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�� $EEUHYLDWLRQV �� �� �� �� �� �� �� 3DJH LL

�� )RUHZRUG �� �� �� �� �� �� �� �� 3DJH LLL

�� ,QWURGXFWLRQ �� �� �� �� �� �� 3DJH LY

�� &KDSWHU ,� 'HILQLWLRQV �� �� �� �� �� 3DJH �

�� &KDSWHU ,,� *HQHUDO 5HTXLUHPHQWV �� �� �� 3DJH �

�� &KDSWHU ,,,� 6XPPDU\ RI 3URGXFW &KDUDFWHULVWLFV �� 3DJH ��

�� &KDSWHU ,9� 4XDOLW\ 5HTXLUHPHQWV �� �� �� 3DJH ��

�� &KDSWHU 9� 6DIHW\ 'DWD �� �� �� �� �� 3DJH ��

�� &KDSWHU 9,� (IILFDF\ 'DWD�� �� �� �� �� 3DJH ��

��� $SSHQGL[� $SSOLFDWLRQ )RUP�� �� �� �� �� 3DJH ��
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�� %3 � %ULWLVK 3KDUPDFRSRHLD

�� (0($ � (XURSHDQ 0HGLFLQHV (YDOXDWLRQ $JHQF\

�� *03 � *RRG 0DQXIDFWXULQJ 3UDFWLFHV

�� ,&+ � ,QWHUQDWLRQDO &RQIHUHQFH RQ +DUPRQL]DWLRQ RI

5HJLVWUDWLRQ 5HTXLUHPHQWV RI 3KDUPDFHXWLFDO

3URGXFWV IRU +XPDQ 8VH

�� ,3 � ,QWHUQDWLRQDO 3KDUPDFRSRHLD

�� 3K�(XU � (XURSHDQ 3KDUPDFRSRHLD

�� 5+ � 5HODWLYH +XPLGLW\

�� 7)'$ � 7DQ]DQLD )RRG DQG 'UXJV $XWKRULW\

�� 7)'&$ � 7DQ]DQLD )RRG� 'UXJV DQG &RVPHWLFV $FW�

����

��� 863 � 8QLWHG 6WDWHV 3KDUPDFRSRHLD

��� 9,&+ � ,QWHUQDWLRQDO &RQIHUHQFH RQ +DUPRQL]DWLRQ RI

5HJLVWUDWLRQ 5HTXLUHPHQWV RI 3KDUPDFHXWLFDO

3URGXFWV IRU 9HWHULQDU\ 8VH

��� :+2 � :RUOG +HDOWK 2UJDQL]DWLRQ
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'XULQJ WKH ODVW GHFDGH� XVH RI KHUEDO GUXJV KDV H[SDQGHG DQG JDLQHG

SRSXODULW\ JOREDOO\� 7KH\ KDYH QRW RQO\ EHHQ XVHG IRU SULPDU\ KHDOWK FDUH RI

WKH SRRU LQ GHYHORSLQJ FRXQWULHV EXW DOVR LQ FRXQWULHV ZKHUH FRQYHQWLRQDO GUXJV

DUH SUHGRPLQDQW LQ WKH QDWLRQDO KHDOWKFDUH V\VWHP�

:LWK WKH H[SDQVLRQ LQ WKH XVH RI WKHVH GUXJV ZRUOGZLGH� TXDOLW\� VDIHW\ DQG

HIILFDF\ KDYH EHFRPH D FKDOOHQJH WR ERWK GUXJ UHJXODWRU\ DXWKRULWLHV DQG WKH

SXEOLF� 7KHVH JXLGHOLQHV KDYH EHHQ GHYHORSHG WR SURYLGH UHTXLUHPHQWV LQ

VXSSRUW RI TXDOLW\� VDIHW\ DQG HIILFDF\ IRU WKRVH ZKR ZLVK WR PDUNHW KHUEDO

GUXJV LQ 7DQ]DQLD�

6XEPLVVLRQ RI DGHTXDWH GRFXPHQWDWLRQ RQ TXDOLW\� VDIHW\ DQG HIILFDF\ RI D

KHUEDO GUXJ ZLOO HQDEOH WKH $XWKRULW\ WR XVH WKH LQIRUPDWLRQ DQG RWKHU IDFWRUV WR

DVVHVV WKH VXLWDELOLW\ RI WKH SURGXFW IRU LQWHQGHG XVH� $SSOLFDQWV DUH WKHUHIRUH

XUJHG WR UHDG WKHVH JXLGHOLQHV FDUHIXOO\ DQG IROORZ LQVWUXFWLRQV SUHVFULEHG

WKHUHLQ�

, ZRXOG OLNH WR DSSUHFLDWH WKH FRQWULEXWLRQ RI LQGLYLGXDOV DQG RUJDQL]DWLRQ

LQYROYHG LQ WKH GHYHORSPHQW RI WKHVH JXLGHOLQHV� , DFNQRZOHGJH WKH FRQWULEXWLRQ

RI WKH :RUOG +HDOWK 2UJDQL]DWLRQ �:+2� DQG WKH (XURSHDQ 0HGLFLQDO 3URGXFWV

(YDOXDWLRQ $JHQF\ �(0($� ZKRVH GRFXPHQWV VDYHG DV LPSRUWDQW UHIHUHQFHV LQ

GUDIWLQJ WKHVH JXLGHOLQHV� 7KH FRQWULEXWLRQ RI DOO WKH VWDNHKROGHUV LQYROYHG LQ

GHYHORSLQJ WKHVH JXLGHOLQHV LV KLJKO\ DSSUHFLDWHG� , DOVR H[WHQG P\ DSSUHFLDWLRQ

WR WKH 7)'$ 0DQDJHPHQW LQ WKHLU JXLGDQFH DQG SURYLVLRQ RI UHVRXUFHV IRU

GHYHORSLQJ WKLV LPSRUWDQW ZRUNLQJ WRRO IRU WKH $XWKRULW\�

, DP PRVW JUDWHIXO WR WKH IROORZLQJ LQGLYLGXDOV ZKR ZRUNHG WLUHOHVVO\ LQ WKH

SUHSDUDWLRQ RI WKHVH JXLGHOLQHV� 0U� /�5� 0KDQJZD� 'U� &� 0� 1VKLPR� 0U� +� %�
6LOOR� 'U� 3� 3� 0KDPH� 'U� 1� %� &KXNLOL]R� 'U� 0� -� 0RVKL� 0U� $� .KHD DQG 0V
5RVHPDU\ $DURQ� 7KH FRQWULEXWLRQ RI DOO RWKHU VWDII RI WKH 'LUHFWRUDWH RI 3URGXFW

(YDOXDWLRQ DQG 5HJLVWUDWLRQ LV YHU\ PXFK DFNQRZOHGJHG� /DVWO\ EXW QRW WKH

OHDVW� WKH DVVLVWDQFH RI 0V -R\FH .RPED IRU W\SLQJ DQG SXWWLQJ WKH JXLGHOLQHV

LQWR WKH SUHVHQW VKDSH LV KLJKO\ DSSUHFLDWHG�

,W LV DQWLFLSDWHG WKDW WKH JXLGHOLQHV ZLOO EH UHYLVHG UHJXODUO\ LQ UHVSRQVH WR WKH

H[SHULHQFHV JDWKHUHG IURP WKHLU XWLOL]DWLRQ� :H WKHUHIRUH ZHOFRPH FRPPHQWV

DQG YLHZV DW DQ\ WLPH�

0� 1GRPRQGR � 6LJRQGD
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7KH 7DQ]DQLD )RRG DQG 'UXJV $XWKRULW\ �7)'$� LV UHVSRQVLEOH IRU HQVXULQJ WKDW

IRRG� GUXJV� KHUEDO GUXJV� PHGLFDO GHYLFHV DQG FRVPHWLFV UHJXODWHG XQGHU WKH

7DQ]DQLD )RRG� 'UXJV DQG &RVPHWLFV $FW �7)'&$�� ���� DUH VDIH� HIIHFWLYH DQG

RI DFFHSWDEOH TXDOLW\� 7R WKLV HQG� VHFWLRQ �� RI WKH 7)'&$� ���� SURYLGHV WKDW

WKH $XWKRULW\ VKDOO UHJLVWHU D KHUEDO GUXJ LI LW LV LQ WKH SXEOLF LQWHUHVW DQG WKH

SURGXFW LV VDIH� HIILFDFLRXV DQG RI JRRG TXDOLW\� ,Q DGGLWLRQ� WKH PDQXIDFWXULQJ

IDFLOLW\ VKRXOG DOVR FRPSO\ ZLWK WKH PLQLPXP UHTXLUHPHQWV IRU *RRG

0DQXIDFWXULQJ 3UDFWLFHV �*03��

7KH REMHFWLYH RI GHYHORSLQJ WKHVH JXLGHOLQHV LV WR SURYLGH UHTXLUHPHQWV IRU

DSSOLFDWLRQ IRU PDUNHWLQJ DXWKRULVDWLRQ RI KHUEDO GUXJV LQ 7DQ]DQLD� ,W LV

H[SHFWHG WKDW WKH JXLGHOLQHV ZLOO DVVLVW DSSOLFDQWV WR IXOILO WKH OHJDO

UHTXLUHPHQWV IRU UHJLVWUDWLRQ RI KHUEDO GUXJV DV SURYLGHG XQGHU VHFWLRQ �� RI

WKH 7)'&$� ����� 7KLV VHFWLRQ SURKLELWV PDQXIDFWXUH IRU VDOH� VHOO� RIIHU�

VXSSO\ RU LPSRUW RI DQ\ SURGXFW UHJXODWHG XQGHU WKH $FW LQFOXGLQJ KHUEDO GUXJV

XQOHVV WKH SURGXFW LV UHJLVWHUHG�

,W LV EHLQJ HPSKDVL]HG WKDW WKH JXLGHOLQHV DGGUHVV KHUEDO GUXJV ZKLFK KDYH

XQGHUJRQH VWDQGDUGLVDWLRQ DQG DUH PDQXIDFWXUHG LQ DFFRUGDQFH ZLWK *03

IURP D SKDUPDFHXWLFDO LQGXVWU\� 7KH\ FRYHU SURGXFWV ZKLFK DUH DGMXVWHG WR D

GHILQHG FRQWHQW RI D FRQVWLWXHQW RU D JURXS RI VXEVWDQFHV ZLWK VFLHQWLILFDOO\

HVWDEOLVKHG WKHUDSHXWLF DFWLYLW\� VDIHW\ DQG HIILFDF\ DV VSHFLILHG LQ FDWHJRU\ ,9 RI

WKH :+2�$)52 JXLGHOLQHV IRU UHJLVWUDWLRQ RI KHUEDO PHGLFLQHV�

7KH JXLGHOLQHV KDYH EHHQ GLYLGHG LQWR VL[ FKDSWHUV� &KDSWHU , JLYHV YDULRXV

GHILQLWLRQV LQ WKH FRQWH[W RI WKHVH JXLGHOLQHV ZKLOH FKDSWHU ,, SURYLGHV JHQHUDO

UHTXLUHPHQWV RQ KRZ WR ILOH DQ DSSOLFDWLRQ� SD\PHQW RI UHOHYDQW IHHV DQG

SURFHVVLQJ RI DSSOLFDWLRQV� &KDSWHU ,,, SURYLGHV UHTXLUHPHQWV IRU VXPPDU\ RI

SURGXFW FKDUDFWHULVWLFV DQG FKDSWHUV ,9� 9 DQG 9, SURYLGH JXLGDQFH RQ

UHJLVWUDWLRQ UHTXLUHPHQWV IRU TXDOLW\� VDIHW\ DQG HIILFDF\ UHVSHFWLYHO\�

7KH DSSOLFDWLRQ IRUP IRU UHJLVWUDWLRQ RI KHUEDO GUXJV LV SURYLGHG DV DQ DSSHQGL[

WR WKH JXLGHOLQHV� $OO DSSOLFDQWV ZLOO EH UHTXLUHG WR ILOO LQ WKLV DSSOLFDWLRQ IRUP

DQG VXEPLW LW WR WKH $XWKRULW\ DORQJ ZLWK RWKHU GRFXPHQWDWLRQ DV SURYLGHG LQ

WKH JXLGHOLQHV�
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)RU WKH SXUSRVHV RI WKHVH JXLGHOLQHV� WKH IROORZLQJ GHILQLWLRQV VKDOO DSSO\�

�� $XWKRULW\

0HDQV� WKH 7DQ]DQLD )RRG DQG 'UXJV $XWKRULW\� RU WKH DFURQ\P ´7)'$µ

HVWDEOLVKHG XQGHU VHFWLRQ � RI WKH 7DQ]DQLD )RRG� 'UXJV DQG &RVPHWLFV

$FW� �7)'&$� �����

�� $FWLYH LQJUHGLHQW

0HDQV D VXEVWDQFH WKDW LV LQWHQGHG WR EH XVHG LQ WKH PDQXIDFWXUH RI D

KHUEDO GUXJ DV D SKDUPDFRORJLFDOO\ DFWLYH VXEVWDQFH�V� LQFOXGLQJ SODQW

H[WUDFWV�

�� %DWFK

0HDQV D GHILQHG TXDQWLW\ RI DQ\ KHUEDO GUXJ SURGXFW SURFHVVHG LQ D

VLQJOH SURFHVV RU VHULHV RI SURFHVVHV VXFK WKDW LW FDQ UHDVRQDEO\ EH

H[SHFWHG WR EH XQLIRUP LQ FKDUDFWHU DQG TXDOLW\� %DWFK DOVR PHDQV ORW

�� &RPSRVLWLRQ

0HDQV WKH LQJUHGLHQWV RI D KHUEDO GUXJ ZKLFK LW FRQVLVWV� WKHLU

SURSRUWLRQV DQG GHJUHH RI VWUHQJWK�

�� &RQWDLQHU

0HDQV D ERWWOH� MDU� ER[� SDFNHW� VDFKHW RU RWKHU UHFHSWDFOH ZKLFK

FRQWDLQV RU LV WR FRQWDLQ LQ LW� DQG ZKHUH DQ\ VXFK UHFHSWDFOH LV RU LV WR

EH FRQWDLQHG LQ DQRWKHU UHFHSWDFOH� LQFOXGHV WKH IRUPHU EXW GRHV QRW

LQFOXGH WKH ODWWHU UHFHSWDFOH�

�� ([FLSLHQWV

0HDQV D VXEVWDQFH� RWKHU WKDQ DFWLYH LQJUHGLHQW ZKLFK KDV EHHQ

DSSURSULDWHO\ HYDOXDWHG IRU VDIHW\ DQG LV LQFOXGHG LQ D KHUEDO GUXJ IRU

VSHFLILF UHDVRQ �H�J� SUHVHUYDWLYH� IODYRXUDQW��

�� +HUEDO GUXJ RU SURGXFW

0HDQV DQ\ ODEHOHG SUHSDUDWLRQ LQ SKDUPDFHXWLFDO GRVDJH IRUP WKDW

FRQWDLQV DV DFWLYH LQJUHGLHQWV RQH RU PRUH VXEVWDQFHV RI QDWXUDO RULJLQ

WKDW DUH GHULYHG IURP SODQWV� ZKLFK LV VWDQGDUGL]HG LQ WHUPV RI

FRQVWLWXHQWV DQG IRU ZKLFK WKHUDSHXWLF DFWLYLW\� VDIHW\ DQG HIILFDF\ DUH

HVWDEOLVKHG WKURXJK VFLHQWLILF VWXGLHV��
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�� ,&+ FRXQWULHV

0HDQV DQG LQFOXGH 8QLWHG 6WDWHV RI $PHULFD� -DSDQ DQG WKH (XURSHDQ

8QLRQ FRXQWULHV�

�� *HQHUDO VDOH KHUEDO GUXJ

0HDQV DQ\ KHUEDO GUXJ ZKLFK GRHV QRW QHHG WKH GLUHFWLRQ RU SUHVFULSWLRQ

E\ D PHGLFDO SUDFWLWLRQHU� D YHWHULQDU\ VXUJHRQ RU GHQWLVW IRU LWV XVH�

��� /DEHO

0HDQV DQ\ WDJ� EUDQG� PDUN� SLFWRULDO RU RWKHU GHVFULSWLYH PDWWHU�

ZULWWHQ� SULQWHG� VWHQFLOHG� PDUNHG� HPERVVHG RU LPSUHVVHG RQ RU

DWWDFKHG WR D FRQWDLQHU RI DQ\ KHUEDO GUXJ�

��� 0DQXIDFWXUH

,QFOXGHV DOO RSHUDWLRQV LQYROYHG LQ WKH SURGXFWLRQ� SUHSDUDWLRQ�

SURFHVVLQJ� FRPSRXQGLQJ� IRUPXODWLQJ� ILOOLQJ� UHILQLQJ� WUDQVIRUPDWLRQ�

SDFNLQJ� SDFNDJLQJ� UHSDFNDJLQJ DQG ODEHOLQJ RI D KHUEDO GUXJ�

��� 0DQXIDFWXUHU

0HDQV D SHUVRQ RU ILUP WKDW LV HQJDJHG LQ WKH PDQXIDFWXUH RI KHUEDO

GUXJV�

��� 0DUNHUV

0HDQV FKHPLFDOO\ GHILQHG FRQVWLWXHQWV RI D KHUEDO GUXJ ZKLFK DUH RI

LQWHUHVW IRU FRQWURO SXUSRVHV LQGHSHQGHQW RI ZKHWKHU WKH\ KDYH DQ\

WKHUDSHXWLF DFWLYLW\ RU QRW� 0DUNHUV PD\ VHUYH WR FDOFXODWH WKH TXDQWLW\

RI KHUEDO GUXJ RU SUHSDUDWLRQ LQ WKH ILQLVKHG SURGXFW LI WKDW PDUNHU KDV

EHHQ TXDQWLWDWLYHO\ GHWHUPLQHG LQ WKH KHUEDO GUXJ ZKHQ WKH VWDUWLQJ

PDWHULDOV ZHUH WHVWHG�

��� 3KDUPDFHXWLFDO GRVDJH IRUP

0HDQV D IRUP RI D FRPSOHWHG SKDUPDFHXWLFDO SURGXFW WKDW KDV

XQGHUJRQH DOO VWDJHV RI SURGXFWLRQ DQG TXDOLW\ FRQWURO LQFOXGLQJ EHLQJ

SDFNDJHG LQ LWV ILQDO FRQWDLQHU DQG ODEHOHG H�J� WDEOHW� FDSVXOH� HOL[LU� HWF�

��� 3KDUPDFRSRHLD

0HDQV WKH FXUUHQW HGLWLRQ RI %ULWLVK 3KDUPDFRSRHLD� (XURSHDQ

3KDUPDFRSRHLD� 8QLWHG 6WDWHV 3KDUPDFRSRHLD DQG ,QWHUQDWLRQDO

3KDUPDFRSRHLD�

��� 3UHVFULSWLRQ KHUEDO GUXJ

0HDQV DQ\ KHUEDO GUXJ UHTXLUHG WR EH GLVSHQVHG RQO\ XSRQ D

SUHVFULSWLRQ JLYHQ E\ D PHGLFDO SUDFWLWLRQHU� D YHWHULQDU\ VXUJHRQ RU

GHQWLVW RU DQ\ RWKHU SHUVRQ DSSURYHG E\ WKH 0LQLVWHU UHVSRQVLEOH IRU

+HDOWK�
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��� 6SHFLILFDWLRQV

0HDQV D OLVW RI WHVWV� UHIHUHQFHV WR DQDO\WLFDO SURFHGXUHV� DQG DSSURSULDWH

DFFHSWDQFH FULWHULD ZKLFK DUH QXPHULFDO OLPLWV� UDQJHV� RU RWKHU FULWHULD

IRU WKH WHVWV GHVFULEHG�

��� 6WDQGDUGLVDWLRQ

0HDQV DGMXVWLQJ WKH KHUEDO GUXJ SUHSDUDWLRQ WR D GHILQHG FRQWHQW RI D

FRQVWLWXHQW RU D JURXS RI VXEVWDQFHV ZLWK NQRZQ WKHUDSHXWLF DFWLYLW\

UHVSHFWLYHO\ E\ DGGLQJ H[FLSLHQWV RU E\ PL[LQJ KHUEDO GUXJV �H�J

VWDQGDUGL]HG H[WUDFW IURP SKDUPDFRSRHLD PRQRJUDSK��

��� 4XDOLILHG SHUVRQ

0HDQV D SHUVRQ ZKR LV NQRZOHGJHDEOH LQ SKDUPDFHXWLFDO VFLHQFHV DQG

HQWUXVWHG ZLWK WKH UHVSRQVLELOLW\ RI HQVXULQJ WKDW HDFK EDWFK RI WKH

ILQLVKHG SURGXFW DVSLUHG IRU UHJLVWUDWLRQ LV PDQXIDFWXUHG LQ DFFRUGDQFH

ZLWK *03 WR PHHW VWDQGDUGV SUHVFULEHG LQ UHVSHFW RI WKDW KHUEDO GUXJ�
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$OO DSSOLFDWLRQV VKDOO EH PDGH E\ VXEPLWWLQJ D GXOO\ ILOOHG LQ DSSOLFDWLRQ IRUP

DFFRPSDQLHG ZLWK SUHVFULEHG LQIRUPDWLRQ DV SUHVFULEHG LQ WKHVH JXLGHOLQHV� $OO

GRFXPHQWV VKDOO EH LQ .LVZDKLOL RU (QJOLVK� +RZHYHU� ZKHUH RULJLQDO FHUWLILFDWHV

DUH LQ DQRWKHU ODQJXDJH� FRSLHV VKDOO EH SUHVHQWHG WRJHWKHU ZLWK FHUWLILHG

.LVZDKLOL RU (QJOLVK WUDQVODWLRQV�

�� $SSOLFDQWV DQG UHVSRQVLEOH SHUVRQV

�D� $SSOLFDQW

$Q DSSOLFDWLRQ IRU UHJLVWUDWLRQ RI KHUEDO GUXJV FDQ EH PDGH E\

RZQHU RI WKH SURGXFW �DQ LQGLYLGXDO� ERG\ FRUSRUDWH� SDUWQHUVKLSV

RU UHJLVWHUHG EXVLQHVV� UHVSRQVLEOH IRU WKH PDQXIDFWXUH RU WR

ZKRVH RUGHU WKH SURGXFW LV PDQXIDFWXUHG IRU VHOO LQ 7DQ]DQLD�

7KH DSSOLFDQW VKDOO EH UHVSRQVLEOH IRU WKH SURGXFW� LQIRUPDWLRQ

VXSSOLHG LQ VXSSRUW RI KLV DSSOLFDWLRQ IRU UHJLVWUDWLRQ DQG

DOWHUDWLRQV WKHUHRI�

�E� 5HVSRQVLEOH SHUVRQ

(YHU\ DSSOLFDQW ZKR LV QRW UHVLGHQW LQ 7DQ]DQLD VKDOO QRPLQDWH D

SHUVRQ ZKR UHVLGHV LQ 7DQ]DQLD WR EH D UHVSRQVLEOH SHUVRQ� (YHU\

QRPLQHH VKDOO VXEPLW D SRZHU RI DWWRUQH\ DV HYLGHQFH RI KLV�KHU

QRPLQDWLRQ�

7KH UHVSRQVLEOH SHUVRQ VKDOO�

�L� 0RQLWRU WKH SURGXFW RQ WKH PDUNHW DQG LQIRUP WKH

$XWKRULW\ LPPHGLDWHO\ DIWHU WKH GHWHFWLRQ RI DQ\ SUREOHP

UHODWLQJ WR D UHJLVWHUHG SURGXFW VXFK DV VHULRXV

PDQXIDFWXULQJ GHIHFWV ZKLFK PD\ HQGDQJHU SXEOLF KHDOWK�

�LL� )DFLOLWDWH FRPPXQLFDWLRQ EHWZHHQ WKH DSSOLFDQW DQG WKH

$XWKRULW\ RQ PDWWHUV UHODWLQJ WR WKH SURGXFW�

�LLL� +DQGOH SURGXFW UHFDOOV DFFRUGLQJ WR 7)'$ HVWDEOLVKHG UHFDOO

SURFHGXUHV�
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�� $SSOLFDWLRQV

�D� )LUVW WLPH DSSOLFDWLRQ

$ VHSDUDWH DSSOLFDWLRQ LV UHTXLUHG IRU HDFK SURGXFW� L�H� SURGXFWV

FRQWDLQLQJ WKH VDPH LQJUHGLHQWV EXW PDGH WR D GLIIHUHQW

VSHFLILFDWLRQ �LQ WHUPV RI VWUHQJWK RU FRQWHQW RI DFWLYH LQJUHGLHQWV�

GRVDJH IRUP� HWF� RU E\ D GLIIHUHQW PDQXIDFWXUHU�

+RZHYHU� SURGXFWV RWKHU WKDQ LQMHFWDEOHV� PDGH E\ WKH VDPH

PDQXIDFWXUHU WR WKH VDPH VSHFLILFDWLRQV� VWUHQJWK �FRQWHQW� RI

LQJUHGLHQWV DQG IRUP� EXW GLIIHULQJ RQO\ LQ SDFNLQJ RU SDFN VL]HV

UHTXLUH RQO\ RQH DSSOLFDWLRQ�

$SSOLFDWLRQV VKDOO EH PDGH E\ VXEPLWWLQJ D GXOO\ ILOOHG LQ

DSSOLFDWLRQ IRUP ZKLFK VKDOO EH DFFRPSDQLHG ZLWK�

�L� &RPSOHWH GRFXPHQWDWLRQ DV SHU WKHVH JXLGHOLQHV VXSSRUWHG

E\ LQGHSHQGHQW H[SHUW UHSRUWV RQ TXDOLW\� VDIHW\ DQG

HIILFDF\�

$OO LQJUHGLHQWV PXVW FRPSO\ ZLWK VSHFLILFDWLRQV SUHVFULEHG

HLWKHU LQ WKH 8QLWHG 6WDWHV� (XURSHDQ� %ULWLVK RU

,QWHUQDWLRQDO SKDUPDFRSRHLDV� ,Q�KRXVH VSHFLILFDWLRQV PD\

EH DFFHSWDEOH LI MXVWLILHG�

�LL� 2ULJLQDO &HUWLILFDWH RI 3KDUPDFHXWLFDO 3URGXFW �:+2 W\SH�

IURP WKH 'UXJ 5HJXODWRU\ $XWKRULW\ RI WKH FRXQWU\ RI RULJLQ

RI WKH SURGXFW� 7KLV VKDOO EH DFFRPSDQLHG ZLWK DSSURYHG

SURGXFW LQIRUPDWLRQ�

�LLL� 1RQ UHIXQGDEOH DSSOLFDWLRQ IHH RI 86� ������ SHU SURGXFW

WR EH LPSRUWHG RU 86� ������ IRU SURGXFWV SURGXFHG

ORFDOO\�

�LY� 1RQ UHIXQGDEOH *03 LQVSHFWLRQ IHH RI 86� ������� SHU VLWH

IRU RYHUVHDV IDFLOLWLHV RU 86� ������ SHU VLWH IRU ORFDO

PDQXIDFWXUHUV�

�Y� )LYH FRPPHUFLDO VDPSOHV RI HDFK SDFNDJH VL]H EHLQJ DSSOLHG

IRU UHJLVWUDWLRQ RU VXIILFLHQW VDPSOHV WR FDUU\ RXW TXDOLW\

FRQWURO WHVWV DV GHFODUHG LQ WKH GRVVLHU ZKLFKHYHU LV KLJKHU�

7KH VDPSOHV PXVW EH LQ WKH IRUP DQG FRQWDLQHU LQ ZKLFK

WKH\ ZLOO EH PDUNHWHG�
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�YL� $Q DSSURSULDWH DQG FRPSOHWH LQGH[�OLVW RI WKH YDULRXV

FKDSWHUV DQG GRFXPHQWV RI WKH VXEPLVVLRQ�

�YLL� &XUUHQW 6LWH 0DVWHU )LOH

,W VKRXOG EH QRWHG WKDW WKH DERYH IHHV PD\ EH FKDQJHG DV VKDOO
EH SUHVFULEHG XQGHU WKH )HHV DQG &KDUJHV 5HJXODWLRQV�

�E� $SSOLFDWLRQ IRU DOWHUDWLRQ RI D UHJLVWHUHG SURGXFW

:KHQHYHU D PDUNHW DXWKRUL]DWLRQ KROGHU ZLVKHV WR PDNH DQ\

DOWHUDWLRQ WR D SURGXFW KH PXVW DSSO\ WR DQG REWDLQ DSSURYDO IURP

WKH $XWKRULW\ LQ UHVSHFW RI D UHJLVWHUHG SURGXFW EHIRUH LQWURGXFLQJ LW

LQ 7DQ]DQLD� $Q DSSOLFDWLRQ IRU DOWHUDWLRQ VKDOO EH PDGH RQ DQ

$SSOLFDWLRQ )RUP IRU $OWHUDWLRQ DQG VKDOO EH DFFRPSDQLHG ZLWK�

�L� 'HWDLOHG GHVFULSWLRQ RI WKH DOWHUDWLRQ ZLWK VXSSRUWLQJ

UHDVRQV�

�LL� 6DPSOHV RI WKH DOWHUHG SURGXFW�

�LLL� 1RQ UHIXQGDEOH DOWHUDWLRQ IHH RI 86� ������

�F� $SSOLFDWLRQ IRU UHQHZDO RI UHJLVWUDWLRQ

$SSOLFDWLRQV IRU UHQHZDO RI UHJLVWUDWLRQ RI SURGXFWV VKDOO EH

VXEPLWWHG DW OHDVW �� GD\V EHIRUH WKH H[SLU\ GDWH RI UHJLVWUDWLRQ�

5HQHZDO RI UHJLVWUDWLRQ VKDOO EH PDGH RQ D 5HQHZDO $SSOLFDWLRQ

)RUP ZKLFK VKDOO EH DFFRPSDQLHG ZLWK�

�L� &RQVROLGDWHG UHSRUW RI DOO FKDQJHV LI DQ\ �UHSRUWHG DQG

XQUHSRUWHG� ZKLFK KDG EHHQ PDGH ZLWK UHVSHFW WR SURGXFW

GXULQJ WKH YDOLGLW\ RI LWV UHJLVWUDWLRQ�

�LL� 5HSRUW RI DGGLWLRQDO DGYHUVH GUXJ UHDFWLRQV LI DQ\ GHWHFWHG

GXULQJ WKH OLIHWLPH RI WKH SURGXFW�

�LLL� )LYH FRPPHUFLDO VDPSOHV RI HDFK SDFNDJH VL]H EHLQJ DSSOLHG

IRU UHJLVWUDWLRQ RU VXIILFLHQW VDPSOHV WR FDUU\ RXW TXDOLW\

FRQWURO WHVWV DV GHFODUHG LQ WKH GRVVLHU ZKLFKHYHU LV KLJKHU�

7KH VDPSOHV PXVW EH LQ WKH IRUP DQG FRQWDLQHU LQ ZKLFK LW

VKDOO PDUNHWHG�

�LY� 1RQ UHIXQGDEOH UHQHZDO DSSOLFDWLRQ IHH RI 86� ������ SHU

SURGXFW WR EH LPSRUWHG DQG 86� ������ IRU SURGXFWV

SURGXFHG ORFDOO\�

�Y� &XUUHQW VLWH PDVWHU ILOH�
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�YL� 1RQ UHIXQGDEOH *03 LQVSHFWLRQ IHH RI 86� ������� SHU

RYHUVHDV PDQXIDFWXULQJ VLWH DQG 86� ������ SHU ORFDO VLWH�

�� 'RFXPHQWDWLRQ

�D� 3DSHU W\SH DQG ELQGLQJ

'DWD VKDOO EH SUHVHQWHG RQ $� DQG ��J�P
�
SDSHU ZLWK UHDGLO\

UHDGDEOH OHWWHUV RI DW OHDVW �� IRQW VL]HV� (YHU\ SDJH VKDOO EH

QXPEHUHG VHTXHQWLDOO\�

([WHQVLRQ VKHHWV� WDEOHV� GLDJUDPV� DQG RWKHU VXSSRUWLQJ

GRFXPHQWV VKDOO DV IDU DV SRVVLEOH EH RI WKH VDPH VL]H� ZHOO�

DQQRWDWHG� QXPEHUHG DQG DSSURSULDWHO\ UHIHUHQFHG RU FURVV�

UHIHUHQFHG�

$OO FKDSWHUV PXVW EH ERXQG VHSDUDWHO\ DQG DUUDQJHG VHTXHQWLDOO\

LQ RQH RU PRUH ILOH FRYHUV GHSHQGLQJ RQ WKH QXPEHU RI SDJHV

FRQWDLQHG LQ D FKDSWHU�

+RZHYHU ZKHQHYHU WZR RU PRUH FKDSWHUV DUH ERXQG LQ D VLQJOH ILOH�

FRYHU PDUNHG GLYLGHUV VKRXOG VHSDUDWH WKHP� 7KH ELQGLQJ VKDOO EH

LQ VXFK D PDQQHU DV WR DOORZ FKDSWHUV WR EH GHWDFKHG IRU

HYDOXDWLRQ E\ GLIIHUHQW H[SHUWV�

7KH ILOH FRYHU VKRXOG EH RI KDUG� QRQ�FROODSVLEOH ELRGHJUDGDEOH

PDWHULDO� /HYHU DUFK ILOHV DQG VSULQJ ILOHV DUH QRW SHUPLVVLEOH� 7KH

WKLFNQHVV VKRXOG EH H[SDQGDEOH RU UHGXFLEOH GHSHQGLQJ RQ WKH

WRWDO WKLFNQHVV RI WKH FRQWHQWV� 7KH DOORZDEOH ILOH VL]H LV $� VL]H�

�E� 2IILFLDO UHIHUHQFHV� WH[WV

:KHQ GLUHFW UHIHUHQFH LV PDGH WR VSHFLILFDWLRQV� TXDOLW\ FRQWURO

SURFHGXUHV� WHVW PHWKRGV� GDWD HWF� LQ RIILFLDO FRPSHQGLD� WH[WV RU

VWDQGDUG SXEOLFDWLRQV RWKHU WKDQ WKH FXUUHQW SKDUPDFRSRHLDV�

UHSULQWV RU DXWKHQWLFDWHG FRSLHV RI UHOHYDQW SDJHV VKDOO EH

HQFORVHG� 5HIHUHQFHV WR SKDUPDFRSRHLDV VKRXOG VSHFLI\ WKH \HDU

RI LVVXH�

�F� ([SHUW UHSRUWV

([SHUW UHSRUWV VKDOO DFFRPSDQ\ GRFXPHQWDWLRQ RQ TXDOLW\� VDIHW\

DQG HIILFDF\� $OO FRSLHV VKRXOG EH DXWKHQWLFDWHG E\ DXWKRUL]HG

VLJQDWRULHV DQG VWDPSHG RIILFLDOO\�

�G� 0DQXDOV

$Q DSSOLFDQW PD\ KDYH VHYHUDO SURGXFWV ZKLFK DUH

SKDUPDFHXWLFDOO\ VLPLODU DQG WKH VDPH GDWD PD\ EH DSSOLFDEOH WR
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WKHVH SURGXFWV H�J� VSHFLILFDWLRQV IRU QDPHG LQJUHGLHQWV� VWDQGDUG

DQDO\WLFDO PHWKRGV RU WHVW SURWRFROV�

,Q RUGHU WR DYRLG XQQHFHVVDU\ GXSOLFDWLRQ� WKLV LQIRUPDWLRQ PD\

EH DVVHPEOHG LQ WKH IRUP RI D PDQXDO IRU H�J� ´0DQXDO ²

6SHFLILFDWLRQV IRU ,QJUHGLHQWVµ RU 0DQXDO ² $QDO\WLFDO 0HWKRGV DQG

7HVW 3URWRFROVµ�

2QH KDUG FRS\ RI D PDQXDO DQG D &'�520 LI DQ\ VKRXOG EH

VXEPLWWHG WRJHWKHU ZLWK WKH ILUVW DSSOLFDWLRQ� ,Q VXEVHTXHQW

DSSOLFDWLRQV DSSURSULDWH UHIHUHQFH PD\ WKHQ EH PDGH WR WKHVH

´0DQXDOVµ�

6XFK PDQXDOV PXVW EH FOHDUO\ KHDGHG ZLWK WKH FRPSDQ\ QDPH�

WLWOH H�J� ´0DQXDO ² 6SHFLILFDWLRQV IRU ,QJUHGLHQWVµ DQG GDWH RI

FRPSLODWLRQ� 7KH $XWKRULW\ PXVW EH QRWLILHG RI DQ\ FKDQJH RI

SDUWLFXODUV LQ WKH PDQXDOV�

%LQGLQJ RI PDQXDOV VKRXOG EH VXFK DV WR DOORZ FRQYHQLHQW XS�

GDWLQJ� UHYLVLRQ� DGGLWLRQV RU UHPRYDOV�

�H� &URVV 5HIHUHQFH EHWZHHQ 3URGXFWV

7KHUH VKDOO EH QR FURVV UHIHUHQFH RI SDUWLFXODUV RU GRFXPHQWDWLRQ

EHWZHHQ RQH SURGXFW DQG DQRWKHU �RWKHU WKDQ UHIHUHQFH WR DERYH�

PHQWLRQHG ´0DQXDOVµ� H[FHSW LQ WKH IROORZLQJ FLUFXPVWDQFHV�

�L� 7ZR RU PRUH SURGXFWV LQ WKH VDPH SKDUPDFHXWLFDO GRVDJH

IRUP FRQWDLQLQJ WKH VDPH DFWLYH LQJUHGLHQW LQ GLIIHUHQW

VWUHQJWKV RU

�LL� 7ZR RU PRUH SURGXFWV LQ WKH VDPH SKDUPDFHXWLFDO GRVDJH

IRUP FRQWDLQLQJ D PL[WXUH LQ GLIIHUHQW VWUHQJWKV RI WKH VDPH

WZR RU PRUH DFWLYH LQJUHGLHQWV LQ WKH VDPH SURSRUWLRQ�

6HSDUDWH DSSOLFDWLRQ IRUPV DUH UHTXLUHG IRU HDFK VXFK SURGXFW EXW

VXSSRUWLQJ GRFXPHQWDWLRQ LI VLPLODU� PD\ EH FURVV�UHIHUHQFHG

SURYLGHG WKH DSSOLFDWLRQ IRU UHJLVWUDWLRQ RI WKHVH SURGXFWV DUH

PDGH DW WKH VDPH WLPH� RU ZLWKLQ ILYH \HDUV RI WKH DSSOLFDWLRQ IRU

UHJLVWUDWLRQ RI WKH ILUVW SURGXFW LQ WKH JURXS� $SSURSULDWH

UHIHUHQFH PXVW EH FOHDUO\ VWDWHG�

�� 6XEPLVVLRQ� SD\PHQW RI IHHV DQG SURFHVVLQJ RI DSSOLFDWLRQV

�D� 6XEPLVVLRQ RI DSSOLFDWLRQ

$OO DSSOLFDWLRQV VKDOO EH DGGUHVVHG DQG VXEPLWWHG LQ SHUVRQ RU

E\ FRXULHU WR� 7KH 'LUHFWRU *HQHUDO� 7DQ]DQLD )RRG DQG 'UXJV
$XWKRULW\� 2II 0DQGHOD 5RDG� 0DELER ([WHUQDO� 3� 2� %R[ ������

'DU HV 6DODDP� 7DQ]DQLD
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:KHQ DQ DSSOLFDWLRQ KDV EHHQ UHFHLYHG� DQ DFNQRZOHGJHPHQW ZLOO

EH LVVXHG WRJHWKHU ZLWK D UHIHUHQFH QXPEHU IRU HDFK SURGXFW�

�E� 3D\PHQW RI IHHV

)HHV VKDOO EH SDLG HLWKHU E\ EDQN WUDQVIHU WR� 7DQ]DQLD )RRG DQG
'UXJV $XWKRULW\� $FFRXQW 1R� ��������� 86'� &LWLEDQN� 7DQ]DQLD
/WG� 'DU HV 6DODDP ² +HDG RIILFH 3HXJHRW +RXVH� �� 8SDQJD 5RDG�
3� 2� %R[ ������ 'DU HV 6DODDP� 6ZLIW &RGH�&,7,7=7=� 2U
$FFRXQW 1R����������� 1DWLRQDO 0LFURILQDQFH %DQN� .DULDNRR
%UDQFK IRU ORFDO PDQXIDFWXUHUV�

25 E\ EDQNHUV GUDIW LQ IDYRXU RI WKH 7DQ]DQLD )RRG DQG 'UXJV

$XWKRULW\� $OO EDQN FKDUJHV VKDOO EH ERUQH E\ WKH DSSOLFDQW�

�F� 3URFHVVLQJ RI DSSOLFDWLRQV

3URFHVVLQJ RI DQ DSSOLFDWLRQ VKDOO RQO\ EH GRQH RQ FRPSOHWH

DSSOLFDWLRQV� 7KH $XWKRULW\ PD\ GXULQJ HYDOXDWLRQ RI WKH SURGXFW

UHTXHVW IRU FODULILFDWLRQ RU DGGLWLRQDO GDWD RU VDPSOHV DQG WKH

DSSOLFDQW LV REOLJHG WR FRPSO\� 2QFH D TXHU\ KDV EHHQ UDLVHG� WKH

SURFHVVLQJ VKDOO KDOW XQWLO DIWHU WKH TXHU\ KDV EHHQ DWWHQGHG�

7KH SURFHVVLQJ RI DQ DSSOLFDWLRQ WDNHV DERXW ��� GD\V�

,PPHGLDWHO\ DIWHU WKH SURFHVVLQJ LV FRPSOHWHG DSSOLFDQWV ZLOO EH

LQIRUPHG�

7KH $XWKRULW\ DV SDUW RI WKH HYDOXDWLRQ RI WKH SURGXFW PD\

FRQGXFW SUH�UHJLVWUDWLRQ *03 LQVSHFWLRQ WR YHULI\ FRPSOLDQFH

WKHUHRI�

�� 5HJLVWUDWLRQ

:KHQ D SURGXFW LV IRXQG WR KDYH FRPSOLHG ZLWK DOO WKH SUHVFULEHG

UHJLVWUDWLRQ UHTXLUHPHQWV� WKH DSSOLFDQW ZLOO EH LQIRUPHG WR WKDW HIIHFW�

$ FHUWLILFDWH RI UHJLVWUDWLRQ WRJHWKHU ZLWK VXFK FRQGLWLRQV DV WKH

$XWKRULW\ PD\ GHWHUPLQH VKDOO EH LVVXHG�

$ GXSOLFDWH RI WKH FHUWLILFDWH PD\ EH LVVXHG XSRQ UHTXHVW DQG RQ

SD\PHQW RI QRQ UHIXQGDEOH IHH RI 86� ������

�D� 9DOLGLW\ RI UHJLVWUDWLRQ

7KH UHJLVWUDWLRQ RI D SURGXFW VKDOO EH YDOLG IRU ILYH \HDUV XQOHVV

VRRQHU VXVSHQGHG� FDQFHOOHG RU UHYRNHG E\ WKH $XWKRULW\ RU

WHUPLQDWHG E\ WKH UHJLVWUDWLRQ KROGHU� 7KH YDOLGLW\ RI UHJLVWUDWLRQ

VKDOO EH VXEMHFW WR SD\PHQW RI DQQXDO UHWHQWLRQ IHHV RI 86�

������ SHU SURGXFW LPPHGLDWHO\ DIWHU D SURGXFW LV UHJLVWHUHG�

�E� 7HUPLQDWLRQ RI SURGXFW UHJLVWUDWLRQ�
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7KH $XWKRULW\ PD\ E\ JLYLQJ UHDVRQV LQ ZULWLQJ UHIXVH� VXVSHQG�

FDQFHO RU UHYRNH WKH UHJLVWUDWLRQ RI D SURGXFW� RU DPHQG WKH

FRQGLWLRQV RI LWV UHJLVWUDWLRQ�

7KH UHJLVWUDWLRQ KROGHU PD\ E\ JLYLQJ D �� GD\V ZULWWHQ QRWLFH DQG

UHDVRQV WR WKH $XWKRULW\ WHUPLQDWH WKH UHJLVWUDWLRQ RI D UHJLVWHUHG

SURGXFW�

�F� $SSHDOV

$Q\ SHUVRQ DJJULHYHG E\ D GHFLVLRQ RI WKH $XWKRULW\ LQ UHODWLRQ WR

DQ\ DSSOLFDWLRQ IRU UHJLVWUDWLRQ RI D KHUEDO GUXJ PD\ PDNH

UHSUHVHQWDWLRQV WR WKH $XWKRULW\� ZKHUHE\ KH VKDOO VXEPLW

LQIRUPDWLRQ DQG DUJXPHQWV WR FRQYLQFH WKH $XWKRULW\ WR

UHFRQVLGHU LWV GHFLVLRQ� +RZHYHU LI DIWHU UHFRQVLGHUDWLRQ RI WKH

DSSOLFDWLRQ� WKH $XWKRULW\ VWLOO UHMHFWV WKH DSSOLFDWLRQ� WKH

DSSOLFDQW PD\ DSSHDO WR WKH 0LQLVWHU IRU +HDOWK�
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7KH IROORZLQJ VXPPDU\ RI SURGXFW FKDUDFWHULVWLFV VKDOO EH VXEPLWWHG IRU HYHU\

DSSOLFDWLRQ��

�� 7UDGH QDPH DQG GRVDJH IRUP RI WKH SURGXFW

�� 3K\VLFDO GHVFULSWLRQ RI WKH SURGXFW

�� %RWDQLFDO QDPH �/DWLQ %LQRPLDO�� DXWKRULW\� IDPLO\ RI WKH SODQW�V� IURP

ZKLFK WKH GUXJ�V� KDV EHHQ H[WUDFWHG LQFOXGLQJ SODQW SDUW�V� XVHG�

6\QRQ\P LI DYDLODEOH VKRXOG DOVR EH JLYHQ� 7KH .LVZDKLOL RU (QJOLVK QDPH

LI DYDLODEOH VKDOO EH SURYLGHG� )RU ORFDOO\ SURGXFHG SURGXFWV� WKH ORFDO

QDPH DQG WULEH�

�� 3ODQW�V� XVHG ZKHWKHU ZLOG RU FXOWLYDWHG�

�� %ULHI SKDUPDFRORJ\ RI WKH GUXJ

�� 7KHUDSHXWLF LQGLFDWLRQV

�� 'RVDJH UHJLPHQ DQG URXWH RI DGPLQLVWUDWLRQ

�� %ULHI WR[LFRORJ\ RI WKH GUXJ

�� &RQWUDLQGLFDWLRQV

��� :DUQLQJV DQG SUHFDXWLRQV

��� 'UXJ ,QWHUDFWLRQV

��� $GYHUVH UHDFWLRQV

��� 6LGH HIIHFWV

��� 6KHOI OLIH DQG VWRUDJH FRQGLWLRQV

��� 3UHVHQWDWLRQ RU SDFN VL]H�V�
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7KH IROORZLQJ LQIRUPDWLRQ VKDOO EH VXEPLWWHG LQ VXSSRUW RI TXDOLW\ RI KHUEDO

GUXJV�

�� %ULHI GHVFULSWLRQ RI WKH SURGXFW�

�� &RPSRVLWLRQ SHU XQLW GRVH

*LYH IXOO FRPSRVLWLRQ RI WKH SUHSDUDWLRQ LQFOXGLQJ QDPHV RI DFWLYH

LQJUHGLHQWV DQG H[FLSLHQWV� SKDUPDFRSRHLD UHIHUHQFH RU LQ KRXVH

VSHFLILFDWLRQV� UHDVRQV IRU LQFOXVLRQ RI HDFK LQJUHGLHQWV DQG TXDQWLWLHV

SHU GRVDJH XQLW�

�� 6SHFLILFDWLRQ RI WKH VWDUWLQJ PDWHULDO�V�

��� *LYH QDPH DQG DGGUHVV RI WKH VXSSOLHU RI WKH DFWLYH LQJUHGLHQW�V� XVHG LQ

WKH SURGXFW�

��� 6XEPLW FRPSUHKHQVLYH VSHFLILFDWLRQV RI DFWLYH LQJUHGLHQWV LQFOXGLQJ EXW

QRW OLPLWHG WR LGHQWLILFDWLRQ WHVWV� WHVWV IRU IRUHLJQ PDWWHU� WRWDO DVK� DFLG

LQVROXEOH� ZDWHU H[WUDFWLYH PDWWHU� SDUWLFOH VL]H� ZDWHU FRQWHQW� LQRUJDQLF

LPSXULWLHV� WR[LF PHWDOV� PLFURELDO OLPLWV� P\FRWR[LQV� SHVWLFLGHV DQG

IXPLJDWLRQ DJHQWV� UHVLGXDO VROYHQWV DQG DVVD\� 7HVWV IRU UDGLRDFWLYH

UHVLGXHV DQG VXOSKDWHG DVK PD\ DOVR EH GRQH� 7KH WHVW PHWKRGV VKRXOG

EH GHVFULEHG LQ GHWDLO�

��� 6SHFLILFDWLRQ RI H[FLSLHQWV XVHG LQFOXGLQJ WKRVH DGGHG GXULQJ WKH

PDQXIDFWXUH RI WKH SURGXFW EXW QRW LQFOXGHG LQ WKH ILQLVKHG SURGXFW�

�� $Q RXWOLQH RI WKH PDQXIDFWXULQJ SURFHGXUH IRU WKH ILQLVKHG SURGXFW�

LQFOXGLQJ SDFNDJLQJ� (QFORVH D UHDO EDWFK PDQXIDFWXULQJ UHFRUG�

�� ,Q SURFHVV TXDOLW\ FRQWURO WHVWV

'HWDLOV RI DOO FRQWURO WHVWV LQFOXGLQJ WHVW SURFHGXUHV DQG OLPLWV DSSOLHG DW

DQ\ LQWHUPHGLDWH VWDJHV RI WKH PDQXIDFWXULQJ SURFHVV VKDOO EH

VXEPLWWHG� 7KHVH WHVWV DUH HVSHFLDOO\ UHTXLUHG LI WKH\ FDQQRW EH GRQH LQ

WKH ILQLVKHG SURGXFW�

�� 6SHFLILFDWLRQV RI WKH ILQLVKHG SURGXFW

7KH FRQWURO WHVWV RQ WKH ILQLVKHG SURGXFW PXVW EH VXFK DV WR DOORZ WKH

TXDOLWDWLYH DQG TXDQWLWLYH GHWHUPLQDWLRQ RI WKH FRPSRVLWLRQ RI WKH DFWLYH

LQJUHGLHQW�V��
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,I D SURGXFW FRQWDLQV VHYHUDO DFWLYH LQJUHGLHQWV DQG LW LV QRW SRVVLEOH WR

SHUIRUP TXDQWLWDWLYH GHWHUPLQDWLRQ RI HDFK DFWLYH VXEVWDQFH WKH

GHWHUPLQDWLRQ PD\ EH FDUULHG RXW MRLQWO\ IRU VHYHUDO DFWLYH VXEVWDQFHV�

7KH QHHG IRU WKLV SURFHGXUH PXVW EH MXVWLILHG�

*LYH WKH VSHFLILFDWLRQV RI WKH ILQLVKHG SURGXFW VWDWLQJ WKH WHVWV DQG

DFFHSWDQFH FULWHULD� 7KH WHVWV VKRXOG EH GHVFULEHG LQ GHWDLO WR HQDEOH

WKHP WR EH GRQH LQ DQ\ RWKHU ODERUDWRU\� +RZHYHU� LI WKH\ DUH

SKDUPDFRSRHLD VSHFLILFDWLRQV UHIHUHQFH WR WKH UHOHYDQW SKDUPDFRSRHLD

VKDOO EH VXIILFLHQW SURYLGHG WKDW D SKRWRFRS\ RI WKH PRQRJUDSK LV

SURYLGHG�

6SHFLILFDWLRQV IRU WKH ILQLVKHG SURGXFWV VKDOO LQFOXGH�

��� 'HVFULSWLRQ RI WKH GRVDJH IRUP

��� ,GHQWLILFDWLRQ WHVWV IRU HDFK DFWLYH VXEVWDQFH

��� $VVD\

9DOLGDWHG DVVD\V RI WKH FRQWHQW RI SURGXFWV DORQJ ZLWK GHWDLOV RI

DQDO\WLFDO SURFHGXUH VKDOO EH UHTXLUHG�

,Q WKH FDVH RI SURGXFWV FRQWDLQLQJ KHUEDO GUXJV ZKHUH WKH FRQVWLWXHQWV

UHVSRQVLEOH IRU WKHUDSHXWLF DFWLYLW\ DUH XQNQRZQ� DVVD\V RI PDUNHU

VXEVWDQFHV RU RWKHU MXVWLILHG GHWHUPLQDWLRQV DUH UHTXLUHG�

��� 1DPHV DQG OHYHOV RI LPSXULWLHV LQFOXGLQJ RUJDQLF DQG LQRUJDQLF

LPSXULWLHV DQG UHVLGXDO VROYHQWV�

��� 0LFURELDO OLPLWV LQ ZKLFK WKH WRWDO FRXQW RI DHURELF PLFUR RUJDQLVPV� WKH

WRWDO FRXQW RI \HDVWV DQG PRXOGV� DQG WKH DEVHQFH RI VSHFLILF

REMHFWLRQDEOH EDFWHULD VKDOO EH VSHFLILHG� 7KHVH OLPLWV VKRXOG FRPSO\

ZLWK WKRVH LQ WKH SKDUPDFRSRHLD UHFRJQL]HG LQ WKHVH JXLGHOLQHV�

��� 0\FRWR[LQV ² 7KH VSHFLILFDWLRQV IRU SRWHQWLDO P\FRWR[LQV VKDOO EH

SURYLGHG DQG VXLWDEOH YDOLGDWHG PHWKRGV VKRXOG EH XVHG WR FRQWURO

SRWHQWLDO P\FRWR[LQV�

��� 6SHFLILF WHVWV IRU GRVDJH IRUPV

����� 6ROLG GRVDJH IRUPV

7KH IROORZLQJ VSHFLILF WHVWV VKDOO EH GRQH IRU VROLG GRVDJH IRUPV �H�J

WDEOHWV� FDSVXOHV�� GLVVROXWLRQ� GLVLQWHJUDWLRQ� KDUGQHVV� IULDELOLW\ DQG

XQLIRUPLW\ RI GRVDJH XQLWV DQG ZDWHU FRQWHQW�
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����� 2UDO OLTXLGV DQG SRZGHUV IRU UHFRQVWLWXWLRQ�

7KH IROORZLQJ VSHFLILF WHVWV VKDOO EH GRQH IRU WKHVH GRVDJH IRUPV�

XQLIRUPLW\ RI GRVDJH XQLWV� S+� PLFURELDO OLPLWV� DQWLPLFURELDO

SUHVHUYDWLYH FRQWHQW �ZKHUH DSSOLFDEOH�� GLVVROXWLRQ �IRU VSDULQJO\ VROXEOH

SURGXFWV�� SDUWLFOH VL]H GLVWULEXWLRQ �IRU RUDO VXVSHQVLRQ�� VSHFLILF JUDYLW\�

UHFRQVWLWXWLRQ WLPH� ZDWHU FRQWHQW� DQWLR[LGDQW SUHVHUYDWLYH FRQWHQW�

H[WUDFWDEOH YROXPH� DOFRKRO FRQWHQW� UHGLVSHUVLELOLW\� DQG UKHRORJLFDO

SURSHUWLHV�

)RU VSHFLILFDWLRQV ZKLFK DUH DYDLODEOH LQ WKH SKDUPDFRSRHLD� WHVWV VKRXOG

FRPSO\ ZLWK UHOHYDQW PRQRJUDSK DQG FRSLHV VKRXOG EH DWWDFKHG�

�� &RQWDLQHU DQG FORVXUH V\VWHP�V�

��� 3URYLGH GHWDLOHG GHVFULSWLRQ �LQFOXGLQJ OLQHU RU ZDGGLQJ� DQG FRPSRVLWLRQ

RI WKH SDFNDJLQJ PDWHULDO�

3DFNDJLQJ PDWHULDOV IRU SDUHQWHUDO SURGXFWV VKDOO FRPSO\ ZLWK

SKDUPDFRSRHLD UHTXLUHPHQWV�

��� 3URYLGH VSHFLILFDWLRQV RI WKH SDFNDJLQJ PDWHULDO�V��

�� 6WDELOLW\

$SSOLFDQWV DUH UHTXLUHG WR SURYLGH WKH VWDELOLW\ VWXG\ UHSRUW ZKLFK PXVW

LQFOXGH WKH VWXG\ GHVLJQ �SURWRFRO�� W\SH RI FRQWDLQHU� UHVXOWV DQG

FRQFOXVLRQV�

7KH SURSRVHG VKHOI OLIH DQG VWRUDJH FRQGLWLRQV PXVW EH VXSSRUWHG E\

WKHVH VWXGLHV� 7KH VKHOI OLIH RI UHFRQVWLWXWHG VROXWLRQV DV ZHOO DV DIWHU

ILUVW RSHQLQJ RI VHDOHG FRQWDLQHUV VKRXOG DOVR EH VWDWHG ZKHUHYHU

DSSOLFDEOH�

7HVWLQJ PXVW EH FRQGXFWHG XVLQJ FRQWDLQHUV DQG FORVXUHV LQWHQGHG IRU

PDUNHWLQJ RI WKH SURGXFW� )RU EXON SURGXFWV� WHVWLQJ LQ SURWRW\SH

FRQWDLQHUV WKDW VLPXODWH WKH DFWXDO SDFNDJLQJ LV DOORZHG� ,QIRUPDWLRQ

DERXW WKH W\SH� VL]H DQG VRXUFH RI FRQWDLQHUV DQG FORVXUHV PXVW EH

SURYLGHG WR HQDEOH GHWHUPLQH WKH H[SLU\ SHULRG RI WKH SURGXFW LQ LWV

FRQWDLQHU DQG FORVXUH�

$FFHOHUDWHG VWDELOLW\ GDWD �� PRQWKV� DQG UHDO WLPH VWDELOLW\ VWXGLHV

FRQGXFWHG IRU D PLQLPXP RI �� PRQWKV VKRXOG EH VXEPLWWHG WRJHWKHU

ZLWK WKH DSSOLFDWLRQ� +RZHYHU� VWXGLHV VKRXOG FRQWLQXH WR WKH HQG RI WKH

SURSRVHG VKHOI OLIH �D ZULWWHQ FRPPLWPHQW WR WKLV HIIHFW VKRXOG EH PDGH

E\ WKH DSSOLFDQW��



��

7KH IROORZLQJ DUH WKH JXLGHV RQ VXEPLVVLRQ RI WKH 6WDELOLW\ GDWD�

,16758&7,216 (;3/$1$725< 127(6

���� $FFHOHUDWHG VWDELOLW\ VWXGLHV

*LYH EULHI GHVFULSWLRQ RI WKH

DFFHOHUDWHG VWDELOLW\ VWXG\ FRQGXFWHG

WR HVWDEOLVK WKH HIIHFWV RI WKH LQFUHDVH

RI WKH UDWH RI FKHPLFDO GHJUDGDWLRQ

DQG SK\VLFDO FKDQJH RI D GUXJ XVLQJ

H[DJJHUDWHG VWRUDJH FRQGLWLRQV

���� 5HDO WLPH VWDELOLW\ VWXGLHV

'HVFULEH EULHIO\ WKH UHDO WLPH VWDELOLW\

VWXGLHV SHUIRUPHG WR HVWDEOLVK WKH

VKHOI OLIH DQG VWRUDJH FRQGLWLRQV RI WKH

SURGXFW

�� 7KHVH VWXGLHV VKDOO EH FRQGXFWHG DW

��r�R
&����r��5+ IRU VL[ PRQWKV DW

D VDPSOLQJ IUHTXHQF\ RI LQLWLDO� �� �� ��

DQG � PRQWKV LQ KXPLGLW\ FKDPEHUV�

�� 7KH SDUDPHWHUV WR EH H[DPLQHG�

QXPEHU RI EDWFKHV� VDPSOLQJ SODQ�

W\SH RI SDFNDJLQJ DQG DQDO\WLFDO WHVW

SURFHGXUHV VKDOO EH VLPLODU WR WKRVH

XQGHU UHDO WLPH VWDELOLW\ VWXGLHV� �6HH

EHORZ��

�� $FFHOHUDWHG VWDELOLW\ GDWD UHVXOWV

VKDOO HQDEOH SURSRVLWLRQ RI D WHQWDWLYH

VKHOI OLIH RI �� PRQWKV� ZKLFK VKDOO

ODWHU EH FRQILUPHG E\ FRPSOHWHG UHDO

WLPH VWDELOLW\ VWXGLHV�

�� 7KH UHTXLUHPHQW RI RULHQWDWLRQ RI

FRQWDLQHUV DQG FRQWDLQHU FORVXUH

V\VWHPV LV HTXDOO\ DSSOLFDEOH KHUH DV

LV WKH FDVH IRU UHDO WLPH VWDELOLW\

VWXGLHV�

�� 5HDO WLPH VWDELOLW\ VWXGLHV VKRXOG EH

FRQGXFWHG XQGHU FRQWUROOHG FRQGLWLRQV

LQ VWDELOLW\ FKDPEHUV DQG QRW RQ RSHQ

VKHOYHV�

�� 7KH\ VKRXOG EH FDUULHG RXW XQGHU

]RQH ,9 RI WKH ZRUOG FOLPDWLF

FRQGLWLRQV �KRW�KXPLG�� ZKLFK DUH

IL[HG DW ��r�R
&����r��5+ H[FHSW DV

PD\ RWKHUZLVH EH UHFRPPHQGHG IRU

WKRVH GUXJV ZKLFK UHTXLUH VSHFLDO

VWRUDJH FRQGLWLRQV�

�� 6DPSOLQJ VKRXOG EH GRQH DW LQLWLDO�

�� �� �� ��� ��� ��� �� HWF� PRQWKV WR

HVWDEOLVK WKH VWDELOLW\ FKDUDFWHULVWLFV

RI WKH GUXJ SURGXFW�

�� 6DPSOHV IURP WKUHH GLIIHUHQW



��

��� 3URYLGH UHVXOWV RI VWDELOLW\ VWXGLHV

IRU WKH WKUHH EDWFKHV WHVWHG�

EDWFKHV� ZKLFK DUH UDQGRPO\ VHOHFWHG

WR UHSUHVHQW WKH ZKROH EDWFK� VKRXOG

EH XVHG IRU WKH VWXG\�

�� $WWULEXWHV �SDUDPHWHUV� WR EH WHVWHG

VKRXOG EH WKRVH VXVFHSWLEOH WR FKDQJH

DQG DUH OLNHO\ WR LQIOXHQFH WKH TXDOLW\�

VDIHW\ DQG HIILFDF\ RI WKH

SKDUPDFHXWLFDO SURGXFW� 7KHVH

SDUDPHWHUV VKRXOG DW OHDVW FRYHU�

D� $SSHDUDQFH IRU DOO GRVDJH IRUPV

E� $VVD\ �VWDELOLW\ LQGLFDWLQJ� IRU DOO

GRVDJH IRUPV

F� 'HJUDGDWLRQ SURGXFWV� LPSXULWLHV

IRU DOO GRVDJH IRUPV

G� 3K\VLFRFKHPLFDO SURSHUWLHV VXFK DV

GLVLQWHJUDWLRQ� KDUGQHVV� SDUWLFXODWH

PDWWHU� HWF� IRU DOO VROLG GRVDJH IRUPV

H� 'LVVROXWLRQ IRU DOO VROLG DQG VHPL

VROLG RUDO GRVDJH IRUPV�

I� 0LFURELDO OLPLWV IRU DOO GRVDJH IRUPV

J� 6WHULOLW\ IRU SDUHQWHUDOV�

K� S+ IRU SDUHQWHUDOV DQG OLTXLG

SUHSDUDWLRQV�

�� $ GHVFULSWLRQ RI WKH VDPSOLQJ SODQ

XVHG WR VHOHFW WKH VDPSOHV IURP WKH

WHVW EDWFK IRU VWRUDJH DQG VXEVHTXHQW

WHVWLQJ VKRXOG EH JLYHQ�

�� )RU OLTXLGV� GLVSHUVHG V\VWHPV DQG

VHPL�VROLG SURGXFWV� VDPSOHV VKRXOG

EH VWRUHG LQ XSULJKW� KRUL]RQWDO DQG

LQYHUWHG SRVLWLRQV WR HQVXUH IXOO

LQWHUDFWLRQ ZLWK DOO SULPDU\ SDFNDJLQJ

PDWHULDOV�

�� 5HVXOWV VKRXOG EH SUHVHQWHG LQ

WDEXODU IRUP RU JUDSKV �ZKHUHYHU



��

SRVVLEOH��

�� $FFHSWDQFH FULWHULD VKRXOG EH IL[HG

IRU HDFK WHVW LQFOXGHG LQ WKH VWDELOLW\

VWXG\� 7KH FULWHULD FDQ EH LQ WKH IRUP

RI QXPHULFDO OLPLWV LI UHVXOWV DUH

TXDQWLWDWLYH �H�J� DVVD\ GHJUDGDWLRQ

SURGXFWV� SDUWLFOH VL]H� DQG YLVFRVLW\��

)RU TXDOLWDWLYH WHVWV� WKH FULWHULD FDQ

EH SDVV RU IDLO �H�J� RGRU� FRORU�

DSSHDUDQFH��

�� $QDO\WLFDO WHVW SURFHGXUHV VKDOO EH

IXOO\ YDOLGDWHG DQG DVVD\V VKDOO EH

VWDELOLW\ LQGLFDWLQJ� )RU SURGXFWV ZLWK

RIILFLDO PRQRJUDSKV� WKH SURFHGXUHV LQ

WKH FXUUHQW HGLWLRQ RI WKH RIILFLDO

FRPSHQGLD VWLSXODWHG LQ WKHVH

JXLGHOLQHV ZLOO DSSO\�

�� /DEHOLQJ UHTXLUHPHQWV

(YHU\ LPPHGLDWH FRQWDLQHU RI DQ\ SURGXFW VKDOO EH DIIL[HG ZLWK D ODEHO

EHDULQJ WKH IROORZLQJ SDUWLFXODUV SHUWDLQLQJ WR WKH FRQWHQWV RI VXFK

FRQWDLQHU LQ FOHDUO\ OHJLEOH DQG LQGHOLEOH OHWWHUV LQ HLWKHU (QJOLVK DQG�RU

.LVZDKLOL RU ERWK ODQJXDJHV� +RZHYHU� IRU JHQHUDO VDOHV SURGXFWV�

ODEHOLQJ LQ .LVZDKLOL LV PDQGDWRU\�

�D� 3URSULHWDU\�WUDGH QDPH

�E� 7KH GRVDJH IRUP RI WKH SURGXFW

�F� 4XDQWLWDWLYH OLVW RI DFWLYH LQJUHGLHQW�V� LQ WKH FRQWDLQHU H[SUHVVHG

LQ WKH DSSURSULDWH XQLW RU YROXPH RI WKH SKDUPDFHXWLFDO SURGXFW�

�G� 1DPH DQG DGGUHVV RI UHJLVWUDQW

�H� ,Q FDVH RI FRQWUDFW PDQXIDFWXULQJ� WKH QDPH DQG DGGUHVV RI

PDQXIDFWXUHU SULQWHG LQ WKH VDPH OHWWHU VL]H DV WKRVH RI WKH

UHJLVWUDQW DV IROORZV� ´0DQXIDFWXUHG IRU«« �QDPH DQG DGGUHVV RI
UHJLVWUDQW� E\««� �QDPH DQG DGGUHVV RI PDQXIDFWXUHU�µ�

�I� 'LVWULEXWLRQ FDWHJRU\

�J� :KHUH DSSOLFDEOH WKH LQVWUXFWLRQ�

´6KDNH ZHOO EHIRUH XVHµ

´)RU H[WHUQDO XVH RQO\µ



��

�K� 7KH LQVWUXFWLRQ ´NHHS RXW RI UHDFK RI FKLOGUHQµ

�L� :KHUH SUDFWLFDEOH� LQGLFDWLRQV DQG UHFRPPHQGHG GRVDJH RI WKH

SKDUPDFHXWLFDO SURGXFW�

�M� ,Q FDVH RI SURGXFWV IRU LQMHFWLRQ� URXWH RI DGPLQLVWUDWLRQ E\

VXLWDEOH ZRUGV RU DEEUHYLDWLRQV VXFK DV LP� LY� HWF�

�N� 7KH EDWFK RU ORW QXPEHU RI WKH SURGXFW

�O� 7KH PDQXIDFWXULQJ DQG H[SLU\ GDWH RI WKH SURGXFW

�P� 7DQ]DQLD UHJLVWUDWLRQ QXPEHU

�Q� 7KH QDPH DQG FRQFHQWUDWLRQ �FRQWHQW� RI SUHVHUYDWLYHV� ZKHUH

SUHVHQW

�R� 6WRUDJH LQVWUXFWLRQV DQG VKHOI OLIH

,Q FDVH WKH SURGXFW·V SDFNDJH EHDUV ERWK WKH LPPHGLDWH FRQWDLQHU ODEHO

DQG RXWHU FRQWDLQHU ODEHO� WKH DERYH UHTXLUHPHQWV VKDOO DSSO\ WR WKH

RXWHU ODEHO DV ZHOO�

��� 5HTXLUHPHQWV IRU SDFNDJH LQVHUWV

(DFK SDFNDJH RI D SURGXFW VKDOO EH DFFRPSDQLHG E\ D SDFNDJH LQVHUW

HLWKHU DV D VHSDUDWH HQWLW\ RU DV DQ LQWHJUDO SDUW RI WKH SDFNDJH RQ ZKLFK

WKH IROORZLQJ LQIRUPDWLRQ LV SULQWHG LQ OHJLEOH OHWWHUV HLWKHU LQ (QJOLVK RU

.LVZDKLOL RU ERWK XQGHU WKH KHDGLQJV VSHFLILHG EHORZ�

�D� 1DPH DQG GRVDJH IRUP RI WKH SURGXFW

�E� ,GHQWLILFDWLRQ �GHVFULSWLRQ RI WKH SURGXFW DQG SDFNDJH�

�F� 4XDQWLWDWLYH OLVW RI DFWLYH LQJUHGLHQWV LQ D GRVDJH XQLW RU VXLWDEOH

PDVV RU YROXPH RU XQLW RI WKH SURGXFW

�G� ,QGLFDWLRQV

�H� 'RVDJH UHJLPHQ DQG GLUHFWLRQV IRU XVH

�I� &RQWUDLQGLFDWLRQV

�J� 6LGH HIIHFWV DQG DGYHUVH UHDFWLRQV



��

�K� 'UXJ LQWHUDFWLRQV

�L� 3UHFDXWLRQV DQG ZDUQLQJV

�M� 6\PSWRPV DQG WUHDWPHQW RI RYHUGRVH�

�N� 3UHVHQWDWLRQ �SDFNLQJ DQG SDFN VL]H�

�O� 6WRUDJH LQVWUXFWLRQV DQG VKHOI OLIH

�P� 1DPH DQG DGGUHVV RI PDQXIDFWXUHU DQG FRXQWU\ RI RULJLQ

�Q� 'DWH RI SXEOLFDWLRQ RI WKH LQVHUW

��� $Q LQGHSHQGHQW H[SHUW UHSRUW FULWLFDOO\ H[DPLQLQJ WKH GDWD RQ TXDOLW\

DQG PDNLQJ FRQVLGHUHG RSLQLRQ VXSSRUWHG ZLWK UHIHUHQFHV IURP SHHU

UHYLHZ OLWHUDWXUH�



��

&+$37(5 9

6$)(7< '$7$

7KH UHTXLUHPHQW IRU VXEPLVVLRQ RI VDIHW\ GDWD LV DSSOLFDEOH IRU SURGXFWV

ZKLFK DUH QRW RIILFLDO LQ FXUUHQW HGLWLRQV RI SKDUPDFRSRHLD DQG IRU

KHUEDO GUXJV ZKLFK DUH QRW OLVWHG LQ WKH FXUUHQW :+2 0RQRJUDSKV RQ

6HOHFWHG 0HGLFLQDO 3ODQWV�

�� 3URYLGH IXOO LQIRUPDWLRQ WR VXSSRUW VDIHW\ RI WKH KHUEDO GUXJ E\

VXEPLWWLQJ UHVXOWV RI WKH IROORZLQJ WHVWV�

�L� $FXWH WR[LFLW\ WHVWV XVLQJ DW OHDVW WZR VSHFLHV RQH RI WKHP EHLQJ D

QRQ URGHQW�

�LL� 6XEDFXWH WR[LFLW\ WHVWV

�LLL� &KURQLF WR[LFLW\ WHVWV

�LY� 0XWDJHQLFLW\ WHVWV XVLQJ VDOPRQHOOD �$PHV WHVW� RU RWKHU WHVWV

�Y� 7HUDWRJHQLFLW\ WHVWV LI D SURGXFW LV WR EH DGPLQLVWHUHG WR SUHJQDQW

ZRPHQ

�YL� ,PPXQR WR[LFLW\ �WHVWV IRU DOOHUJLF UHDFWLRQV�

�YLL� &DUFLQRJHQLFLW\ WHVWV

�YLLL� 5HSURGXFWLYH WR[LFLW\ WHVWV

�� )RU HDFK RI WKH DERYH WHVWV DSSOLFDQWV ZLOO EH UHTXLUHG WR SURYLGH SURWRFRO

RU VWXG\ SODQ DQG DPHQGPHQWV EHDULQJ VLJQDWXUHV RI VWXG\ GLUHFWRU DQG

TXDOLW\ DVVXUDQFH SHUVRQ�

7KH SURWRFRO VKDOO LQFOXGH�

�L� 1DPH RI VWXG\ GLUHFWRU� SULQFLSDO LQYHVWLJDWRUV� WKHLU TXDOLILFDWLRQV

DQG IXOO DGGUHVVHV�

�LL� 'HWDLOV RI DOO WHVW LWHPV LQFOXGLQJ WUDQVSRUWDWLRQ� VWRUDJH�

IRUPXODWLRQ GDWD DQG TXDOLW\ FRQWURO GDWD�

�LLL� ,QIRUPDWLRQ RQ WHVW V\VWHP �VXSSOLHU� DQLPDO KXVEDQGU\� VSHFLHV�

MXVWLILFDWLRQ IRU XVH� VWUDLQ��



��

�LY� &XUULFXOXP YLWDH �&9� RI DOO SHUVRQQHO LQYROYHG LQ WKH VWXG\�

�Y� &RSLHV RI VWDQGDUG RSHUDWLQJ SURFHGXUHV DQG UHYLVLRQV LI DQ\ IRU

HDFK RI WKH WHVWV�

�YL� &RSLHV RI DOO UDZ GDWD LQFOXGLQJ PDQXVFULSWV DQG SULQWRXWV�

�YLL� &RS\ RI ILQDO UHSRUW RQ VDIHW\ RI WKH SURGXFW VLJQHG E\ WKH VWXG\

GLUHFWRU DQG TXDOLW\ DVVXUDQFH SHUVRQ�

�� $Q LQGHSHQGHQW H[SHUW UHSRUW FULWLFDOO\ H[DPLQLQJ GDWD DQG PDNLQJ

FRQVLGHUHG RSLQLRQV VXSSRUWHG ZLWK UHIHUHQFHV IURP SHHU UHYLHZ

OLWHUDWXUH�



��
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7KH UHTXLUHPHQW IRU VXEPLVVLRQ RI HIILFDF\ GDWD LV DSSOLFDEOH IRU

SURGXFWV ZKLFK DUH QRW RIILFLDO LQ FXUUHQW HGLWLRQV RI SKDUPDFRSRHLD DQG

IRU KHUEDO GUXJV ZKLFK DUH QRW OLVWHG LQ WKH FXUUHQW :+2 0RQRJUDSKV RQ

6HOHFWHG 0HGLFLQDO 3ODQWV� ,W VKDOO EH QRWHG WKDW RQO\ WKRVH WKHUDSHXWLF

XVHV ZKLFK DUH HVWDEOLVKHG WKURXJK FOLQLFDO VWXGLHV DUH DFFHSWDEOH IRU

KHUEDO GUXJV OLVWHG LQ WKH FXUUHQW :+2 0RQRJUDSKV RQ 6HOHFWHG

0HGLFLQDO 3ODQWV� 7KH UHVW RI WKH KHUEDO GUXJV VKDOO EH UHTXLUHG WR

SURYLGH HYLGHQFH RI HIILFDF\ DV RXWOLQHG EHORZ�

�� 3URYLGH HYLGHQFH RI HIILFDF\ RI WKH KHUEDO GUXJ E\ VXEPLWWLQJ FOLQLFDO WULDO

UHSRUWV IRU SKDVHV ,� ,, DQG ,,,� (YLGHQFH VKRXOG EH SURYLGHG WR HQVXUH

WKDW SKDVHV ,, DQG ,,, WULDOV DUH SURSHUO\ FRQWUROOHG DQG UDQGRPL]HG XVLQJ

HLWKHU D SODFHER RU DFWLYH GUXJ DV WKH FDVH PD\ EH� 7KH UHSRUWV VKDOO DW

OHDVW LQFOXGH VWXG\ GHVLJQ� QDPHV� TXDOLILFDWLRQV DQG DGGUHVVHV RI

LQYHVWLJDWRUV� VWXG\ VLWH� VWXG\ GDWHV� GHWDLOV RI SUHSDUDWLRQV XVHG�

VWDQGDUG RSHUDWLQJ SURFHGXUHV DQG UHYLVLRQ LI DQ\� FRSLHV RI UDZ GDWD�

FKDUDFWHUL]DWLRQ RI VWXG\ VXEMHFWV� LQFOXVLRQ DQG H[FOXVLRQ FULWHULD�

UHVXOWV� GLVFXVVLRQ DQG FRQFOXVLRQV�

�� &RS\ RI WKH ILQDO UHSRUW RQ HIILFDF\ RI WKH SURGXFW ZKLFK LV VLJQHG DQG

GDWHG E\ WKH VWXG\ GLUHFWRU DQG TXDOLW\ DVVXUDQFH SHUVRQ�

�� 3URYLGH FRS\ RI HWKLFDO FOHDUDQFH�

�� $Q LQGHSHQGHQW H[SHUW UHSRUW FULWLFDOO\ H[DPLQLQJ GDWD DQG PDNLQJ

FRQVLGHUHG RSLQLRQV VXSSRUWHG ZLWK UHIHUHQFHV IURP SHHU UHYLHZ

OLWHUDWXUH�
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'DWH�«««««««««� $SSOLFDWLRQ 1XPEHU «««««IRU RIILFLDO XVH RQO\�

��� 3DUWLFXODUV RI SURGXFWV

��� 3URGXFW 1DPH� ««««««««««««««««««««««««««

��� 3KDUPDFHXWLFDO GRVDJH IRUP�«««««««««««««««««««««
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��� 7\SH RI FRQWDLQHU�
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��� 6KHOI OLIH DIWHU ILUVW RSHQLQJ RI FRQWDLQHU �ZKHUH DSSOLFDEOH�«««««««
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���������������������������������������������������������������������������������������������������������������

��� 6KHOI OLIH DIWHU UHFRQVWLWXWLRQ �ZKHUH DSSOLFDEOH�««««««««««««�

«««««««««««««««««««««««««««««««««««

���� 6WRUDJH FRQGLWLRQV�«««««««««««««««««««««««««��

««««««««««««««««««««««««««««««««««««

��� 3DUWLFXODUV RI DSSOLFDQW

1DPH�««««««««««««««««««««««««««««««««��

3K\VLFDO $GGUHVV� ««««««««««««««««««««««««««��

«««««««««««««««««««««««««««««««««««��

3RVWDO $GGUHVV�««««««««««««««««««««««««««««�

&RXQWU\� «««««««««««««««««««««««««««««««�
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(�PDLO««««««««««««««««««««««««««««««««�

��� 3DUWLFXODUV RI D UHVSRQVLEOH SHUVRQ �IRU KHUEDO GUXJV WR EH LPSRUWHG

RQO\�

1DPH�«««««««««««««««««««««««««««««««����

3K\VLFDO DGGUHVV�«««««««««««««««««««««««««««�
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