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�
'(6&5,37,21�
7KH�NVM5 System� SURYLGHV� VXUJHRQ�GULYHQ� QHXURSK\VLRORJLF� HOHFWURP\RJUDSK\� �(0*��� 0RWRU� (YRNHG�
3RWHQWLDO� �0(3��� DQG�6RPDWRVHQVRU\� (YRNHG� 3RWHQWLDO� �66(3��PRQLWRULQJ� WR� QHUYH� URRWV� GXULQJ� VSLQDO�
SURFHGXUHV��
Bendini�LV�WKH�NVM5 Rod Bending System�XVHG�WR�EHQG�URGV�IRU�VSLQDO�VXUJHU\�DSSOLFDWLRQV��7KH�V\VWHP�LV�
FRPSULVHG�RI�D�FDPHUD�DQG�GLJLWL]HU�WR�UHJLVWHU�LPSODQW�ORFDWLRQV��190��VRIWZDUH�WR�FDOFXODWH�EHQG�DQJOHV�
EHWZHHQ�HDFK�LPSODQW�DQG�JHQHUDWH�EHQG�LQVWUXFWLRQV��DQG�D�PHFKDQLFDO�EHQGHU�WR�PDQXDOO\�EHQG�WKH�URG�
WR�LPSODQW�VSHFLILF�FRQWRXUV���
NVM5 Guidance�LQFRUSRUDWHV�DFFHOHURPHWHUV�DWWDFKHG�WR�ERWK�WKH�&�$UP�DQG�WR�WKH�NuVasive I-PAS needle�
�DFFHOHURPHWHUV�DUH�PLFURGHYLFHV�WKDW�FDQ�PHDVXUH�WUDMHFWRU\��DV�ZHOO�DV�ODVHUV�DQG�D�5HWLFOH�WKDW�WRJHWKHU�
DVVLVW� LQ�DOLJQLQJ� WKH� I-PAS needle� LQWR� WKH� WUDMHFWRU\� FRUUHVSRQGLQJ�ZLWK� WKH�RZO¶V�H\H�YLHZ� IRU�SHGLFOH�
FDQQXODWLRQ��
�
,1',&$7,216�)25�86(��
7KH�NVM5 System�LV�D�PHGLFDO�GHYLFH�WKDW�LV�LQWHQGHG�IRU�LQWUDRSHUDWLYH�QHXURSK\VLRORJLF�PRQLWRULQJ�GXULQJ�
VSLQDO� VXUJHU\�� 7KH� GHYLFH� SURYLGHV� LQIRUPDWLRQ� GLUHFWO\� WR� WKH� VXUJHRQ�� WR� KHOS� DVVHVV� D� SDWLHQW¶V�
QHXURSK\VLRORJLF�VWDWXV��190��SURYLGHV� WKLV� LQIRUPDWLRQ�E\�HOHFWULFDOO\�VWLPXODWLQJ�QHUYHV�YLD�HOHFWURGHV�
ORFDWHG� RQ� VXUJLFDO� DFFHVVRULHV� DQG�PRQLWRULQJ� HOHFWURP\RJUDSK\� �(0*��� WUDQVFUDQLDO� RU� OXPEDU�PRWRU�
HYRNHG�SRWHQWLDO��0(3���RU�VRPDWRVHQVRU\�HYRNHG�SRWHQWLDO��66(3��UHVSRQVHV�RI�QHUYHV��7KH�6\VWHP�DOVR�
LQWHJUDWHV�Bendini�VRIWZDUH�XVHG�WR�ORFDWH�VSLQDO�LPSODQW�LQVWUXPHQWDWLRQ�IRU�WKH�SODFHPHQW�RI�VSLQDO�URGV��
x� ;/,)��'HWHFWLRQ��±�7KH�;/,)��'HWHFWLRQ��IXQFWLRQ�DOORZV�WKH�VXUJHRQ�WR� ORFDWH�DQG�HYDOXDWH�VSLQDO�

QHUYHV��DQG�LV�XVHG�DV�D�QHUYH�DYRLGDQFH�WRRO��
x� %DVLF�	�'\QDPLF�6FUHZ�7HVW�±�7KH�6FUHZ�7HVW�IXQFWLRQV�DOORZ�WKH�VXUJHRQ�WR�ORFDWH�DQG�HYDOXDWH�

VSLQDO�QHUYHV�E\�SURYLGLQJ�SUR[LPLW\�LQIRUPDWLRQ�EHIRUH��GXULQJ�RU�DIWHU�ERQH�SUHSDUDWLRQ�DQG�SODFHPHQW�
RI�ERQH�VFUHZV���

x� )UHH�5XQ�(0*�±�7KH�)UHH�5XQ�(0*�IXQFWLRQ�LGHQWLILHV�VSRQWDQHRXV�(0*�DFWLYLW\�RI�VSLQDO�QHUYHV�E\�
FRQWLQXDOO\�GLVSOD\LQJ�D�OLYH�VWUHDP�ZDYHIRUP�RI�DQ\�PHFKDQLFDOO\�LQGXFHG�P\RWRPH�FRQWUDFWLRQV��

x� 7ZLWFK�7HVW� �7UDLQ� RI� )RXU��±�7KH�7ZLWFK�7HVW� )XQFWLRQ� DOORZV� WKH� VXUJHRQ� WR� DVVHVV�PRGHUDWH�
GHJUHHV�RI�QHXURPXVFXODU�EORFN� LQ�HIIHFW�E\�HYDOXDWLQJ�PXVFOH�FRQWUDFWLRQ� IROORZLQJ�D� WUDLQ�RI� IRXU�
VWLPXODWLRQ�SXOVHV��

x� 0(3�±�7UDQVFUDQLDO�RU�OXPEDU��L�H���FRQXV�LQ�UHJLRQ�RI�/��/���VWLPXODWLRQ�WHFKQLTXHV�IRU�PRWRU�HYRNHG�
SRWHQWLDOV�DUH�XVHG�WR�DVVHVV�IRU�DFXWH�G\VIXQFWLRQ�LQ�D[RQDO�FRQGXFWLRQ�RI�WKH�FRUWLFRVSLQDO�WUDFW�DQG�
SHULSKHUDO�QHUYHV��7KH�0(3�IXQFWLRQ�SURYLGHV�DQ�DGMXQFWLYH�PHWKRG�WR�DOORZ�WKH�VXUJHRQ�WR�PRQLWRU�
VSLQDO�FRUG�DQG�PRWRU�SDWKZD\�LQWHJULW\�GXULQJ�SURFHGXUHV�ZLWK�D�ULVN�RI�VXUJLFDOO\�LQGXFHG�PRWRU�LQMXU\��

x� 66(3�±�7KH�66(3� IXQFWLRQ�DOORZV� WKH�VXUJHRQ� WR�DVVHVV�VHQVRU\� VSLQDO� FRUG� IXQFWLRQ� LQ� VXUJLFDO�
SURFHGXUHV�GXULQJ�ZKLFK�WKH�VSLQDO�FRUG�LV�DW�ULVN��

x� 5HPRWH�5HDGHU�±�7KH�5HPRWH�5HDGHU�IXQFWLRQ�SURYLGHV�UHDO�WLPH�UHPRWH�DFFHVV�WR�WKH�190��6\VWHP�
IRU�D�PRQLWRULQJ�SK\VLFLDQ�RXWVLGH�RI�WKH�RSHUDWLQJ�URRP���

x� *XLGDQFH�±�7KH�*XLGDQFH�IXQFWLRQ�LV�LQWHQGHG�DV�DQ�DLG�IRU�XVH�LQ�HLWKHU�RSHQ�RU�SHUFXWDQHRXV�SHGLFOH�
FDQQXODWLRQ�SURFHGXUHV� LQ� WKH� OXPEDU�DQG�VDFUDO�VSLQH��/��6���RI�DGXOW�SDWLHQWV��DQG�ZKHQ�XVHG� LQ�
FRQMXQFWLRQ�ZLWK�UDGLRJUDSKLF�LPDJLQJ�DQG�(0*��DOORZV�WKH�VXUJHRQ�WR�DVVHVV�WKH�DQJXODWLRQ�RI�V\VWHP�
DFFHVVRULHV�UHODWLYH�WR�SDWLHQW�VSLQDO�DQDWRP\�IRU�WKH�FUHDWLRQ�RI�D�FDQQXODWLRQ�WUDMHFWRU\�IRU�ERQH�VFUHZ�
SODFHPHQW��

x� %HQGLQL� �� 7KH� %HQGLQL� 6SLQDO� 5RG� %HQGLQJ� IXQFWLRQ� LV� XVHG� WR� ORFDWH� VSLQDO� LPSODQW� V\VWHP�
LQVWUXPHQWDWLRQ��VFUHZV��KRRNV��WR�GHWHUPLQH�WKHLU�UHODWLYH�ORFDWLRQ�WR�RQH�DQRWKHU�WR�JHQHUDWH�EHQG�
LQVWUXFWLRQV�WR�VKDSH�D�VSLQDO�URG��$�VXUJHRQ�LV�DEOH�WR�XVH�WKRVH�LQVWUXFWLRQV�DQG�EHQG�D�URG�XVLQJ�WKH�
%HQGLQL�%HQGHU��D�PHFKDQLFDO�URG�EHQGHU��

�
&2175$,1',&$7,216�
7KH�NVM5 System�PD\�QRW�EH�HIIHFWLYH��DQG�LV�QRW�LQWHQGHG�IRU�XVH��ZKHQ�QHXURPXVFXODU�EORFN�RU�HSLGXUDO�
EORFNV�KDYH�EHHQ�XVHG�IRU��RU�LQ�FRQMXQFWLRQ�ZLWK��DQHVWKHVLD��&RQWUDLQGLFDWLRQV�WR�XVH�RI�0RWRU�(YRNHG�
3RWHQWLDO� �0(3��PRQLWRULQJ� LQFOXGH� HSLOHSV\�� FRUWLFDO� OHVLRQV�� FRQYH[LW\� VNXOO� GHIHFWV�� UDLVHG� LQWUDFUDQLDO�
SUHVVXUH��FDUGLDF�GLVHDVH��SURFRQYXOVDQW�PHGLFDWLRQV�RU�DQHVWKHWLFV��LQWUDFUDQLDO�HOHFWURGHV��YDVFXODU�FOLSV�
RU� VKXQWV�� DQG� FDUGLDF� SDFHPDNHUV� RU� RWKHU� LPSODQWHG� ELRPHGLFDO� GHYLFHV�� 2WKHUZLVH� XQH[SODLQHG�
LQWUDRSHUDWLYH�VHL]XUHV�DQG�SRVVLEO\�DUUK\WKPLDV�DUH�LQGLFDWLRQV�WR�DERUW�0(3���
1HXURPXVFXODU�%ORFN�RU�SDUDO\WLFV� VKRXOG�QRW�EH� LQ�HIIHFW�GXULQJ� WKH�XVH�RI�NVM5 EMG� DV� WKH\�PLJKW�
LQWHUIHUH�ZLWK�WKH�HOHFWURP\RJUDSK\�UHDGLQJV��
'R�QRW�XVH�WKH�NVM5 System�LQ�FRQMXQFWLRQ�ZLWK�KLJK�IUHTXHQF\�HOHFWURPDJQHWLF�GLDWKHUP\�GHYLFHV��)DLOXUH�
WR�GR�VR�PD\�UHVXOW�LQ�SDWLHQW�EXUQV�DW�WKH�HOHFWURGH�VLWHV��
8VH�RI�0(3V�LV�FRQWUDLQGLFDWHG�LQ�SDWLHQWV�ZLWK�D�KLVWRU\�RI�KHDG�LQMXU\��FHUHEUDO�DQHXU\VP��VWURNH��VHL]XUHV��
RWKHU�QHXURORJLFDO�LPSDLUPHQWV��RU�SDWLHQWV�ZLWK�PHWDO�SODWHV�RU�IUDJPHQWV�LQ�WKHLU�KHDG��
'R�QRW�DWWHPSW�WR�XVH�WKLV�GHYLFH�ZKHQ�XVLQJ�SDUDO\]LQJ�DJHQWV�RQ�WKH�SDWLHQW��DV�QHUYH�VXUYHLOODQFH�PD\�
EH�FRPSURPLVHG��
'R� QRW� XVH� FXWDQHRXV� HOHFWURGHV� IRU� VWLPXODWLRQ� �VWLPXODWLRQ� HOHFWURGHV�� LI� WKH� SDWLHQW� KDV� D� FDUGLDF�
SDFHPDNHU��LPSODQWHG�GHILEULOODWRU��RU�RWKHU�LPSODQWHG�PHWDOOLF�RU�HOHFWURQLF�GHYLFH��6XFK�XVH�FRXOG�FDXVH�
HOHFWULF�VKRFN��EXUQV��HOHFWULFDO�LQWHUIHUHQFH��RU�GHDWK��
0LQLPL]H�FRXSOLQJ�ZLWK�HOHFWURVXUJLFDO�HTXLSPHQW�ZKHQ�VHWWLQJ�XS�WKH�NVM5 System��6RPH�DFWLRQV�WKDW�
PD\�KHOS�UHGXFH�HOHFWULFDO�FRXSOLQJ� LQFOXGH�� ORFDWH�WKH�HOHFWURVXUJLFDO�SDWLHQW� UHWXUQ�SDG�DV�FORVH� WR� WKH�
VXUJLFDO�VLWH�DV�SUDFWLFDO��URXWH�WKH�PRQRSRODU�DQG�ELSRODU�HOHFWURVXUJLFDO�ZLULQJ�WRJHWKHU�DQG�DZD\�IURP�DQ\�
RWKHU�SDWLHQW�FRQQHFWHG�OHDGV�DQG�HOHFWURGHV��PLQLPL]H�WKH�DFWLYDWLRQ�RI�HOHFWURVXUJLFDO�LQVWUXPHQWV�ZKLOH�
WKH\�DUH�QRW�LQ�SDWLHQW�FRQWDFW��SOXJ�WKH�HOHFWURVXUJLFDO�JHQHUDWRU�HTXLSPHQW�LQWR�D�VHSDUDWH�SRZHU�RXWOHW�
IURP�DQ\�RWKHU�SDWLHQW�FRQQHFWHG�HOHFWULFDO�GHYLFH��DQG�XVH�WKH� ORZHVW�HOHFWURVXUJLFDO�SRZHU�VHWWLQJ�WKDW�
DFKLHYHV�WKH�VXUJLFDO�UHTXLUHPHQW��
�
�

327(17,$/�$'9(56(�(9(176�$1'�&203/,&$7,216�
$V�ZLWK�DQ\�PDMRU�VXUJLFDO�SURFHGXUHV��WKHUH�DUH�ULVNV�LQYROYHG�LQ�RUWKRSHGLF�VXUJHU\��,QIUHTXHQW�RSHUDWLYH�
DQG�SRVWRSHUDWLYH�FRPSOLFDWLRQV�WKDW�PD\�UHVXOW�LQ�WKH�QHHG�IRU�DGGLWLRQDO�VXUJHULHV�LQFOXGH��HDUO\�RU�ODWH�
LQIHFWLRQ��GDPDJH�WR�EORRG�YHVVHOV��VSLQDO�FRUG�RU�SHULSKHUDO�QHUYHV��SXOPRQDU\�HPEROL�� ORVV�RI�VHQVRU\�
DQG�RU�PRWRU�IXQFWLRQ��LPSRWHQFH��DQG�SHUPDQHQW�SDLQ�DQG�RU�GHIRUPLW\��5DUHO\��VRPH�FRPSOLFDWLRQV�PD\�
EH�IDWDO���
�
:$51,1*6��&$87,216�$1'�35(&$87,216�
5HDG� DOO� LQVWUXFWLRQV� DQG� XQGHUVWDQG� DOO� ZDUQLQJV� DQG� FDXWLRQV� EHIRUH� XVLQJ� WKH� NVM5 System� DQG�
DFFHVVRULHV��)DLOXUH�WR�GR�VR�PD\�OHDG�WR�VHULRXV�PHGLFDO�FRQVHTXHQFHV��5HIHU�WR�WKH�,QVWUXFWLRQV�IRU�8VH�
DFFRPSDQ\LQJ�RWKHU�1X9DVLYH�GHYLFHV�EHIRUH�XVH�ZLWK�WKH�NVM5 System�WR�FRQILUP�SURSHU�XVH�RI�WKHVH�
GHYLFHV��
:DUQLQJ���
3DWLHQWV� ZLWK� LPSODQWHG� HOHFWURQLF� GHYLFHV�� VXFK� DV� FDUGLDF� SDFHPDNHUV�� VKRXOG� QRW� EH� VXEMHFWHG� WR�
HOHFWULFDO�VWLPXODWLRQ�XQOHVV�VSHFLDOLVW�PHGLFDO�RSLQLRQ�KDV�ILUVW�EHHQ�REWDLQHG��
7KH�0(3�PRGDOLW\�LV�FDSDEOH�RI�JHQHUDWLQJ�RXWSXWV�H[FHHGLQJ��P$�506�FPð�LQ�HYHU\�VWLPXODWLRQ�FXUUHQW�
�IURP� ���� WR� ����P$��SXOVH� ��� WR� ��� FRPELQDWLRQ�� 3URORQJHG� VWLPXODWLRQ� DW� RXWSXWV� JUHDWHU� WKDQ� �P$�
506�FPð�PD\�UHVXOW�LQ�VNLQ�EXUQV��
&KURQLFDOO\�FRPSUHVVHG�QHUYHV��RU�VHYHUHO\�FRPSUHVVHG�QHUYHV�LQ�DQ�DFXWH�VHWWLQJ��DUH�NQRZQ�WR�EH�OHVV�
VHQVLWLYH�WR�GHSRODUL]DWLRQ�FXUUHQWV��L�H���KDYH�VLJQLILFDQWO\�KLJKHU�GHSRODUL]DWLRQ�FXUUHQW�YDOXHV���7KH\�DUH�
DOVR� OHVV� OLNHO\� WR� GHPRQVWUDWH� VLJQLILFDQW� FKDQJHV� LQ� WKHLU� WKUHVKROG� GHSRODUL]DWLRQ� FXUUHQW� YDOXHV�
LPPHGLDWHO\� IROORZLQJ�QHUYH�GHFRPSUHVVLRQ��8QGHU�VXFK�FLUFXPVWDQFHV��H[HUFLVH�FDXWLRQ� LQ� LQWHUSUHWLQJ�
GLVSOD\HG�GDWD��
7KH�NVM5 System�FRQWDLQV�QR�XVHU�VHUYLFHDEOH�SDUWV�LQVLGH��DQG�VHUYLFLQJ��RWKHU�WKDQ�WKDW�H[SOLFLWO\�GHILQHG�
HOVHZKHUH�LQ�WKLV�PDQXDO��PXVW�EH�SHUIRUPHG�E\�WKH�PDQXIDFWXUHU�RU�LWV�DXWKRUL]HG�DJHQW��
'R�QRW�XVH�WKH�NVM5 System�LQ�WKH�SUHVHQFH�RI�H[SORVLYH�JDVHV��7KH�GHYLFH�LV�QRW�H[SORVLRQ�SURRI��
7R�PLQLPL]H�WKH�ULVN�RI�HOHFWULF�VKRFN��DOZD\V�FRQQHFW�WKH�3DWLHQW�0RGXOH�FDEOH�WR�WKH�&RQWURO�8QLW�EHIRUH�
FRQQHFWLQJ�WKH�3DWLHQW�0RGXOH�WR�WKH�SDWLHQW�(0*�OHDGV��$OVR��DOZD\V�GLVFRQQHFW�WKH�SDWLHQW�(0*�OHDGV�
EHIRUH�UHPRYLQJ�WKH�3DWLHQW�0RGXOH�FDEOH�IURP�WKH�&RQWURO�8QLW��
0(3�VFDOS� VWLPXODWLRQ�HOHFWURGHV�FDQ�GHOLYHU�D�KLJK�YROWDJH�VKRFN��7R�DYRLG� VKRFN��QHYHU�KDQGOH�ERWK�
HOHFWURGHV�DW� WKH�VDPH� WLPH��&RQILUP�ERWK�HOHFWURGHV�DUH�VHFXUHO\�DQG�SURSHUO\�DWWDFKHG� WR� WKH�SDWLHQW�
EHIRUH�LQLWLDWLQJ�DQ\�WHVW��
0(3�VWLPXODWLRQ�PD\�LQWURGXFH�DGGLWLRQDO�KD]DUGV�WR�WKH�SDWLHQW�WKURXJK�XVH��([DPSOHV�RI�WKHVH�KD]DUGV�
LQFOXGH��WRQJXH�RU�OLS�ODFHUDWLRQ��PDQGLEXODU�IUDFWXUH��VHL]XUH��FDUGLDF�DUUK\WKPLD��DQG�VFDOS�EXUQ��
$�5HG�&KDQQHO�PD\�LQGLFDWH�D�GLVFRQQHFWHG�RU�VHSDUDWHG�HOHFWURGH�RU�SRRU�HOHFWURGH�LPSHGDQFH��,I�D�IDLOHG�
FKDQQHO�RU�FKDQQHO�WKDW�KDV�EHHQ�GLVDEOHG�LV�DFFHSWHG��UHVSRQVHV�IURP�WKLV�FKDQQHO�ZLOO�QRW�EH�GHWHFWHG�
GXULQJ�VWLPXODWLRQ��7KLV�FRXOG�OHDG�WR�D�IDOVH�QHJDWLYH�UHVXOW�LI�WKH�P\RWRPH�LV�LQQHUYDWHG�E\�WKH�VSLQDO�OHYHO�
XQGHU�WHVW��)UHH�5XQ�HYHQWV�RQ�WKLV�FKDQQHO�ZLOO�QRW�EH�GHWHFWHG��
7R�DYRLG�WUDQV�WKRUDFLF�VWLPXODWLRQ��FRQILUP�ERWK�0(3�HOHFWURGHV�DUH�SURSHUO\�DWWDFKHG�WR�WKH�SDWLHQW¶V�VFDOS�
RU�DEGRPHQ�EHIRUH�LQLWLDWLQJ�DQ\�WHVW��
7R�DYRLG�ELWH�LQMXULHV��WKH�SDWLHQW�PXVW�EH�ILWWHG�ZLWK�D�ELWH�EORFN�EHIRUH�LQLWLDWLQJ�WUDQVFUDQLDO�0(3�WHVWLQJ��
0(3�VWLPXODWLRQ�PD\� LQGXFH�YLROHQW�PXVFOH�FRQWUDFWLRQV� WKURXJKRXW� WKH�SDWLHQW¶V�ERG\��6HFXUH�SK\VLFDO�
UHVWUDLQWV� VKRXOG� EH� XVHG�� DQG� VXUJLFDO� RSHUDWLRQV� VKRXOG� EH� GLVFRQWLQXHG� EHIRUH� DQG� GXULQJ� 0(3�
VWLPXODWLRQ��&RQILUP�WKH�VXUJHRQ�LV�ZHOO�QRWLILHG�SULRU�WR�DQ\�0(3�WHVWLQJ��
2QO\�XVH�HOHFWURGHV�VXSSOLHG�ZLWK�WKH�NVM5 System��8VH�RI�RWKHU�HOHFWURGHV�PD\�DGYHUVHO\�DIIHFW�UHVXOWV���
'R�QRW�SODFH�VWLPXODWLRQ�HOHFWURGHV�RYHU�WKH�SDWLHQW¶V�QHFN�EHFDXVH�WKLV�FRXOG�FDXVH�VHYHUH�PXVFOH�VSDVPV�
UHVXOWLQJ�LQ�FORVXUH�RI�WKH�SDWLHQW¶V�DLUZD\��GLIILFXOW\�LQ�EUHDWKLQJ��RU�DGYHUVH�HIIHFWV�RQ�KHDUW�UK\WKP�RU�EORRG�
SUHVVXUH��
'R�QRW�SODFH�VWLPXODWLRQ�HOHFWURGHV�DFURVV�WKH�SDWLHQW¶V�FKHVW�EHFDXVH�WKH�LQWURGXFWLRQ�RI�HOHFWULFDO�FXUUHQW�
LQWR�WKH�FKHVW�PD\�FDXVH�UK\WKP�GLVWXUEDQFHV�WR�WKH�SDWLHQW¶V�KHDUW��ZKLFK�FRXOG�EH�OHWKDO��
'R�QRW�SODFH�VWLPXODWLRQ�HOHFWURGHV�RYHU�RSHQ�ZRXQGV�RU�UDVKHV��RU�RYHU�VZROOHQ��UHG��LQIHFWHG��RU�LQIODPHG�
DUHDV�RU�VNLQ�HUXSWLRQV��H�J���SKOHELWLV��WKURPERSKOHELWLV��YDULFRVH�YHLQV���DQG�
'R�QRW�SODFH�VWLPXODWLRQ�HOHFWURGHV�RYHU��RU�LQ�SUR[LPLW\�WR��FDQFHURXV�OHVLRQV��
(OHFWURGHV�VKRXOG�EH�DSSOLHG�RQO\�WR�QRUPDO��LQWDFW��FOHDQ��KHDOWK\�VNLQ��
7KH�VL]H��VKDSH��DQG�W\SH�RI�HOHFWURGHV�PD\�DIIHFW�WKH�VDIHW\�DQG�HIIHFWLYHQHVV�RI�HOHFWULFDO�VWLPXODWLRQ�DQG�
UHFRUGLQJ��
8VLQJ�VWLPXODWLRQ�HOHFWURGHV�WKDW�DUH�WRR�VPDOO�RU�LQFRUUHFWO\�DSSOLHG�FRXOG�UHVXOW�LQ�GLVFRPIRUW�RU�VNLQ�EXUQV��
8VH�FDXWLRQ�LI�HOHFWURGHV�DUH�DSSOLHG�RYHU�DUHDV�RI�VNLQ�WKDW�ODFN�QRUPDO�VHQVDWLRQ���
.HHS�HOHFWURGHV�RXW�RI�WKH�UHDFK�RI�FKLOGUHQ��
5HSODFH�VHOI�DGKHVLYH�HOHFWURGHV�LI�WKH\�QR�ORQJHU�VWLFN�ILUPO\�WR�WKH�SDWLHQW¶V�VNLQ��
7KH�SDWLHQW�PD\�H[SHULHQFH�VNLQ�LUULWDWLRQ�DQG�EXUQV�EHQHDWK�WKH�VWLPXODWLRQ�HOHFWURGHV�DSSOLHG�WR�WKHLU�VNLQ��
DQG�
7KH�SDWLHQW�PD\�H[SHULHQFH�KHDGDFKH�DQG�RWKHU�SDLQIXO�VHQVDWLRQV�GXULQJ�RU�IROORZLQJ�WKH�DSSOLFDWLRQ�RI�
HOHFWULFDO�VWLPXODWLRQ�QHDU�WKHLU�H\HV�DQG�WR�WKHLU�KHDG�DQG�IDFH��
'R�QRW�UXQ�DQ\�NVM5�VWLPXODWLRQ�ZKLOH�Bendini�LV�WKH�DFWLYH�GLVSOD\HG�VFUHHQ��
6HWWLQJ�)UHH�5XQ�WKUHVKROG�WRR�KLJK�PD\�UHVXOW�LQ�PLVVHG�IUHH�UXQ�DOHUW��
7KH�NVM5 Disposable Accessories�DUH�VLQJOH�XVH�GHYLFHV�VXSSOLHG�sterile��6WHULOH��VLQJOH�XVH�RQO\�SURGXFWV�
VKRXOG�127�EH�UH�VWHULOL]HG��'R�QRW�XVH� LI�SDFNDJH� LV�RSHQHG�RU�GDPDJHG��'R�QRW�XVH� LI� WKH�SURGXFW� LV�
GDPDJHG�LQ�DQ\�ZD\���
7KH�NVM5 Reusable Accessories�FDQ�EH�XVHG���WLPHV�RQO\�DQG�DUH�VXSSOLHG�non-sterile��'R�QRW�XVH�LI�WKH�
SURGXFW�LV�GDPDJHG�LQ�DQ\�ZD\��
7KH�NVM5 Guidance Universal Clip�PD\�21/<�EH�XVHG�ZLWK�WKH�NuVasive NVM5 System, I-PAS��DQG�WKH�
Guidance System��
7KH� NVM5 Disposable Accessories� DQG� NVM5 Reusable Accessories� PD\� 21/<� EH� XVHG� ZLWK� WKH�
NuVasive NVM5 System��
,I�V\VWHP�GDWD�DFTXLVLWLRQ�VHHPV�LQDFFXUDWH�RU�LI�WKH�VRIWZDUH�DSSOLFDWLRQ�GRHV�QRW�LQLWLDWH�RU�PDOIXQFWLRQV�
GXULQJ�XVH��DQG�UHFRPPHQGHG�VWHSV�WR�UHVWRUH�WKH�V\VWHP�DUH�QRW�VXFFHVVIXO��DERUW�XVH�RI�WKH�V\VWHP��
7KH�V\VWHP�LV�QRW�VXLWDEOH�IRU�XVH�LQ�WKH�SUHVHQFH�RI�D�IODPPDEOH��DQHVWKHWLF�PL[WXUH�ZLWK�DLU�RU�R[\JHQ�RU�
QLWURXV�R[LGH��
3UHFDXWLRQ���
7KH�ORQJ�WHUP�HIIHFWV�RI�FXWDQHRXV�HOHFWURGHV�IRU�HOHFWULFDO�VWLPXODWLRQ�DQG�RU�UHFRUGLQJ�DUH�XQNQRZQ���
,PSURSHUO\� SODFHG� FRUNVFUHZV�PD\� UHVXOW� LQ� SRRU� UHVSRQVHV� RU� QR� UHVSRQVHV�� HYHQ�ZLWK� KLJK� HOHFWULFDO�
FXUUHQW�VWLPXOXV���
3URSHU�KDQGOLQJ��LQVHUWLRQ�DQG�SODFHPHQW�RI�HOHFWURGHV�LV�FULWLFDO�IRU�PRQLWRULQJ��1HHGOHV�VKRXOG�EH�DW�OHDVW�
�´� DSDUW�� 3OHDVH� IROORZ� \RXU� KRVSLWDO¶V�PHGLFDO� ZDVWH� µVKDUSV¶� JXLGHOLQHV� IRU� SURSHU� GLVSRVDO� RI� QHHGOH�
HOHFWURGHV��
,QVSHFW�DOO�V\VWHP�FRPSRQHQWV�DQG�SDFNDJLQJ�IRU�GDPDJH�EHIRUH�XVH��'R�QRW�XVH�VWHULOH�FRPSRQHQWV� LI�
SDFNDJLQJ�LV�RSHQHG�RU�GDPDJHG��,I�FRPSRQHQWV�DUH�YLVLEO\�GDPDJHG��GR�QRW�XVH�WKH�V\VWHP��
'R�QRW�XVH�DOFRKRO�WR�FOHDQ�WKH�7RXFK�6FUHHQ�RQ�WKH�&RQWURO�8QLW��
'R�QRW�DOORZ�OLTXLGV�WR�HQWHU�WKH�&RQWURO�8QLW�RU�3DWLHQW�0RGXOH��DV�WKLV�PD\�UHVXOW�LQ�GDPDJH�RU�PDOIXQFWLRQ�
RI�WKH�NVM5 System��$YRLG�GULSSLQJ�DQ\�IOXLGV�LQWR�DQ\�%HQGLQL�HTXLSPHQW��'LVFRQQHFW�WKH�SRZHU�DQG�DOORZ�
WKH�V\VWHP�WR�GU\�LI�\RX�VXVSHFW�IOXLGV�PD\�KDYH�HQWHUHG�DQ\�SDUW�RI�WKH�6\VWHP��
7KH�NVM5 System� LV�QRW�SURWHFWHG�DJDLQVW� WKH�HIIHFWV�RI�GHILEULOODWLRQ��'R�QRW�XVH� LQ�FRQMXQFWLRQ�ZLWK�D�
GHILEULOODWRU��
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:KLOH�WKH�NVM5 System�LV�GHVLJQHG�WR�DVVLVW�LQ�WKH�HOHFWURP\RJUDSKLF�ORFDWLRQ�RI�VSLQDO�QHUYHV�LQ�SUR[LPLW\�
WR� WKH� VXUJLFDO� VLWH�� LW� LV� QRW� LQWHQGHG� WR� WDNH� WKH� SODFH� RI� WKRURXJK� NQRZOHGJH� RI� VSLQDO� DQDWRP\� DQG�
DSSURSULDWH�VXUJLFDO�WHFKQLTXH��QRU�VKRXOG�WKH�LQIRUPDWLRQ�SURYLGHG�E\�WKH�V\VWHP�EH�FRQVWUXHG�DV�GHILQLWLYH�
LQGLFDWRUV�RI�QHUYH� ORFDWLRQ��6XFK�IDFWRUV�DV� WKH�GLVWDQFH�IURP�WKH�QHUYH�� WKH�SRVLWLRQ�DQG�SODFHPHQW�RI�
HOHFWURGHV�� LQGLYLGXDO�PXVFOH�DQG�RU�QHUYH�UHVSRQVHV��WKH�SUR[LPLW\�DQG�VWUHQJWK�RI�VRXUFHV�RI�HOHFWULFDO�
LQWHUIHUHQFH��DQG�RWKHU�SDWLHQW�DQG�HQYLURQPHQWDO�IDFWRUV��PD\�LQIOXHQFH�WKH�RSHUDWLRQ��,I��LQ�WKH�MXGJPHQW�
RI� WKH� FOLQLFLDQ�� WKLV� UHVLVWDQFH� LV� VXIILFLHQW� WR� SUHFOXGH� SURSHUSODFHPHQW� RI� LQVWUXPHQWV�� WKH� SURFHGXUH�
VKRXOG�EH�VXVSHQGHG��
7R�DYRLG�WUDQV�WKRUDFLF�VWLPXODWLRQ��WKH�6WLPXODWLRQ�$QRGH�VKRXOG�QRW�EH�ORFDWHG�RQ�WKH�FKHVW�RU�XSSHU�EDFN��
3ODFH�WKLV�HOHFWURGH�RQ�WKH�ORZHU�DEGRPHQ��JOXWHXV��RU�XSSHU�IODQN��
7R�RSWLPL]H�DFFXUDF\�RI�(0*�UHFRUGLQJ��WKH�(0*�&RPPRQ�HOHFWURGH�VKRXOG�EH�ORFDWHG�EHWZHHQ�WKH�VLWH�
RI�VWLPXODWLRQ�DQG�WKH�UHFRUGLQJ�HOHFWURGHV��H�J���RQ�WKH�IODQN���
7KH�NVM5 System� FRQWDLQV� VHQVLWLYH� HOHFWURQLF� FRPSRQHQWV� ZKLFK� PD\� EH� GDPDJHG� E\� HOHFWURVWDWLF�
GLVFKDUJH��(6'���1RUPDO�SUHFDXWLRQV�VKRXOG�EH�WDNHQ�WR�DYRLG�FDXVLQJ�(6'�LPSXOVHV�WR�RFFXU�GLUHFWO\�RQ�
WKH�(0*�LQSXW�HOHFWURGHV��)RU�H[DPSOH��LW�LV�UHFRPPHQGHG�WKDW�EHIRUH�WRXFKLQJ�WKH�(0*�HOHFWURGHV��WKH�
RSHUDWRU� VKRXOG� WRXFK� WKH�EDUUHO�RI� WKH�PDLQ� FDEOH� FRQQHFWRU�EHWZHHQ� WKH�&RQWURO�8QLW� DQG� WKH�3DWLHQW�
0RGXOH�WR�UHGXFH�DQ\�DFFXPXODWHG�FKDUJH�RQ�WKH�RSHUDWRU��
3ULRU�IRUDPLQDO�RU�H[WUDIRUDPLQDO�VXUJHU\�PD\�OHDYH�VFDU�WLVVXH�DW�WKH�VLWH�RI�VXUJHU\�ZKLFK�FDQ�UHVXOW� LQ�
XQGXH�UHVLVWDQFH�WR�LQVWUXPHQW�LQVHUWLRQ��([HUFLVH�FDUH�LQ�LQVHUWLQJ�LQVWUXPHQWDWLRQ�LQ�VXFK�FLUFXPVWDQFHV�
WR�SUHYHQW�WKH�DSSOLFDWLRQ�RI�H[FHVVLYH�IRUFH�WKDW�FDQ�GDPDJH�LQWHUQDO�VWUXFWXUHV��
7KH�NVM5 System�LV�WR�EH�XVHG�RQO\�DV�DQ�DGMXQFW�WR�PHGLFDO�MXGJPHQW�DQG�DSSURSULDWH�VXUJLFDO�SUDFWLFHV��
'LODWRU�LQVHUWLRQ�DQG�DGYDQFHPHQW�VKRXOG�EH�FRQGXFWHG�RQO\�DIWHU�FDUHIXO�DQDO\VLV�RI�UDGLRJUDSKLF�LPDJHV�
RI�WKH�RSHUDWLYH�WDUJHW�DUHD��:KLOH�D�SRVLWLYH�(0*�GHWHFWLRQ�E\�WKH�NVM5 System�FDQ�EH�DVVRFLDWHG�ZLWK�
D�KLJK�OHYHO�RI�FHUWDLQW\�WKDW�D�QHUYH�LV�LQ�FORVH�SUR[LPLW\�WR�WKH�'LODWRU�WLS��WKH�DEVHQFH�RI�VXFK�DQ�(0*�
GHWHFWLRQ�FDQQRW�EH�FRQVWUXHG�DV�D�FHUWDLQ� LQGLFDWLRQ� WKDW�QR�QHUYHV�DUH�FORVH� WR� WKH�'LODWRU� WLS��'R�QRW�
DGYDQFH�'LODWRU�SUREHV�XQWLO�DOO�DYDLODEOH�GDWD�KDYH�EHHQ�FRQVLGHUHG��
'R�QRW�DGYDQFH�WKH�'LODWRU�IDVWHU�WKDQ�WKH�UDWH�RI�XSGDWH�RI�'HWHFWLRQ�GDWD��
$� WKRURXJK�FOHDQLQJ�DQG�SUHSDUDWLRQ�RI� WKH�GHUPDO�VXUIDFH�SULRU� WR�SODFHPHQW�RI� UHFRUGLQJ�HOHFWURGHV� LV�
UHTXLUHG�IRU�SURSHU�DGKHUHQFH�DQG�VHQVLWLYLW\�RI�WKH�HOHFWURGHV��,W�LV�UHFRPPHQGHG�WR�DSSO\�VXIILFLHQW�VNLQ�
SUHSDUDWLRQ� WR� DFKLHYH� DFFHSWDEOH� HOHFWURGH� LPSHGDQFH�� &DXWLRQ� VKRXOG� EH� H[HUFLVHG� GXULQJ� VNLQ�
SUHSDUDWLRQ�DQG�HOHFWURGH�UHPRYDO��([FHVVLYH�SUHSDUDWLRQ�DQG�RU�VXGGHQ�UHPRYDO�PD\�OHDG�WR�VNLQ�UHDFWLRQ�
DQG�DEUDVLRQ��
,Q�SUHSDULQJ�WKH�VLWHV�IRU�(0*�(OHFWURGH�SODFHPHQW��SDWLHQW�VHQVLWLYLW\�WR�GLVLQIHFWLQJ�DQG�VWHULOL]LQJ�DJHQWV�
�H�J���DOFRKRO��SRYLGLQH��HWF����HOHFWURGH�PDWHULDOV��DQG�DGKHVLYH�WDSHV�DQG�HOHFWURGH�EDFNLQJV�VKRXOG�EH�
FRQVLGHUHG�WR�SUHYHQW�VNLQ�UHDFWLRQV��
8VLQJ� WKH� SURYLGHG� HOHFWURGH� SODFHPHQW� LQVWUXFWLRQV�� H[WUHPH� FDUH� VKRXOG� EH� WDNHQ� WR� FRQILUP� WKDW� WKH�
UHFRUGLQJ�HOHFWURGHV�KDYH�EHHQ�SODFHG�RQ�WKH�FRUUHFW�PXVFOH�JURXSV��DQG�RQ�WKH�FRUUHFW�VLGH�RI�WKH�SDWLHQW��
EHIRUH�SOXJJLQJ�WKH�(0*�+DUQHVV�LQWR�WKH�3DWLHQW�0RGXOH��)DLOXUH�WR�IROORZ�WKHVH�LQVWUXFWLRQV�PD\�UHVXOW�LQ�
WKH�GLVSOD\�RI�LQDGHTXDWH�LQIRUPDWLRQ�QHFHVVDU\�IRU�GDWD�LQWHUSUHWDWLRQ���
7KHUH�PD\�EH�D�QRWLFHDEOH�PXVFOH�WZLWFK�LQ�HLWKHU�RU�ERWK�OHJV�GXULQJ�WKH�VWLPXODWLRQ��7KLV�ZLOO�VXEVLGH�DIWHU�
D�IHZ�VHFRQGV��'R�QRW�DWWHPSW�WR�UHVWUDLQ�WKH�OHJV�WR�SUHYHQW�WKHP�IURP�WZLWFKLQJ��DV�WKLV�ZLOO�LQWHUIHUH�ZLWK�
WKH�(0*�VLJQDOV��
,I�WKH�SDWLHQW�PRYHV��RU�LV�PRYHG��GXULQJ�WKH�FRXUVH�RI�VXUJHU\��HOHFWURGH�SRVLWLRQV�PD\�EH�GLVWXUEHG��,Q�
VXFK�LQVWDQFHV��HOHFWURGH�SRVLWLRQV�VKRXOG�EH�UH�H[DPLQHG�WR�FRQILUP�SURSHU�ORFDWLRQ��DGHTXDF\�RI�FRQWDFW��
DQG�VHFXULW\�RI�FRQQHFWLRQV��5XQ�HOHFWURGH�WHVW�WR�DIILUP�DGHTXDF\�RI�(0*�HOHFWURGH�FRQWDFW��
,I� WKH� LQWHQGHG� OHYHO� RI� VXUJHU\� FKDQJHV� LQWUDRSHUDWLYHO\�� (0*�5HFRUGLQJ�(OHFWURGH� SODFHPHQW�PD\� QR�
ORQJHU�EH�DSSURSULDWH�IRU�PRQLWRULQJ�RQH�RU�PRUH�RI�WKH�QHUYHV�DW�RU�QHDU�WKH�RSHUDWLYH�VLWH�� ,Q�VXFK�DQ�
HYHQW��WKH�(0*�5HFRUGLQJ�(OHFWURGH�SODFHPHQW�VKRXOG�EH�VKRXOG�EH�DOWHUHG��FRPPHQVXUDWH�ZLWK�FKDQJH��
0RYHPHQW�RI�WKH�SDWLHQW�GXULQJ�VWLPXODWLRQ�FDQ�FDXVH�H[FHVVLYH�HOHFWULFDO�³QRLVH´�DQG�RU�IDOVH�(0*��QRLVH��
DUWLIDFWV��
7KH�XVH�RI�HOHFWURVXUJLFDO�HTXLSPHQW�QHDU�WKH�NVM5 System’s�(0*�(OHFWURGHV�PD\�GDPDJH�WKH�3DWLHQW�
0RGXOH�RU�&RQWURO�8QLW��
2YHU�DEUDGLQJ�FDQ�FDXVH�VHULRXV�WRSLFDO�UHDFWLRQ�WR�WKH�SDWLHQW��$OZD\V�DSSO\�XVLQJ�WKH�SUHIHUUHG�SDWLHQW�
SUHSDUDWLRQ�WHFKQLTXH��
'R�QRW�WRXFK�WKH�HOHFWURGH�VLWHV�ZLWK�\RXU�ILQJHUV�VNLQ�DV�WKLV�PD\�FRPSURPLVH�WKH�FRQGXFWLYLW\�EHWZHHQ�
WKH�SDWLHQW¶V�VNLQ�DQG�HOHFWURGH��
&RQQHFWLRQ�RI�D�SDWLHQW�WR�HOHFWURVXUJLFDO�HTXLSPHQW�DQG�WR�WKH�NVM5 System�VLPXOWDQHRXVO\�PD\�UHVXOW�LQ�
EXUQV�DW�WKH�VLWH�RI�WKH�HOHFWURGHV�DQG�SRVVLEO\�GDPDJH�WKH�NVM5 System�FLUFXLWU\���
2SHUDWLRQ� RI� WKH�NVM5 System� LQ� FORVH� SUR[LPLW\� WR� VKRUWZDYH� RU�PLFURZDYH� WKHUDS\� HTXLSPHQW�PD\�
SURGXFH�LQVWDELOLW\�LQ�WKH�HOHFWULFDO�VWLPXODWRU�RXWSXW��
'R�QRW�DWWHPSW�WR�UHSDLU�WKH�NVM5 System��$Q\�PDOIXQFWLRQ�ZKLFK�GRHV�QRW�UHVSRQG�WR�UHPHGLHV�LGHQWLILHG�
LQ�WKLV�*XLGH��VHH�µ7528%/(6+227,1*¶�VHFWLRQ�LQ�WKH�Quick Reference Manual��FDQ�RQO\�EH�DGGUHVVHG�
E\�PDQXIDFWXUHU¶V�VHUYLFH��:H�UHTXLUH� WKDW� WKH�GHYLFH�EH�UHWXUQHG�WR�1X9DVLYH� IRU�DQ\�VXFK� LQVSHFWLRQ��
VHUYLFH��RU�UHSDLU��
,PSURSHUO\�SODFHG�RU�EHQW�QHHGOHV�LQFUHDVH�WKH�ULVN�RI�QHHGOH�EUHDNLQJ�RII�LQ�WKH�SDWLHQW��
'R�QRW�DWWHPSW�WR�VWUDLJKWHQ�EHQW�QHHGOHV�EHFDXVH�WKLV�PD\�FDXVH�VWUHVV�DQG�ZHDNHQ�WKH�QHHGOH�FDXVLQJ�
LW�WR�EUHDN�RII�LQ�WKH�SDWLHQW��
1HHGOHV�DUH�VKDUS�DQG�H[WUHPH�FDUH�PXVW�EH�WDNHQ�GXULQJ�KDQGOLQJ��
'R�QRW�DOORZ� OLTXLGV� WR�HQWHU� WKH�6WLPXODWLRQ�3UREH�RU�6WLPXODWLRQ�&OLS��DV� WKLV�PD\� UHVXOW� LQ�GDPDJH�RU�
PDOIXQFWLRQ�RI�WKH�NVM5 System��
'R�QRW�XVH�VDOLQH�LUULJDWLRQ�LQ�WKH�YLFLQLW\�RI�WKH�6WLPXODWLRQ�(OHFWURGHV�ZKLOH�RSHUDWLQJ�WKH�6\VWHP��6DOLQH�
VROXWLRQV�PD\�OHDG�WR�VKXQWLQJ�RI�WKH�VWLPXODWLRQ�FXUUHQW�UHVXOWLQJ�LQ�LPSURSHU�RSHUDWLRQ��
$YRLG�IOXLG�FRQWDFW�ZLWK�DOO�FDEOH�FRQQHFWLRQV��
$YRLG�FRQWDFW�EHWZHHQ�DQ\�RI�WKH�NVM5 System’s�HOHFWULFDO�FRQQHFWLRQV�DQG�DQ\�RWKHU�FRQGXFWLYH�SDUWV��
LQFOXGLQJ�WKRVH�FRQQHFWHG�WR�SURWHFWLYH�HDUWK�JURXQG��
5HPDLQ�DOHUW�IRU�DXGLEOH�LQGLFDWLRQV�RI�(0*�OLNH�DFWLYLW\�DV�DQ�LQGLFDWRU�RI�QHUYH�WUDXPD��/DFN�RI�DXGLEOH�
IHHGEDFN�PD\�LQGLFDWH�VSHDNHU�V\VWHP�PDOIXQFWLRQ��
7KH�NVM5 System�ZLOO�QRW�EH�DEOH�WR�UHOLDEO\�GHWHFW�(0*�LPSXOVHV�RQ�FKDQQHOV�GHJUDGHG�E\�QRLVH��,I�DQ�
,PSHGDQFH�7HVW�(UURU�RFFXUV�� LPPHGLDWH�DWWHQWLRQ�VKRXOG�EH�GLUHFWHG� WRZDUG�FRUUHFWLQJ� WKH�SUREOHP�E\�
FKHFNLQJ�WKH�HOHFWURGH�SODFHPHQW��VHFXULQJ�WKH�HOHFWURGHV�ZLWK�WDSH��DQG�HOLPLQDWLQJ�DQ\�RWKHU�VRXUFHV�RI�
WKH�QRLVH��,I�H[FHVVLYH�DPELHQW�QRLVH�SHUVLVWV�RU�LI�D�QRLVH�HUURU�PHVVDJH�DSSHDUV��FKHFN�WKH�SRVLWLRQ�RI�DOO�
OHDGV�DQG�HOHFWURGHV��DQG�SRVLWLRQ�WKHP�DV�IDU�DZD\�IURP�RWKHU�HOHFWURQLF�HTXLSPHQW�DV�SRVVLEOH��2EVHUYH�
WKH�(0*�VLJQDOV�XVLQJ�WKH�IUHH�UXQ��RU�HYRNHG�SRWHQWLDOV�GLVSOD\�WR�GHWHUPLQH�WKH�QDWXUH�RI�WKH�QRLVH��
3RRU�HOHFWURGH�LPSHGDQFH�PD\�FUHDWH�VXVFHSWLELOLW\�WR�HOHFWULFDO� LQWHUIHUHQFH��ZKLFK�FDQ�DGYHUVHO\�DIIHFW�
V\VWHP�SHUIRUPDQFH��
&RQQHFWLRQ� RI� WKH�NVM5 System WR� XQDSSURYHG� HTXLSPHQW� PD\� UHVXOW� LQ� GDQJHURXV� OHYHOV� RI� SDWLHQW�
OHDNDJH�FXUUHQWV��8VH�RQO\�DSSURYHG�1X9DVLYH�DFFHVVRULHV�ZLWK�WKH�NVM5 System��'R�QRW�XVH�FDEOHV�RU�
DFFHVVRULHV�RWKHU�WKDQ�WKRVH�SURYLGHG�ZLWK�WKH�V\VWHP��
$XGLEOH�DOHUW�QRWLILFDWLRQ�RI�VSRQWDQHRXV�(0*�HYHQWV�ZLOO�QRW�EH�JHQHUDWHG�ZKHQ�WKH�NVM5 System�LV�XVHG�
ZLWK� WKH� ³0XWH´� VHWWLQJ� DFWLYDWHG�� 7R� UHFHLYH� DOO� SRVVLEOH� DXGLEOH� DOHUWV�ZKHQ� XVLQJ� WKH�NVM5 System��
FRQILUP�WKDW�WKH�³0XWH´�VHWWLQJ�LV�QRW�DFWLYDWHG��
3ODFHPHQW�RI�UHFRUGLQJ�HOHFWURGHV�ZLWKLQ�FORVH�SUR[LPLW\�RI�RQH�DQRWKHU��OHVV�WKDQ�RQH�LQFK��PD\�SUHYHQW�
WKH�NVM5 System�IURP�UHFRUGLQJ�GLIIHUHQWLDO�UHVSRQVHV��7R�FRQILUP�GLIIHUHQWLDO�UHVSRQVHV�FDQ�EH�UHFRUGHG��
SRVLWLRQ�WKH�UHFRUGLQJ�HOHFWURGHV�DW�OHDVW���LQFK�IURP�HDFK�RWKHU��

1RWH�WKH�67(5,/(�H[SLU\�GDWH��'HYLFHV�ZLWK�HODSVHG�67(5,/(�H[SLU\�GDWHV�KDYH�WR�EH�FRQVLGHUHG�DV�QRQ�
VWHULOH�DQG�PD\�QRW�EH�XVHG��
&DXWLRQ�)HGHUDO��8�6���ODZ�UHVWULFWV�WKLV�GHYLFH�WR�VDOH��GLVWULEXWLRQ��RU�XVH�E\��RU�RQ�WKH�RUGHU�RI��D�SK\VLFLDQ��
([HUFLVH� FDXWLRQ� ZKHQ� LQFUHDVLQJ� PD[� VWLPXODWLRQ�� +LJKHU� VWLPXODWLRQ� PD\� UHVXOW� LQ� LQFUHDVHG� SDWLHQW�
PRYHPHQW��ZKLFK�PD\�LPSDFW�UHWUDFWRU�SRVLWLRQ��
'R�1RW�,PSODQW�WKH�,QVWUXPHQWV��&RPSOLFDWLRQV�WR�WKH�SDWLHQW�PD\�LQFOXGH��EXW�DUH�QRW�OLPLWHG�WR��
x� 1HUYH�GDPDJH��SDUDO\VLV��SDLQ��RU�GDPDJH�WR�VRIW�WLVVXH��YLVFHUDO�RUJDQ��RU�MRLQWV��
x� 'XUDO� OHDN� LQ� FDVHV�RI�H[FHVVLYH� ORDG�DSSOLFDWLRQ�RU� LPSLQJHPHQW�RI� FORVH�YHVVHOV�� QHUYHV��DQG�RU�

RUJDQV�E\�VOLSSDJH�RU�PLVSODFHPHQW�RI�WKH�LQVWUXPHQW��
x� %RQ\�IUDFWXUH��HVSHFLDOO\�LQ�WKH�FDVH�RI�GHIRUPHG�VSLQH�RU�ZHDN�ERQH��
x� ,QIHFWLRQ��LI�LQVWUXPHQWV�DUH�QRW�SURSHUO\�FOHDQHG�DQG�VWHULOL]HG��
x� %UHDNDJH�RI�WKH�GHYLFH��ZKLFK�FRXOG�PDNH�QHFHVVDU\�UHPRYDO�GLIILFXOW�RU�VRPHWLPHV�LPSRVVLEOH��ZLWK�

SRVVLEOH�FRQVHTXHQFHV�RI�ODWH�LQIHFWLRQ�DQG�PLJUDWLRQ��%UHDNDJH�FRXOG�FDXVH�LQMXU\�WR�WKH�SDWLHQW��
x� 3DLQ��GLVFRPIRUW��RU�DEQRUPDO�VHQVDWLRQV�GXH�WR�WKH�SUHVHQFH�RI�WKH�GHYLFH��
3DWLHQW�(GXFDWLRQ�� 3UHRSHUDWLYH� LQVWUXFWLRQV� WR� WKH� SDWLHQW� DUH� HVVHQWLDO�� 7KH� SDWLHQW� VKRXOG� EH�PDGH�
DZDUH�RI�WKH�SRWHQWLDO�ULVNV�RI�WKH�VXUJHU\��
6LQJOH�8VH�'R�1RW�5H�8VH��5HXVH�RI�D�VLQJOH�XVH�GHYLFH�WKDW�KDV�FRPH�LQ�FRQWDFW�ZLWK�EORRG��ERQH��WLVVXH�
RU�RWKHU�ERG\�IOXLGV�PD\�OHDG�WR�SDWLHQW�RU�XVHU�LQMXU\��3RVVLEOH�ULVNV�DVVRFLDWHG�ZLWK�UHXVH�RI�D�VLQJOH�XVH�
GHYLFH� LQFOXGH��EXW�DUH�QRW� OLPLWHG�WR��PHFKDQLFDO�IDLOXUH��PDWHULDO�GHJUDGDWLRQ��SRWHQWLDO� OHDFKDEOHV��DQG�
WUDQVPLVVLRQ�RI�LQIHFWLRXV�DJHQWV���
05,�6DIHW\�,QIRUPDWLRQ��'R�QRW�XVH�WKH�NVM5 System�LQ�FRQMXQFWLRQ�ZLWK��RU�LQ�WKH�SUHVHQFH�RI�PDJQHWLF�
UHVRQDQFH� �05��GHYLFHV��7KH�NVM5 System� LV�QRW�FRPSDWLEOH�ZLWK� WKH�PDJQHWLF� ILHOGV�DVVRFLDWHG�ZLWK�
PDJQHWLF�UHVRQDQFH��05��GHYLFHV��
&RPSDWLELOLW\��'R�QRW�XVH�WKH�NVM5 System�ZLWK�FRPSRQHQWV�RI�RWKHU�V\VWHPV��8QOHVV�VWDWHG�RWKHUZLVH��
1X9DVLYH�GHYLFHV�DUH�QRW�WR�EH�FRPELQHG�ZLWK�WKH�FRPSRQHQWV�RI�DQRWKHU�V\VWHP��
�
35(�23(5$7,9(�:$51,1*6�
7KH�PHWKRGV�RI�XVH�RI�LQVWUXPHQWV�DUH�WR�EH�GHWHUPLQHG�E\�WKH�XVHU¶V�H[SHULHQFH�DQG�WUDLQLQJ�LQ�VXUJLFDO�
SURFHGXUHV��
7KH�LQVWUXPHQWV�VKRXOG�EH�FDUHIXOO\�H[DPLQHG�SULRU�WR�XVH�IRU�IXQFWLRQDOLW\��H[FHVVLYH�ZHDU��RU�GDPDJH��$�
GDPDJHG�LQVWUXPHQW�VKRXOG�QRW�EH�XVHG�DV�WKLV�PD\�LQFUHDVH�WKH�ULVN�RI�PDOIXQFWLRQ�DQG�SRWHQWLDO�SDWLHQW�
LQMXU\��
1X9DVLYH�GRHV�QRW�DQG�FDQQRW�ZDUUDQW�WKH�XVH�RI�LQVWUXPHQWV�QRU�DQ\�RI�WKH�FRPSRQHQW�SDUWV�XSRQ�ZKLFK�
UHSDLUV�KDYH�EHHQ�PDGH�RU�DWWHPSWHG�H[FHSW�DV�SHUIRUPHG�E\�1X9DVLYH�RU�DQ�DXWKRUL]HG�1X9DVLYH�UHSDLU�
UHSUHVHQWDWLYH��
3DWLHQW�FRQGLWLRQ�DQG�RU�SUHGLVSRVLWLRQV�VXFK�DV�WKRVH�DGGUHVVHG�LQ�WKH�DIRUHPHQWLRQHG�FRQWUDLQGLFDWLRQV�
VKRXOG�EH�DYRLGHG��
,QVWUXPHQWV�VKRXOG�EH�SURWHFWHG�GXULQJ�VWRUDJH�DQG�IURP�FRUURVLYH�HQYLURQPHQWV��
$OO�QRQ�VWHULOH�SDUWV�VKRXOG�EH�FOHDQHG�DQG�VWHULOL]HG�EHIRUH�XVH��
,QVSHFW�DOO�FRPSRQHQWV�IRU�GDPDJH�EHIRUH�XVH���
&DUH�VKRXOG�EH�XVHG�GXULQJ�VXUJLFDO�SURFHGXUHV�WR�SUHYHQW�GDPDJH�WR�WKH�GHYLFH�V��DQG�LQMXU\�WR�WKH�SDWLHQW��
�
,175$�23(5$7,9(�:$51,1*6�
7KH�SK\VLFLDQ�VKRXOG�WDNH�SUHFDXWLRQV�DJDLQVW�SXWWLQJ�XQGXH�VWUHVV�RQ�WKH�VSLQDO�DUHD�ZLWK� LQVWUXPHQWV��
$Q\�VXUJLFDO�WHFKQLTXH�VKRXOG�EH�FDUHIXOO\�IROORZHG��
,W�LV�LPSRUWDQW�WKDW�WKH�VXUJHRQ�H[HUFLVH�H[WUHPH�FDXWLRQ�ZKHQ�ZRUNLQJ�LQ�FORVH�SUR[LPLW\�WR�YLWDO�RUJDQV��
QHUYHV��RU�YHVVHOV��DQG�WKDW�WKH�IRUFH�DSSOLHG�WR�WKH�LQVWUXPHQWDWLRQ�LV�QRW�H[FHVVLYH��WR�SUHYHQW�SRWHQWLDO�
LQMXU\�WR�WKH�SDWLHQW��
2YHU��EHQGLQJ��QRWFKLQJ��VWULNLQJ��DQG�RU�VFUDWFKLQJ�RI�LPSODQWV�ZLWK�DQ\�LQVWUXPHQW�VKRXOG�EH�DYRLGHG�WR�
UHGXFH�WKH�ULVN�RI�EUHDNDJH��
7KH�SK\VLFDO�FKDUDFWHULVWLFV�UHTXLUHG� IRU�PDQ\� LQVWUXPHQWV�GR�QRW�SHUPLW� WKHP�WR�EH�PDQXIDFWXUHG�IURP�
LPSODQWDEOH�PDWHULDOV��,I�DQ\�EURNHQ�IUDJPHQWV�RI�LQVWUXPHQWV�UHPDLQ�LQ�WKH�ERG\�RI�D�SDWLHQW��WKH\�FRXOG�
FDXVH�DOOHUJLF�UHDFWLRQV�RU�LQIHFWLRQV��,I�DQ�LQVWUXPHQW�EUHDNV�LQ�VXUJHU\�DQG�IUDJPHQWV�JR�LQWR�WKH�SDWLHQW��
WKHVH�SLHFHV�VKRXOG�EH�UHPRYHG�SULRU�WR�FORVXUH�DQG�VKRXOG�QRW�EH�LPSODQWHG��
�
3267�23(5$7,9(�:$51,1*6�
'XULQJ� WKH� SRVWRSHUDWLYH� SKDVH� LW� LV� RI� SDUWLFXODU� LPSRUWDQFH� WKDW� WKH� SK\VLFLDQ� NHHSV� WKH� SDWLHQW� ZHOO�
LQIRUPHG�RI�DOO�SURFHGXUHV�DQG�WUHDWPHQWV��
�
0(7+2'�2)�86(�
3OHDVH�UHIHU�WR�WKH�NVM5 System�3URGXFW�5HIHUHQFH�0DQXDO��GRF�����������IRU�XVH�RI�WKH�HQWLUH�V\VWHP�
�VRIWZDUH��FDPHUD��DQG�DFFHVVRULHV���
5HIHU�WR�WKH�,QVWUXFWLRQV�IRU�8VH�DFFRPSDQ\LQJ�RWKHU�1X9DVLYH�GHYLFHV�IRU�SURSHU�XVH�RI�WKHVH�GHYLFHV��
�
3$&.$*,1*�
&HUWDLQ� LQVWUXPHQWV� DUH� SURYLGHG� VWHULOH� DQG� LQWHQGHG� IRU� VLQJOH� XVH� RQO\�� 3DFNDJHV� IRU� HDFK� RI� WKH�
FRPSRQHQWV� VKRXOG�EH� LQWDFW�XSRQ� UHFHLSW��'R�QRW�XVH� LI�SDFNDJH� LV�RSHQHG�RU�GDPDJHG��7KLV�SURGXFW�
VKRXOG�127�EH�UH�VWHULOL]HG��'LVFDUG�DIWHU�XVH��
&HUWDLQ�LQVWUXPHQWV�DUH�UHXVDEOH�DQG�SURYLGHG�QRQVWHULOH��$OO�LQVWUXPHQWV�VKRXOG�EH�FDUHIXOO\�H[DPLQHG�IRU�
ODFN�RI�GDPDJH�SULRU�WR�XVH��'DPDJHG�SDFNDJHV�RU�SURGXFWV�VKRXOG�QRW�EH�XVHG�DQG�VKRXOG�EH�UHWXUQHG�WR�
1X9DVLYH��
�
&/($1,1*�$1'�'(&217$0,1$7,21�
7KH�190��&RQWURO�8QLW�DQG�3DWLHQW�0RGXOH�DUH�QRW� LQWHQGHG�IRU�VWHULOL]DWLRQ�� ,I�QHFHVVDU\�� WKH\�PD\�EH�
FOHDQHG�ZLWK�D�VRIW�WRZHO�RU�ZLSH�GDPSHQHG�ZLWK�D�PLOG�GHWHUJHQW�DQG�ZDWHU�VROXWLRQ�DFFRUGLQJ�WR�VWDQGDUG�
KRVSLWDO�SUDFWLFHV��
$OO�QRQ�VWHULOH�LQVWUXPHQWV�PXVW�ILUVW�EH�WKRURXJKO\�FOHDQHG�XVLQJ�WKH�YDOLGDWHG�PHWKRGV�SUHVFULEHG�LQ�WKH�
1X9DVLYH�&OHDQLQJ�DQG�6WHULOL]DWLRQ�,QVWUXFWLRQV��GRF�����������EHIRUH�VWHULOL]DWLRQ�DQG�LQWURGXFWLRQ�LQWR�D�
VWHULOH�VXUJLFDO�ILHOG��&RQWDPLQDWHG�LQVWUXPHQWV�VKRXOG�EH�ZLSHG�FOHDQ�RI�YLVLEOH�VRLO�DW�WKH�SRLQW�RI�XVH��SULRU�
WR�WUDQVIHU�WR�D�FHQWUDO�SURFHVVLQJ�XQLW�IRU�FOHDQLQJ�DQG�VWHULOL]DWLRQ��7KH�YDOLGDWHG�FOHDQLQJ�PHWKRGV�LQFOXGH�
ERWK�PDQXDO�DQG�DXWRPDWHG�FOHDQLQJ��9LVXDOO\�LQVSHFW�WKH�LQVWUXPHQWV�IROORZLQJ�SHUIRUPDQFH�RI�WKH�FOHDQLQJ�
LQVWUXFWLRQV� WR� FRQILUP� WKHUH� LV� QR� YLVXDO� FRQWDPLQDWLRQ� RI� WKH� LQVWUXPHQWV� SULRU� WR� SURFHHGLQJ� ZLWK�
VWHULOL]DWLRQ�� ,I� SRVVLEOH� FRQWDPLQDWLRQ� LV� SUHVHQW� DW� YLVXDO� LQVSHFWLRQ�� UHSHDW� WKH� FOHDQLQJ� VWHSV��
&RQWDPLQDWHG� LQVWUXPHQWV�VKRXOG�QRW�EH�XVHG��DQG�VKRXOG�EH� UHWXUQHG� WR�1X9DVLYH��&RQWDFW�\RXU� ORFDO�
UHSUHVHQWDWLYH�RU�1X9DVLYH�GLUHFWO\�IRU�DQ\�DGGLWLRQDO�LQIRUPDWLRQ�UHODWHG�WR�FOHDQLQJ�RI�1X9DVLYH�VXUJLFDO�
LQVWUXPHQWV��
�
67(5,/,=$7,21�
7KH�VWHDP�VWHULOL]DEOH�FRPSRQHQWV�RI�WKH�NVM5 System�DUH�WR�EH�SDFNDJHG�LQ�DQ�)'$�FOHDUHG�VWHULOL]DWLRQ�
ZUDS�SULRU�WR�SODFHPHQW�LQ�DQ�DXWRFODYH��,Q�D�SURSHUO\�IXQFWLRQLQJ�DQG�FDOLEUDWHG�VWHDP�VWHULOL]HU��HIIHFWLYH�
VWHULOL]DWLRQ�PD\�EH�DFKLHYHG�XVLQJ�WKH�SDUDPHWHUV�SUHVFULEHG�LQ�WKH�1X9DVLYH�&OHDQLQJ�DQG�6WHULOL]DWLRQ�
,QVWUXFWLRQV��GRF������������
�
�
�



5[�21/<� 3DJH���RI��� ��������(1��%���������

,1)250$7,21�
3OHDVH� UHIHU� WR� WKH� NVM5 Product Reference Manual�� RU� SOHDVH� FRQWDFW� \RXU� ORFDO� UHSUHVHQWDWLYH� RU�
1X9DVLYH�GLUHFWO\�DW�����������������IRU�DQ\�LQIRUPDWLRQ�UHJDUGLQJ�WKH�SURGXFWV�RU�WKHLU�XVHV��<RX�PD\�
DOVR�HPDLO��LQIR#QXYDVLYH�FRP��
�
7KLV�,QVWUXFWLRQV�IRU�8VH�GRFXPHQW�LV�LQWHQGHG�IRU�WKH�86�PDUNHW�RQO\��)RU�286�,QVWUXFWLRQV�IRU�8VH��SOHDVH�
UHIHU�WR�GRFXPHQW�����������


