDFWXULQJ�SURFHVV�SHUIRUPDQFH�LV�FRQWLQXRXVO\�PRQLWRUHG�DQG�HYDOXDWHG���,&+�4���

&RQWURO�6WUDWHJ\��$�SODQQHG� VHW�RI� FRQWUROV�GHULYHG� IURP�FXUUHQW�SURGXFW� DQG�SURFHVV�
XQGHUVWDQGLQJ� WKDW� HQVXUHV� SURFHVV� SHUIRUPDQFH� DQG� SURGXFW� TXDOLW\�� 7KH� FRQWUROV� FDQ�
LQFOXGH� SDUDPHWHUV� DQG� DWWULEXWHV� UHODWHG� WR� GUXJ� VXEVWDQFH� DQG� GUXJ� SURGXFW�PDWHULDOV�
DQG� FRPSRQHQWV�� IDFLOLW\� DQG� HTXLSPHQW� RSHUDWLQJ� FRQGLWLRQV�� LQ�SURFHVV� FRQWUROV��
ILQLVKHG�SURGXFW�VSHFLILFDWLRQV�DQG�WKH�DVVRFLDWHG�PHWKRGV�DQG�IUHTXHQF\�RI�PRQLWRULQJ�
DQG�FRQWURO���,&+�4����

&ULWLFDO� SURFHVV� SDUDPHWHU� �&33��� $� SURFHVV� SDUDPHWHU� ZKRVH� YDULDELOLW\� KDV� DQ�
LPSDFW�RQ�D�FULWLFDO�TXDOLW\�DWWULEXWH�DQG�WKHUHIRUH�VKRXOG�EH�PRQLWRUHG�RU�FRQWUROOHG�WR�
HQVXUH�WKH�SURFHVV�SURGXFHV�WKH�GHVLUHG�TXDOLW\���,&+�4���

&ULWLFDO�TXDOLW\� DWWULEXWH� �&4$���$�SK\VLFDO�� FKHPLFDO�� ELRORJLFDO� RU�PLFURELRORJLFDO�
SURSHUW\�RU�FKDUDFWHULVWLF�WKDW�VKRXOG�EH�ZLWKLQ�DQ�DSSURYHG�OLPLW��UDQJH�RU�GLVWULEXWLRQ�WR�
HQVXUH�WKH�GHVLUHG�SURGXFW�TXDOLW\���,&+�4����

'HVLJQ�TXDOLILFDWLRQ��'4���7KH�GRFXPHQWHG�YHULILFDWLRQ�WKDW�WKH�SURSRVHG�GHVLJQ�RI�WKH�
IDFLOLWLHV��V\VWHPV�DQG�HTXLSPHQW�LV�VXLWDEOH�IRU�WKH�LQWHQGHG�SXUSRVH��

'HVLJQ�6SDFH��7KH�PXOWLGLPHQVLRQDO�FRPELQDWLRQ�DQG�LQWHUDFWLRQ�RI�LQSXW�YDULDEOHV��H�J��
PDWHULDO� DWWULEXWHV�� DQG� SURFHVV� SDUDPHWHUV� WKDW� KDYH� EHHQ� GHPRQVWUDWHG� WR� SURYLGH�
DVVXUDQFH� RI� TXDOLW\��:RUNLQJ� ZLWKLQ� WKH� GHVLJQ� VSDFH� LV� QRW� FRQVLGHUHG� DV� D� FKDQJH��



���

0RYHPHQW� RXW� RI� WKH� GHVLJQ� VSDFH� LV� FRQVLGHUHG� WR� EH� D� FKDQJH� DQG� ZRXOG� QRUPDOO\�
LQLWLDWH� D� UHJXODWRU\� SRVW� DSSURYDO� FKDQJH� SURFHVV�� 'HVLJQ� VSDFH� LV� SURSRVHG� E\� WKH�
DSSOLFDQW�DQG�LV�VXEMHFW�WR�UHJXODWRU\�DVVHVVPHQW�DQG�DSSURYDO���,&+�4����

,QVWDOODWLRQ�4XDOLILFDWLRQ��,4���7KH�GRFXPHQWHG�YHULILFDWLRQ�WKDW�WKH�IDFLOLWLHV��V\VWHPV�
DQG� HTXLSPHQW�� DV� LQVWDOOHG� RU� PRGLILHG�� FRPSO\� ZLWK� WKH� DSSURYHG� GHVLJQ� DQG� WKH�
PDQXIDFWXUHU
V�UHFRPPHQGDWLRQV��

.QRZOHGJH� PDQDJHPHQW�� $� V\VWHPDWLF� DSSURDFK� WR� DFTXLUH�� DQDO\VH�� VWRUH� DQG�
GLVVHPLQDWH�LQIRUPDWLRQ���,&+�4����

/LIHF\FOH�� $OO� SKDVHV� LQ� WKH� OLIH� RI� D� SURGXFW�� HTXLSPHQW� RU� IDFLOLW\� IURP� LQLWLDO�
GHYHORSPHQW�RU�XVH�WKURXJK�WR�GLVFRQWLQXDWLRQ�RI�XVH��

2QJRLQJ� 3URFHVV� 9HULILFDWLRQ� �DOVR� NQRZQ� DV� FRQWLQXHG� SURFHVV� YHULILFDWLRQ���
'RFXPHQWHG�HYLGHQFH� WKDW� WKH�SURFHVV� UHPDLQV� LQ�D� VWDWH�RI�FRQWURO�GXULQJ�FRPPHUFLDO�
PDQXIDFWXUH��

2SHUDWLRQDO� 4XDOLILFDWLRQ� �24��� 7KH� GRFXPHQWHG� YHULILFDWLRQ� WKDW� WKH� IDFLOLWLHV��
V\VWHPV� DQG� HTXLSPHQW�� DV� LQVWDOOHG� RU� PRGLILHG�� SHUIRUP� DV� LQWHQGHG� WKURXJKRXW� WKH�
DQWLFLSDWHG�RSHUDWLQJ�UDQJHV��

3HUIRUPDQFH� 4XDOLILFDWLRQ� �34��� 7KH� GRFXPHQWHG� YHULILFDWLRQ� WKDW� V\VWHPV� DQG�
HTXLSPHQW� FDQ� SHUIRUP� HIIHFWLYHO\� DQG� UHSURGXFLEO\� EDVHG� RQ� WKH� DSSURYHG� SURFHVV�
PHWKRG�DQG�SURGXFW�VSHFLILFDWLRQ��

3URFHVV� 9DOLGDWLRQ�� 7KH� GRFXPHQWHG� HYLGHQFH� WKDW� WKH� SURFHVV�� RSHUDWHG� ZLWKLQ�
HVWDEOLVKHG�SDUDPHWHUV��FDQ�SHUIRUP�HIIHFWLYHO\�DQG�UHSURGXFLEO\�WR�SURGXFH�D�PHGLFLQDO�
SURGXFW�PHHWLQJ�LWV�SUHGHWHUPLQHG�VSHFLILFDWLRQV�DQG�TXDOLW\�DWWULEXWHV��

3URGXFW� UHDOLVDWLRQ��$FKLHYHPHQW� RI� D� SURGXFW�ZLWK� WKH� TXDOLW\� DWWULEXWHV� WR�PHHW� WKH�
QHHGV� RI� SDWLHQWV�� KHDOWK� FDUH� SURIHVVLRQDOV� DQG� UHJXODWRU\� DXWKRULWLHV� DQG� LQWHUQDO�
FXVWRPHU�UHTXLUHPHQWV���,&+�4����

3URVSHFWLYH� 9DOLGDWLRQ��9DOLGDWLRQ� FDUULHG� RXW� EHIRUH� URXWLQH� SURGXFWLRQ� RI� SURGXFWV�
LQWHQGHG�IRU�VDOH��

4XDOLW\� E\� GHVLJQ��$� V\VWHPDWLF� DSSURDFK� WKDW� EHJLQV�ZLWK� SUHGHILQHG� REMHFWLYHV� DQG�
HPSKDVLVHV� SURGXFW� DQG� SURFHVV� XQGHUVWDQGLQJ� DQG� SURFHVV� FRQWURO�� EDVHG� RQ� VRXQG�
VFLHQFH�DQG�TXDOLW\�ULVN�PDQDJHPHQW��

4XDOLW\� ULVN� PDQDJHPHQW�� $� V\VWHPDWLF� SURFHVV� IRU� WKH� DVVHVVPHQW�� FRQWURO��
FRPPXQLFDWLRQ�DQG�UHYLHZ�RI�ULVNV�WR�TXDOLW\�DFURVV�WKH�OLIHF\FOH���,&+�4���

6LPXODWHG� DJHQWV�� $� PDWHULDO� WKDW� FORVHO\� DSSUR[LPDWHV� WKH� SK\VLFDO� DQG�� ZKHUH�
SUDFWLFDO��WKH�FKHPLFDO�FKDUDFWHULVWLFV��H�J��YLVFRVLW\��SDUWLFOH�VL]H��S+�HWF���RI�WKH�SURGXFW�
XQGHU�YDOLGDWLRQ���

6WDWH�RI�FRQWURO��$�FRQGLWLRQ�LQ�ZKLFK�WKH�VHW�RI�FRQWUROV�FRQVLVWHQWO\�SURYLGHV�DVVXUDQFH�
RI�DFFHSWDEOH�SURFHVV�SHUIRUPDQFH�DQG�SURGXFW�TXDOLW\���

7UDGLWLRQDO�DSSURDFK��$�SURGXFW�GHYHORSPHQW�DSSURDFK�ZKHUH�VHW�SRLQWV�DQG�RSHUDWLQJ�
UDQJHV�IRU�SURFHVV�SDUDPHWHUV�DUH�GHILQHG�WR�HQVXUH�UHSURGXFLELOLW\��

:RUVW�&DVH��$�FRQGLWLRQ�RU�VHW�RI�FRQGLWLRQV�HQFRPSDVVLQJ�XSSHU�DQG�ORZHU�SURFHVVLQJ�
OLPLWV�DQG�FLUFXPVWDQFHV��ZLWKLQ�VWDQGDUG�RSHUDWLQJ�SURFHGXUHV��ZKLFK�SRVH�WKH�JUHDWHVW�
FKDQFH�RI�SURGXFW�RU�SURFHVV�IDLOXUH�ZKHQ�FRPSDUHG�WR�LGHDO�FRQGLWLRQV��6XFK�FRQGLWLRQV�
GR�QRW�QHFHVVDULO\�LQGXFH�SURGXFW�RU�SURFHVV�IDLOXUH���



���

8VHU� UHTXLUHPHQWV� 6SHFLILFDWLRQ� �856��� 7KH� VHW� RI� RZQHU�� XVHU� DQG� HQJLQHHULQJ�
UHTXLUHPHQWV� QHFHVVDU\� DQG� VXIILFLHQW� WR� FUHDWH� D� IHDVLEOH� GHVLJQ�PHHWLQJ� WKH� LQWHQGHG�
SXUSRVH�RI�WKH�V\VWHP��


