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7DEOH�RI�FRQWHQWV

7DEOH�RI�FRQWHQWV

0LVVLRQ�VWDWHPHQW

)RUHZRUG�E\�WKH�&KDLU�RI�WKH�0DQDJHPHQW�%RDUG

,QWURGXFWLRQ�E\�WKH�([HFXWLYH�'LUHFWRU

7KH�$JHQF\�LQ�����

,PSOHPHQWDWLRQ�RI�QHZ�OHJLVODWLRQ�±�LQWHJUDWLQJ�QHZ�WDVNV

5HRUJDQLVDWLRQ�RI�WKH�(0$�±�UHVKDSLQJ�IRU�WKH�IXWXUH�

$FFHVV�WR�FOLQLFDO�WULDO�GDWD�±�DW�WKH�IRUHIURQW�RI�D�JOREDO�GHEDWH

&ROODERUDWLRQ�ZLWK�+7$�ERGLHV�±�D�UDSLGO\�HYROYLQJ�UHODWLRQVKLS�

2WKHU�KLJKOLJKWV

$GYDQFLQJ�SXEOLF�DQG�DQLPDO�KHDOWK�LQ�����

�6FLHQFH���6XSSRUWLQJ�QHZ�DSSURDFKHV�WR�PHGLFLQHV�GHYHORSPHQW

0HGLFLQHV��9HWHULQDU\�PHGLFLQHV�±�LQFUHDVLQJ�DYDLODELOLW\�WKURXJKRXW�WKH�(XURSHDQ�8QLRQ�

+HDOWK��(QJDJHPHQW�RI�SDWLHQWV�DQG�KHDOWKFDUH�SURIHVVLRQDOV�IRU�VDIHU�XVH�RI�PHGLFLQHV

6LJQL¿FDQW�UHFRPPHQGDWLRQV�LQ������ � � � � �

+XPDQ�PHGLFLQHV� � � � � � � � �

9HWHULQDU\�PHGLFLQHV� � � � � � � � �

.H\�¿JXUHV�LQ������ � � � � � � � �

+XPDQ�PHGLFLQHV� � � � � � � � �

9HWHULQDU\�PHGLFLQHV� � � � � � � � �

,QVSHFWLRQV�DQG�FRPSOLDQFH

7KH�(XURSHDQ�PHGLFLQHV�UHJXODWRU\�QHWZRUN

$GPLQLVWUDWLYH�DVSHFWV� � � � � � � � �
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*XLGLQJ�SULQFLSOHV
:H�DUH�VWURQJO\�FRPPLWWHG�WR�SXEOLF�DQG�
DQLPDO�KHDOWK�

:H�PDNH�LQGHSHQGHQW�UHFRPPHQGDWLRQV�
EDVHG�RQ�WKH�EHVW�VFLHQWL¿F�HYLGHQFH��
XVLQJ�VWDWH�RI�WKH�DUW�NQRZOHGJH�DQG�
H[SHUWLVH�LQ�RXU�¿HOG�

:H�VXSSRUW�UHVHDUFK�DQG�LQQRYDWLRQ�WR�
VWLPXODWH�WKH�GHYHORSPHQW�RI�EHWWHU�
PHGLFLQHV�

:H�YDOXH�WKH�FRQWULEXWLRQ�RI�RXU�SDUWQHUV�
DQG�VWDNHKROGHUV�WR�RXU�ZRUN�

:H�DVVXUH�FRQWLQXDO�LPSURYHPHQW�RI�RXU�
SURFHVVHV�DQG�SURFHGXUHV��LQ�DFFRUGDQFH�
ZLWK�UHFRJQLVHG�TXDOLW\�VWDQGDUGV�

:H�DGKHUH�WR�KLJK�VWDQGDUGV�RI�
SURIHVVLRQDO�DQG�SHUVRQDO�LQWHJULW\�

:H�FRPPXQLFDWH�LQ�DQ�RSHQ��WUDQVSDUHQW�
PDQQHU�ZLWK�DOO�RI�RXU�SDUWQHUV��
VWDNHKROGHUV�DQG�FROOHDJXHV�

:H�SURPRWH�WKH�ZHOO�EHLQJ��PRWLYDWLRQ�
DQG�RQJRLQJ�SURIHVVLRQDO�GHYHORSPHQW�RI�
HYHU\�PHPEHU�RI�WKH�$JHQF\�

0LVVLRQ�VWDWHPHQW
7KH�PLVVLRQ�RI�WKH�(XURSHDQ�0HGLFLQHV�$JHQF\�LV�WR�IRVWHU�VFLHQWL¿F�
H[FHOOHQFH�LQ�WKH�HYDOXDWLRQ�DQG�VXSHUYLVLRQ�RI�PHGLFLQHV��IRU�WKH�
EHQH¿W�RI�SXEOLF�DQG�DQLPDO�KHDOWK�
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3ULQFLSDO�DFWLYLWLHV
:RUNLQJ�ZLWK�WKH�0HPEHU�6WDWHV�DQG�WKH�
(XURSHDQ�&RPPLVVLRQ�DV�SDUWQHUV�LQ�D�
(XURSHDQ�PHGLFLQHV�UHJXODWRU\�QHWZRUN��
WKH�(XURSHDQ�0HGLFLQHV�$JHQF\�

�� SURYLGHV�LQGHSHQGHQW��VFLHQFH�EDVHG�
UHFRPPHQGDWLRQV�RQ�WKH�TXDOLW\��VDIHW\�
DQG�HI¿FDF\�RI�PHGLFLQHV��DQG�RQ�PRUH�
JHQHUDO�LVVXHV�UHOHYDQW�WR�SXEOLF�DQG�
DQLPDO�KHDOWK�WKDW�LQYROYH�PHGLFLQHV�

�� DSSOLHV�HI¿FLHQW�DQG�WUDQVSDUHQW�
HYDOXDWLRQ�SURFHGXUHV�WR�KHOS�EULQJ�QHZ�
PHGLFLQHV�WR�WKH�PDUNHW�E\�PHDQV�RI�D�
VLQJOH��(8�ZLGH�PDUNHWLQJ�DXWKRULVDWLRQ�
JUDQWHG�E\�WKH�(XURSHDQ�&RPPLVVLRQ�

�� LPSOHPHQWV�PHDVXUHV�IRU�
FRQWLQXRXVO\�PRQLWRULQJ�DQG�VXSHUYLVLQJ�
WKH�TXDOLW\��VDIHW\�DQG�HI¿FDF\�RI�DOO�
PHGLFLQHV�DXWKRULVHG�LQ�WKH�(8�WR�HQVXUH�
WKDW�WKHLU�EHQH¿WV�RXWZHLJK�WKHLU�ULVNV�

�� SURYLGHV�VFLHQWL¿F�DGYLFH�DQG�
LQFHQWLYHV�WR�VWLPXODWH�WKH�GHYHORSPHQW�
DQG�LPSURYH�WKH�DYDLODELOLW\�RI�LQQRYDWLYH�
QHZ�PHGLFLQHV�

�� UHFRPPHQGV�VDIH�OLPLWV�IRU�UHVLGXHV�
RI�YHWHULQDU\�PHGLFLQHV�XVHG�LQ�IRRG�
SURGXFLQJ�DQLPDOV��IRU�WKH�HVWDEOLVKPHQW�
RI�PD[LPXP�UHVLGXH�OLPLWV�E\�WKH�
(XURSHDQ�&RPPLVVLRQ�

�� LQYROYHV�UHSUHVHQWDWLYHV�RI�SDWLHQWV��
KHDOWKFDUH�SURIHVVLRQDOV�DQG�RWKHU�
VWDNHKROGHUV�LQ�LWV�ZRUN��WR�IDFLOLWDWH�
GLDORJXH�RQ�LVVXHV�RI�FRPPRQ�LQWHUHVW�

�� SXEOLVKHV�LPSDUWLDO�DQG�
FRPSUHKHQVLEOH�LQIRUPDWLRQ�DERXW�
PHGLFLQHV�DQG�WKHLU�XVH�

�� GHYHORSV�EHVW�SUDFWLFH�IRU�PHGLFLQHV�
HYDOXDWLRQ�DQG�VXSHUYLVLRQ�LQ�(XURSH��
DQG�FRQWULEXWHV�DORQJVLGH�WKH�0HPEHU�
6WDWHV�DQG�WKH�(XURSHDQ�&RPPLVVLRQ�
WR�WKH�KDUPRQLVDWLRQ�RI�UHJXODWRU\�
VWDQGDUGV�DW�WKH�LQWHUQDWLRQDO�OHYHO�
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/HJDO�UROH
7KH�(XURSHDQ�0HGLFLQHV�$JHQF\�LV�WKH�
(XURSHDQ�8QLRQ��(8��ERG\�UHVSRQVLEOH�
IRU�FRRUGLQDWLQJ�WKH�H[LVWLQJ�VFLHQWL¿F�
UHVRXUFHV�SXW�DW�LWV�GLVSRVDO�E\�0HPEHU�
6WDWHV�IRU�WKH�HYDOXDWLRQ��VXSHUYLVLRQ�
DQG�SKDUPDFRYLJLODQFH�RI�PHGLFLQDO�
SURGXFWV�

7KH�$JHQF\�SURYLGHV�WKH�0HPEHU�6WDWHV�
DQG�WKH�LQVWLWXWLRQV�RI�WKH�(8�WKH�EHVW�
SRVVLEOH�DGYLFH�RQ�DQ\�TXHVWLRQ�UHODWLQJ�
WR�WKH�HYDOXDWLRQ�RI�WKH�TXDOLW\��VDIHW\�
DQG�HI¿FDF\�RI�PHGLFLQDO�SURGXFWV�IRU�
KXPDQ�RU�YHWHULQDU\�XVH�UHIHUUHG�WR�LW�
LQ�DFFRUGDQFH�ZLWK�WKH�SURYLVLRQV�RI�(8�
OHJLVODWLRQ�UHODWLQJ�WR�PHGLFLQDO�SURGXFWV�
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)RUHZRUG
E\�3URIHVVRU�6LU�.HQW�:RRGV
&KDLU�RI�WKH�0DQDJHPHQW�%RDUG

,�DP�SOHDVHG�WR�LQWURGXFH�WKH������DQQXDO�UHSRUW��
ZKLFK�GHVFULEHV�WKH�PDQ\�DQG�YDULHG�DFWLYLWLHV�RI�WKH�
(XURSHDQ�0HGLFLQHV�$JHQF\�GXULQJ�WKH�\HDU��0XFK�
KDV�EHHQ�DFFRPSOLVKHG�DW�D�WLPH�RI�DFWLYH�WKHUD�
SHXWLF�LQQRYDWLRQ�DQG�HYROYLQJ�(8�PHGLFLQHV�OHJLVOD�
WLRQ��&ORVH�FR�RSHUDWLRQ�EHWZHHQ�WKH�(0$��QDWLRQDO�
FRPSHWHQW�DXWKRULWLHV�DQG�(XURSHDQ�&RPPLVVLRQ�
LV�D�FULWLFDO�VXFFHVV�IDFWRU��7KLV�ZDV�ZHOO�VKRZQ�E\�
WKH�LPSOHPHQWDWLRQ�GXULQJ������RI�WKH�QHZ�UHTXLUH�
PHQWV�RI�WKH�)DOVL¿HG�0HGLFLQHV�'LUHFWLYH�IRU�DFWLYH�
SKDUPDFHXWLFDO�LQJUHGLHQWV�±�RQ�WLPH�DQG�ZLWKRXW�
GLVWXUEDQFH�RI�SKDUPDFHXWLFDO�VXSSO\�
� 7KH�UHSRUW�LQFOXGHV�WKUHH�FRQWULEXWLRQV�MRLQWO\�
ZULWWHQ�E\�QDWLRQDO�H[SHUWV�DQG�(0$�VWDII�LOOXVWUDW�
LQJ�WKH�$JHQF\¶V�HQJDJHPHQW�LQ�VFLHQFH��PHGLFLQHV�
DQG�KHDOWK��$Q�DFWLYH�SURJUDPPH�RI�VFLHQWL¿F�DGYLFH�
GXULQJ�SURGXFW�GHYHORSPHQW�VXSSRUWV�LQQRYDWLYH�
PHWKRGV�DQG�LQFUHDVHV�WKH�OLNHOLKRRG�WKDW�UHJXOD�
WRU\�UHTXLUHPHQWV�ZLOO�EH�PHW�E\�SURGXFWV�ZLWK�QRYHO�
PRGHV�RI�DFWLRQ��WR�WKH�EHQH¿W�RI�IXWXUH�SDWLHQWV��
6XFK�FRQWDFWV�DOVR�KHOS�WR�NHHS�UHJXODWRU\�VFLHQFH�
LQ�VWHS�ZLWK�QHZ�NQRZOHGJH��)RU�YHWHULQDU\�PHGL�
FLQHV�WKHUH�DUH�SDUWLFXODU�FKDOOHQJHV�DULVLQJ�IURP�WKH�
QDWXUH�RI�WKH�PDUNHW�±�WKHUH�QHHGV�WR�EH�D�ZHOO�
LQIRUPHG�GLDORJXH�EHWZHHQ�UHJXODWRUV�DQG�LQGXVWU\�
WR�ZKLFK�YHWHULQDULDQV�DQG�WKH�SXEOLF�FRQWULEXWH��7KH�
VDPH�WKHPH�RI�DFWLYH�HQJDJHPHQW�EHWZHHQ�UHJXOD�
WRUV��LQGXVWU\��SUHVFULEHUV�DQG�SXEOLF�HPHUJHV�FOHDUO\�
LQ�WKH�DFFRXQW�RI�WKH�ZRUN�RI�WKH�3KDUPDFRYLJLODQFH�
DQG�5LVN�$VVHVVPHQW�&RPPLWWHH��35$&���VHW�XS�LQ�
�����XQGHU�WKH�QHZ�SKDUPDFRYLJLODQFH�OHJLVODWLRQ��

7KH�FRQWLQXLQJ�LPSDFW�RI�WKDW�QHZ�OHJLVODWLRQ�LV�
VKRZQ�E\�VRPH�NH\�VWDWLVWLFV��,Q�������RYHU�D�PLO�
OLRQ�VXVSHFWHG�DGYHUVH�GUXJ�UHDFWLRQV��$'5V��ZHUH�
UHSRUWHG�WR�WKH�(XGUD9LJLODQFH�V\VWHP�KRVWHG�E\�WKH�
(0$�±�DQ�LQFUHDVH�RI�����RYHU�������$'5�UHSRUWV�
IURP�SDWLHQWV�ZLWKLQ�WKH�(XURSHDQ�(FRQRPLF�$UHD�
LQFUHDVHG�E\�����LQ������FRPSDUHG�ZLWK�������
&KDSWHU���LQFOXGHV�D�VXPPDU\�RI�WKH�GLVWLOODWLRQ�RI�
WKLV�KXJH�GDWD�UHVRXUFH�LQWR�QHZ�NQRZOHGJH�RI�WKH�
EHQH¿W�ULVN�UHODWLRQVKLS�IRU�PDUNHWHG�PHGLFLQHV�DQG�
WKH�FRPPXQLFDWLRQ�RI�WKDW�NQRZOHGJH�WR�SUHVFULEHUV�
DQG�SDWLHQWV��
� (TXDOO\�LPSUHVVLYH�LV�WKH�GLYHUVLW\�RI�LQQRYDWLYH�
SURGXFWV�DVVHVVHG�IRU�PDUNHW�DXWKRULVDWLRQ�GXU�
LQJ�������7KHVH�LQFOXGH�SKDUPDFHXWLFDOV�GLUHFWHG�
WRZDUGV�VRPH�GLI¿FXOW�FOLQLFDO�SUREOHPV��IRU�H[DPSOH�
PXOWLGUXJ�UHVLVWDQW�WXEHUFXORVLV�DQG�VHYHUDO�W\SHV�
RI�FDQFHU��7KH�FRQWLQXLQJ�PRYHPHQW�WRZDUGV�KLJKO\�
WDUJHWHG�ELRORJLFDO�PHGLFLQHV�LV�FOHDU��IROORZHG�QRZ�
E\�VHYHUDO�ELRVLPLODU�PROHFXOHV�EHLQJ�EURXJKW�IRU�
ZDUG�IRU�PDUNHW�DXWKRULVDWLRQ���
� 2Q�EHKDOI�RI�WKH�0DQDJHPHQW�%RDUG��,�ZRXOG�OLNH�
WR�WKDQN�WKH�$JHQF\�VWDII�DQG�WKH�PDQ\�H[WHUQDO�
H[SHUWV�IURP�DFURVV�(XURSH�ZKR�KDYH�PDGH�SRV�
VLEOH�WKH�SURJUDPPH�RI�ZRUN�VHW�RXW�KHUH��7KURXJK�
WKH�QHWZRUNHG�PRGHO��WKH�YHU\�EHVW�H[SHUWLVH�FDQ�
EH�EURXJKW�WR�EHDU�RQ�WKH�VFLHQWL¿F�FKDOOHQJHV�DQG�
RSSRUWXQLWLHV�RI�SKDUPDFHXWLFDO�UHJXODWLRQ��IRU�WKH�
EHQH¿W�RI�SXEOLF�DQG�DQLPDO�KHDOWK�
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7KH�\HDU������KDV�\HW�DJDLQ�GHPRQVWUDWHG�WKDW�WKH�
HQYLURQPHQW�LQ�ZKLFK�WKH�(0$�RSHUDWHV�LV�UDSLGO\�
FKDQJLQJ��,Q�IDFW��LW�KDV�VKRZQ�XV�LI�DQ\WKLQJ�WKDW�
WKH�UDWH�RI�FKDQJH�LV�DFFHOHUDWLQJ��:H�VHH�WKLV�WUHQG�
LQ�DOO�DVSHFWV�RI�RXU�ZRUN��ZKHWKHU�WKH\�DUH�QHZ�VFL�
HQWL¿F�GHYHORSPHQWV��EXVLQHVV�WUHQGV��JOREDOLVDWLRQ��
HFRQRPLF�SUHVVXUHV�RU�OHJLVODWLYH�FKDQJHV��$QG�ZH�
GRQ¶W�H[SHFW�WKLV�WUHQG�WR�VWRS�RU�HYHQ�WR�VORZ�GRZQ�
DQ\WLPH�VRRQ��
� 2XU�OHJDO�IUDPHZRUN�LV�HYHU�FKDQJLQJ��:KLOH�
ZH�DUH�VWLOO�LPSOHPHQWLQJ�SURYLVLRQV�IURP�WKH�QHZ�
SKDUPDFRYLJLODQFH�OHJLVODWLRQ��ZH�KDYH�VWDUWHG�WKH�
LPSOHPHQWDWLRQ�RI�WKH�)DOVL¿HG�0HGLFLQHV�'LUHFWLYH��
1HZ�SLHFHV�RI�OHJLVODWLRQ��VXFK�DV�RQ�FOLQLFDO�WULDOV�
RU�PHGLFDO�GHYLFHV��DUH�LQ�WKH�¿QDO�VWDJHV�RI�OHJLVOD�
WLYH�GHFLVLRQ�PDNLQJ�LQ�WKH�(XURSHDQ�3DUOLDPHQW�DQG�
WKH�&RXQFLO�DQG�ZLOO�KDYH�IXUWKHU�LPSOLFDWLRQV�RQ�WKH�
RSHUDWLRQV�RI�WKH�(0$�
� 0HGLFDO�UHVHDUFK�LV�UDSLGO\�FKDQJLQJ��1HZ�GH�
YHORSPHQW�PHWKRGV��WKH�SRVVLELOLWLHV�RIIHUHG�E\�
SHUVRQDOLVHG�PHGLFLQHV�RU�WKH�SURVSHFWV�RI�PDNLQJ�
IXOO�XVH�RI�WKH�SRZHU�RI�GDWD�±�DOO�RI�WKLV�XQGHUOLQHV�
WKDW�WKH�DQWLFLSDWHG�SDUDGLJP�VKLIW�LQ�SKDUPDFHXWLFDO�
UHVHDUFK�DQG�GHYHORSPHQW�LV�QRZ�EHFRPLQJ�D�UHDOLW\�
� ,W�LV�WKH�GXW\�RI�UHJXODWRUV�WR�EH�SUHSDUHG�IRU�
WKHVH�FKDQJHV�VR�WKDW�ZH�FDQ�VXSSRUW�QHZ�GHYHO�
RSPHQW�DSSURDFKHV�ZKLFK�KDYH�UHDO�SRWHQWLDO�WR�
LQFUHDVH�WKH�VXFFHVV�UDWH�LQ�PHGLFLQHV�GHYHORSPHQW�
DQG�VSHHG�XS�DFFHVV�RI�SDWLHQWV�WR�QHZ�PHGLFLQHV���
7KLV�ZDV�RQH�RI�WKH�GULYHUV�EHKLQG�WKH�UH�RUJDQLVD�
WLRQ�RI�WKH�$JHQF\�LQ��������

:H�FUHDWHG�IRXU�QHZ�GLYLVLRQV�ZLWK�UHVSRQVLELOLWLHV�
ULJKW�WKURXJK�WKH�OLIHF\FOH�RI�D�PHGLFLQH�IRU�KXPDQ�
XVH�IURP�GHYHORSPHQW�WR�XVH�LQ�SDWLHQWV��$ORQJ�ZLWK�
WKHVH�RUJDQLVDWLRQDO�FKDQJHV�FRPHV�D�QHZ�RSHUDWLQJ�
PRGHO�IRU�KRZ�PHGLFLQHV�DUH�PDQDJHG�WKURXJK�WKHLU�
HQWLUH�OLIHF\FOH�DW�WKH�$JHQF\��DV�ZHOO�DV�GHGLFDWHG�
VWUXFWXUHV�WR�VXSSRUW�HDUO\�GLDORJXH�ZLWK�PHGLFLQHV�
GHYHORSHUV��DQG�UHVHDUFK�DQG�GHYHORSPHQW��
� 7KH�XOWLPDWH�DLP�RI�WKLV�H[HUFLVH�LV�WR�JLYH�RXU�
VFLHQWL¿F�FRPPLWWHHV�WKH�EHVW�SRVVLEOH�VXSSRUW��
DORQJVLGH�WKH�H[SHUWLVH�IURP�WKH�QDWLRQDO�DJHQFLHV��
WR�KHOS�WKHP�NHHS�GHOLYHULQJ�KLJK�TXDOLW\��FRQVLVW�
HQW�RSLQLRQV�RQ�PHGLFLQHV�LQ�WKHVH�UDSLGO\�FKDQJLQJ�
WLPHV��7KHLU�H[SHUWLVH�LV�WKH�EHGURFN�RQ�ZKLFK�WKH�
VXFFHVV�RI�WKH�(XURSHDQ�PHGLFLQHV�UHJXODWRU\�QHW�
ZRUN�DV�D�ZKROH�LV�EXLOW��
� /RRNLQJ�EDFN�DW������ZRXOG�QRW�EH�FRPSOHWH�
ZLWKRXW�UHÀHFWLQJ�RQ�RXU�LQLWLDWLYH�WR�SURDFWLYHO\�
JLYH�DFFHVV�WR�FOLQLFDO�WULDO�GDWD��,�KDYH�VDLG�WKDW�WKH�
TXHVWLRQ�LV�QRW�µLI¶�EXW�µKRZ¶�ZH�DUH�JRLQJ�WR�PDNH�
WKH�GDWD�ZH�KROG�DV�SDUW�RI�PDUNHWLQJ�DXWKRULVDWLRQV�
VXEPLWWHG�WR�WKH�(0$�DYDLODEOH��:H�UHPDLQ�FRPPLW�
WHG�WR�WKLV�DLP�DQG�ZH�DUH�HQFRXUDJHG�E\�WKH�PDQ\�
FRPPHQWV�ZH�KDYH�UHFHLYHG�IURP�RXU�VWDNHKROG�
HUV�WKDW�VKRZ�WKDW�WKHUH�LV�EURDG�VXSSRUW�IRU�RXU�
SODQV�WR�DOORZ�DFFHVV�WR�WKHVH�GDWD��,W�LV�SDUWLFXODUO\�
HQFRXUDJLQJ�WKDW�DQ�LQFUHDVLQJ�QXPEHU�RI�VWDNHKROG�
HUV��LQFOXGLQJ�WKH�YDVW�PDMRULW\�RI�SKDUPDFHXWLFDO�
LQGXVWULHV��QRZ�UHFRJQLVH�WKDW�FOLQLFDO�VWXG\�UHSRUWV�
GR�QRW�JHQHUDOO\�FRQWDLQ�FRPPHUFLDOO\�FRQ¿GHQ�
WLDO�LQIRUPDWLRQ��:H�KDYH�DOVR�VHHQ�WKDW�WKHUH�LV�D�
QHHG�IRU�IXUWKHU�DQDO\VLV�DQG�FODUL¿FDWLRQV�RI�FHUWDLQ�
DVSHFWV��7KDW¶V�ZK\�ZH�ZLOO�FRQWLQXH�ZRUNLQJ�ZLWK�DOO�
RXU�VWDNHKROGHUV�WR�DFKLHYH�D�EURDG�FRQVHQVXV�IRU�
RXU�SROLF\�
� 3DWLHQWV�DUH�DW�WKH�KHDUW�RI�HYHU\WKLQJ�ZH�GR�DQG�
WKH�\HDU������VDZ�D�VLJQL¿FDQW�QHZ�GLPHQVLRQ�LQ�
WKH�$JHQF\¶V�HQJDJHPHQW�ZLWK�WKHP��LQ�SDUWLFXODU�
WKDQNV�WR�WKH�QHZ�URXWHV�WR�LQFRUSRUDWH�WKHLU�YLHZV�
DQG�SUHIHUHQFHV�LQWR�WKH�GHFLVLRQ�PDNLQJ�SURFHVV�
EURXJKW�E\�WKH�SKDUPDFRYLJLODQFH�OHJLVODWLRQ��:H�
RZH�WKHVH�QHZ�SODWIRUPV�IRU�GLDORJXH�DQG�SDUWLFLSD�
WLRQ�WR�WKH�SDWLHQWV�ZKR�KDYH�GHPRQVWUDWHG�RYHU�
PDQ\�\HDUV�KRZ�YDOXDEOH�WKHLU�LQSXW�LQ�RXU�GHFLVLRQ�
PDNLQJ�LV�
� ,�DP�JUDWHIXO�IRU�WKH�KDUG�ZRUN�DQG�WKH�GHGLFD�
WLRQ�RI�WKH�$JHQF\¶V�VWDII��RI�WKH�PHPEHUV�RI�DOO�LWV�
VFLHQWL¿F�FRPPLWWHHV��WKH�ZRUNLQJ�SDUWLHV�DQG�VFL�
HQWL¿F�DGYLVRU\�JURXSV��WKH�0DQDJHPHQW�%RDUG�DQG�
DOO�WKH�QDWLRQDO�H[SHUWV�ZKR�HQDEOH�WKH�(0$�WR�IXO¿O�
LWV�PLVVLRQ��,W�JLYHV�PH�JUHDW�SOHDVXUH�WR�SUHVHQW�
RXU�MRLQW�DFKLHYHPHQWV�LQ�SURWHFWLQJ�DQG�SURPRWLQJ�
SXEOLF�DQG�DQLPDO�KHDOWK�LQ�WKH�(XURSHDQ�8QLRQ�

,QWURGXFWLRQ
E\�3URIHVVRU�*XLGR�5DVL
([HFXWLYH�'LUHFWRU
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��_��7KH�$JHQF\�LQ�����

�����ZDV�DQ�H[FLWLQJ�\HDU�IRU�WKH�(XURSHDQ�0HGL�
FLQHV�$JHQF\��(0$���,W�ZDV�D�YHU\�EXV\�\HDU�DQG�LW�
KDV�GHPRQVWUDWHG�RQFH�DJDLQ�WKDW�WKH�HQYLURQPHQW�
LQ�ZKLFK�WKH�$JHQF\�RSHUDWHV�LV�HYHU�FKDQJLQJ��FRQ�
WLQXRXVO\�SUHVHQWLQJ�QHZ�FKDOOHQJHV��7KH�IROORZLQJ�
FKDSWHU�KLJKOLJKWV�D�IHZ�RI�WKH�PDQ\�SURMHFWV��LQLWLD�
WLYHV�DQG�DFKLHYHPHQWV�RI�������IRFXVLQJ�RQ�WKRVH�
WKDW�KDYH�KDG�RU�FRQWLQXH�WR�KDYH�D�SURIRXQG�HIIHFW�
RQ�KRZ�WKH�$JHQF\�RSHUDWHV�
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)UDPHZRUN�IRU�D�FORVH�
FROODERUDWLRQ�ZLWK�,VUDHO�LQ�
SODFH�

��
-DQ

H6XEPLVVLRQ�ZHE�FOLHQW�JRHV�
OLYH�IRU�DOO�DSSOLFDWLRQV�IRU�
KXPDQ�PHGLFLQHV�

��
-DQ

$GYLVRU\�JURXSV�RQ�DFFHVV�WR�
FOLQLFDO�WULDO�GDWD�VWDUW�WKHLU�
ZRUN�

��
-DQ

7KUHH�DFWLRQV�IRU�DQQXOPHQW�DJDLQVW�
(0$�GHFLVLRQV�WR�UHOHDVH�QRQ�FOLQLFDO�
DQG�FOLQLFDO�GRFXPHQWV�ORGJHG�E\�WZR�
SKDUPDFHXWLFDO�FRPSDQLHV�WR�WKH�
*HQHUDO�&RXUW�LQ�/X[HPERXUJ�

�
)HE

,PSOHPHQWLQJ�WKH�SKDUPDFRYLJLODQFH�OHJLVODWLRQ
7KH�QHZ�SKDUPDFRYLJLODQFH�OHJLVODWLRQ�EURXJKW�
DERXW�WKH�ELJJHVW�FKDQJH�WR�WKH�OHJDO�IUDPHZRUN�IRU�
KXPDQ�PHGLFLQHV�VLQFH�WKH�FUHDWLRQ�RI�WKH�$JHQF\�
LQ�������,W�HVWDEOLVKHG�D�QHZ��VHYHQWK�VFLHQWL¿F�
&RPPLWWHH��WKH�3KDUPDFRYLJLODQFH�5LVN�$VVHVV�
PHQW�&RPPLWWHH��35$&��DW�WKH�$JHQF\�DQG�OHG�WR�
D�JUHDWHU�LQYROYHPHQW�RI�WKH�$JHQF\�DQG�WKH�35$&�
ZLWKLQ�WKH�(XURSHDQ�PHGLFLQHV�UHJXODWRU\�QHWZRUN�WR�
VXSSRUW�SKDUPDFRYLJLODQFH�IRU�QDWLRQDOO\�DXWKRULVHG�
SURGXFWV��ZKLOH�XQGHUSLQQLQJ�WKH�FULWLFDO�UROH�RI�WKH�
QDWLRQDO�FRPSHWHQW�DXWKRULWLHV�
� ,Q�LWV�¿UVW�IXOO�\HDU�RI�RSHUDWLRQ��WKH�35$&�ZRUNHG�
WR�HQKDQFH�SXEOLF�KHDOWK�SURWHFWLRQ�E\�SURDFWLYHO\�
PRQLWRULQJ�WKH�VDIHW\�RI�PHGLFLQHV�DQG�PDNLQJ�UHF�
RPPHQGDWLRQV�WR�PDQDJH�DQG�PLQLPLVH�WKHLU�ULVNV�
IURP�WKH�JUDQWLQJ�RI�PDUNHWLQJ�DXWKRULVDWLRQ�DQG�
WKURXJKRXW�WKHLU�OLIHF\FOH��7KLV�LQFOXGHG�D�QXPEHU�RI�
PLOHVWRQH�UHFRPPHQGDWLRQV�RQ�WKH�VDIH�DQG�HIIHF�
WLYH�XVH�RI�VRPH�ZLGHO\�XVHG�PHGLFLQHV��HQVXULQJ�
WKDW�GRFWRUV�DQG�SDWLHQWV�KDYH�WKH�EHVW�LQIRUPDWLRQ�
WR�WDNH�DSSURSULDWH�KHDOWKFDUH�GHFLVLRQV��'HWDLOV�RI�
WKH�35$&¶V�ZRUN�DUH�SURYLGHG�LQ�&KDSWHUV���DQG���RI�
WKLV�DQQXDO�UHSRUW�

³6LQFH�HVWDEOLVKLQJ�WKH�QHZ�3KDUPDFRYLJLODQFH�
5LVN�$VVHVVPHQW�&RPPLWWHH��WKH�&RPPLW�
WHH�KDV�SURDFWLYHO\�JUDVSHG�WKH�RSSRUWXQLWLHV�
RI�WKH�QHZ�SKDUPDFRYLJLODQFH�OHJLVODWLRQ�WR�
VWUHQJWKHQ�(XURSHDQ�GUXJ�VDIHW\��%\�LQYROYLQJ�
SDWLHQWV�DQG�KHDOWKFDUH�SURIHVVLRQDOV�LQ�RXU�
GHFLVLRQ�PDNLQJ��VWUHQJWKHQLQJ�WKH�VFLHQFH�
EDVH�RI�ULVN�DVVHVVPHQW��DQG�ZRUNLQJ�WUDQVSDU�
HQWO\��ZH�KDYH�PDGH�JUHDW�VWULGHV�WRZDUGV�D�
QHZ�HUD�LQ�SURWHFWLQJ�SXEOLF�KHDOWK�´�
-XQH�5DLQH��&KDLU�RI�WKH�35$&

� 7KH�$JHQF\�DQG�WKH�QDWLRQDO�PHGLFLQHV�DJHQFLHV�
VSHDUKHDGHG�D�VXFFHVVIXO�FDPSDLJQ�WR�H[SODLQ�WKH�
REMHFWLYHV�RI�DGGLWLRQDO�PRQLWRULQJ�DQG�WKH�PHDQLQJ�
RI�WKH�LQYHUWHG�EODFN�WULDQJOH�ZKLFK�LV�QRZ�GLVSOD\HG�

LQ�SDFNDJH�OHDÀHWV�DQG�LQ�LQIRUPDWLRQ�IRU�KHDOWKFDUH�
SURIHVVLRQDOV�IRU�FHUWDLQ�PHGLFLQHV�
� 7KLV�FDPSDLJQ�IROORZHG�WKH�VHOHFWLRQ�RI�WKH�LQ�
YHUWHG�EODFN�WULDQJOH�E\�WKH�(XURSHDQ�&RPPLVVLRQ�
LQ�$SULO������DV�D�V\PERO�WR�LGHQWLI\�PHGLFLQHV�WKDW�
DUH�XQGHU�DGGLWLRQDO�PRQLWRULQJ��7KH�EODFN�WULDQ�
JOH�ZDV�VHOHFWHG�RQ�WKH�EDVLV�RI�D�UHFRPPHQGDWLRQ�
E\�WKH�(0$�WKDW�ZDV�PDGH�LQ�FRRSHUDWLRQ�ZLWK�WKH�
SDWLHQWV�DQG�KHDOWKFDUH�SURIHVVLRQDOV�UHSUHVHQWHG�LQ�
WKH�3DWLHQWV
�DQG�&RQVXPHUV
�:RUNLQJ�3DUW\�DQG�WKH�
+HDOWKFDUH�3URIHVVLRQDOV
�:RUNLQJ�*URXS�
� 7KH�(0$�QRZ�FRRUGLQDWHV�WKH�PDLQWHQDQFH�DQG�
SXEOLVKHV�D�PRQWKO\�XSGDWHG�OLVW�RI�PHGLFLQHV�VXE�
MHFW�WR�DGGLWLRQDO�PRQLWRULQJ�WKDW�VKRXOG�EH�LGHQWL¿HG�
E\�WKH�V\PERO�
� 'HVSLWH�WKH�SURJUHVV�PDGH�LQ�WKH�LPSOHPHQWDWLRQ�
RI�WKH�SKDUPDFRYLJLODQFH�OHJLVODWLRQ��WKH�DEVHQFH�
RI�SKDUPDFRYLJLODQFH�IHHV�IRU�SKDUPDFRYLJLODQFH�
DFWLYLWLHV�PHDQV�WKDW�D�QXPEHU�RI�VSHFL¿F�PHDVXUHV�
IURP�WKH�QHZ�OHJLVODWLRQ�KDYH�\HW�WR�EH�GHOLYHUHG��IRU�
H[DPSOH�(0$�OLWHUDWXUH�PRQLWRULQJ��WKH�(8�0HGLFLQHV�
:HE�SRUWDO��SXEOLF�KHDULQJV�DQG�D�UHSRVLWRU\�RI�SHUL�
RGLF�VDIHW\�XSGDWH�UHSRUWV��3685V��WR�DOORZ�FHQWUDO�
LVHG�VXEPLVVLRQ�WR�WKH�(0$��3685�DVVHVVPHQWV�E\�
WKH�35$&�IRU�QDWLRQDOO\�DXWKRULVHG�SURGXFWV�WKDW�DUH�
RQ�WKH�PDUNHW�LQ�PRUH�WKDQ�RQH�0HPEHU�6WDWH�KDYH�
DOVR�EHHQ�SRVWSRQHG�EHFDXVH�RI�WKH�FXUUHQW�DEVHQFH�
RI�¿QDQFLDO�FRPSHQVDWLRQ�IRU�ZRUN�XQGHUWDNHQ�E\�
WKH�35$&��6XFK�DVVHVVPHQWV�FRQWLQXH�IRU�WKH�WLPH�
EHLQJ�DW�QDWLRQDO�OHYHO��$�QHZ�IHH�UHJXODWLRQ�FRYHU�
LQJ�SKDUPDFRYLJLODQFH�DFWLYLWLHV�LV�H[SHFWHG�WR�EH�LQ�
SODFH�LQ�WKH�FRXUVH�RI������

����_��,PSOHPHQWDWLRQ�RI�QHZ�OHJLVODWLRQ�±
LQWHJUDWLQJ�QHZ�WDVNV



,PSOHPHQWLQJ�WKH�)DOVL¿HG�0HGLFLQHV�'LUHFWLYH
7KH�)DOVL¿HG�0HGLFLQHV�'LUHFWLYH�HQWHUHG�LQWR�IRUFH�
RQ���-DQXDU\�������7KLV�QHZ�SLHFH�RI�OHJLVODWLRQ�LV�D�
QHFHVVDU\�UHVSRQVH�WR�WKH�SXEOLF�KHDOWK�WKUHDW�RI�IDO�
VL¿HG�PHGLFLQHV�DQG�WKH�QHHG�WR�VWUHQJWKHQ�WKH�VXS�
SO\�FKDLQ�LQ�UHVSRQVH�WR�JOREDOLVDWLRQ�RI�PDQXIDFWXU�
LQJ�DQG�WKH�LQFUHDVLQJ�QXPEHU�RI�DFWRUV�LQYROYHG�
� 7KH�$JHQF\�SOD\V�D�NH\�UROH�LQ�DVVLVWLQJ�WKH�
(XURSHDQ�&RPPLVVLRQ�DQG�WKH�0HPEHU�6WDWHV�DQG�
LQ�IDFLOLWDWLQJ�WKH�LPSOHPHQWDWLRQ�RI�WKH�'LUHFWLYH��LQ�
WKH�FRRUGLQDWLRQ�RI�LQVSHFWLRQV�LQ�WKLUG�FRXQWULHV�DQG�
FRQWLQXHG�GHYHORSPHQW�RI�(XGUD*0'3�

³7KH�)DOVL¿HG�0HGLFLQHV�'LUHFWLYH�RSHQV�WKH�
ZD\�WR�D�QHZ�SDUDGLJP�IRU�JOREDO�PHGLFLQHV�
UHJXODWLRQ��,W�SURYLGHV�D�FOHDU�EDVLV�DQG�IUDPH�
ZRUN�IRU�VWUHQJWKHQHG�LQWHUQDWLRQDO�FRRSHUD�
WLRQ�DQG�GLDORJXH�RQ�WKH�VXSHUYLVLRQ�RI�DFWLYH�
VXEVWDQFHV�PDQXIDFWXULQJ��VKDULQJ�RI�UHVSRQ�
VLELOLWLHV�ZLWK�ORFDO�UHJXODWRUV�DQG�GHYHORSPHQW�
RI�ORFDO�VXSHUYLVLRQ�´
(PHU�&RRNH��(0$�+HDG�RI�,QWHUQDWLRQDO�$IIDLUV

� 7KH�QHZ�'LUHFWLYH�LQWURGXFHG�QHZ�UHTXLUHPHQWV�
IRU�WKH�LPSRUWDWLRQ�RI�DFWLYH�VXEVWDQFHV��)URP�-XO\�
������DOO�DFWLYH�VXEVWDQFHV�PDQXIDFWXUHG�RXWVLGH�
WKH�(8�DQG�LPSRUWHG�LQWR�WKH�(8�PXVW�EH�DFFRPSD�
QLHG�E\�D�ZULWWHQ�FRQ¿UPDWLRQ�IURP�WKH�UHJXODWRU\�
DXWKRULW\�RI�WKH�H[SRUWLQJ�FRXQWU\��7KHVH�VWDWHPHQWV�
DUH�LVVXHG�SHU�PDQXIDFWXULQJ�VLWH�DQG�SHU�DFWLYH�
VXEVWDQFH�DQG�HQVXUH�WKDW�VWDQGDUGV�RI�JRRG�PDQX�
IDFWXULQJ�SUDFWLFH��*03��HTXLYDOHQW�WR�WKRVH�LQ�IRUFH�
LQ�WKH�(8�DUH�XSKHOG��$�QXPEHU�RI�FRXQWULHV�LQFOXG�
LQJ�,QGLD�DQG�&KLQD�DUH�LVVXLQJ�ZULWWHQ�FRQ¿UPD�
WLRQV�
� ([SRUWLQJ�FRXQWULHV�ZLWK�DQ�
HTXLYDOHQW
�UHJXOD�
WRU\�IUDPHZRUN�GR�QRW�QHHG�WR�LVVXH�WKHVH�ZULWWHQ�
FRQ¿UPDWLRQV��7KH�UHJXODWRU\�IUDPHZRUNV�RI�FRXQ�
WULHV�DSSO\LQJ�IRU�
HTXLYDOHQW
�VWDWXV�DUH�DVVHVVHG�E\�
WKH�(XURSHDQ�&RPPLVVLRQ��WRJHWKHU�ZLWK�WKH�$JHQF\�
DQG�0HPEHU�6WDWHV��%\�WKH�HQG�RI�������6ZLW]HU�

ODQG��$XVWUDOLD��-DSDQ�DQG�WKH�8QLWHG�6WDWHV�ZHUH�
OLVWHG��
� 7KHUH�ZDV�FRQFHUQ�WKDW�WKH�QHZ�SURYLVLRQV�LQ�
UHODWLRQ�WR�DFWLYH�VXEVWDQFH�LPSRUWDWLRQ�PD\�OHDG�WR�
VKRUWDJHV��+RZHYHU��E\�\HDU�HQG��QR�ULVN�RI�VKRUW�
DJH�GXH�WR�WKH�UHTXLUHPHQWV�RI�WKH�'LUHFWLYH�ZDV�
UHSRUWHG�HLWKHU�E\�(8�FRPSHWHQW�DXWKRULWLHV�RU�E\�
WKH�SKDUPDFHXWLFDO�LQGXVWU\�
� 7KH�&RPPLVVLRQ��WKH�$JHQF\�DQG�WKH�0HPEHU�
6WDWHV�DOO�PDGH�D�ELJ�HIIRUW�WR�HIIHFWLYHO\�FRPPXQL�
FDWH�WKH�QHZ�(8�OHJLVODWLRQ�UHTXLUHPHQWV�WR�DXWKRUL�
WLHV�LQ�WKH�PDMRU�H[SRUWLQJ�FRXQWULHV��$V�SDUW�RI�WKLV��
WKH�$JHQF\��FRRSHUDWLQJ�FORVHO\�ZLWK�WKH�&RPPLVVLRQ�
DQG�0HPEHU�6WDWHV��OHG�D�ULVN�DVVHVVPHQW�SURFHVV��
WR�LGHQWLI\�SULRULW\�DFWLYH�VXEVWDQFHV�IRU�ZKLFK�PDQ�
XIDFWXUHUV�LQ�WKLUG�FRXQWULHV�PD\�QHHG�WR�EH�LQVSHFW�
HG�LQ�RUGHU�WR�DYRLG�VKRUWDJHV�DQG�WR�FRRUGLQDWH�WKH�
QHFHVVDU\�LQVSHFWLRQV��7KH�PHWKRGRORJ\�GHYHORSHG�
E\�WKH�$JHQF\�ZDV�UROOHG�RXW�WR�0HPEHU�6WDWHV�DQG�
ZDV�DOVR�XVHG�WR�DVVHVV�WKH�ULVN�RI�VKRUWDJHV�IRU�
QRQ�FHQWUDOLVHG�PHGLFLQDO�SURGXFWV��,Q�DGGLWLRQ��D�
JURXS�ZLWK�WKH�SDUWLFLSDWLRQ�RI�WKH�&RPPLVVLRQ�DQG�
VRPH�NH\�0HPEHU�6WDWHV�ZDV�FUHDWHG�E\�WKH�$JHQF\�
WR�PRQLWRU�VLWHV�DW�ULVN�DQG�WR�FRRUGLQDWH�WKH�QHFHV�
VDU\�LQVSHFWLRQV�
� 2WKHU�NH\�GHOLYHUDEOHV�DFKLHYHG�LQ������LQFOXGHG�

�� �H[WHQVLRQ�DQG�XSGDWH�RI�WKH�(XGUD*0'3�GDWD�
EDVH�ZLWK�PRGXOHV�IRU�GLVWULEXWLRQ�DXWKRULVDWLRQ��
JRRG�GLVWULEXWLRQ�SUDFWLFH��*'3��FHUWL¿FDWHV��
DFWLYH�SKDUPDFHXWLFDO�LQJUHGLHQWV��$3,��PDQXIDF�
WXUHUV��LPSRUWHUV�DQG�GLVWULEXWRUV�UHJLVWUDWLRQ�

�� �FUHDWLRQ�RI�KDUPRQLVHG�DQG�DJUHHG�WHPSODWHV�IRU�
WKH�DFWLYLWLHV�OLVWHG�DERYH�

�� �DGRSWLRQ�RI�D�UHYLVHG�*'3�JXLGHOLQH��ZKLFK�ZDV�
¿QDOLVHG�DQG�SXEOLVKHG�E\�WKH�(XURSHDQ�&RPPLV�
VLRQ�

7KH�LPSOHPHQWDWLRQ�RI�WKH�)DOVL¿HG�0HGLFLQHV�'LUHF�
WLYH�FRQWLQXHV�LQ������

5HQHZDO�RI�FRQ¿GHQWLDOLW\�
DUUDQJHPHQW�ZLWK�&DQDGD

��
0DU
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R
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��
�
�
�

$JQHWD�%UDQGW�MRLQV�DV�
QHZ�+HDG�RI�,QIUDVWUXFWXUH�
6HUYLFHV

�
$SU

(0$�DQG�()6$�JLYH�MRLQW�
DGYLFH�RQ�ULVN�WR�FRQVXPHUV�
RI�SKHQ\OEXWD]RQH�GHWHFWHG�LQ�
KRUVHPHDW

��
$SU

:RUNVKRS�RQ�PHGLFDWLRQ�
HUURUV�FDOOV�IRU�FRRUGLQDWHG�(8�
DSSURDFK

�
0DU

�
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)LUVW�OLVW�RI�PHGLFLQHV�XQGHU�
DGGLWLRQDO�PRQLWRULQJ�
SXEOLVKHG�

��
$SU

(0$�DQG�(8QHW+7$�UHYLHZ�
SURJUHVV�RI�WKHLU�FRRSHUDWLRQ

�
-XQ

8SJUDGH�RI�(XGUD*0'3�
GDWDEDVH�WR�LQFOXGH�
LQIRUPDWLRQ�UHODWHG�WR�WKH�
GLVWULEXWLRQ�RI�PHGLFLQHV

��
$SU

*HQHUDO�&RXUW�RI�WKH�(8�
JLYHV�LQWHULP�PHDVXUHV�LQ�
FRXUW�FDVHV�DJDLQVW�$EE9LH�
DQG�,QWHUPXQH�RUGHULQJ�WKH�
$JHQF\�QRW�WR�GLVFORVH�FHUWDLQ�
GRFXPHQWV��

��
$SU

�

,Q�6HSWHPEHU������WKH�$JHQF\�ODXQFKHG�D�QHZ�
RUJDQLVDWLRQDO�VWUXFWXUH�GHVLJQHG�WR�IXQGDPHQWDOO\�
UHRUJDQLVH�WKH�$JHQF\¶V�RSHUDWLRQV�LQ�RUGHU�WR�HQ�
DEOH�LW�WR�EHWWHU�VXSSRUW�LWV�SXEOLF��DQG�DQLPDO�KHDOWK�
PLVVLRQ��DQG�LWV�UROH�DV�SDUW�RI�WKH�(XURSHDQ�PHGL�
FLQHV�UHJXODWRU\�QHWZRUN�
� 7KH�QHZ�VWUXFWXUH�UHÀHFWV�D�UHQHZHG�IRFXV�RQ�
WKUHH�NH\�HOHPHQWV�

�� �EHWWHU�VXSSRUW�WR�WKH�VFLHQWL¿F�ZRUN�RI�WKH�(0$�
FRPPLWWHHV�

�� �EHWWHU�VKDULQJ�RI�NQRZOHGJH�DQG�LQIRUPDWLRQ�WKH�
$JHQF\�KROGV�WKURXJKRXW�WKH�(XURSHDQ�PHGLFLQHV�
UHJXODWRU\�QHWZRUN�

�� LPSURYHG�SDUWQHU�DQG�VWDNHKROGHU�UHODWLRQV�

7KH�UHRUJDQLVDWLRQ�LQWURGXFHV�D�QHZ�RSHUDWLQJ�
PRGHO�IRU�KRZ�PHGLFLQHV�DUH�PDQDJHG�WKURXJKRXW�
WKHLU�HQWLUH�OLIHF\FOH�DW�WKH�$JHQF\��ZLWK�VHSDUDWLRQ�
RI�VFLHQWL¿F�DQG�SURFHGXUH�PDQDJHPHQW��:LWK�WKH�
LQFUHDVLQJ�QXPEHU�DQG�FRPSOH[LW\�RI�DSSOLFDWLRQV�
EHLQJ�KDQGOHG�E\�WKH�$JHQF\¶V�FRPPLWWHHV��WKLV�LV�
LQWHQGHG�WR�UHLQIRUFH�WKH�UREXVWQHVV�DQG�TXDOLW\�
RI�WKH�$JHQF\¶V�RXWSXW�DQG�DOORZ�GHYHORSPHQW�RI�
JUHDWHU�VSHFLDOLVW�VNLOOV�WR�UHVSRQG�DQG�VXSSRUW�WKH�
ZRUN�RI�WKH�FRPPLWWHHV�
� $W�LWV�FRUH��WKH�QHZ�VWUXFWXUH�KDV�IRXU�GLYLVLRQV�
ZLWK�UHVSRQVLELOLWLHV�ULJKW�WKURXJK�WKH�OLIHF\FOH�RI�D�
PHGLFLQH�IRU�KXPDQ�XVH��IURP�GHYHORSPHQW�WR�XVH�LQ�
SDWLHQWV��7KRVH�DUH�

�� �+XPDQ�0HGLFLQHV�5HVHDUFK�DQG�'HYHORSPHQW�
6XSSRUW�'LYLVLRQ�

�� +XPDQ�0HGLFLQHV�(YDOXDWLRQ�'LYLVLRQ�
�� �3URFHGXUH�0DQDJHPHQW�DQG�%XVLQHVV�6XSSRUW�

'LYLVLRQ�
�� �,QVSHFWLRQV�DQG�+XPDQ�0HGLFLQHV�3KDUPDFRYLJL�

ODQFH�'LYLVLRQ�

9HWHULQDU\�PHGLFLQHV�DUH�PDQDJHG�WKURXJK�D�VLQJOH�
GLYLVLRQ�WKDW�KDV�EHHQ�UHIRFXVHG�WR�GHDO�VROHO\�ZLWK�

YHWHULQDU\�PHGLFLQHV�DQG�DQLPDO�KHDOWK��,QIRUPDWLRQ�
WHFKQRORJ\�DQG�DGPLQLVWUDWLRQ�FRQWLQXH�WR�EH�PDQ�
DJHG�WKURXJK�VHSDUDWH�GLYLVLRQV�
� $�QHZ�6WDNHKROGHUV�DQG�&RPPXQLFDWLRQ�'LYL�
VLRQ�LV�FUHDWHG�WR�SURYLGH�LPSURYHG�FRRUGLQDWLRQ�RI�
WKH�$JHQF\¶V�UHODWLRQV�ZLWK�VWDNHKROGHUV��LQ�SDUWLFX�
ODU�SDWLHQWV��KHDOWKFDUH�SURIHVVLRQDOV�DQG�LQGXVWU\�
DVVRFLDWLRQV��SURYLGH�VSHFL¿F�VXSSRUW�IRU�VPDOO�DQG�
PHGLXP�VL]HG�HQWHUSULVHV��DQG�DFW�DV�D�GHGLFDWHG�
FRPPXQLFDWLRQ�VHUYLFH�

³7KHVH�FKDQJHV�UHVKDSH�WKH�(0$�VR�WKDW�LW�LV�
UHDG\�WR�KDQGOH�IXWXUH�FKDOOHQJHV�DQG�VHL]H�RS�
SRUWXQLWLHV�´
*XLGR�5DVL��(0$�([HFXWLYH�'LUHFWRU

� 7KH�QHZ�RUJDQLVDWLRQDO�VWUXFWXUH�LV�XQGHUSLQQHG�
E\�DGYLVRU\�IXQFWLRQV��ZKLFK�SURYLGH�DGYLFH�WR�WKH�
([HFXWLYH�'LUHFWRU�DQG�WKH�$JHQF\�RQ�RSHUDWLRQDO�
DQG�VFLHQWL¿F�LVVXHV�LQ�WKHLU�¿HOGV�RI�H[SHUWLVH��,Q�
DGGLWLRQ�WR�WKH�H[LVWLQJ�IXQFWLRQV�RI�6HQLRU�0HGL�
FDO�2I¿FHU��,QWHUQDWLRQDO�$IIDLUV��$XGLW�DQG�WKH�/HJDO�
'HSDUWPHQW��WKLV�DOVR�LQFOXGHV�WKH�QHZO\�FUHDWHG�
UROHV�RI�&KLHI�3ROLF\�$GYLVHU�DQG�+HDG�RI�3URJUDPPH�
'HVLJQ�%RDUG�
� 7KH�RUJDQLVDWLRQDO�FKDQJHV�ZHUH�WKH�UHVXOW�RI�
D�FRPSUHKHQVLYH�UHYLHZ�RI�WKH�$JHQF\¶V�RSHUDW�
LQJ�SURFHVVHV��5HHQJLQHHULQJ�RI�WKHVH�SURFHVVHV�LV�
H[SHFWHG�WR�EH�¿QDOLVHG�RYHU�WKH�FRXUVH�RI������

�����_��5HRUJDQLVDWLRQ�RI�WKH�(0$�±
UHVKDSLQJ�IRU�WKH�IXWXUH
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�����VDZ�WKH�(XURSHDQ�0HGLFLQHV�$JHQF\�DW�WKH�
FHQWUH�RI�D�OLYHO\�JOREDO�GHEDWH�RQ�RSHQ�DFFHVV�WR�
FOLQLFDO�WULDO�GDWD��7KH�$JHQF\¶V�DQQRXQFHPHQW�DW�WKH�
HQG�RI������RQ�WKH�GHYHORSPHQW�RI�D�SROLF\�IRU�WKH�
SURDFWLYH�UHOHDVH�RI�FOLQLFDO�WULDO�GDWD�VXEPLWWHG�E\�
DSSOLFDQWV�DV�SDUW�RI�D�PDUNHWLQJ�DXWKRULVDWLRQ�DS�
SOLFDWLRQ�ZDV�D�FDWDO\VW�IRU�YDULRXV�VLPLODU�LQLWLDWLYHV�
IURP�RWKHU�RUJDQLVDWLRQV��VXFK�DV�RWKHU�UHJXODWRUV��
WKH�SKDUPDFHXWLFDO�LQGXVWU\��KHDOWKFDUH�SD\HU�ERGLHV�
DQG�DFDGHPLF�FHQWUHV��
� )URP�WKH�VWDUW��WKH�$JHQF\�WRRN�DQ�LQFOXVLYH�
DQG�FRQVLGHUHG�DSSURDFK�WR�GHYHORSLQJ�LWV�SROLF\��
EDVHG�RQ�OLVWHQLQJ�WR�DQG�UHVSHFWLQJ�WKH�YLHZV�DQG�
FRQFHUQV�EURXJKW�IRUZDUG�E\�DOO�VWDNHKROGHUV�DQG�
(XURSHDQ�ERGLHV��
� %XLOGLQJ�RQ�WKH�YLHZV��LQWHUHVWV�DQG�FRQFHUQV�
EURXJKW�IRUZDUG�GXULQJ�D�ZRUNVKRS�KHOG�DW�WKH�HQG�
RI������WR�GLVFXVV�WKH�SUDFWLFDO�DQG�SROLF\�LVVXHV�
WKDW�QHHGHG�WR�EH�DGGUHVVHG�EHIRUH�WKH�$JHQF\�FDQ�
EHJLQ�WR�UHOHDVH�WKHVH�FRPSOH[�GDWD��WKH�(0$�LVVXHG�
D�FDOO�IRU�QRPLQDWLRQV�WR�MRLQ�¿YH�DGYLVRU\�JURXSV�WR�
SURYLGH�WKH�$JHQF\�ZLWK�PRUH�IHHGEDFN�RQ�

�� HQVXULQJ�WKH�SURWHFWLRQ�RI�SDWLHQW�FRQ¿GHQWLDOLW\�
�� �LGHQWLI\LQJ�DSSURSULDWH�DQG�HI¿FLHQW�IRUPDWV�WR�

VKDUH�DQG�SURFHVV�FOLQLFDO�WULDO�GDWD�
�� �GHYHORSLQJ�UXOHV�RI�HQJDJHPHQW�IRU�DFFHVV�WR�

FOLQLFDO�WULDO�GDWD�
�� DSSO\LQJ�JRRG�DQDO\VLV�SUDFWLFH��
�� OHJDO�DVSHFWV�

0RUH�WKDQ�����SHRSOH�IURP�DOO�VWDNHKROGHU�JURXSV�
DSSOLHG�WR�SDUWLFLSDWH�LQ�RQH�RU�PRUH�RI�WKH�¿YH�DG�
YLVRU\�JURXSV��7KH�JURXSV�PHW�EHWZHHQ�-DQXDU\�DQG�
$SULO�������ZLWK�PHHWLQJV�WDNLQJ�SODFH�YLD�WHOHFRQ�
IHUHQFH��$GYLFH�IURP�DOO�¿YH�JURXSV�ZDV�SXEOLVKHG�
DW�WKH�HQG�RI�$SULO�DQG�WDNHQ�LQWR�DFFRXQW�E\�WKH�
$JHQF\�LQ�WKH�GHYHORSPHQW�RI�WKH�GUDIW�SROLF\�
� 2Q����-XQH�������WKH�(0$�SXEOLVKHG�WKH�GUDIW�RI�
LWV�SROLF\�RQ�SXEOLFDWLRQ�DQG�DFFHVV�WR�FOLQLFDO�WULDO�
GDWD�IRU�D�WKUHH�PRQWK�SXEOLF�FRQVXOWDWLRQ��

� 7KH�SXEOLF�FRQVXOWDWLRQ�RQ�WKH�SROLF\�JHQHUDWHG�
LQSXW�IURP�DQ�XQSUHFHGHQWHG�UDQJH�RI�VWDNHKROGHUV��
%\����6HSWHPEHU�������WKH�(0$�KDG�UHFHLYHG�RYHU�
������FRPPHQWV�IURP�PRUH�WKDQ�����LQGLYLGXDOV�
DQG�RUJDQLVDWLRQV�UHSUHVHQWLQJ�SDWLHQWV��KHDOWKFDUH�
SURIHVVLRQDOV��WKH�SKDUPDFHXWLFDO�LQGXVWU\��UHVHDUFK�
HUV��WUDQVSDUHQF\�FDPSDLJQHUV��DFDGHPLF�DQG�SXEOLF�
LQVWLWXWLRQV��KHDOWK�WHFKQRORJ\�DVVHVVPHQW�ERGLHV�
DQG�D�UDQJH�RI�RWKHUV��0DQ\�RI�WKH�FRPPHQWV�FDPH�
IURP�LQGLYLGXDO�FLWL]HQV�ZKR�H[SUHVVHG�WKHLU�VXSSRUW�
IRU�WKH�$JHQF\¶V�LQLWLDWLYH�WR�LQFUHDVH�WUDQVSDUHQF\�
DQG�DYDLODELOLW\�RI�FOLQLFDO�WULDO�GDWD�
� $�WKRURXJK�UHYLHZ�DQG�DQDO\VLV�RI�DOO�FRPPHQWV�
UHFHLYHG�VKRZHG�WKDW�WKHUH�ZDV�EURDG�VXSSRUW�IRU�
WKH�$JHQF\¶V�SODQV�WR�DOORZ�DFFHVV�WR�FOLQLFDO�WULDO�
GDWD�VXEPLWWHG�DV�SDUW�RI�PDUNHWLQJ�DXWKRULVDWLRQ�
DSSOLFDWLRQV��EXW�WKH\�DOVR�KLJKOLJKWHG�WKDW�WKHUH�LV�D�
QHHG�IRU�IXUWKHU�DQDO\VLV�DQG�FODUL¿FDWLRQ�RI�FHUWDLQ�
DVSHFWV�

³:H�OLYH�LQ�DQ�HUD�ZKHUH�WKH�SXEOLF�OHJLWLPDWHO\�
GHPDQG�WUDQVSDUHQF\�DQG�RSHQQHVV�RI�LQIRU�
PDWLRQ�WR�DOORZ�WKHP�WR�VFUXWLQLVH�WKH�UHODWLRQ�
VKLS�EHWZHHQ�UHJXODWRUV�DQG�WKH�UHJXODWHG�´
*XLGR�5DVL��(0$�([HFXWLYH�'LUHFWRU

� 7KH�$JHQF\�WKHUHIRUH�DQQRXQFHG�WKDW�LW�ZRXOG�
FRQWLQXH�WR�ZRUN�ZLWK�VWDNHKROGHUV��LQFOXGLQJ�LQ�
GXVWU\��DFDGHPLD�DQG�FLYLO�VRFLHW\�RUJDQLVDWLRQV��WR�
IXUWKHU�FODULI\�DQG�¿QH�WXQH�WKH�SURSRVHG�SROLF\�WR�
DFKLHYH�WKH�EURDGHVW�SRVVLEOH�FRQVHQVXV��7KLV�DOVR�
DOORZV�WKH�$JHQF\�WR�WDNH�LQWR�DFFRXQW�WKH�LPSDFW�
RI�RWKHU�GHYHORSPHQWV�DW�D�(XURSHDQ�OHYHO��VXFK�DV�
WKH�SURJUHVV�LQ�WKH�SHQGLQJ�FRXUW�FDVHV�DQG�WKH�RQ�
JRLQJ�GLVFXVVLRQV�RQ�WKH�QHZ�(XURSHDQ�FOLQLFDO�WULDOV�
OHJLVODWLRQ�
� )XUWKHU�ZRUN�RQ�WKH�SROLF\�LV�JXLGHG�E\�D�VHW�RI�
NH\�SULQFLSOHV�WKDW�ZHUH�DJUHHG�ZLWK�WKH�$JHQF\¶V�
0DQDJHPHQW�%RDUG�RQ����'HFHPEHU�������ZKLFK�
LQFOXGH�DPRQJ�RWKHUV�D�VWHSZLVH�DSSURDFK�IRU�LPSOH�
PHQWDWLRQ�ZLWK��DV�D�¿UVW�VWHS��SUHSDUDWLRQ�IRU�WKH�

3ROLF\�RQ�0806���OLPLWHG�
PDUNHW�UHYLVHG�

��
-XQ

6WHIDQR�0DULQR�MRLQV�DV�QHZ�
+HDG�RI�/HJDO�6HUYLFH

��
-XQ

(XURSHDQ�&RPPLVVLRQ�
SXEOLVKHV�UHSRUW�RQ�WKH�¿UVW�
¿YH�\HDUV�RI�WKH�(8�SDHGLDWULF�
UHJXODWLRQ

��
-XQ

�����_��$FFHVV�WR�FOLQLFDO�WULDO�GDWD�±
DW�WKH�IRUHIURQW�RI�D�JOREDO�GHEDWH

&+03�UHFRPPHQGV�DSSURYDO�
RI�¿UVW�WZR�PRQRFORQDO�
DQWLERG\�ELRVLPLODUV

��
-XQ
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SXEOLFDWLRQ�RI�FOLQLFDO�VWXG\�UHSRUWV��DQG�WKH�GHYHO�
RSPHQW�RI�D�PHWKRGRORJ\�IRU�GH�LGHQWL¿FDWLRQ�RI�
SDWLHQWV�
� 7KH�$JHQF\�KDV�ZHOFRPHG�WKH�SXEOLF�GHEDWH�RQ�
LWV�LQLWLDWLYH�DQG�WKH�XQSUHFHGHQWHG�OHYHO�RI�LQWHUHVW�
IURP�DOO�OHYHOV�RI�VRFLHW\�DQG�LW�FRQWLQXHV�WR�UHLWHU�
DWH�LWV�¿UP�FRPPLWPHQW�WR�SXUVXLQJ�WKH�REMHFWLYH�RI�
WUDQVSDUHQF\�RI�FOLQLFDO�WULDO�GDWD�IRU�WKH�EHQH¿W�RI�
SXEOLF�KHDOWK�DQG�VRFLHW\�

&URDWLD�EHFRPHV�QHZ�
PHPEHU�RI�WKH�(XURSHDQ�
PHGLFLQHV�UHJXODWRU\�QHWZRUN�

�
-XO

,PSRUWHG�DFWLYH�VXEVWDQFHV�
QHHG�ZULWWHQ�FRQ¿UPDWLRQ�WR�
JXDUDQWHH�*03�VWDQGDUGV

�
-XO

:RUNVKRS�RQ�FRQÀLFWV�RI�
LQWHUHVWV

�
6HS

1HZ�RUJDQLVDWLRQDO�VWUXFWXUH�
UHYHDOHG�

��
6HS

&903�JLYHV�DGYLFH�RQ�XVH�RI
FROLVWLQ�DQG�WLJHF\FOLQH�LQ�DQLPDOV

'UDIW�SROLF\�RQ�SXEOLFDWLRQ�DQG�DFFHVV�WR�
FOLQLFDO�WULDO�GDWD�UHOHDVHG�IRU�SXEOLF�FRQVXOWDWLRQ�

��
-XO

��
-XQ
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5HSRUW�RQ�VDOHV�RI�YHWHULQDU\�
DQWLPLFURELDOV�LQ����FRXQWULHV�
LQ������SXEOLVKHG

��
2FW

:RUNVKRS�RQ�WKH�FOLQLFDO�
LQYHVWLJDWLRQ�RI�QHZ�
PHGLFLQHV�IRU�WKH�WUHDWPHQW�
RI�PXOWLSOH�VFOHURVLV

��
2FW

8SGDWH�RI�(XGUD&7�HQDEOLQJ�
VSRQVRUV�WR�LQFOXGH�FOLQLFDO�
WULDO�UHVXOWV�VXPPDULHV

��
2FW

:RUNVKRS�RQ�SUHYHQWLRQ�RI�
SURGXFW�VKRUWDJHV

��
2FW

)RU�D�QHZ�PHGLFLQH�WR�UHDFK�WKH�PDUNHW�DQG�EHQH¿W�
SDWLHQWV��FRPSDQLHV�PXVW�QRW�RQO\�HQVXUH�WKDW�WKH\�
PHHW�UHTXLUHPHQWV�RI�WKH�UHJXODWRUV��EXW�DOVR�PRUH�
DQG�PRUH�WKRVH�RI�KHDOWK�WHFKQRORJ\�DVVHVVPHQW�
ERGLHV��+7$V��ERGLHV�LQ�WKH�0HPEHU�6WDWHV��7KH�
(0$�UHFRJQLVHV�WKDW�FORVH�FROODERUDWLRQ�ZLWK�WKHP�LV�
FULWLFDO�WR�DOORZ�QHZ�PHGLFLQHV�WR�UHDFK�SDWLHQWV��DQG�
FRRSHUDWLRQ�ZLWK�+7$V�LQWHQVL¿HG�PDUNHGO\�LQ������

³$�VWURQJ�LQWHUDFWLRQ�EHWZHHQ�UHJXODWRUV�DQG�
KHDOWK�WHFKQRORJ\�DVVHVVPHQW�ERGLHV�LV�FULWL�
FDO�WR�HQDEOH�LQQRYDWLRQ�WR�UHDFK�SDWLHQWV��DQG�
XOWLPDWHO\�IRU�WKH�EHQH¿W�RI�SXEOLF�KHDOWK�´
*XLGR�5DVL��(0$�([HFXWLYH�'LUHFWRU

� $PRQJ�WKH�PLOHVWRQHV�DFKLHYHG�LQ������ZDV��
WKH�SXEOLFDWLRQ�RI�WKH�¿UVW�MRLQW�ZRUN�SODQ�ZLWK��
(8QHW+7$��D�QHWZRUN�RI�(XURSHDQ�KHDOWK�WHFKQRORJ\�
DVVHVVPHQW�RUJDQLVDWLRQV��7KH�WKUHH�\HDU�ZRUN�SODQ�
RXWOLQHV�WKH�IROORZLQJ�NH\�DUHDV�IRU�FROODERUDWLRQ��

�� �H[FKDQJH�RQ�WKH�GHYHORSPHQW�RI�VFLHQWL¿F�DQG�
PHWKRGRORJLFDO�JXLGHOLQHV�WR�IDFLOLWDWH�FOLQLFDO�WULDO�
GHVLJQ�WKDW�FDQ�JHQHUDWH�GDWD�UHOHYDQW�IRU�ERWK�
EHQH¿W�ULVN�DQG�UHODWLYH�HIIHFWLYHQHVV�DVVHVV�
PHQWV�

�� �GHYHORSLQJ�DSSURDFKHV�IRU�FROOHFWLRQ�RI�SRVW�
DXWKRULVDWLRQ�GDWD�WR�VXSSRUW�DFWLYLWLHV�RI�ERWK�
PHGLFLQHV�UHJXODWRU\�DXWKRULWLHV�DQG�+7$�ERGLHV�

�� �RUSKDQ�PHGLFLQDO�SURGXFWV��H[SORULQJ�ZD\V�RI�
VKDULQJ�LQIRUPDWLRQ�IRU�WKH�FRPPRQ�EHQH¿W�RI�
SDWLHQWV�DIIHFWHG�E\�UDUH�GLVHDVHV�DQG�WKH�¿QDQ�
FLDO�VXVWDLQDELOLW\�RI�WKH�KHDOWKFDUH�V\VWHPV��

�� �VFLHQWL¿F�DGYLFH���HDUO\�GLDORJXH�ZLWK�VSRQVRUV��
LQYROYLQJ�PHGLFLQHV�UHJXODWRUV�DQG�+7$�ERGLHV�

�
6LQFH�������WKH�(0$�KDV�SXW�LQ�SODFH�D�SLORW�SURMHFW�
RI�SDUDOOHO�VFLHQWL¿F�DGYLFH�ZLWK�+7$�ERGLHV�WKDW�DO�
ORZV�GHYHORSHUV�WR�UHFHLYH�VLPXOWDQHRXV�IHHGEDFN�
IURP�ERWK�UHJXODWRUV�DQG�+7$�ERGLHV�RQ�WKHLU�GHYHO�
RSPHQW�SODQV�IRU�QHZ�PHGLFLQHV��7KH�(0$��ZLWK�WKH�

VXSSRUW�RI�WKH�QDWLRQDO�FRPSHWHQW�DXWKRULWLHV��KDV�
VR�IDU�FRQGXFWHG����SDUDOOHO�VFLHQWL¿F�DGYLFH�SURFH�
GXUHV��ZLWK�VHYHUDO�+7$�ERGLHV�WDNLQJ�SDUW�LQ�WKLV�
SLORW�SURMHFW��$PRQJ�WKH�FRPSDQLHV�SDUWLFLSDWLQJ�LQ�
WKLV�SLORW�ZHUH�ODUJH�SKDUPDFHXWLFDO�FRPSDQLHV�EXW�
DOVR�VPDOO�DQG�PHGLXP�VL]HG�HQWHUSULVHV��
� 7KH�H[SHULHQFH�JDLQHG�VR�IDU�KDV�FOHDUO\�XQGHU�
OLQHG�WKH�QHHG�WR�LQLWLDWH�HDUO\�GLDORJXH�EHWZHHQ�
PHGLFLQHV�GHYHORSHUV��WKH�(0$�DQG�+7$�ERGLHV�WR�
GLVFXVV�DQG�DJUHH�RQ�D�GHYHORSPHQW�SODQ�WKDW�JHQ�
HUDWHV�GDWD�WKDW�ERWK�SDUWLHV�FDQ�XVH�WR�GHWHUPLQH�D�
PHGLFLQH
V�EHQH¿W�ULVN�EDODQFH�DQG�YDOXH�
� $�ZRUNVKRS�KRVWHG�E\�WKH�(0$�WR�ORRN�DW�WKH�
QHHG�IRU��DQG�WKH�FXUUHQW�XVH�RI��SDUDOOHO�VFLHQWL¿F�
DGYLFH�IURP�UHJXODWRU\�DQG�+7$�ERGLHV�GXULQJ�WKH�
PHGLFLQH�GHYHORSPHQW�SURFHVV�EURXJKW�WRJHWKHU�
RYHU�����UHSUHVHQWDWLYHV�IURP�WKH�(XURSHDQ�&RP�
PLVVLRQ��(XURSHDQ�UHJXODWRUV��+7$�ERGLHV�IURP����
(XURSHDQ�8QLRQ�FRXQWULHV��(8QHW+7$��WKH�SKDU�
PDFHXWLFDO�LQGXVWU\��SD\HUV��SDWLHQWV��KHDOWKFDUH�
SURIHVVLRQDOV�DQG�DFDGHPLFV��DV�ZHOO�DV�UHSUHVHQWD�
WLYHV�IURP�WKH�$JHQF\¶V�VFLHQWL¿F�FRPPLWWHHV�DQG�LWV�
6FLHQWL¿F�$GYLFH�:RUNLQJ�3DUW\�

³6LPXOWDQHRXV�IHHGEDFN�ZLOO�XOWLPDWHO\�OHDG�WR�
EHWWHU�DGYLFH�IRU�FRPSDQLHV��WR�KHOS�WKHP�PHHW�
WKH�UHTXLUHPHQWV�RI�DOO�VWDNHKROGHUV�DQG�FRQ�
VHTXHQWO\�LQFUHDVH�SUHGLFWDELOLW\�´
7RPDV�6DOPRQVRQ��&KDLU�RI�WKH�&+03

� )ROORZLQJ�WKH�ZRUNVKRS��WKH�(0$�LV�QRZ�GHYHORS�
LQJ�JXLGDQFH�IRU�(0$�+7$�SDUDOOHO�VFLHQWL¿F�DGYLFH��
ZKLFK�LV�H[SHFWHG�WR�EH�UHOHDVHG�IRU�SXEOLF�FRQVXOWD�
WLRQ�LQ������

�����_��&ROODERUDWLRQ�ZLWK�+7$�ERGLHV�±
D�UDSLGO\�HYROYLQJ�UHODWLRQVKLS
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(0$�DQG�(8QHW+7$�DJUHH�
MRLQW�ZRUN�SODQ

��
1RY

:RUNVKRS�RQ�µ%HVW�XVH�RI�
PHGLFLQHV�OHJLVODWLRQ�WR�EULQJ�
QHZ�DQWLELRWLFV�WR�SDWLHQWV�
DQG�FRPEDW�WKH�UHVLVWDQFH�
SUREOHP¶

�
1RY

%ULH¿QJ�PHHWLQJV�RI�WKH�
,QQRYDWLRQ�7DVN�)RUFH�RSHQ�
IRU�YHWHULQDU\�PHGLFLQHV

�
1RY

(0$�+7$�ZRUNVKRS�RQ�
SDUDOOHO�VFLHQWL¿F�DGYLFH�LQ�
GUXJ�GHYHORSPHQW

��
1RY

$QWLPLFURELDO�UHVLVWDQFH
7KH�LQFUHDVLQJ�OHYHOV�RI�UHVLVWDQFH�WR�DQWLELRWLFV�LQ�
KXPDQV�DQG�DQLPDOV�DUH�RI�FRQFHUQ�WR�SXEOLF�KHDOWK�
DXWKRULWLHV�ZRUOGZLGH��7KHUH�DUH�D�QXPEHU�RI�LQLWLD�
WLYHV�DLPLQJ�WR�WDFNOH�WKLV�SUREOHP�DFURVV�(XURSH��
� ,Q�������WKH�$JHQF\�FRQWULEXWHG�WR�WKH�(XURSHDQ�
&RPPLVVLRQ¶V�DFWLRQ�SODQ�DJDLQVW�WKH�ULVLQJ�WKUHDWV�
IURP�DQWLPLFURELDO�UHVLVWDQFH��DV�ZHOO�DV�JOREDO�LQL�
WLDWLYHV�WR�FRPEDW�DQWLELRWLF�UHVLVWDQFH��VXFK�DV�WKH�
7UDQV�$WODQWLF�7DVN�)RUFH�RQ�$QWLPLFURELDO�5HVLVWDQFH�
�7$7)$5���,Q�DGGLWLRQ��VSHFL¿F�DFWLYLWLHV�ZHUH�XQGHU�
WDNHQ�ERWK�LQ�WKH�KXPDQ�DQG�YHWHULQDU\�DUHDV�

�� �7R�VWLPXODWH�GUXJ�GHYHORSPHQW�LQ�WKH�DUHD�RI�
DQWLPLFURELDOV��WKH�$JHQF\�RXWOLQHG�LQ�D�JXLGDQFH�
GRFXPHQW�IRU�WKH�LQGXVWU\�D�QHZ�DSSURDFK�IDFLOL�
WDWLQJ�WKH�GHYHORSPHQW�RI�DQWLEDFWHULDO�DJHQWV�
WDUJHWHG�DJDLQVW�PXOWLGUXJ�UHVLVWDQW�SDWKRJHQV�
ZKHUH�SDWLHQWV�KDYH�YHU\�OLPLWHG�RU�QR�UHPDLQLQJ�
WUHDWPHQW�RSWLRQV��$�ZRUNVKRS�HQWLWOHG�µ%HVW�XVH�
RI�PHGLFLQHV�OHJLVODWLRQ�WR�EULQJ�QHZ�DQWLELRWLFV�
WR�SDWLHQWV�DQG�FRPEDW�WKH�UHVLVWDQFH�SUREOHP¶�
ZDV�DOVR�RUJDQLVHG��LQ�FROODERUDWLRQ�ZLWK�WKH�
&RPPLVVLRQ��WR�GLVFXVV�UHJXODWRU\�RSWLRQV�WR�

IRVWHU�WKH�GHYHORSPHQW�DQG�DSSURYDO�RI�QHZ�DQWL�
EDFWHULDOV�IRU�KXPDQ�XVH�DQG�DFWLRQV�WR�LQFUHDVH�
DSSURSULDWH�XVH�RI�DQWLELRWLFV�

�� �(QFRXUDJLQJ�WKH�DSSURSULDWH�XVH�RI�DQWLELRWLFV�
LV�NH\�LQ�WKH�¿JKW�DJDLQVW�DQWLPLFURELDO�UHVLVW�
DQFH��,Q�WKLV�DUHD��WKH�$JHQF\�SXEOLVKHG�WKH�WKLUG�
UHSRUW�RQ�VDOHV�RI�YHWHULQDU\�DQWLPLFURELDOV�IURP�
WKH�(XURSHDQ�6XUYHLOODQFH�RI�9HWHULQDU\�$QWL�
PLFURELDO�&RQVXPSWLRQ��(69$&���ZKLFK�LV�XVHG�
E\�ULVN�DVVHVVRUV�DQG�ULVN�PDQDJHUV�LQ�0HPEHU�
6WDWHV�WR�LQIRUP�DQWLPLFURELDO�SROLF\�DQG�WKH�UH�
VSRQVLEOH�XVH�RI�DQWLPLFURELDOV�

�� �7KH�$JHQF\�DOVR�SURYLGHG�WKH�¿UVW�SLHFH�RI�DGYLFH�
UHODWHG�WR�WKH�XVH�RI�VSHFL¿F�DQWLPLFURELDOV�LQ�
DQLPDOV�DQG�WKH�SRWHQWLDO�LPSDFW�RI�WKLV�XVH�RQ�
KXPDQ�KHDOWK�DQG�DQLPDO�KHDOWK��LQ�UHVSRQVH�WR�D�
UHTXHVW�IURP�WKH�(XURSHDQ�&RPPLVVLRQ�

�� �,Q�DGGLWLRQ��VHYHUDO�JXLGDQFH�GRFXPHQWV�RQ�DQ�
WLPLFURELDO�PHGLFLQHV��ZKLFK�DUH�GHWDLOHG�LQ�WKH�
FKDSWHU�µ6LJQL¿FDQW�UHFRPPHQGDWLRQV�LQ�����¶�RI�
WKLV�DQQXDO�UHSRUW��ZHUH�GHYHORSHG�WR�SURPRWH�
WKH�DSSURSULDWH�XVH�RI�YHWHULQDU\�PHGLFLQHV�DQG�
D�FRQVLVWHQW�DVVHVVPHQW�RI�WKH�SXEOLF�KHDOWK�ULVN�
UHODWHG�WR�DQWLPLFURELDO�UHVLVWDQFH�

�����_��2WKHU�KLJKOLJKWV

$PHQGPHQWV�WR�WKH�SKDUPDFRYLJLODQFH
OHJLVODWLRQ�HQWHU�LQWR�IRUFH

��
2FW
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(0$�DQG�)'$�ODXQFK�MRLQW�
JHQHULF�PHGLFLQHV�DSSOLFDWLRQ�
LQVSHFWLRQV�LQLWLDWLYH

��
'HF

6WDWHPHQWV�RI�QRQ�
FRPSOLDQFH�ZLWK�*03�
QRZ�SXEOLFO\�DYDLODEOH�LQ�
(XGUD*0'3

��
'HF

9LFH�3UHVLGHQW�RI�WKH�&RXUW�
RI�-XVWLFH�VHWV�DVLGH�RUGHU�IRU�
LQWHULP�PHDVXUHV�DQG�UHIHUV�
$EEYLH�DQG�,QWHUPXQH�FRXUW�
FDVHV�EDFN�WR�WKH�*HQHUDO�
&RXUW�

��
1RY

0HHWLQJ�DJHQGDV�RI�DOO�
VFLHQWL¿F�FRPPLWWHHV�DUH�QRZ�
SXEOLVKHG

��
'HF

&RQÀLFWV�RI�LQWHUHVWV
7KH�PDQDJHPHQW�RI�FRQÀLFWV�RI�LQWHUHVWV�ZDV�DJDLQ�
DQ�LPSRUWDQW�WRSLF�IRU�WKH�$JHQF\�LQ�������2YHU�WKH�
ODVW�IHZ�\HDUV��WKH�(0$�KDV�WDNHQ�FRPSUHKHQVLYH�
VWHSV�WR�VWUHQJWKHQ�LWV�KDQGOLQJ�RI�FRQÀLFWV�RI�LQWHU�
HVWV��7KLV�ZDV�DFNQRZOHGJHG�E\�ERWK�WKH�(XURSHDQ�
3DUOLDPHQW�DQG�WKH�(XURSHDQ�&RXUW�RI�$XGLWRUV��
ZKLFK�IRXQG�WKDW��GHVSLWH�KLJKOLJKWLQJ�VRPH�DUHDV�
IRU�IXUWKHU�LPSURYHPHQW��WKH�$JHQF\�QRZ�KDV�VRPH�
RI�WKH�PRVW�DGYDQFHG�SROLFLHV�DQG�SURFHGXUHV�DPRQJ�
(8�DJHQFLHV�IRU�GHFODULQJ��DVVHVVLQJ�DQG�PDQDJLQJ�
SRWHQWLDO�FRQÀLFWV�RI�LQWHUHVWV�
� :LWK�VWUHQJWKHQHG�SURFHGXUHV�LQ�RSHUDWLRQ��LW�EH�
FDPH�FOHDU�WKDW�WKH�PDLQ�FKDOOHQJH�LV�KRZ�WR�DFKLHYH�
WKH�ULJKW�EDODQFH�EHWZHHQ�HQVXULQJ�WKH�LPSDUWLDO�
LW\�DQG�LQGHSHQGHQFH�RI�H[SHUWV�LQYROYHG�LQ�WKH�
$JHQF\¶V�ZRUN��YHUVXV�WKH�QHHG�WR�VHFXUH�WKH�EHVW�
SRVVLEOH�VFLHQWL¿F�H[SHUWLVH�WR�FRQWLQXDOO\�GHOLYHU�
KLJK�TXDOLW\�VFLHQWL¿F�DVVHVVPHQWV�
� 2Q���6HSWHPEHU������WKH�$JHQF\�KRVWHG�D�ZRUN�
VKRS�HQWLWOHG�µ%HVW�H[SHUWLVH�YV�FRQÀLFWV�RI�LQWHUHVWV��
VWULNLQJ�WKH�ULJKW�EDODQFH¶��7KH�DLP�RI�WKLV�ZRUNVKRS�
ZDV�WR�HOLFLW�WKH�YLHZV�DQG�FRQFHUQV�IURP�DFDGHPLD��
SDWLHQW�RUJDQLVDWLRQV��FRPPLWWHH�UHSUHVHQWDWLYHV��
QRQ�JRYHUQPHQWDO�RUJDQLVDWLRQV��WKH�SKDUPDFHXWL�
FDO�LQGXVWU\�DQG�WKH�VFLHQWL¿F�PHGLD�RQ�WKH�$JHQF\¶V�
FXUUHQW�FRQÀLFWV�RI�LQWHUHVWV�SROLF\��
� 7KH�IHHGEDFN�UHFHLYHG�IURP�VWDNHKROGHUV�GXULQJ�
WKH�ZRUNVKRS�ZDV�DQDO\VHG�FDUHIXOO\�DQG�XVHG�WR�
LQIRUP�WKH�$JHQF\�DV�LW�HQWHUHG�WKH�QH[W�UHYLVLRQ�F\�
FOH�RI�LWV�SROLF\��)ROORZLQJ�WKLV�DQDO\VLV��SULQFLSOHV�RQ�
ZKLFK�WR�UHYLVH�WKH�$JHQF\¶V�SROLF\�ZHUH�GHYHORSHG�
DQG�DJUHHG�E\�WKH�0DQDJHPHQW�%RDUG�DW�LWV�'HFHP�
EHU������PHHWLQJ�

0HGLFDWLRQ�HUURUV
0HGLFDWLRQ�HUURUV�DUH�D�QHZ�DUHD�RI�DFWLYLW\�IRU�WKH�
(XURSHDQ�PHGLFLQHV�UHJXODWRU\�QHWZRUN��6LQFH�-XO\�
������WKH�(8�SKDUPDFRYLJLODQFH�OHJLVODWLRQ�UHTXLUHV�
UHSRUWLQJ�RI�DOO�VXVSHFWHG�DGYHUVH�GUXJ�UHDFWLRQV�
UHVXOWLQJ�IURP�PHGLFDWLRQ�HUURUV�WR�(XGUD9LJLODQFH��
WKH�(8�GDWDEDVH�RI�DGYHUVH�GUXJ�UHDFWLRQV�
� ,Q�)HEUXDU\�������WKH�(0$�KHOG�D�ZRUNVKRS�RQ�
PHGLFDWLRQ�HUURUV��EULQJLQJ�WRJHWKHU�VRPH�����SDU�
WLFLSDQWV�UHSUHVHQWLQJ�YDULRXV�VWDNHKROGHU�JURXSV��
7KH�DLP�RI�WKH�ZRUNVKRS�ZDV�WR�JDWKHU�WKH�DYDLODEOH�
H[SHUWLVH�LQ�WKLV�DUHD�DQG�WR�WDNH�VWRFN�RI�FXUUHQW�
EHVW�SUDFWLFH�
� 6L[�NH\�UHFRPPHQGDWLRQV�UHVXOWHG�IURP�WKH�GLV�
FXVVLRQV��ZKLFK�DUH�EHLQJ�SULRULWLVHG�E\�WKH�$JHQF\�
LQ�FROODERUDWLRQ�ZLWK�WKH�(XURSHDQ�&RPPLVVLRQ�DQG�
WKH�(XURSHDQ�PHGLFLQHV�UHJXODWRU\�QHWZRUN�E\�FRQ�
VLGHULQJ�WKHLU�SRWHQWLDO�EHQH¿W�IRU�SXEOLF�KHDOWK�DQG�
WKH�UHVRXUFH�LPSOLFDWLRQV�LQ�0HPEHU�6WDWHV�DQG�DW�
(8�OHYHO�



7KLV�FKDSWHU�LQWHQGV�WR�SURYLGH�HQJDJLQJ�WKRXJKWV�
RQ�WKUHH�WRSLFV�RI�PDMRU�LPSRUWDQFH�LQ�VFLHQFH��
KHDOWK�DQG�PHGLFLQHV�LQ�������7KH�WKUHH�HVVD\V�
LQWURGXFH�KLJK�SUR¿OH�DFWRUV�RI�WKH�$JHQF\�DQG�WKHLU�
YLHZV�RQ�WRSLFV�VXFK�DV�EHVW�HYLGHQFH��DFFHVV�WR�
LQQRYDWLYH�WUHDWPHQWV�DQG�WKH�LVVXH�RI�DQWLPLFURELDO�
UHVLVWDQFH��7KLV�FKDSWHU�LV�DUWLFXODWHG�DURXQG�WKH�

WKUHH�SLOODUV
�RQ�ZKLFK�DOO�RI�WKH�$JHQF\
V�ZRUN�LV�
EDVHG�

6FLHQFH
5HSUHVHQWLQJ�WKH�VFLHQWL¿F�H[SHUWLVH�WKDW�JXLGHV�WKH�
$JHQF\�LQ�DOO�RI�LWV�UHJXODWRU\�GHFLVLRQ�PDNLQJ�

0HGLFLQHV
5HSUHVHQWLQJ�WKH�$JHQF\
V�IRFXV�RQ�DVVHVVLQJ�DQG�
PRQLWRULQJ�PHGLFLQHV�WR�HQVXUH�WKHLU�TXDOLW\��VDIHW\�
DQG�HI¿FDF\�

+HDOWK
5HSUHVHQWLQJ�WKH�SXUSRVH�IRU�ZKLFK�WKH�$JHQF\�ZDV�
FUHDWHG��QDPHO\�WR�SURWHFW�DQG�LPSURYH�SXEOLF�DQG�
DQLPDO�KHDOWK�

��_��$GYDQFLQJ�SXEOLF�DQG�DQLPDO�KHDOWK�LQ�����



6SLURV�9DPYDNDV��OHIW���5RE�+HPPLQJV��ULJKW�

³�7KH�UHJXODWRU\�V\VWHP�LV�VFLHQFH�
GULYHQ�DQG�VXSSRUWV�DQG�HQFRXUDJHV�
QHZ�DSSURDFKHV�WKDW�KDYH�
WKH�SRWHQWLDO�WR�VSHHG�XS�DQG�
LQFUHDVH�WKH�VXFFHVV�UDWHV�LQ�GUXJ�
GHYHORSPHQW�́ �5RE�+HPPLQJV



����6FLHQFH
6XSSRUWLQJ�QHZ�DSSURDFKHV�WR�PHGLFLQHV�GHYHORSPHQW�
5RE�+HPPLQJV��&KDLU�RI�WKH�6FLHQWL¿F�$GYLFH�:RUNLQJ�3DUW\
6SLURV�9DPYDNDV��(0$�+HDG�RI�6FLHQWL¿F�$GYLFH

PDWHO\�WKH�ODQGVFDSH�RI�$O]KHLPHU¶V�GLVHDVH�WUHDW�
PHQW�
� 7KHVH�DUH�H[DPSOHV�RI�LPSRUWDQW�VWHSV�RQ�WKH�
SDWK�WR�FKDQJH��:H�KRSH�WKDW�LQ�D�IHZ�\HDUV¶�WLPH�
LW�ZLOO�EH�WKH�QRUP�WR�GHVLJQ�D�FOLQLFDO�WULDO�EDVHG�RQ�
VLPXODWLRQV�RI�GHVLJQ�SURSHUWLHV�XQGHU�GLIIHUHQW�VFH�
QDULRV��7KLV�VKRXOG�LQFUHDVH�WKH�OLNHOLKRRG�WKDW�HDFK�
WULDO�LV�¿W�IRU�SXUSRVH��WHVWLQJ�WKH�RSWLPDO�GRVH�UDQJH�
LQ�WKH�ULJKW�SDWLHQWV��
� ,QGHHG��ZH�DUH�WRGD\�LQ�D�EHWWHU�SRVLWLRQ�WR�
UDWLRQDOO\�LGHQWLI\�SDWLHQWV�ZKR�DUH�PRVW�OLNHO\�WR�
EHVW�UHVSRQG�WR�D�WUHDWPHQW�XVLQJ�PROHFXODU�ELRO�
RJ\�DQG�RWKHU�WRROV��,Q�VFLHQWL¿F�DGYLFH�SURFHGXUHV�
ZH�VHH�PRUH�DQG�PRUH�FRPSDQLHV�GRLQJ�WKLV�EHIRUH�
FRQGXFWLQJ�WKH�PDLQ�FOLQLFDO�WULDOV��$V�DQ�H[DPSOH��
LQ������WKH�$JHQF\�UHFRPPHQGHG�IRU�PDUNHWLQJ�DX�
WKRULVDWLRQ�D�PHGLFLQH�IRU�XVH�LQ�D�YHU\�VPDOO�VXEVHW�
RI�QRQ�VPDOO�FHOO�OXQJ�FDQFHU�SDWLHQWV�ZKR�KDYH�D�
VSHFL¿F�PXWDWLRQ��7KH�PHGLFLQH�WDUJHWV�H[DFWO\�WKLV�
PXWDWLRQ�DQG�WKH�UHVSRQVH�UDWH�LQ�WKLV�SRSXODWLRQ�LV�
FORVH�WR�����
� 7KH�$JHQF\¶V�VFLHQWL¿F�DGYLFH�SURFHGXUH�LV�D�SODW�
IRUP�ZKHUH�DOO�WKHVH�QHZ�DSSURDFKHV�DUH�GLVFXVVHG�
ZLWK�PHGLFLQHV�GHYHORSHUV��7KH�$JHQF\�DSSURDFKHV�
WKHVH�GLVFXVVLRQV�DV�ERWK�DQ�HQDEOHU�DQG�D�JDWH�
NHHSHU�RI�PHGLFLQHV�GHYHORSPHQW��DQG�ZHOFRPHV�
DQG�VXSSRUWV�WKHVH�FKDQJHV�WKDW�ZLOO�FRQWULEXWH�WR�
EHWWHU�GHYHORSPHQW�SURJUDPPHV�DQG�EHWWHU�PHGL�
FLQHV�IRU�WKH�EHQH¿W�RI�SXEOLF�KHDOWK�

7RGD\�PRUH�WKDQ�HYHU�EHIRUH�WKHUH�LV�DQ�RSSRUWXQLW\�
IRU�D�SDUDGLJP�VKLIW�LQ�GUXJ�GHYHORSPHQW��0HGLFLQHV�
GHYHORSHUV�KDYH�QHYHU�KDG�EHWWHU�WRROV�WR�DVVLVW�
WKHP�LQ�WKHLU�GHYHORSPHQW�SURJUDPPHV��IURP�WKH�
VHTXHQFLQJ�RI�WKH�JHQRPH��WKURXJK�SK\VLRORJ\�
EDVHG�PRGHOV��WR�QRYHO�PHWKRGV�IRU�FOLQLFDO�WULDO�
VLPXODWLRQ�DQG�GHVLJQ���
� :KHQ�ZH�VWDUWHG�WKH�TXDOL¿FDWLRQ�RI�QRYHO�
PHWKRGRORJLHV�¿YH�\HDUV�DJR��ZH�ZDQWHG�WR�VHQG�D�
FOHDU�PHVVDJH�WR�WKH�RXWVLGH�ZRUOG�WKDW�WKH�UHJX�
ODWRU\�V\VWHP�LV�VFLHQFH�GULYHQ�DQG�VXSSRUWV�DQG�
HQFRXUDJHV�QHZ�DSSURDFKHV�WKDW�KDYH�WKH�SRWHQWLDO�
WR�VSHHG�XS�DQG�LQFUHDVH�WKH�VXFFHVV�UDWHV�LQ�GUXJ�
GHYHORSPHQW���
� 1RW�RQO\�DUH�QHZ�WRROV�DYDLODEOH��EXW�WKH�UHJXOD�
WRU\�V\VWHP�KDV�QHYHU�EHHQ�PRUH�RSHQ�WR�GLVFXVVLQJ�
KRZ�QRYHO�PHWKRGV�PD\�EH�LQFRUSRUDWHG�LQWR�PHGL�
FLQHV�GHYHORSPHQW�DQG�OLFHQVLQJ�
� ,Q�������ZH�LVVXHG�WKH�¿UVW�TXDOL¿FDWLRQ�RSLQLRQ�
RQ�D�VWDWLVWLFDO�PHWKRGRORJ\�IRU�WKH�TXDQWL¿FDWLRQ�
RI�GRVH�UHVSRQVH�DQG�WKH�VHOHFWLRQ�RI�WKH�EHVW�GRVH�
UDQJH�RI�D�PHGLFLQH�GXULQJ�WKH�GHYHORSPHQW�SUR�
JUDPPH��WKLV�LV�DQ�H[DPSOH�RI�VFLHQFH�GULYHQ��LQWHO�
OLJHQW�PHWKRGRORJ\�WKDW�FDQ�LQFUHDVH�WKH�HI¿FLHQF\�
DQG�WKH�VXFFHVV�UDWH�RI�GUXJ�GHYHORSPHQW��
� :H�DOVR�TXDOL¿HG�ODVW�\HDU�WKH�¿UVW�VLPXODWLRQ�
WRRO�IRU�$O]KHLPHU¶V�GLVHDVH�FOLQLFDO�WULDOV��ZKLFK�
EURXJKW�WRJHWKHU�YDULRXV�GDWDVHWV�WR�FUHDWH�D�PRGHO�
RI�WKH�GLVHDVH��,Q�WKH�WUHDWPHQW�RI�$O]KHLPHU¶V�GLV�
HDVH��ZH�KDYH�REVHUYHG�UHSHDWHG�IDLOXUHV�RI�FOLQLFDO�
WULDOV�RYHU�WKH�SDVW����\HDUV��1RZ�VFLHQFH�KDV�VKRZQ�
WKDW�VWUXFWXUDO�DQG�ELRORJLFDO�FKDQJHV�DVVRFLDWHG�
ZLWK�WKH�GLVHDVH�VWDUW�WR�RFFXU�DV�HDUO\�DV����WR����
\HDUV�SULRU�WR�WKH�HPHUJHQFH�RI�WKH�FOLQLFDO�V\PS�
WRPV��DQG�WKDW�FHUWDLQ�WKHUDSHXWLF�WUHDWPHQWV�PD\�
EH�PRUH�HIIHFWLYH�DW�HDUO\�VWDJH�UDWKHU�WKDQ�ODWHU�LQ�
WKH�LOOQHVV��/DWHO\��ZH�KDYH�LVVXHG�D�QXPEHU�RI�TXDOL�
¿FDWLRQ�RSLQLRQV�IRU�ELRPDUNHUV�WKDW�KHOS�LGHQWLI\�
DQG�VHOHFW�SDWLHQWV�DW�WKH�SUH�GHPHQWLD�VWDJH�RI�WKH�
GLVHDVH��7RGD\��ZH�DFFHSW�WKDW�FOLQLFDO�SURJUDPPHV�
PD\�LQFOXGH�RQO\�WKLV�SRSXODWLRQ�RI�SDWLHQWV�EDVHG�
RQ�WKH�XVH�RI�VXFK�ELRPDUNHUV��7KHVH�DSSURDFKHV�
ZLOO�FKDQJH�WKH�FRQGXFW�RI�FOLQLFDO�WULDOV�DQG�XOWL�
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����0HGLFLQHV
9HWHULQDU\�PHGLFLQHV�±�LQFUHDVLQJ�DYDLODELOLW\�WKURXJKRXW�WKH�
(XURSHDQ�8QLRQ
'DYLG�0DFND\��(0$�+HDG�RI�9HWHULQDU\�0HGLFLQHV�'LYLVLRQ
-HDQ�3LHUUH�2UDQG��+HDG�RI�+0$�9HWHULQDU\�7DVN�)RUFH�RQ�WKH�,PSOHPHQWDWLRQ�RI�/HJLVODWLRQ

VLQJOH�PDUNHW�ZRXOG�DOVR�UHTXLUH�WKH�SURJUHVVLYH�
KDUPRQLVDWLRQ�RI�H[LVWLQJ�DXWKRULVDWLRQV�RI�PHGL�
FLQHV�WKURXJKRXW�WKH�(8��
� $QRWKHU�FKDOOHQJH�LV�WR�PDNH�WKH�YHWHULQDU\�VHF�
WRU�PRUH�DWWUDFWLYH�WR�LQQRYDWLRQ��7KHUH�LV�FXUUHQWO\�
QR�FOHDUO\�GH¿QHG�UHJXODWRU\�SDWKZD\�WR�DXWKRULVD�
WLRQ�IRU�YHU\�LQQRYDWLYH�PHGLFLQHV�VXFK�DV�F\WRNLQHV��
QDQRPHGLFLQHV�RU�VWHP�FHOO�WUHDWPHQWV��FRQWUDU\�WR�
KXPDQ�PHGLFLQHV�ZKHUH�WKHUH�LV�D�VSHFL¿F�IUDPH�
ZRUN�IRU�DGYDQFHG�WKHUDSLHV��'H¿QLQJ�D�UHJXODWRU\�
SDWK�IRU�DGYDQFHG�YHWHULQDU\�WKHUDSLHV��ZLWKRXW�
LQWURGXFLQJ�GLVSURSRUWLRQDWH�RU�LQÀH[LEOH�UHTXLUH�
PHQWV��ZRXOG�DFW�DV�DQ�LQFHQWLYH�IRU�LQGXVWU\�WR�
LQYHVW�LQ�WKLV�¿HOG��IRU�WKH�EHQH¿W�RI�DQLPDO�KHDOWK�
� )LQDOO\��UHJXODWRUV�ZRXOG�EHQH¿W�IURP�QHZ�WRROV�
WR�PLQLPLVH�WKH�ULVNV�WR�KXPDQ�KHDOWK�WKDW�PD\�
DULVH�IURP�WKH�XVH�RI�DQWLPLFURELDOV�LQ�YHWHULQDU\�
PHGLFLQHV�WKURXJK�WKH�GHYHORSPHQW�RI�UHVLVWDQFH�
WR�DQWLELRWLFV��$�FOHDU�OHJDO�EDVLV�LV�UHTXLUHG�WR�WDNH�
LQWR�DFFRXQW�WKH�SDUWLFXODU�EHQH¿W�ULVN�DVVHVVPHQW�
WKDW�UHODWHV�WR�DQWLELRWLFV��GXH�WR�WKHLU�SRWHQWLDO�
LPSDFW�RQ�KXPDQ�KHDOWK��7KH�OHJLVODWLRQ�QHHGV�WR�
DOVR�WDNH�LQWR�DFFRXQW�WKDW�WKH�FRQWLQXHG�DYDLODELOLW\�
RI�DSSURSULDWH�DQWLELRWLFV�LV�HVVHQWLDO�ERWK�IRU�SXEOLF�
DQG�DQLPDO�KHDOWK��DV�KHDOWK\�IRRG�RQO\�FRPHV�IURP�
KHDOWK\�DQLPDOV��)XWXUH�OHJLVODWLRQ�WKHUHIRUH�QHHGV�
WR�SURYLGH�SUHGLFWDELOLW\�LQ�WHUPV�RI�WKH�FRQWUROV�WKDW�
DUH�DSSURSULDWH�IRU�VDIH�XVH�RI�H[LVWLQJ�DQWLELRWLFV��
DQG�DOVR�RQ�ZKDW�ZRXOG�EH�WKH�H[SHFWDWLRQV�LQ�WHUPV�
RI�GHPRQVWUDWLQJ�D�SRVLWLYH�EHQH¿W�ULVN�EDODQFH�IRU�
EULQJLQJ�D�QHZ�DQWLELRWLF�WR�WKH�YHWHULQDU\�PDUNHW�
� ([SHULHQFH�KDV�VKRZQ�WKDW�DOO�VWDNHKROGHUV�QHHG�
WR�EH�DFWLYHO\�HQJDJHG�IRU�PHDVXUHV�WR�SURPRWH�
DYDLODELOLW\�WR�EH�VXFFHVVIXO��IURP�WKH�(XURSHDQ�PHG�
LFLQHV�UHJXODWRU\�QHWZRUN��L�H��WKH�(XURSHDQ�&RP�
PLVVLRQ�WRJHWKHU�ZLWK�QDWLRQDO�FRPSHWHQW�DXWKRULWLHV�
DQG�WKH�(XURSHDQ�0HGLFLQHV�$JHQF\��WR�WKH�DQLPDO�
KHDOWK�LQGXVWU\�DQG�YHWHULQDULDQV��EXW�DOVR�WKH�
JHQHUDO�SXEOLF��,Q�WKLV�FRQWH[W��WKH�$JHQF\�DQG�WKH�
+HDGV�RI�0HGLFLQHV�$JHQFLHV�LQ�WKH�YHWHULQDU\�VHFWRU�
ZLOO�FRQWULEXWH�WR�WKH�UHÀHFWLRQ��SD\LQJ�SDUWLFXODU�DW�
WHQWLRQ�WR�WKH�QHHG�WR�SUHVHUYH�WKH�VXVWDLQDELOLW\�RI�
WKH�QHWZRUN�RI�H[SHUWLVH�WKH\�KDYH�EXLOW�WRJHWKHU�

7KH�ODFN�RI�DYDLODELOLW\�RI�FHUWDLQ�YHWHULQDU\�PHGL�
FLQHV�LQ�WKH�(XURSHDQ�8QLRQ��IRU�H[DPSOH�WKRVH�
DLPHG�DW�PLQRU�VSHFLHV�RU�VPDOOHU�PDUNHWV��SUHVHQWV�
D�FOHDU�FKDOOHQJH�IRU�WKH�SURWHFWLRQ�RI�DQLPDO�KHDOWK��
:LWKRXW�DSSURSULDWH�RSWLRQV�WR�SUHYHQW�RU�WUHDW�WKH�
IXOO�UDQJH�RI�FRQGLWLRQV�WKDW�DIIHFW�DQLPDOV�FRPHV�
DOVR�D�ULVN�WR�KXPDQ�KHDOWK��WKURXJK�WKH�SRVVLEOH�
WUDQVPLVVLRQ�RI�LQIHFWLRXV�GLVHDVHV�VXFK�DV�LQÀXHQ]D�
RU�GLVHDVHV�WUDQVPLWWHG�WR�PDQ�IURP�IRRG�SURGXFLQJ�
DQLPDOV�RU�WKHLU�SURGXFWV��,Q�WKLV�FRQWH[W��WKH�DQ�
WLFLSDWHG�SURSRVDOV�IURP�WKH�(XURSHDQ�&RPPLVVLRQ�
IRU�D�UHYLVLRQ�RI�OHJLVODWLRQ�JRYHUQLQJ�YHWHULQDU\�
PHGLFLQDO�SURGXFWV�WKDW�DUH�H[SHFWHG�WR�EH�SXEOLVKHG�
LQ������UHSUHVHQW�DQ�H[FHSWLRQDO�RSSRUWXQLW\�IRU�
LPSURYHPHQW�
� 7KH�YHWHULQDU\�SKDUPDFHXWLFDO�LQGXVWU\�DV�D�
ZKROH�KDV�D�WXUQRYHU�URXJKO\�HTXLYDOHQW�WR�RQH�
EORFNEXVWHU�PHGLFLQH�LQ�WKH�KXPDQ�GRPDLQ��7KLV�
VPDOO�PDUNHW�VL]H��HYHQ�IRU�SURGXFWV�ZKLFK�DUH�
ZLGHO\�XVHG��LPSOLHV�FKDOOHQJHV�LQ�WHUPV�RI�DWWUDFWLQJ�
LQYHVWPHQW��DQG�FDQ�PDNH�LW�GLI¿FXOW�IRU�FRPSDQLHV�
WR�PDNH�PDQ\�RI�WKHLU�SURGXFWV�HFRQRPLFDOO\�YL�
DEOH�RQFH�RQ�WKH�PDUNHW��7KLV�LV�HVSHFLDOO\�WUXH�IRU�
PHGLFLQHV�DLPHG�DW�PLQRU�XVH�LQ�PDMRU�VSHFLHV�RU�IRU�
PLQRU�VSHFLHV��0806���+HUH��LPSURYLQJ�GDWD�SURWHF�
WLRQ�FRXOG�VWLPXODWH�UHVHDUFK�IRU�QHZ�PHGLFLQHV�RU�
IRU�LQYHVWLQJ�LQ�UHVHDUFK�WR�H[WHQG�H[LVWLQJ�SURGXFWV�
IRU�XVH�LQ�QHZ�VSHFLHV��$Q\�QHZ�IUDPHZRUN�QHHGV�WR�
VWULNH�D�EDODQFH�EHWZHHQ�HQVXULQJ�KLJK�VWDQGDUGV�LQ�
WHUPV�RI�SURWHFWLQJ�SXEOLF�DQG�DQLPDO�KHDOWK�ZKLOH�
UHFRJQLVLQJ�WKH�SDUWLFXODU�QDWXUH�RI�WKH�YHWHULQDU\�
GRPDLQ��0RUH�JHQHUDOO\��WKHUH�LV�D�QHHG�WR�PRYH�
WRZDUGV�WKH�FUHDWLRQ�RI�D�JHQXLQH�VLQJOH�PDUNHW�LQ�
WKH�(8�IRU�YHWHULQDU\�PHGLFLQHV��7KHUH�QHHGV�WR�EH�
D�PRYH�DZD\�IURP�WKH�FXUUHQW�VLWXDWLRQ�ZKHUH�WKHUH�
LV�D�ODFN�RI�KDUPRQLVDWLRQ�EHWZHHQ�FRXQWULHV��IRU�H[�
DPSOH�FRQFHUQLQJ�LQGLFDWLRQV�RU�ZLWKGUDZDO�SHULRGV�
IRU�WKH�VDPH�YHWHULQDU\�PHGLFLQH�ZKHQ�PDUNHWHG�LQ�
GLIIHUHQW�SDUWV�RI�WKH�(8��DV�WKLV�LV�YHU\�GLI¿FXOW�WR�
XQGHUVWDQG�IRU�YHWHULQDULDQV�DQG�WKH�JHQHUDO�SXEOLF��
$�ZD\�QHHGV�WR�EH�IRXQG�WR�HQVXUH�WKDW��LQ�IXWXUH��
WKH�FRQGLWLRQV�RI�XVH�RI�D�PHGLFLQH�DUH�KDUPRQLVHG��
ZKLFKHYHU�SDWK�WR�DXWKRULVDWLRQ�LV�WDNHQ��$�JHQXLQH�
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-HDQ�3LHUUH�2UDQG��OHIW���'DYLG�0DFND\��ULJKW�

³�7KH�DQWLFLSDWHG�SURSRVDOV�IURP�WKH�
(XURSHDQ�&RPPLVVLRQ�IRU�D�UHYLVLRQ�
RI�OHJLVODWLRQ�JRYHUQLQJ�YHWHULQDU\�
PHGLFLQDO�SURGXFWV�UHSUHVHQW�
DQ�H[FHSWLRQDO�RSSRUWXQLW\�IRU�
LPSURYHPHQW�́ �-HDQ�3LHUUH�2UDQG



)HUJXV�6ZHHQH\��OHIW���-XQH�5DLQH��ULJKW�

³�3XEOLF�SDUWLFLSDWLRQ�LQ�GHFLVLRQ�PDNLQJ�
DQG�HQKDQFLQJ�SXEOLF�NQRZOHGJH�DQG�
XQGHUVWDQGLQJ�RI�UHJXODWRU\�GHFLVLRQV�
FRQWULEXWHV�WR�EXLOGLQJ�WUXVW�DQG�
FRQ¿GHQFH�LQ�WKH�ZKROH�PHGLFLQHV�
UHJXODWRU\�V\VWHP�́ �-XQH�5DLQH



����+HDOWK
(QJDJHPHQW�RI�SDWLHQWV�DQG�KHDOWKFDUH�SURIHVVLRQDOV�IRU
VDIHU�XVH�RI�PHGLFLQHV�
-XQH�5DLQH��&KDLU�RI�WKH�3KDUPDFRYLJLODQFH�5LVN�$VVHVVPHQW�&RPPLWWHH
)HUJXV�6ZHHQH\��(0$�+HDG�RI�WKH�,QVSHFWLRQV�DQG�+XPDQ�0HGLFLQHV�3KDUPDFRYLJLODQFH�'LYLVLRQ

WLRQ�SURFHVV�E\�VHQGLQJ�XV�UHOHYDQW�GDWD�LQ�RUGHU�
WR�IDFLOLWDWH�SURPSW�DQG�HI¿FLHQW�SURFHVVLQJ�RI�WKHLU�
FRQFHUQV��:H�XVHG�WKLV�QHZ�WRRO�DV�SDUW�RI�WKH�HPHU�
JHQF\�VDIHW\�UHYLHZ�RI�D�QXWULWLRQ�ÀXLG�IRU�SUHPDWXUH�
LQIDQWV��7KH�FRQWULEXWLRQV�UHFHLYHG�JDYH�LPSRUWDQW�
SHUVSHFWLYHV�RQ�WKH�PHGLFLQH¶V�ULVNV�DQG�DSSURSULDWH�
ULVN�PDQDJHPHQW��WDNLQJ�LQWR�DFFRXQW�WKH�UROH�RI�WKH�
PHGLFLQH�LQ�KHDOWKFDUH�
� (QJDJLQJ�ZLWK�SDWLHQWV�DQG�KHDOWKFDUH�SURIHV�
VLRQDOV�DOVR�PHDQV�WHVWLQJ�ZLWK�WKHP�WKDW�WKH�
UHFRPPHQGDWLRQ�ZH�SURYLGH�LV�IHDVLEOH�DQG�XQGHU�
VWDQGDEOH�DQG�WKHUHIRUH�HIIHFWLYH��:H�V\VWHPDWLFDOO\�
LQYROYH�WKHP�LQ�WKH�UHYLHZ�RI�RXU�VDIHW\�FRPPXQLFD�
WLRQV��7KHLU�SDUWLFLSDWLRQ�ZDV�SDUWLFXODUO\�KHOSIXO�GXU�
LQJ�WKH�UHYLHZ�RI�FRPELQHG�KRUPRQDO�FRQWUDFHSWLYHV��
WR�VKDSH�WKH�ULJKW�PHVVDJH�LQ�RXU�YDULRXV�FRPPX�
QLFDWLRQ�GRFXPHQWV��LQFOXGLQJ�D�FKHFNOLVW�IRU�KHDOWK�
FDUH�SURIHVVLRQDOV��D�SDWLHQW�OHDÀHW�DQG�D�SDWLHQW�
DOHUW�FDUG��DQG�WR�GLVVHPLQDWH�WKLV�QHZ�LQIRUPDWLRQ��
,Q�DGGLWLRQ�WR�WKHVH�DFWLYLWLHV��WKH�$JHQF\�DOVR�UHOLHV�
RQ�WKH�UHFRPPHQGDWLRQV�RI�WKH�3DWLHQWV¶�DQG�&RQ�
VXPHUV¶�:RUNLQJ�3DUW\�DQG�WKH�+HDOWKFDUH�3URIHV�
VLRQDOV¶�:RUNLQJ�3DUW\�RQ�PDWWHUV�RI�LQWHUHVW�WR�WKHP�
VXFK�DV�WUDQVSDUHQF\�RU�QHZ�URXWHV�WR�HQJDJH�FLYLO�
VRFLHW\��IRU�H[DPSOH�ZH�DFWLYHO\�FRQVXOWHG�WKHP�
ZKHQ�ZH�LQWURGXFHG�WKH�EODFN�V\PERO�WR�ÀDJ�QHZ�
PHGLFLQHV�WKDW�DUH�EHLQJ�PRQLWRUHG�PRUH�FORVHO\�LQ�
WKH�(8��
� 7KH�H[SHULHQFH�RI������XQGHUOLQHG�WKDW�SDWLHQWV�
DQG�KHDOWKFDUH�SURIHVVLRQDOV�KDYH�D�FULWLFDO�UROH�LQ�
KHOSLQJ�UHJXODWRUV�UHDFK�WKHLU�JRDO�RI�D�FRPPRQ�
XQGHUVWDQGLQJ�RI�WKH�DFFHSWDEOH�OHYHO�RI�ULVN�DQG�
D�FOHDU�ZD\�RI�FRPPXQLFDWLQJ�WKDW�WR�WKH�SXEOLF��
3HRSOH�PHDVXUH�ULVN�GLIIHUHQWO\�GHSHQGLQJ�RQ�WKH�
GLVHDVH�WKDW�DIIHFWV�WKHP�DQG�D�QXPEHU�RI�RWKHU�IDF�
WRUV��:H�QHHG�WR�KHDU�IURP�SDWLHQWV�WR�XQGHUVWDQG�
WKLV��3XEOLF�KHDULQJV��DQRWKHU�QHZ�WRRO�SURYLGHG�E\�
WKH�OHJLVODWLRQ��ZLOO�EH�D�NH\�DGGLWLRQ�WR�RXU�VWUDWHJ\�
IRU�DFKLHYLQJ�WKLV��3DWLHQWV�DQG�DOO�RWKHU�VWDNHKROG�
HUV�ZLOO�KDYH�WKH�RSSRUWXQLW\�WR�VKDSH�KRZ�WKLV�WRRO�
ZLOO�ZRUN�WR�DGG�JUHDWHVW�YDOXH�ZKHQ�SURSRVHG�UXOHV�
RI�SURFHGXUH�DUH�UHOHDVHG�IRU�SXEOLF�FRQVXOWDWLRQ�LQ�
������

7KH�\HDU������KDV�VHHQ�D�VLJQL¿FDQW�QHZ�GLPHQ�
VLRQ�LQ�WKH�$JHQF\¶V�HQJDJHPHQW�ZLWK�SDWLHQWV�DQG�
KHDOWKFDUH�SURIHVVLRQDOV�LQ�LWV�VFLHQWL¿F�DQG�SXEOLF�
KHDOWK�ZRUN��7KH�QHZ�(XURSHDQ�SKDUPDFRYLJLODQFH�
OHJLVODWLRQ�RSHQHG�QHZ�RSSRUWXQLWLHV�IRU�LQYROYHPHQW�
RI�FLYLO�VRFLHW\�E\�SURYLGLQJ�QHZ�URXWHV�WR�LQFRU�
SRUDWH�WKH�SXEOLF¶V�YLHZV�DQG�SUHIHUHQFHV�LQWR�WKH�
UHJXODWRU\�GHFLVLRQ�PDNLQJ�SURFHVV��
� (QJDJHPHQW�LV�DW�WKH�FRUH�RI�LQFUHDVLQJ�SXEOLF�
FRQ¿GHQFH��3XEOLF�SDUWLFLSDWLRQ�LQ�GHFLVLRQ�PDNLQJ�
DQG�HQKDQFLQJ�SXEOLF�NQRZOHGJH�DQG�XQGHUVWDQG�
LQJ�RI�UHJXODWRU\�GHFLVLRQV�FRQWULEXWHV�WR�EXLOGLQJ�
WUXVW�DQG�FRQ¿GHQFH�LQ�WKH�ZKROH�PHGLFLQHV�UHJXOD�
WRU\�V\VWHP��7KLV�LQWHUDFWLRQ�HQULFKHV�WKH�VFLHQWL¿F�
DVVHVVPHQW�DQG�JLYHV�YDOXDEOH�LQVLJKW�LQWR�WKH�ZD\�
PHGLFLQHV�DUH�XVHG�RQ�WKH�JURXQG�DQG�LQWR�SHUFHS�
WLRQV�RI�ULVNV�DPRQJ�SDWLHQWV�DQG�WKH�JHQHUDO�SXEOLF��
� 7KH�$JHQF\�UHFRJQLVHV�WKH�LPSRUWDQFH�RI�OLVWHQ�
LQJ��7KURXJKRXW�WKH�(XURSHDQ�8QLRQ��SDWLHQWV�FDQ�
QRZ�UHSRUW�VXVSHFWHG�DGYHUVH�GUXJ�UHDFWLRQV�DW�QD�
WLRQDO�OHYHO��)ROORZLQJ�WKH�HQWU\�LQWR�IRUFH�RI�WKH�QHZ�
SKDUPDFRYLJLODQFH�OHJLVODWLRQ��WKH�QXPEHU�RI�UHSRUWV�
VXEPLWWHG�WR�WKH�$JHQF\�WKDW�RULJLQDWH�IURP�SDWLHQWV�
URVH�E\������7KHVH�VSRQWDQHRXV�UHSRUWV�DUH�SDU�
WLFXODUO\�YDOXDEOH�WR�HQVXUH�UDSLG�GHWHFWLRQ�RI�QHZ�
DQG�FKDQJLQJ�VDIHW\�LVVXHV��SDUWLFXODUO\�WKRVH�LVVXHV�
RI�JUHDWHVW�FRQFHUQ�WR�SDWLHQWV�
� 5HSUHVHQWDWLYHV�RI�SDWLHQWV�DQG�KHDOWKFDUH�
SURIHVVLRQDOV�DUH�IXOO\�LQYROYHG�LQ�WKH�DVVHVVPHQW�
RI�VDIHW\�LVVXHV�UHODWHG�WR�PHGLFLQHV�WKURXJK�WKHLU�
PHPEHUVKLS�RI�WKH�35$&��WKH�(0$¶V�GHGLFDWHG�FRP�
PLWWHH�IRU�SKDUPDFRYLJLODQFH��7KH\�EULQJ�WKH�H[WHQ�
VLYH�NQRZOHGJH�DQG�YLHZV�RI�WKHLU�ZLGHU�FRPPXQLW\�
DQG�DVVRFLDWLRQV�DORQJVLGH�WKHLU�RZQ�H[SHULHQFH�DQG�
H[SHUWLVH��6SHFLDOLVW�FOLQLFDO�DGYLFH�LV�DGGHG�WKURXJK�
VFLHQWL¿F�DGYLVRU\�JURXSV��:KHQ�ZH�FRQGXFWHG�WKH�
UHYLHZ�RI�D�OLSLG�ORZHULQJ�PHGLFLQH�IRU�H[DPSOH��DG�
YLFH�SURYLGHG�E\�D�JURXS�RI�H[SHUWV�LQ�WKH�WUHDWPHQW�
RI�OLSLG�GLVRUGHUV�ZDV�H[WUHPHO\�XVHIXO�DQG�KHOSHG�XV�
WR�UHSRVLWLRQ�WKH�XVH�RI�WKDW�PHGLFLQH�LQ�WKH�FRQWH[W�
RI�FXUUHQW�WKHUDSHXWLFV�
� 7KH�QHZ�OHJLVODWLRQ�DOVR�HQDEOHG�XV�WR�DFWLYHO\�
LQYLWH�DOO�VWDNHKROGHUV�WR�WDNH�SDUW�LQ�WKH�HYDOXD�
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��_��6LJQL¿FDQW�UHFRPPHQGDWLRQV�LQ�����

7KLV�FKDSWHU�SUHVHQWV�WKH�PDLQ�RXWFRPHV�RI�WKH�
$JHQF\
V�DFWLYLWLHV��7KHVH�LQFOXGH�WKH�PRVW�QRWDEOH�
UHFRPPHQGDWLRQV�IRU�DSSURYDO�LVVXHG�E\�WKH�$JHQF\�
LQ������IRU�KXPDQ�DQG�YHWHULQDU\�PHGLFLQHV��5HF�
RPPHQGDWLRQV�IRU�ERWK�QHZ�PHGLFLQHV�DQG�OLQH�
H[WHQVLRQV�DUH�KLJKOLJKWHG�
� 7KLV�FKDSWHU�DOVR�GHVFULEHV�WKH�PRVW�LPSRUWDQW�
VDIHW\�UHYLHZV�UHODWHG�WR�KXPDQ�DQG�YHWHULQDU\�
PHGLFLQHV�WKDW�WKH�$JHQF\�¿QDOLVHG�LQ�������DQG�
WKHLU�RXWFRPHV�
� )LQDOO\��D�VHOHFWLRQ�RI�FRQFHSW�SDSHUV��UHÀHFWLRQ�
SDSHUV��MRLQW�UHFRPPHQGDWLRQV�DQG�JXLGHOLQHV�LV�
LQFOXGHG�LQ�WKLV�FKDSWHU�
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5HFRPPHQGDWLRQV�IRU�DSSURYDO
7KH�&RPPLWWHH�IRU�0HGLFLQDO�3URGXFWV�IRU�+XPDQ�
8VH��&+03��UHFRPPHQGHG�D�WRWDO�RI����QHZ�PHGL�
FLQHV�IRU�PDUNHWLQJ�DXWKRULVDWLRQ�LQ������

� � � � �,Q����������QHZ�PHGL�
FLQHV�IRU�WKH�WUHDWPHQW�
RI�FDQFHU�ZHUH�UHFRP�
PHQGHG�IRU�PDUNHWLQJ�
DXWKRULVDWLRQ��RI�ZKLFK�
���FRQWDLQ�D�QHZ�DFWLYH�
VXEVWDQFH��0RVW�RI�WKHVH�
PHGLFLQHV�DUH�FRQVLGHUHG�
WR�EH�WDUJHWHG�WKHUDSLHV��
GHVLJQHG�WR�EORFN�WKH�
JURZWK�DQG�VSUHDG�RI�
FDQFHU�E\�LQWHUIHULQJ�ZLWK�
VSHFL¿F�PROHFXOHV�LQ�
YROYHG�LQ�WXPRXU�JURZWK��
RU�DFW�RQ�WKH�SDWLHQW¶V�LP�
PXQH�V\VWHP�

� 3DUWLFXODUO\�QRWHZRUWK\�LQ�WKH�RWKHU�WKHUDSHXWLF�
DUHDV��LV�WKH�UHFRPPHQGDWLRQ�RI�WKUHH�PHGLFLQHV�IRU�
WKH�WUHDWPHQW�RI�PXOWLGUXJ�UHVLVWDQW�WXEHUFXORVLV��DQ�
RUSKDQ�LQGLFDWLRQ�DVVRFLDWHG�ZLWK�D�YHU\�KLJK�PRU�
WDOLW\�UDWH�DQG�ZKRVH�EXUGHQ�KDV�UDSLGO\�LQFUHDVHG�
LQ�UHFHQW�\HDUV�LQ�WKH�DEVHQFH�RI�QHZ�WUHDWPHQW�RS�
WLRQV�
� ,Q�������WKH�&+03�UHFRPPHQGHG�WKH�DSSURYDO�RI�
IRXU�QHZ�PHGLFLQHV�IRU�XVH�LQ�SDWLHQWV�LQIHFWHG�ZLWK�
KXPDQ�LPPXQRGH¿FLHQF\�YLUXV��+,9���DOO�RI�ZKLFK�
FRQWDLQ�D�QHZ�DFWLYH�VXEVWDQFH��DQG�¿YH�PHGLFLQHV�
IRU�WKH�WUHDWPHQW�RI�W\SH���GLDEHWHV��IRXU�RI�ZKLFK�
FRQWDLQ�D�QHZ�DFWLYH�VXEVWDQFH�
� 2I�QRWH��WKH�&+03�UHFRPPHQGHG�FRQGLWLRQDO�
PDUNHWLQJ�DXWKRULVDWLRQV�IRU�¿YH�PHGLFLQHV�DQG�
DSSURYDO�XQGHU�H[FHSWLRQDO�FLUFXPVWDQFHV�IRU�IRXU�
PHGLFLQHV��&RQGLWLRQDO�PDUNHWLQJ�DXWKRULVDWLRQV�
DQG�DSSURYDO�XQGHU�H[FHSWLRQDO�FLUFXPVWDQFHV�DUH�
LQWHQGHG�WR�VXSSRUW�PDUNHW�DFFHVV�RI�PHGLFLQHV�WKDW�
DGGUHVV�SUHYLRXVO\�XQPHW�PHGLFDO�QHHGV�RU�KDYH�
RWKHU�UHOHYDQW�EHQH¿WV�IRU�SDWLHQW�FDUH�RU�SXEOLF�
KHDOWK��$PRQJ�WKH����PHGLFLQHV�UHFRPPHQGHG�
IRU�PDUNHWLQJ�DXWKRULVDWLRQ��VHYHUDO�PHGLFLQHV�DUH�
SDUWLFXODUO\�QRWHZRUWK\�EHFDXVH�RI�WKHLU�LPSDFW�RQ�
SXEOLF�KHDOWK�RU�WKHLU�LQQRYDWLYH�DSSURDFK��
� ,Q�WKH�WUHDWPHQW�RI�FDQFHU��WKH�PRVW�QRWDEOH�
PHGLFLQHV�LQFOXGH�WKH�IROORZLQJ�

�� %RVXOLI��ERVXWLQLE��IRU�WKH�WUHDWPHQW�RI�FKURQLF�
P\HORJHQRXV�OHXNDHPLD��&0/���%RVXOLI�LV�D�GHVLJQDW�
HG�RUSKDQ�PHGLFLQH��,W�LV�D�SURWHLQ�NLQDVH�LQKLELWRU�
ZKLFK�DFWV�E\�LQKLELWLQJ�WKH�DEQRUPDO�%FU�$EO�NLQDVH�

WKDW�SURPRWHV�&0/��%RVXOLI�ZDV�JUDQWHG�FRQGLWLRQDO�
PDUNHWLQJ�DXWKRULVDWLRQ�

�� &RPHWULT��FDER]DQWLQLE��IRU�WKH�WUHDWPHQW�RI�
PHGXOODU\�WK\URLG�FDQFHU��D�UDUH�W\SH�RI�WK\URLG�
FDQFHU�WKDW�FDQQRW�EH�UHPRYHG�E\�VXUJHU\�RU�WKDW�
KDV�VSUHDG�WR�RWKHU�SDUWV�RI�WKH�ERG\��7KH�PHGLFLQH�
LQKLELWV�PXOWLSOH�UHFHSWRU�W\URVLQH�NLQDVHV�LPSOLFDWHG�
LQ�WXPRXU�JURZWK�DQG�DQJLRJHQHVLV��SDWKRORJLF�ERQH�
UHPRGHOLQJ��DQG�PHWDVWDWLF�SURJUHVVLRQ�RI�FDQFHU��
&RPHWULT�KDV�DQ�RUSKDQ�GHVLJQDWLRQ��,W�ZDV�JUDQWHG�
FRQGLWLRQDO�PDUNHWLQJ�DXWKRULVDWLRQ�

�� (ULYHGJH��YLVPRGHJLE��IRU�WKH�WUHDWPHQW�RI�
DGXOW�SDWLHQWV�ZLWK�V\PSWRPDWLF�PHWDVWDWLF�EDVDO�
FHOO�FDUFLQRPD�RU�ORFDOO\�DGYDQFHG�EDVDO�FHOO�FDUFL�
QRPD�LQDSSURSULDWH�IRU�VXUJHU\�RU�UDGLRWKHUDS\��7KH�
PHGLFLQH�DFWV�E\�EORFNLQJ�VSHFL¿F�JHQHV�LQYROYHG�
LQ�SUROLIHUDWLRQ��VXUYLYDO�DQG�GLIIHUHQWLDWLRQ�RI�FHOOV��
(ULYHGJH�ZDV�JUDQWHG�FRQGLWLRQDO�PDUNHWLQJ�DXWKRUL�
VDWLRQ�

�� .DGF\OD��WUDVWX]XPDE�HPWDQVLQH��IRU�XVH�LQ�
SDWLHQWV�ZLWK�DGYDQFHG�RU�PHWDVWDWLF�EUHDVW�FDQFHU�
WKDW�RYHUH[SUHVV�+(5���D�SURWHLQ�SUHVHQW�DW�WKH�
VXUIDFH�RI�WKH�FDQFHU�FHOOV��.DGF\OD�LV�WKH�VHFRQG�
DQWLERG\�GUXJ�FRQMXJDWH�ZKLFK�KDV�EHHQ�DSSURYHG�
IRU�PDUNHWLQJ�DXWKRULVDWLRQ�VR�IDU��7KH�PHGLFLQH�
FRPELQHV�DQ�DQWLERG\�DQG�DQ�DFWLYH�VXEVWDQFH��
7KH�DQWLERG\�FDQ�GLUHFW�WKH�PHGLFLQH�WR�WKH�SURWHLQ�
+(5���DOORZLQJ�D�VHOHFWLYH�GHOLYHU\�RI�WKH�DFWLYH�VXE�
VWDQFH�WR�FDQFHU�FHOOV�

�� 3RPDOLGRPLGH�&HOJHQH��SRPDOLGRPLGH��IRU�WKH�
WUHDWPHQW�RI�PXOWLSOH�P\HORPD��D�UDUH�DQG�LQFXUDEOH�
FDQFHU�RI�WKH�ERQH�PDUURZ��7KH�PHGLFLQH�LV�IRU�XVH�
LQ�SDWLHQWV�ZKR�KDYH�IDLOHG�DW�OHDVW�WZR�SULRU�WKHUD�
SLHV�DQG�IRU�ZKRP�YHU\�OLPLWHG�WUHDWPHQW�RSWLRQV�
DUH�DYDLODEOH��:KHQ�XVHG�LQ�FRPELQDWLRQ�ZLWK�GH[�
DPHWKDVRQH��3RPDOLGRPLGH�&HOJHQH�VWLPXODWHV�WKH�
SDWLHQW
V�LPPXQH�V\VWHP�WR�DWWDFN�FDQFHURXV�FHOOV�
DQG�VWRSV�WKH�IRUPDWLRQ�RI�EORRG�YHVVHOV�VXSSO\LQJ�
WKHVH�FHOOV��'XH�WR�LWV�WHUDWRJHQLF�SUR¿OH��WKH�ULVN�
PDQDJHPHQW�SODQ�IRU�3RPDOLGRPLGH�&HOJHQH�ZDV�
H[WHQVLYHO\�GLVFXVVHG�ZLWK�SDWLHQWV��LQFOXGLQJ�YLFWLPV�
RI�WKDOLGRPLGH��DQRWKHU�FRPSRXQG�ZLWK�D�VLPLODU�
FKHPLFDO�VWUXFWXUH�

�� 3URYHQJH��DQ�DGYDQFHG�WKHUDS\�PHGLFLQDO�SURG�
XFW��$703��IRU�WKH�WUHDWPHQW�RI�DV\PSWRPDWLF�RU�
PLQLPDOO\�V\PSWRPDWLF�PHWDVWDWLF�FDVWUDWH�UHVLVWDQW�
SURVWDWH�FDQFHU�LQ�PDOH�DGXOWV�LQ�ZKRP�FKHPRWKHU�
DS\�LV�QRW�\HW�FOLQLFDOO\�LQGLFDWHG��0HWDVWDWLF�SURV�
WDWH�FDQFHU�LV�WKH�OHDGLQJ�FDXVH�RI�SURVWDWH�FDQFHU�

�����_��+XPDQ�PHGLFLQHV

��



UHODWHG�GHDWK�DQG�WKH�GLVHDVH�FDQQRW�EH�FXUHG�E\�
FXUUHQWO\�DYDLODEOH�WKHUDSLHV��3URYHQJH�LV�D�FHOOXODU�
LPPXQRWKHUDS\�GHVLJQHG�WR�LQGXFH�DQ�LPPXQH�UH�
VSRQVH�DJDLQVW�SURVWDWH�FDQFHU�FHOOV�

�� 7D¿QODU��GDEUDIHQLE��IRU�WKH�WUHDWPHQW�RI�DGXOW�
SDWLHQWV�ZLWK�DGYDQFHG��XQUHVHFWDEOH�RU�PHWDVWDWLF��
PHODQRPD�H[SUHVVLQJ�D�%5$)�9����JHQH�PXWD�
WLRQ��7D¿QODU�LV�D�WDUJHWHG�WKHUDS\�PHDQLQJ�WKDW�LW�LV�
GHVLJQHG�WR�EORFN�WKH�JURZWK�DQG�VSUHDG�RI�FDQFHU�
E\�LQWHUIHULQJ�ZLWK�VSHFL¿F�PROHFXOHV�LQYROYHG�LQ�
WXPRU�JURZWK��0XWDWLRQV�RI�WKH�SURWHLQ�NLQDVH�%5$)�
KDYH�EHHQ�LGHQWL¿HG�LQ�DERXW�KDOI�RI�DOO�SDWLHQWV�ZLWK�
PHWDVWDWLF�PHODQRPD��ZLWK�WKH�%5$)�9���(�PXWD�
WLRQ�IRXQG�LQ�DERXW�����WR�����RI�WKHVH��%\�EORFN�
LQJ�WKH�DFWLRQ�RI�WKLV�DEQRUPDO�SURWHLQ��%5$)�LQKLEL�
WRUV�VXFK�DV�7D¿QODU�KHOS�VORZ�GRZQ�WKH�JURZWK�DQG�
VSUHDG�RI�WXPRXUV�EHDULQJ�WKH�%5$)�9����PXWDWLRQ��
7D¿QODU�LV�WKH�VHFRQG�%5$)�LQKLELWRU�WR�EH�UHFRP�
PHQGHG�IRU�PDUNHWLQJ�DXWKRULVDWLRQ�LQ�WKH�(8�

)RU�WKH�WUHDWPHQW�RU�SUHYHQWLRQ�RI�LQIHFWLRXV�GLV�
HDVH��WKH�IROORZLQJ�PHGLFLQHV�DUH�SDUWLFXODUO\�QRWH�
ZRUWK\�

�� 'HOW\ED��GHODPDQLG���WKH�VHFRQG�WUHDWPHQW�
LQ������WKDW�ZDV�UHFRPPHQGHG�IRU�WKH�WUHDWPHQW�
RI�DGXOW�SDWLHQWV�ZLWK�SXOPRQDU\�LQIHFWLRQV�GXH�WR�
PXOWLGUXJ�UHVLVWDQW�WXEHUFXORVLV�ZKHQ�DQ�HIIHFWLYH�
WUHDWPHQW�UHJLPHQ�FDQQRW�RWKHUZLVH�EH�GHYLVHG�IRU�
UHDVRQV�RI�UHVLVWDQFH�RU�WROHUDELOLW\��'HOW\ED�ZDV�
JUDQWHG�D�FRQGLWLRQDO�PDUNHWLQJ�DXWKRULVDWLRQ�

�� ,PYDQH[��PRGL¿HG�9DFFLQLD�$QNDUD�YLUXV��IRU�
WKH�DFWLYH�LPPXQLVDWLRQ�DJDLQVW�VPDOOSR[�LQ�DGXOWV��
,PYDQH[�ZDV�JUDQWHG�DSSURYDO�XQGHU�H[FHSWLRQDO�
FLUFXPVWDQFHV�

�� 6LUWXUR��EHGDTXLOLQH��IRU�XVH�DV�SDUW�RI�D�FRP�
ELQDWLRQ�WKHUDS\�IRU�SXOPRQDU\�PXOWLGUXJ�UHVLVWDQW�
WXEHUFXORVLV�LQ�DGXOW�SDWLHQWV�ZKHQ�DQ�HIIHFWLYH�
WUHDWPHQW�UHJLPHQ�FDQQRW�RWKHUZLVH�EH�FRPSRVHG�
IRU�UHDVRQV�RI�UHVLVWDQFH�RU�WROHUDELOLW\��0XOWLGUXJ�

UHVLVWDQW�WXEHUFXORVLV�LV�DQ�RUSKDQ�LQGLFDWLRQ�LQ�WKH�
(8�DVVRFLDWHG�ZLWK�D�YHU\�KLJK�PRUWDOLW\�UDWH�DQG�
ZKRVH�EXUGHQ�KDV�UDSLGO\�LQFUHDVHG�LQ�UHFHQW�\HDUV�
LQ�WKH�DEVHQFH�RI�QHZ�WUHDWPHQW�RSWLRQV��6LPLODUO\�
WR�'HOW\ED��6LUWXUR�FRXOG�FRQWULEXWH�WR�UHVSRQGLQJ�
WR�WKH�KLJK�XQPHW�PHGLFDO�QHHG�IRU�QHZ�WUHDWPHQW�
RSWLRQV�IRU�WKLV�LQGLFDWLRQ��6LUWXUR�ZDV�DOVR�JUDQWHG�
FRQGLWLRQDO�PDUNHWLQJ�DXWKRULVDWLRQ�

�� 6RYDOGL��VRIRVEXYLU��IRU�XVH�LQ�FRPELQDWLRQ�
ZLWK�RWKHU�PHGLFLQHV�IRU�WKH�WUHDWPHQW�RI�FKURQLF�
�ORQJ�WHUP��KHSDWLWLV�&�LQ�DGXOWV��6RYDOGL�LV�WKH�¿UVW�
UHSUHVHQWDWLYH�RI�D�QHZ�FODVV�RI�DQWLYLUDOV�WKDW�DFW�DV�
LQKLELWRUV�RI�DQ�HVVHQWLDO�HQ]\PH�RI�WKH�KHSDWLWLV�&�
YLUXV��+&9���WKH�16�%�ULERQXFOHLF�DFLG�SRO\PHUDVH��
7KLV�PHGLFLQH�SURYLGHV�WKH�¿UVW�LQWHUIHURQ�IUHH�WUHDW�
PHQW�RSWLRQ�IRU�FKURQLF�KHSDWLWLV�&��,QWHUIHURQ�EDVHG�
WKHUDSLHV�DUH�DVVRFLDWHG�ZLWK�SRWHQWLDOO\�VHULRXV�VLGH�
HIIHFWV��ZKLFK�DUH�VRPHWLPHV�GLI¿FXOW�WR�PDQDJH�DQG�
DOVR�PDNH�D�FRQVLGHUDEOH�SURSRUWLRQ�RI�+&9�SDWLHQWV�
LQHOLJLEOH�IRU�WKHUDS\��)RU�WKHVH�SDWLHQWV��WKHUH�LV�D�
FOHDU�XQPHW�PHGLFDO�QHHG�IRU�QHZ�+&9�WUHDWPHQW�
UHJLPHQV�

�� 7LYLFD\��GROXWHJUDYLU��IRU�WKH�WUHDWPHQW�RI�KX�
PDQ�LPPXQRGH¿FLHQF\�YLUXV��+,9��LQIHFWLRQ�LQ�FRP�
ELQDWLRQ�ZLWK�RWKHU�DQWLUHWURYLUDO�PHGLFLQHV��7LYLFD\�
KDV�GHPRQVWUDWHG�LWV�HI¿FDF\�LQ�SUHYLRXVO\�XQWUHDWHG�
SDWLHQWV�DV�ZHOO�DV�SDWLHQWV�ZLWK�DGYDQFHG�WUHDWPHQW�
KLVWRULHV�DQG�UHVLVWDQW�WR�PXOWLSOH�FODVVHV�RI�+,9�
PHGLFLQHV��,W�GHPRQVWUDWHG�D�KLJK�EDUULHU�WR�UHVLVW�
DQFH��PHDQLQJ�WKDW�LW�LV�OHVV�SURQH�WR�UHVLVWDQFH�
GHYHORSPHQW��7KH�PHGLFLQH�EORFNV�DQ�HQ]\PH�FDOOHG�
LQWHJUDVH��ZKLFK�LV�LQYROYHG�LQ�WKH�UHSURGXFWLRQ�RI�
+,9��DQG�WKHUHIRUH�VORZV�GRZQ�WKH�VSUHDG�RI�LQIHF�
WLRQ�

�� 7ULWDQUL[�+%�IRU�LPPXQLVDWLRQ�DJDLQVW�GLSKWKH�
ULD��WHWDQXV��SHUWXVVLV�DQG�KHSDWLWLV�%�LQ�LQIDQWV�IURP�
VL[�ZHHNV�RQZDUGV��7KH�&+03�DGRSWHG�D�VFLHQWL¿F�
RSLQLRQ�IRU�7ULWDQUL[�+%�LQ�WKH�IUDPHZRUN�RI�$UWLFOH�
���RI�5HJXODWLRQ��(&��1R�����������0HGLFLQHV�HOL�
JLEOH�IRU�WKLV�SURFHGXUH�DUH�XVHG�WR�SUHYHQW�RU�WUHDW�

$
Q
Q
X
D
O�
UH
S
R
UW
��
�
�
�

��



GLVHDVHV�RI�PDMRU�SXEOLF�KHDOWK�LQWHUHVW��7ULWDQUL[�
+%�LV�QR�ORQJHU�XVHG�LQ�WKH�(8�DQG�LWV�(8�PDUNHWLQJ�
DXWKRULVDWLRQ�FHDVHG�WR�EH�YDOLG�DW�WKH�HQG�RI�������
7KH�UHTXHVW�ZDV�VXEPLWWHG�WR�WKH�(0$�E\�WKH�DS�
SOLFDQW�XQGHU�$UWLFOH����LQ�RUGHU�WR�DYRLG�DQ�LQWHUUXS�
WLRQ�LQ�WKH�DYDLODELOLW\�RI�WKH�YDFFLQH�RXWVLGH�WKH�(8��
ZKHUH�LW�LV�VWLOO�XVHG�LQ�VHYHUDO�FRXQWULHV�

0HGLFLQHV�IRU�RWKHU�WKHUDSHXWLF�DUHDV�LQFOXGHG�WKH�
IROORZLQJ�

�� &KROLF�$FLG�)*.��FKROLF�DFLG��IRU�WKH�WUHDWPHQW�
RI�LQERUQ�HUURUV�LQ�SULPDU\�ELOH�DFLG�V\QWKHVLV�GXH�
WR�6WHURO����K\GUR[\ODVH��SUHVHQWLQJ�DV�FHUHEUR�
WHQGLQRXV�[DQWKRPDWRVLV��&7;��GH¿FLHQF\������RU�
D���PHWK\ODF\O�&R$�UDFHPDVH��$0$&5��GH¿FLHQF\�RU�
&KROHVWHURO��D�K\GUR[\ODVH��&<3�$���GH¿FLHQF\�LQ�
LQIDQWV��FKLOGUHQ�DQG�DGROHVFHQWV�DJHG���PRQWK�WR�
���\HDUV�DQG�DGXOWV��&KROLF�DFLG�)*.�KDV�DQ�RUSKDQ�
GHVLJQDWLRQ��,W�ZDV�JUDQWHG�DSSURYDO�XQGHU�H[FHS�
WLRQDO�FLUFXPVWDQFHV�

�� 'H¿WHOLR��GH¿EURWLGH��IRU�WKH�WUHDWPHQW�RI�VH�
YHUH�YHQR�RFFOXVLYH�GLVHDVH�LQ�SDWLHQWV�XQGHUJRLQJ�
KDHPDWRSRLHWLF�VWHP�FHOO�WUDQVSODQWDWLRQ��'H¿WHOLR�
KDV�DQ�RUSKDQ�GHVLJQDWLRQ��,WV�PHFKDQLVP�RI�DFWLRQ�
KDV�QRW�EHHQ�IXOO\�HOXFLGDWHG��'H¿WHOLR�ZDV�JUDQWHG�
DSSURYDO�XQGHU�H[FHSWLRQDO�FLUFXPVWDQFHV�

�� ,QÀHFWUD�DQG�5HPVLPD��LQÀL[LPDE���WKH�¿UVW�
WZR�PRQRFORQDO�DQWLERG\�ELRVLPLODUV��5HPVLPD�DQG�
,QIHFWUD�DUH�VLPLODU�WR�WKH�ELRORJLFDO�PHGLFLQH�5HPL�
FDGH��D�PRQRFORQDO�DQWLERG\�WKDW�KDV�EHHQ�DXWKRU�
LVHG�LQ�WKH�(8�VLQFH�������7KHVH�PHGLFLQHV�PDUN�WKH�
¿UVW�WLPH�WKDW�WKH�ELRVLPLODU�FRQFHSW�KDV�EHHQ�VXF�
FHVVIXOO\�DSSOLHG�WR�VXFK�VWUXFWXUDOO\�FRPSOH[�PRO�
HFXOHV��5HPVLPD�DQG�,QÀHFWUD�DUH�UHFRPPHQGHG�IRU�
DXWKRULVDWLRQ�LQ�WKH�VDPH�LQGLFDWLRQV�DV�5HPLFDGH��
FRYHULQJ�D�UDQJH�RI�DXWR�LPPXQH�GLVHDVHV�VXFK�DV�
UKHXPDWRLG�DUWKULWLV��&URKQ¶V�GLVHDVH��XOFHUDWLYH�
FROLWLV��DQN\ORVLQJ�VSRQG\OLWLV��SVRULDWLF�DUWKULWLV�DQG�
SVRULDVLV�

�� -HWUHD��RFULSODVPLQ��IRU�WKH�WUHDWPHQW�RI�DGXOWV�
ZLWK�YLWUHRPDFXODU�WUDFWLRQ��907���DQ�H\H�FRQGLWLRQ�
ZKLFK�FDQ�FDXVH�VHYHUH�YLVXDO�GLVWXUEDQFH��-HWUHD�
UHSUHVHQWV�WKH�¿UVW�PHGLFLQDO�RSWLRQ�IRU�SDWLHQWV�VXI�
IHULQJ�IURP�WKLV�FRQGLWLRQ��7KH�RQO\�DFWLYH�WUHDWPHQW�
RSWLRQ�FXUUHQWO\�DYDLODEOH�IRU�907�LV�VXUJHU\��YLWUHF�
WRP\���ZKLFK�RIWHQ�LPSOLHV�IRU�WKH�SRVW�YLWUHFWRP\�
SDWLHQW�WR�XQGHUJR�D�SHULRG�RI�IRXU�WR�VL[�ZHHNV�
ZLWKRXW�EHLQJ�DEOH�WR�ZRUN�RU�OLYH�QRUPDOO\�

�� /RMX[WD��ORPLWDSLGH��DV�DQ�DGMXQFW�WR�D�ORZ�IDW�
GLHW�DQG�RWKHU�OLSLG�ORZHULQJ�PHGLFLQDO�SURGXFWV�ZLWK�
RU�ZLWKRXW�ORZ�GHQVLW\�OLSRSURWHLQ�DSKHUHVLV�LQ�DGXOW�
SDWLHQWV�ZLWK�KRPR]\JRXV�IDPLOLDO�K\SHUFKROHVWHUR�
ODHPLD��7KH�PHGLFLQH�DFWV�E\�LQKLELWLQJ�PLFURVRPDO�
WUDQVIHU�SURWHLQ�ZKLFK�LV�UHVSRQVLEOH�IRU�ELQGLQJ�DQG�
VKXWWOLQJ�OLSLGV�EHWZHHQ�PHPEUDQHV��/RMX[WD�ZDV�
JUDQWHG�DSSURYDO�XQGHU�H[FHSWLRQDO�FLUFXPVWDQFHV�

�� 0DFL��PDWUL[�LQGXFHG�DXWRORJRXV�FKRQGURF\WH�
LPSODQWDWLRQ���DQ�DGYDQFHG�WKHUDS\�PHGLFLQDO�
SURGXFW��$703���IRU�WKH�UHSDLU�RI�V\PSWRPDWLF��
IXOO�WKLFNQHVV�FDUWLODJH�GHIHFWV�RI�WKH�NQHH�RI������
FP��LQ�VNHOHWDOO\�PDWXUH�DGXOW�SDWLHQWV��0DFL�LV�WKH�
¿UVW�FRPELQHG�WLVVXH�HQJLQHHUHG�PHGLFLQH�DXWKRU�
LVHG�DFURVV�WKH�(8��0DFL�XVHV�D�VFDIIROG�IRUPHG�RI�
SRUFLQH�FROODJHQ�RQ�ZKLFK�DXWRORJRXV�FKRQGURF\WHV�
DUH�VHHGHG��7KH�EHQH¿W�RI�DXWRORJRXV�FKRQGURF\WH�
LPSODQWDWLRQ�RYHU�RWKHU�UHVWRUDWLRQ�WHFKQLTXHV�LV�
WKDW�ODUJHU�OHVLRQV�FDQ�EH�WUHDWHG��

�� 1XHGH[WD��GH[WURPHWKRUSKDQ�K\GUREURPLGH�DQG�
TXLQLGLQH�VXOSKDWH��IRU�WKH�WUHDWPHQW�RI�SVHXGREXO�
EDU�DIIHFW�LQ�DGXOWV��D�PHGLFDO�FRQGLWLRQ�LQ�ZKLFK�SD�
WLHQWV�H[SHULHQFH�VXGGHQ�DQG�XQFRQWUROODEOH�ERXWV�RI�
ODXJKLQJ�RU�FU\LQJ�XQUHODWHG�RU�GLVSURSRUWLRQDWH�WR�
WKHLU�HPRWLRQDO�VWDWH��1XHGH[WD�LV�WKH�¿UVW�WUHDWPHQW�
DSSURYHG�IRU�SVHXGREXOEDU�DIIHFW�LQ�WKH�(XURSHDQ�
8QLRQ��$OWKRXJK�SVHXGREXOEDU�DIIHFW�LV�D�QRQ�OLIH�
WKUHDWHQLQJ�FRQGLWLRQ��LW�FDQ�KDYH�D�VLJQL¿FDQW�LP�
SDFW�RQ�DQ�LQGLYLGXDO¶V�DELOLW\�WR�LQWHUDFW�QRUPDOO\�LQ�
VRFLHW\�DQG�RQ�WKHLU�UHODWLRQVKLS�ZLWK�RWKHUV�
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&RPSDVVLRQDWH�XVH�SURJUDPPHV
7KH�$JHQF\¶V�&+03�JDYH�WZR�RSLQLRQV�RQ�WKH�XVH�RI�
QHZ�PHGLFLQHV�LQ�D�FRPSDVVLRQDWH�XVH�SURJUDPPH�
6XFK�SURJUDPPHV��VHW�XS�DW�WKH�QDWLRQDO�OHYHO��DUH�
LQWHQGHG�WR�JLYH�SDWLHQWV�ZLWK�D�OLIH�WKUHDWHQLQJ��
ORQJ�ODVWLQJ�RU�VHULRXVO\�GLVDEOLQJ�GLVHDVH�ZKR�KDYH�
QR�DYDLODEOH�WUHDWPHQW�RSWLRQV�DFFHVV�WR�PHGLFLQHV�
WKDW�DUH�VWLOO�XQGHU�GHYHORSPHQW�DQG�WKDW�KDYH�QRW�
\HW�EHHQ�DXWKRULVHG��7KHVH�PHGLFLQHV�DUH�

�� 6RIRVEXYLU�IRU�FKURQLF��ORQJ�WHUP��KHSDWLWLV�
&�YLUXV�LQIHFWLRQ�LQ�FRPELQDWLRQ�ZLWK�RWKHU�DJHQWV�
FRXOG�EH�JLYHQ�VSHFL¿FDOO\�IRU�SDWLHQWV�EHIRUH�RU�
DIWHU�OLYHU�WUDQVSODQWDWLRQ��7KH�&+03¶V�RSLQLRQ�RQ�
WKLV�FRPSDVVLRQDWH�XVH�SURJUDPPH�ZDV�LVVXHG�RQH�
PRQWK�EHIRUH�WKH�PHGLFLQH�ZDV�UHFRPPHQGHG�IRU�
PDUNHWLQJ�DXWKRULVDWLRQ�

�� 'DFODWDVYLU�LQ�FRPELQDWLRQ�ZLWK�VRIRVEXYLU�LQ�
WKH�WUHDWPHQW�RI�FKURQLF��ORQJ�WHUP��KHSDWLWLV�&�
YLUXV�LQIHFWLRQ�

([WHQVLRQV�RI�H[LVWLQJ�LQGLFDWLRQV
$�WRWDO�RI����H[WHQVLRQV�RI�PDUNHWLQJ�DXWKRULVDWLRQV�
ZHUH�¿QDOLVHG�LQ������
� 7KH�PRVW�QRWHZRUWK\�PHGLFLQHV�WKDW�KDG�WKHLU�
LQGLFDWLRQV�H[WHQGHG�WR�LQFOXGH�QHZ�SRSXODWLRQV�RI�
SDWLHQWV��LQFOXGLQJ�SDHGLDWULF�LQGLFDWLRQV��LQ��������

�� $EUD[DQH��H[WHQVLRQ�RI�WKH�WKHUDSHXWLF�LQGLFD�
WLRQ�WR�LQFOXGH�SDQFUHDWLF�FDQFHU��WKH�¿IWK�OHDGLQJ�
FDXVH�RI�FDQFHU�UHODWHG�GHDWK��7KH�PHGLFLQH�ZDV�
DOUHDG\�DSSURYHG�IRU�WKH�WUHDWPHQW�RI�PHWDVWDWLF�
EUHDVW�FDQFHU�

�� 3HJDV\V��H[WHQVLRQ�RI�WKH�WKHUDSHXWLF�LQGLFDWLRQ�
WR�LQFOXGH�SDHGLDWULF�SDWLHQWV�RI�¿YH�\HDUV�RI�DJH�DQG�
ROGHU�ZLWK�+&9��LQ�DGGLWLRQ�WR�DGXOW�SDWLHQWV�

�� +XPLUD��H[WHQVLRQ�RI�WKH�WKHUDSHXWLF�LQGLFDWLRQ�
WR�LQFOXGH�FKLOGUHQ�DQG�DGROHVFHQWV�DJHG���WR����
\HDUV�ZLWK�SRO\DUWLFXODU�MXYHQLOH�LGLRSDWKLF�DUWKUL�
WLV�ZKR�KDYH�KDG�DQ�LQDGHTXDWH�UHVSRQVH�WR�RQH�
RU�PRUH�GLVHDVH�PRGLI\LQJ�DQWL�UKHXPDWLF�GUXJV�
�'0$5'V��

�� 5HYOLPLG��H[WHQVLRQ�RI�WKH�WKHUDSHXWLF�LQGLFDWLRQ�
WR�LQFOXGH�SDWLHQWV�ZLWK�P\HORG\VSODVWLF�V\QGURPHV��
7KH�PHGLFLQH�ZDV�DOUHDG\�DXWKRULVHG�IRU�WKH�WUHDW�
PHQW�RI�PXOWLSOH�P\HORPD�

�� *OLYHF��H[WHQVLRQ�RI�WKH�WKHUDSHXWLF�LQGLFDWLRQ�
WR�LQFOXGH�SDHGLDWULF�SDWLHQWV�ZLWK�QHZO\�GLDJQRVHG�
3KLODGHOSKLD�FKURPRVRPH�SRVLWLYH�DFXWH�O\PSKRE�
ODVWLF�OHXNDHPLD��3K��$//��LQWHJUDWHG�ZLWK�FKHPR�
WKHUDS\�

�� 3UH]LVWD��H[WHQVLRQ�RI�WKH�WKHUDSHXWLF�LQGLFDWLRQ�
WR�LQFOXGH�WKH�WUHDWPHQW�RI�+,9���LQIHFWHG�SDHGLDWULF�
SDWLHQWV�IURP�WKH�DJH�RI����\HDUV�DQG�DW�OHDVW���NJ�
ERG\�ZHLJKW�

�� =RQHJUDQ��H[WHQVLRQ�RI�WKH�WKHUDSHXWLF�LQGLFD�
WLRQ�WR�LQFOXGH�DVWKPDWLF�DGROHVFHQWV�DQG�FKLOGUHQ�
DJHG�VL[�\HDUV�DQG�DERYH�

�� 9RWXELD��FKDQJH�WR�WKH�LQGLFDWLRQ�IRU�VXEHSHQG�
\PDO�JLDQW�FHOO�DVWURF\WRPD��6(*$��DVVRFLDWHG�ZLWK�
WXEHURXV�VFOHURVLV�FRPSOH[��76&���H[WHQGLQJ�WKH�XVH�
WR�\RXQJHU�FKLOGUHQ�

�� 9HSDFHO��H[WHQVLRQ�RI�WKH�WKHUDSHXWLF�LQGLFDWLRQ�
WR�LQFOXGH�DFWLYH�LPPXQLVDWLRQ�DJDLQVW�+�1��VXEW\SH�
RI�LQÀXHQ]D�$�YLUXV�LQ�FKLOGUHQ�IURP�WKH�DJH�RI�VL[�
PRQWKV�RQZDUGV�

�� 3DQGHPLF�,QÀXHQ]D�9DFFLQH�+�1��%D[WHU��
H[WHQVLRQ�RI�WKH�WKHUDSHXWLF�LQGLFDWLRQ�WR�LQFOXGH�
SDQGHPLF�LQÀXHQ]D�YDFFLQDWLRQ�RI�FKLOGUHQ�DQG�DGR�
OHVFHQWV�IURP�WKH�DJH�RI���PRQWKV�RQZDUGV�
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6DIHW\�UHYLHZV
7KH�$JHQF\�FDUULHG�RXW�D�QXPEHU�RI�VDIHW\�UHYLHZV�
LQ�������7KH�PRVW�QRWDEOH�UHFRPPHQGDWLRQV�LVVXHG�
LQFOXGH�

�� 6XVSHQVLRQ�RI�WKH�PDUNHWLQJ�DXWKRULVDWLRQV�RI�
7UHGDSWLYH��3HO]RQW�DQG�7UHYDFO\Q��QLFRWLQLF�DFLG�
��ODURSLSUDQW��EHFDXVH�QHZ�GDWD�VKRZHG�WKDW�WKH�
XVH�RI�WKHVH�PHGLFLQHV�ZLWK�D�VWDWLQ�KDG�QR�VLJQL¿�
FDQW�DGGLWLRQDO�EHQH¿W�LQ�UHGXFLQJ�WKH�ULVN�RI�PDMRU�
YDVFXODU�HYHQWV�VXFK�DV�KHDUW�DWWDFN�DQG�VWURNH��
FRPSDUHG�ZLWK�VWDWLQ�WKHUDS\�DORQH��DQG�WKDW�WKH\�
GLG�FDXVH�VLGH�HIIHFWV�RI�WKHLU�RZQ��WKHVH�PHGLFLQHV�
ZHUH�XVHG�WR�WUHDW�DGXOWV�ZLWK�G\VOLSLGDHPLD��

�� 5HVWULFWLRQ�RI�WKH�LQGLFDWLRQV�IRU�HUJRW�GHULYD�
WLYHV�ZKLFK�VKRXOG�QR�ORQJHU�EH�XVHG�WR�WUHDW�VHYHU�
DO�FRQGLWLRQV�LQYROYLQJ�EORRG�FLUFXODWLRQ�SUREOHPV�RU�
SUREOHPV�ZLWK�PHPRU\�DQG�VHQVDWLRQ��RU�WR�SUHYHQW�
PLJUDLQH�KHDGDFKHV��VLQFH�WKH�ULVNV�DUH�JUHDWHU�WKDQ�
WKH�EHQH¿WV�LQ�WKHVH�LQGLFDWLRQV��

�� &RQ¿UPDWLRQ�RI�SRVLWLYH�EHQH¿W�ULVN�EDODQFH�IRU�
LQWUDYHQRXV�LURQ�FRQWDLQLQJ�PHGLFLQHV�LQ�WKH�
WUHDWPHQW�RI�LURQ�GH¿FLHQF\�DQG�DQDHPLD�DVVRFLDWHG�
ZLWK�ORZ�LURQ�OHYHOV��SURYLGHG�WKDW�DGHTXDWH�PHDV�
XUHV�DUH�WDNHQ�WR�HQVXUH�WKH�HDUO\�GHWHFWLRQ�DQG�
HIIHFWLYH�PDQDJHPHQW�RI�DOOHUJLF�UHDFWLRQV�WKDW�PD\�
RFFXU��

�� 5LVN�PLQLPLVDWLRQ�PHDVXUHV�IRU�GLFORIHQDF
FRQWDLQLQJ�PHGLFLQHV�7KH�VDPH�SUHFDXWLRQV�DOUHDG\�
LQ�SODFH�WR�PLQLPLVH�WKH�ULVNV�RI�EORRG�FORWV�LQ�WKH�
DUWHULHV�ZLWK�VHOHFWLYH�&2;���LQKLELWRUV�VKRXOG�EH�DS�
SOLHG�WR�GLFORIHQDF�

�� %HFDXVH�RI�D�ULVN�RI�OLYHU�WR[LFLW\��UHVWULFWLRQ�RI�
WKH�XVH�RI�RUDO�ÀXSLUWLQH�PHGLFLQHV�DQG�VXSSRVL�
WRULHV�WR�WKH�WUHDWPHQW�RI�DFXWH�SDLQ�LQ�DGXOWV�ZKR�
FDQQRW�XVH�RWKHU�SDLQNLOOHUV��VXFK�DV�QRQ�VWHURLGDO�
DQWL�LQÀDPPDWRU\�GUXJV��16$,'V��DQG�ZHDN�RSLR�
LGV��,Q�DGGLWLRQ��WKHUH�DUH�QHZ�FRQWUDLQGLFDWLRQV�DQG�
DGYLFH�WR�KHDOWKFDUH�SURIHVVLRQDOV�

�� $�VHULHV�RI�ULVN�PLQLPLVDWLRQ�PHDVXUHV�WR�DGGUHVV�
VDIHW\�FRQFHUQV�ZLWK�FRGHLQH�FRQWDLQLQJ�PHGLFLQHV�
ZKHQ�XVHG�IRU�WKH�PDQDJHPHQW�RI�SDLQ�LQ�FKLOGUHQ��
LQFOXGLQJ�UHVWULFWLQJ�WKH�XVH�RI�WKHVH�PHGLFLQHV�WR�
WKH�WUHDWPHQW�RI�DFXWH�PRGHUDWH�SDLQ�LQ�FKLOGUHQ�
DERYH����\HDUV�RI�DJH��DQG�RQO\�LI�LW�FDQQRW�EH�
UHOLHYHG�E\�RWKHU�SDLQNLOOHUV�VXFK�DV�SDUDFHWDPRO�RU�
LEXSURIHQ��1HZ�FRQWUDLQGLFDWLRQV�DQG�ZDUQLQJV�DUH�
DOVR�UHFRPPHQGHG�

�� &RQ¿UPDWLRQ�RI�D�SRVLWLYH�EHQH¿W�ULVN�EDODQFH�RI�
'LDQH�����F\SURWHURQH�DFHWDWH���PJ���HWKLQ\OHVWUD�
GLRO����PLFURJUDPV��DQG�LWV�JHQHULFV��SURYLGHG�WKDW�
VHYHUDO�PHDVXUHV�DUH�WDNHQ�WR�PLQLPLVH�WKH�ULVN�
RI�WKURPERHPEROLVP��7KHVH�PHGLFLQHV�VKRXOG�EH�
XVHG�VROHO\�LQ�WKH�WUHDWPHQW�RI�PRGHUDWH�WR�VHYHUH�
DFQH�UHODWHG�WR�DQGURJHQ�VHQVLWLYLW\�RU�KLUVXWLVP�LQ�
ZRPHQ�RI�UHSURGXFWLYH�DJH��1HZ�FRQWUDLQGLFDWLRQV��
ZDUQLQJV�WR�SDWLHQWV�DQG�KHDOWKFDUH�SURIHVVLRQ�
DOV�DQG�IXUWKHU�SKDUPDFRYLJLODQFH�DFWLYLWLHV�ZHUH�
UHFRPPHQGHG��DV�ZHUH�HGXFDWLRQDO�PDWHULDOV�IRU�
SUHVFULEHUV�DQG�SDWLHQWV�WR�UDLVH�DZDUHQHVV�RI�WKH�
ULVNV��VLJQV�DQG�V\PSWRPV�RI�WKURPERHPEROLVP�

�� &RQ¿UPDWLRQ�RI�SRVLWLYH�EHQH¿W�ULVN�EDODQFH�
IRU�FRPELQHG�KRUPRQDO�FRQWUDFHSWLYHV��&+&V��
LQ�SUHYHQWLQJ�XQZDQWHG�SUHJQDQFLHV�FRQWLQXH�WR�
RXWZHLJK�WKHLU�ULVNV��DQG�WKDW�WKH�ZHOO�NQRZQ�ULVN�RI�
YHQRXV�WKURPERHPEROLVP�ZLWK�DOO�&+&V�LV�VPDOO��7KH�
UHYLHZ�KDV�UHLQIRUFHG�WKH�LPSRUWDQFH�RI�HQVXULQJ�
WKDW�FOHDU�DQG�XS�WR�GDWH�LQIRUPDWLRQ�LV�SURYLGHG�WR�
ZRPHQ�ZKR�XVH�WKHVH�PHGLFLQHV�DQG�WR�WKH�KHDOWK�
FDUH�SURIHVVLRQDOV�JLYLQJ�DGYLFH�DQG�FOLQLFDO�FDUH��
7KH�SURGXFW�LQIRUPDWLRQ�RI�&+&V�ZLOO�EH�XSGDWHG�WR�
KHOS�ZRPHQ�PDNH�LQIRUPHG�GHFLVLRQV�DERXW�WKHLU�
FKRLFH�RI�FRQWUDFHSWLRQ�WRJHWKHU�ZLWK�WKHLU�KHDOWK�
FDUH�SURIHVVLRQDO�

�� &RQFOXVLRQ�WKDW�WKHUH�DUH�QR�QHZ�FRQFHUQV�IRU�
*/3���EDVHG�GLDEHWHV�WKHUDSLHV��7KH�UHYLHZ�RI�
DOO�DYDLODEOH�QRQ�FOLQLFDO�DQG�FOLQLFDO�GDWD�GLG�QRW�
FRQ¿UP�FRQFHUQV�RYHU�DQ�LQFUHDVHG�ULVN�RI�SDQFUH�
DWLF�DGYHUVH�HYHQWV�ZLWK�WKHVH�PHGLFLQHV�
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�� 6XVSHQVLRQ�RI�WKH�PDUNHWLQJ�DXWKRULVDWLRQ�RI�
1XPHWD�*���(��DQ�LQWUDYHQRXV�QXWULWLRQ�SUHSD�
UDWLRQ�IRU�SUHPDWXUH�EDELHV��EHFDXVH�RI�D�ULVN�RI�
K\SHUPDJQHVDHPLD��1XPHWD�*���(�ZLOO�UHPDLQ�
VXVSHQGHG�XQWLO�D�UHIRUPXODWHG�SUHSDUDWLRQ�LV�
PDGH�DYDLODEOH��7KH�EHQH¿W�ULVN�EDODQFH�RI�1XPHWD�
*���(��DQRWKHU�QXWULWLRQ�SUHSDUDWLRQ�ZKLFK�LV�XVHG�
LQ�IXOO�WHUP�QHZERUQV�DQG�FKLOGUHQ�XS�WR�WZR�\HDUV��
UHPDLQV�SRVLWLYH��SURYLGHG�WKDW�KHDOWKFDUH�SURIHV�
VLRQDOV�PRQLWRU�WKHLU�SDWLHQWV¶�EORRG�PDJQHVLXP�
OHYHOV�EHIRUH�DQG�DIWHU�JLYLQJ�WKH�SUHSDUDWLRQ�

�� 5HVWULFWLRQ�RI�WKH�XVH�RI�K\GUR[\HWK\O�VWDUFK�
VROXWLRQV��+(6��ZKLFK�VKRXOG�QR�ORQJHU�EH�XVHG�WR�
WUHDW�SDWLHQWV�ZLWK�VHSVLV�RU�EXUQ�LQMXULHV�RU�FULWLFDOO\�
LOO�SDWLHQWV�EHFDXVH�RI�DQ�LQFUHDVHG�ULVN�RI�NLGQH\�
LQMXU\�DQG�UDLVHG�PRUWDOLW\�

�� 5HFRPPHQGDWLRQV�WR�KHOS�PLQLPLVH�WKH�ULVN�RI�
EORRG�FORWV�REVWUXFWLQJ�DUWHULHV�RU�YHLQV�LQ�SDWLHQWV�
WDNLQJ�WKH�OHXNDHPLD�PHGLFLQH�,FOXVLJ�

*XLGHOLQHV
7KH�$JHQF\�GHYHORSV�VFLHQWL¿F�JXLGHOLQHV�WR�SURYLGH�
DGYLFH�WR�DSSOLFDQWV�RU�PDUNHWLQJ�DXWKRULVDWLRQ�KROG�
HUV��FRPSHWHQW�DXWKRULWLHV�DQG�RU�RWKHU�LQWHUHVWHG�
SDUWLHV�RQ�WKH�EHVW�RU�WKH�PRVW�DSSURSULDWH�ZD\�WR�
IXO¿O�WKH�UHTXLUHPHQWV�ODLG�GRZQ�LQ�WKH�(8�SKDUPD�
FHXWLFDO�OHJLVODWLRQ�
� ,Q�������WKH�$JHQF\�GHYHORSHG�QHZ�JXLGHOLQHV�
DQG�UHYLVHG�H[LVWLQJ�JXLGDQFH�LQ�RUGHU�WR�UHÀHFW�
WKH�ODWHVW�VFLHQWL¿F�GHYHORSPHQWV�DQG�H[SHULHQFH�
JDLQHG�LQ�D�QXPEHU�RI�DUHDV��%HORZ�LV�D�VHOHFWLRQ�RI�
WKLV�ZRUN��,Q�WKH�DUHD�RI�VLPLODU�ELRORJLFDO�PHGLFLQHV�
�DOVR�NQRZQ�DV�µELRVLPLODUV¶���WKH�$JHQF\�SXUVXHG�
LQ������WKH�UHYLVLRQ�RI�LWV�WKUHH�RYHUDUFKLQJ�JXLGH�
OLQHV�RQ�WKLV�W\SH�RI�PHGLFLQHV��ZKLFK�VWDUWHG�ZLWK�
WKH�UHYLVLRQ�RI�D�JXLGHOLQH�DGGUHVVLQJ�WKH�TXDOLW\�
LVVXHV�UHODWHG�WR�ELRVLPLODU�GHYHORSPHQW�LQ������
,Q�������WKH�$JHQF\�UHOHDVHG�WKH�IROORZLQJ�

�� $�UHYLVHG�RYHUDUFKLQJ�JXLGHOLQH�RQ�VLPLODU�ELRORJL�
FDO�PHGLFLQHV�IRU�SXEOLF�FRQVXOWDWLRQ�ZKLFK�GHVFULEHV�

WKH�FRQFHSW�RI�VLPLODU�ELRORJLFDO�PHGLFLQHV�DQG�
RXWOLQHV�WKH�JHQHUDO�SULQFLSOHV�WR�EH�DSSOLHG��WKH�
UHYLVLRQ�DOVR�FRYHUV�JOREDO�GHYHORSPHQW�DVSHFWV��
LQFOXGLQJ�WKH�FKRLFH�RI�WKH�UHIHUHQFH�SURGXFW�ZKHQ�
FRQGXFWLQJ�QRQ�FOLQLFDO�DQG�FOLQLFDO�VWXGLHV�

�� $�UHYLVHG�RYHUDUFKLQJ�JXLGHOLQH�DGGUHVVLQJ�WKH�
FOLQLFDO�DQG�QRQ�FOLQLFDO�LVVXHV�UHODWHG�WR�VLPLODU�
ELRORJLFDO�SURGXFWV�FRQWDLQLQJ�ELRWHFKQRORJ\�GHULYHG�
SURWHLQV�DV�WKH�DFWLYH�VXEVWDQFH��IRU�SXEOLF�FRQVXOWD�
WLRQ�

7KHVH�RYHUDUFKLQJ�JXLGHOLQHV�DUH�FRPSOHPHQWHG�E\�
SURGXFW�VSHFL¿F�ELRVLPLODU�JXLGHOLQHV��,Q�������WKH�
$JHQF\�UHOHDVHG�D�UHYLVHG�JXLGHOLQH�RQ�QRQ�FOLQLFDO�
DQG�FOLQLFDO�GHYHORSPHQW�RI�VLPLODU�ELRORJLFDO�PH�
GLFLQDO�SURGXFWV�FRQWDLQLQJ�ORZ�PROHFXODU�ZHLJKW�
KHSDULQV��/0:+V���IRU�SXEOLF�FRQVXOWDWLRQ�
� ,Q�WKH�DUHD�RI�QDQRPHGLFLQHV��WKH�$JHQF\�
FRPSOHWHG�D�VHULHV�RI�IRXU�UHÀHFWLRQ�SDSHUV�LQ�������
7KH\�DUH�LQWHQGHG�WR�SURYLGH�JXLGDQFH�WR�VSRQVRUV�
GHYHORSLQJ�PHGLFLQHV�LQ�WKLV�HPHUJLQJ�VFLHQWL¿F�DUHD�
DQG�LQFOXGH�WKH�IROORZLQJ�

�� $�MRLQW�(0$�-DSDQHVH�0LQLVWU\�RI�+HDOWK��/DERXU�
DQG�:HOIDUH��0+/:��UHÀHFWLRQ�SDSHU�RQ�WKH�GHYHO�
RSPHQW�RI�EORFN�FRSRO\PHU�PLFHOOH�PHGLFLQDO�SURG�
XFWV��UHOHDVHG�IRU�SXEOLF�FRQVXOWDWLRQ�

�� $�¿QDO�UHÀHFWLRQ�SDSHU�RQ�JHQHUDO�LVVXHV�IRU�FRQ�
VLGHUDWLRQ�UHJDUGLQJ�WKH�SDUHQWHUDO�DGPLQLVWUDWLRQ�RI�
FRDWHG�QDQRPHGLFLQHV�

�� $�¿QDO�UHÀHFWLRQ�SDSHU�RQ�WKH�GDWD�UHTXLUHPHQWV�
IRU�LQWUDYHQRXV�OLSRVRPDO�SURGXFWV�GHYHORSHG�ZLWK�
UHIHUHQFH�WR�DQ�LQQRYDWRU�OLSRVRPDO�SURGXFW�

�� $�GUDIW�UHÀHFWLRQ�SDSHU�RQ�WKH�GDWD�UHTXLUHPHQWV�
IRU�LQWUDYHQRXV�LURQ�EDVHG�QDQRFROORLGDO�SURGXFWV�
GHYHORSHG�ZLWK�UHIHUHQFH�WR�DQ�LQQRYDWRU�PHGLFLQH��
UHOHDVHG�IRU�SXEOLF�FRQVXOWDWLRQ�
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,Q�WKH�DUHD�RI�GHPRQVWUDWLRQ�RI�ELRHTXLYDOHQFH�
VWXGLHV��WKH�$JHQF\�UHOHDVHG�IRU�WKH�¿UVW�WLPH�
SURGXFW�VSHFL¿F�JXLGDQFH�RQ�WKH�GHPRQVWUDWLRQ�RI�
ELRHTXLYDOHQFH�IRU����DFWLYH�VXEVWDQFHV�IRU�SXEOLF�
FRQVXOWDWLRQ��7KH�DLP�RI�WKLV�JXLGDQFH�LV�WR�HQDEOH�
D�FRQVLVWHQW�DSSURDFK�WR�WKH�DVVHVVPHQW�RI�DSSOLFD�
WLRQV�VXSSRUWHG�E\�ELRHTXLYDOHQFH�GDWD��SDUWLFXODUO\�
JHQHULF�DSSOLFDWLRQV��DFURVV�DOO�DXWKRULVDWLRQ�URXWHV��
L�H��FHQWUDOLVHG��GHFHQWUDOLVHG��PXWXDO�UHFRJQLWLRQ�
DQG�QDWLRQDO�DXWKRULVDWLRQ�SURFHGXUHV��7KLV�ZDV�RQO\�
WKH�¿UVW�ZDYH�RI�VXFK�SURGXFW�VSHFL¿F�JXLGDQFH��7KH�
$JHQF\�LQWHQGV�WR�FRQWLQXH�GHYHORSLQJ�WKLV�W\SH�RI�
JXLGDQFH�ZLWK�DQRWKHU�ZDYH�SODQQHG�LQ�������
� ,Q�WKH�DUHD�RI�TXDOLW\�E\�GHVLJQ��WKH�(0$��LQ�
FROODERUDWLRQ�ZLWK�WKH�8�6��)'$��SXEOLVKHG�WZR�MRLQW�
TXHVWLRQ�DQG�DQVZHU�GRFXPHQWV�WKDW�SURYLGH�JXLG�
DQFH�RQ�VSHFL¿F�DVSHFWV�RI�WKH�FRQFHSW��7KLV�JXLG�
DQFH�ZDV�GHYHORSHG�DV�SDUW�RI�D�WKUHH�\HDU�(0$�
)'$�SLORW�SURJUDPPH�IRU�WKH�SDUDOOHO�DVVHVVPHQW�RI�
FHUWDLQ�TXDOLW\�RU�FKHPLVWU\�PDQXIDFWXULQJ�DQG�FRQ�
WURO��&0&��VHFWLRQV�RI�DSSOLFDWLRQV�WKDW�DUH�UHOHYDQW�
WR�TXDOLW\�E\�GHVLJQ�
� 2WKHU�LPSRUWDQW�DQG�QRWHZRUWK\�QHZ�JXLGDQFH�
GRFXPHQWV�SXEOLVKHG�E\�WKH�$JHQF\�LQ������

�� $�¿QDO�DGGHQGXP�WR�WKH�JXLGHOLQH�RQ�WKH�HYDOX�
DWLRQ�RI�PHGLFLQDO�SURGXFWV�LQGLFDWHG�IRU�WKH�WUHDW�
PHQW�RI�EDFWHULDO�LQIHFWLRQV��ZKLFK�RXWOLQHV�D�QHZ�
DSSURDFK�IDFLOLWDWLQJ�WKH�GHYHORSPHQW�RI�DJHQWV�WDU�
JHWHG�DJDLQVW�PXOWLGUXJ�UHVLVWDQW�SDWKRJHQV�ZKHUH�
SDWLHQWV�KDYH�YHU\�OLPLWHG�RU�QR�UHPDLQLQJ�WUHDWPHQW�
RSWLRQV��

�� $�¿QDO�UHYLVHG�JXLGHOLQH�RQ�WKH�HYDOXDWLRQ�RI�DQ�
WLFDQFHU�PHGLFLQHV��ZKLFK�LQFOXGHV�JXLGDQFH�RQ�WKH�
XVH�RI�ELRPDUNHUV�DV�DQ�LQWHJUDWHG�SDUW�RI�WKH�GHYHO�
RSPHQW�RI�PHGLFLQHV��FRPELQDWLRQ�WKHUDS\�VWXGLHV�
DQG�WKH�FKRLFH�RI�HQGSRLQWV�LQ�FRQ¿UPDWRU\�WULDOV�

�� 7KH�¿UVW�JXLGHOLQH�LQ�WKH�(XURSHDQ�8QLRQ�RQ�FOLQL�
FDO�LQYHVWLJDWLRQ�RI�PHGLFLQHV�IRU�WKH�WUHDWPHQW�RI�
OXSXV�HU\WKHPDWRVXV��IRU�SXEOLF�FRQVXOWDWLRQ�

�� $�¿QDO�UHYLVHG�JXLGHOLQH�RQ�FOLQLFDO�LQYHVWLJDWLRQ�
RI�PHGLFLQHV�IRU�WKH�WUHDWPHQW�RI�PDMRU�GHSUHVVLYH�
GLVRUGHU��ZKLFK�DGGUHVVHV�WKH�VSHFL¿F�LVVXHV�UHODWHG�
WR�SDWLHQWV�ZKR�RQO\�UHVSRQG�SDUWLDOO\�WR�WUHDWPHQW�
DQG�ZKR�DUH�FRQVLGHUHG�WUHDWPHQW�UHVLVWDQW��DQG�
SURYLGHV�UHFRPPHQGDWLRQV�RQ�KRZ�WR�LQYHVWLJDWH�
PHGLFLQHV�LQ�WKHVH�WZR�SDWLHQW�SRSXODWLRQV�

�� $�UHYLVHG�JXLGHOLQH�RQ�WKH�FOLQLFDO�GHYHORSPHQW�
RI�PHGLFLQHV�LQWHQGHG�IRU�WKH�WUHDWPHQW�RI�SDLQ��IRU�
SXEOLF�FRQVXOWDWLRQ��ZKLFK�GH¿QHV�PRGHOV�RI�QRFL�
FHSWLYH�DQG�QHXURSDWKLF�SDLQ�WKDW�FDQ�EH�XVHG�IRU�
PHGLFLQH�GHYHORSPHQW��DV�ZHOO�DV�PRGHOV�RI�PL[HG�
SDLQ�

�� $�UHYLVHG�JXLGHOLQH�RQ�WKH�FOLQLFDO�GHYHORSPHQW�
RI�PHGLFLQHV�IRU�WKH�WUHDWPHQW�RI�KXPDQ�LPPXQR�
GH¿FLHQF\�YLUXV��+,9��LQIHFWLRQ��IRU�SXEOLF�FRQVXOWD�
WLRQ��ZKLFK�WDNHV�LQWR�DFFRXQW�WKH�UHFHQW�FKDQJH�LQ�
WKH�ODQGVFDSH�RI�+,9�WUHDWPHQW�DQG�SURYLGHV�D�QHZ�
GH¿QLWLRQ�RI�SRSXODWLRQV�LQFOXGHG�LQ�FOLQLFDO�WULDOV��

�� $�UHÀHFWLRQ�SDSHU�RQ�WKH�XVH�RI�PHGLFLQHV�WR�
SUHYHQW�WKH�WUDQVPLVVLRQ�RI�+,9��UHOHDVHG�IRU�SXEOLF�
FRQVXOWDWLRQ�

�� $�FRQFHSW�SDSHU�RQ�WKH�QHHG�WR�UHYLVH�WKH�JXLGH�
OLQH�RQ�PHGLFLQHV�IRU�WKH�WUHDWPHQW�RI�$O]KHLPHU
V�
GLVHDVH�DQG�RWKHU�GHPHQWLDV��IRU�SXEOLF�FRQVXOWDWLRQ��
ZKLFK�RXWOLQHV�KRZ�UHFHQW�SURJUHVV�LQ�XQGHUVWDQGLQJ�
WKH�QHXURELRORJ\�DQG�SDWKRSK\VLRORJ\�RI�WKH�GLVHDVH�
DQG�UHFHQW�GHYHORSPHQWV�RQ�QHZ�GLDJQRVWLF�FULWHULD�
DQG�ELRPDUNHUV�KDYH�KDG�DQ�LPSDFW�RQ�UHFHQW�DQG�
IXWXUH�FOLQLFDO�WULDO�SURWRFROV��DQG�ZKLFK�GLVFXVVHV�
WKH�HOHPHQWV�WR�FRQVLGHU�DV�SDUW�RI�WKH�UHYLVLRQ�RI�
WKH�FXUUHQW�JXLGHOLQH�

�� 1HZ�DQG�XSGDWHG�PRGXOHV�DQG�FKDSWHUV�RI�WKH�
µ*RRG�SKDUPDFR9LJLODQFH�SUDFWLFH¶��*93��JXLGOLQH�
ZHUH�PDGH�DYDLODEOH��LQFOXGLQJ�RQ�YDFFLQH�YLJLODQFH��
RQ�SHULRGLF�VDIHW\�XSGDWH�UHSRUWV��RQ�VDIHW\�FRPPX�
QLFDWLRQV�DQG�RQ�DGGLWLRQDO�PRQLWRULQJ�RI�PHGLFLQHV��
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5HFRPPHQGDWLRQV�IRU�DSSURYDOV
7KH�&RPPLWWHH�IRU�0HGLFLQDO�3URGXFWV�IRU�9HWHULQDU\�
8VH��&903��LVVXHG����SRVLWLYH�RSLQLRQV�LQ������IRU�
QHZ�YHWHULQDU\�PHGLFLQHV��RI�ZKLFK�WKUHH�ZHUH�IRU�
LPPXQRORJLFDO�SURGXFWV�IRU�IRRG�SURGXFLQJ�VSHFLHV��
HLJKW�UHODWHG�WR�SKDUPDFHXWLFDOV�LQWHQGHG�IRU�FRP�
SDQLRQ�DQLPDOV�DQG�RQH�ZDV�D�JHQHULF�SKDUPDFHXWL�
FDO�LQWHQGHG�IRU�ERWK�IRRG�SURGXFLQJ�DQG�QRQ�IRRG��
SURGXFLQJ�VSHFLHV��7KH�PDMRULW\�RI�WKH�PHGLFLQHV�
DLPHG�DW�FRPSDQLRQ�DQLPDOV�ZHUH�DQWLSDUDVLWDO�
SURGXFWV�IRU�FDWV�DQG�GRJV�

�� $IWRYD[SXU�'2(��D�YDFFLQH�IRU�XVH�LQ�UHVSRQVH�
WR�RXWEUHDNV�RI�IRRW�DQG�PRXWK�GLVHDVH��)0'���
7KH�YDFFLQH�LV�LQWHQGHG�IRU�DFWLYH�LPPXQLVDWLRQ�RI�
FDWWOH�DQG�VKHHS�IURP�WZR�PRQWKV�RI�DJH�DQG�SLJV�
IURP�WHQ�ZHHNV�RI�DJH�WR�UHGXFH�FOLQLFDO�VLJQV�RI�WKH�
GLVHDVH��:KLOH�VRPH�)0'�YDFFLQHV�KDG�SUHYLRXVO\�
REWDLQHG�D�PDUNHWLQJ�DXWKRULVDWLRQ�DW�WKH�QDWLRQDO�
OHYHO��$IWRYD[SXU�'2(�ZDV�WKH�¿UVW�)0'�YDFFLQH�
WR�EH�UHFRPPHQGHG�IRU�XVH�DFURVV�DOO�(8�0HPEHU�
6WDWHV��,W�ZDV�DOVR�WKH�¿UVW�YDFFLQH�XVLQJ�WKH�IXOO�
PXOWL�VWUDLQ�GRVVLHU�DSSURDFK��D�FRQFHSW�ZKLFK�ZDV�
HVWDEOLVKHG�LQ������WR�DOORZ�WKH�VZLIW�DYDLODELOLW\�
RI�VXLWDEOH�YDFFLQHV�LQ�FDVH�RI�RXWEUHDNV�RI�PDMRU�
OLYHVWRFN�GLVHDVHV��DV�LW�DOORZV�IRU�WKH�PRVW�HIIHFWLYH�
VWUDLQ�FRPELQDWLRQ�WR�EH�VHOHFWHG�

�� (FRSRUF�6KLJD��D�YDFFLQH�IRU�WKH�DFWLYH�LPPXQL�
VDWLRQ�RI�SLJOHWV�IURP�WKH�DJH�RI�IRXU�GD\V�WR�UHGXFH�
WKH�PRUWDOLW\�DQG�FOLQLFDO�VLJQV�RI�RHGHPD�GLVHDVH��
ZKLFK�OHDGV�WR�ÀXLGV�DFFXPXODWLQJ�LQ�WKH�WLVVXHV�
RI�WKH�VWRPDFK�DQG�JXW��7KH�GLVHDVH�LV�FDXVHG�E\�
6W[�H��D�WR[LQ�SURGXFHG�E\�(VFKHULFKLD�FROL�EDFWHULD�

�� (TXLOLV�:HVW�1LOH��D�YDFFLQH�IRU�WKH�DFWLYH�LP�
PXQLVDWLRQ�RI�KRUVHV�IURP�VL[�PRQWKV�RI�DJH�DJDLQVW�
:HVW�1LOH�YLUXV�WR�UHGXFH�FOLQLFDO�VLJQV�RI�GLVHDVH�
DQG�OHVLRQV�LQ�WKH�EUDLQ�DQG�WR�UHGXFH�YLUDHPLD��
:HVW�1LOH�YLUXV�LV�DQ�LQIHFWLRQ�WKDW�LV�WUDQVPLWWHG�E\�
PRVTXLWRHV�DQG�FDQ�FDXVH�VHYHUH�GLVHDVH�DQG�IDWDO�
EUDLQ�LQIHFWLRQV�LQ�LQIHFWHG�KRUVHV�

�� 2QFHSW�,/����DQ�LPPXQRWKHUDS\�SURGXFW�WR�EH�
XVHG�LQ�FDWV�ZLWK�¿EURVDUFRPD��D�W\SH�RI�DJJUHV�
VLYH�WXPRXU�WKDW�DIIHFWV�WKH�VRIW�WLVVXHV��,W�LV�XVHG�LQ�

FRPELQDWLRQ�ZLWK�VXUJHU\�DQG�UDGLRWKHUDS\�WR�UHGXFH�
WKH�ULVN�RI��DQG�GHOD\��WKH�WXPRXU�FRPLQJ�EDFN�

�� 3UR=LQF��LQVXOLQ�KXPDQ���LQGLFDWHG�IRU�WKH�WUHDW�
PHQW�RI�GLDEHWHV�PHOOLWXV�LQ�FDWV��,W�LV�PHDQW�WR�
DFKLHYH�UHGXFWLRQ�RI�K\SHUJO\FDHPLD�DQG�LPSURYH�
PHQW�RI�DVVRFLDWHG�FOLQLFDO�VLJQV�

�� $SRTXHO��RFODFLWLQLE�PDOHDWH���WR�EH�XVHG�LQ�
GRJV�WR�WUHDW�SUXULWXV��LWFKLQJ��DVVRFLDWHG�ZLWK�DO�
OHUJLF�GHUPDWLWLV��LQÀDPPDWLRQ�RI�WKH�VNLQ���,W�LV�DOVR�
XVHG�LQ�GRJV�WR�WUHDW�DWRSLF�GHUPDWLWLV��

�� 7ULIH[LV��VSLQRVDG���PLOEHP\FLQ�R[LPH���LQGLFDW�
HG�IRU�WKH�WUHDWPHQW�DQG�SUHYHQWLRQ�RI�ÀHD�LQIHVWD�
WLRQV�LQ�GRJV�ZKHQ�WKHUH�LV�DOVR�D�QHHG�WR�SUHYHQW�
KHDUWZRUP�GLVHDVH��URXQGZRUPV�WKDW�LQIHFW�WKH�
KHDUW�DQG�EORRG�YHVVHOV�DQG�DUH�WUDQVPLWWHG�E\�PRV�
TXLWRHV��DQG�RU�WR�WUHDW�JXW�LQIHFWLRQV�E\�RWKHU�W\SHV�
RI�ZRUPV��WKH�QHPDWRGHV�KRRNZRUP��URXQGZRUP�
DQG�ZKLSZRUP��

�� 9HFWUD��'��GLQRWHIXUDQ�S\ULSUR[\IHQ�SHUPHWK�
ULQ���D�VSRW�RQ�VROXWLRQ�IRU�GRJV��LQWHQGHG�IRU�WKH�
WUHDWPHQW�DQG�SUHYHQWLRQ�RI�LQIHVWDWLRQV�E\�ÀHDV�
DQG�WLFNV��9HFWUD��'�LV�DOVR�LQWHQGHG�IRU�WKH�SUHYHQ�
WLRQ�RI�ELWHV�IURP�VDQG�ÀLHV��PRVTXLWRHV�DQG�VWDEOH�
ÀLHV�

�� %URDGOLQH��¿SURQLO�HSULQRPHFWLQ�SUD]LTXDQWHO�6�
PHWKRSUHQH���D�VSRW�RQ�VROXWLRQ�LQWHQGHG�IRU�FDWV�
ZLWK�H[LVWLQJ��RU�DW�ULVN�IURP��PL[HG�SDUDVLWLF�LQIHF�
WLRQV�

�� %UDYHFWR��ÀXUDODQHU���FKHZDEOH�WDEOHWV�LQGLFDWHG�
IRU�WKH�WUHDWPHQW�RI�ÀHD�DQG�WLFN�LQIHVWDWLRQV�LQ�
GRJV�

�� 1H[*DUG��DIR[RODQHU���FKHZDEOH�WDEOHWV�LQGL�
FDWHG�IRU�WKH�WUHDWPHQW�RI�ÀHD�DQG�WLFN�LQIHVWDWLRQV�
LQ�GRJV�

�� 0HOR[LGRORU��PHOR[LFDP���DQ�DQWL�LQÀDPPDWRU\�
DQG�DQWLUKHXPDWLF�JHQHULF�IRU�GRJV��FDWV��FDWWOH��SLJV�
DQG�KRUVHV��7KH�EHQH¿WV�RI�0HOR[LGRORU�DUH�WKH�DO�
OHYLDWLRQ�RI�LQÀDPPDWLRQ�DQG�UHOLHI�RI�SDLQ�

��



6DIHW\�UHYLHZV

$PRQJ�WKH�PRVW�QRWHZRUWK\�SURFHGXUHV�VWDUWHG�LQ�
�����ZHUH�WKH�IROORZLQJ�

�� 9HWHULQDU\�PHGLFLQHV�FRQWDLQLQJ�DOWUHQRJHVW�WR�
EH�DGPLQLVWHUHG�RUDOO\�WR�SLJV�DQG�KRUVHV��7KH�DLP�
RI�WKH�UHIHUUDO�LV�WR�FRQVLGHU�WKH�SRWHQWLDO�VHULRXV�ULVN�
WR�WKH�HQYLURQPHQW�IURP�WKH�XVH�RI�WKHVH�SURGXFWV��

�� 9HWHULQDU\�PHGLFLQHV�FRQWDLQLQJ�W\ORVLQ�WR�EH�DG�
PLQLVWHUHG�RUDOO\�YLD�IHHG�RU�GULQNLQJ�ZDWHU�WR�SLJV��
7KH�DLP�RI�WKH�UHIHUUDO�LV�WR�FRQVLGHU�WKH�WUHDWPHQW�
GXUDWLRQV�DQG�ZKHWKHU�WKHVH�YHWHULQDU\�PHGLFLQHV�
DUH�VWLOO�HIIHFWLYH�IRU�WKH�WUHDWPHQW�RI�VZLQH�G\VHQ�
WHU\��FDXVHG�E\�%UDFK\VSLUD�K\RG\VHQWHULDH��

7KH�&903�FRQFOXGHG����UHIHUUDO�RU�DUELWUDWLRQ�SURFH�
GXUHV�LQ�������7KH�PRVW�QRWDEOH�ZHUH�WKH�IROORZLQJ�

�� 5HFRPPHQGDWLRQ�RQ�KDUPRQLVHG�LQGLFDWLRQV��
GRVDJH�UHJLPHQV�DQG�ZLWKGUDZDO�SHULRGV�IRU�FKLFN�
HQV�DQG�WXUNH\V�IRU�YHWHULQDU\�PHGLFLQDO�SURGXFWV�
FRQWDLQLQJ�HQURÀR[DFLQ��WR�EH�DGPLQLVWHUHG�YLD�WKH�
GULQNLQJ�ZDWHU�WR�FKLFNHQV�DQG�RU�WXUNH\V�

�� 5HFRPPHQGDWLRQ�RQ�KDUPRQLVHG�ZLWKGUDZDO�SHUL�
RGV�DQG�HQYLURQPHQWDO�ULVN�PLWLJDWLRQ�PHDVXUHV�IRU�

YHWHULQDU\�PHGLFLQDO�SURGXFWV�FRQWDLQLQJ�GRUDPHF�
WLQ��WR�EH�DGPLQLVWHUHG�WR�IRRG�SURGXFLQJ�DQLPDOV�

-RLQW�UHFRPPHQGDWLRQV�
,Q�������VHYHUDO�MRLQW�UHFRPPHQGDWLRQV�LQYROY�
LQJ�WKH�(0$��LWV�VFLHQWL¿F�FRPPLWWHHV�DQG�RWKHU�(8�
DJHQFLHV�ZHUH�GH¿QHG�IRU�PDMRU�SXEOLF�KHDOWK�LVVXHV�
VWHPPLQJ�IURP�WKH�YHWHULQDU\�¿HOG�

�� �,Q�$SULO�������WKH�(0$�ZRUNHG�ZLWK�WKH�(XURSH�
DQ�)RRG�6DIHW\�$XWKRULW\��()6$��WR�SURGXFH�D�MRLQW�
VWDWHPHQW�RQ�WKH�SUHVHQFH�RI�UHVLGXHV�RI�SKHQ\OE�
XWD]RQH�LQ�KRUVHPHDW��FRQFOXGLQJ�WKDW�WKH�LOOHJDO�
SUHVHQFH�RI�UHVLGXHV�RI�SKHQ\OEXWD]RQH�LQ�KRUVH�
PHDW�LV�RI�ORZ�FRQFHUQ�IRU�FRQVXPHUV�GXH�WR�WKH�ORZ�
OLNHOLKRRG�RI�H[SRVXUH�DQG�WKH�RYHUDOO�ORZ�OLNHOLKRRG�
RI�WR[LF�HIIHFWV���

�� 7KH�&903��WRJHWKHU�ZLWK�WKH�&+03��()6$�DQG�WKH�
(XURSHDQ�&HQWUH�IRU�'LVHDVH�3UHYHQWLRQ�DQG�&RQWURO�
�(&'&��SURYLGHG�DGYLFH�WR�WKH�(XURSHDQ�&RPPLV�
VLRQ��LQ�-XO\�������RQ�WKH�LPSDFW�RQ�SXEOLF�KHDOWK�
DQG�RQ�DQLPDO�KHDOWK�RI�WKH�XVH�RI�WKH�DQWLELRWLFV�
FROLVWLQ�DQG�WLJHF\FOLQH�LQ�DQLPDOV��7KLV�ZDV�WKH�
¿UVW�UHVSRQVH�WR�D�VHULHV�RI�IRXU�TXHVWLRQV�UDLVHG�E\�
WKH�&RPPLVVLRQ�LQ�D�UHTXHVW�WR�WKH�$JHQF\�UHODWHG�
WR�WKH�XVH�RI�DQWLPLFURELDOV�LQ�DQLPDOV�DQG�WKH�
SRWHQWLDO�LPSDFW�RI�WKLV�XVH�RQ�KXPDQ�DQG�DQLPDO�
KHDOWK�

*XLGHOLQHV
$�QXPEHU�RI�JXLGHOLQHV�DQG�JXLGDQFH�GRFXPHQWV�
ZHUH�DGRSWHG�IRU�FRQVXOWDWLRQ�RU�SXEOLVKHG�GXULQJ�
������7KH\�UHODWH�WR�WKH�TXDOLW\��VDIHW\��HQYLURQ�
PHQWDO�ULVN�DVVHVVPHQW�DQG�HI¿FDF\�RI�PHGLFLQHV�IRU�
YHWHULQDU\�XVH��
� 7KH�&903�DOVR�DGRSWHG�VHYHUDO�JXLGDQFH�GRFX�
PHQWV�IRU�DQWLPLFURELDO�PHGLFLQHV��SDUWLFXODUO\�WR�
HQVXUH�WKDW�WKHVH�PHGLFLQHV�DUH�DSSURSULDWHO\�XVHG��
LQ�RUGHU�WR�UHGXFH�DV�PXFK�DV�SRVVLEOH�WKH�ULVN�RI�
GHYHORSPHQW�RI�DQWLPLFURELDO�UHVLVWDQFH�LQ�DQLPDOV�
DQG�KXPDQV��*XLGDQFH�LQ�WKLV�DUHD�LQFOXGHG�WKH�
IROORZLQJ�

�� &RQFHSW�SDSHU�RQ�WKH�GHYHORSPHQW�RI�D�JXLGHOLQH�
RQ�DQWLPLFURELDO�ULVN�DVVHVVPHQW��7KH�JXLGHOLQH�DLPV�
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,Q�������WKH�&903�
VWDUWHG�QLQH�UHIHUUDO�RU�
DUELWUDWLRQ�SURFHGXUHV�
UHODWHG�WR�YHWHULQDU\�
PHGLFLQDO�SURGXFWV�IRU�
IRRG�SURGXFLQJ�DQLPDOV�
DQG�RQH�DUELWUDWLRQ�
UHODWHG�WR�D�YHWHULQDU\�
PHGLFLQDO�SURGXFW�IRU�
FRPSDQLRQ�DQLPDOV��
+DOI�RI�WKHVH�SURFHGXUHV�
ZHUH�LQLWLDWHG�WR�DVVHVV�
D�SRWHQWLDO�VHULRXV�ULVN�
WR�WKH�HQYLURQPHQW�
OLQNHG�WR�WKH�XVH�RI�
YHWHULQDU\�PHGLFLQHV�

��



WR�SURYLGH�D�EDVLV�IRU�WUDQVSDUHQW�DQG�FRQVLVWHQW�DV�
VHVVPHQW�RI�WKH�SXEOLF�KHDOWK�ULVN�UHODWHG�WR�DQLPL�
FURELDO�UHVLVWDQFH�WR�EH�DSSOLHG�E\�ERWK�FRPSDQLHV�
DQG�UHJXODWRU\�ERGLHV��$GRSWHG�IRU�FRQVXOWDWLRQ�LQ�
-DQXDU\������

�� 'UDIW�UHÀHFWLRQ�SDSHU�RQ�WKH�ULVN�RI�DQWLPLFURELDO�
UHVLVWDQFH�WUDQVIHU�IURP�FRPSDQLRQ�DQLPDOV��$GRSW�
HG�IRU�FRQVXOWDWLRQ�LQ�2FWREHU������

�� 5HÀHFWLRQ�SDSHU�RQ�WKH�XVH�RI�SOHXURPXWLOLQV�
LQ�IRRG�SURGXFLQJ�DQLPDOV�LQ�WKH�(XURSHDQ�8QLRQ��
GHYHORSPHQW�RI�UHVLVWDQFH�DQG�LPSDFW�RQ�KXPDQ�DQG�
DQLPDO�KHDOWK��$GRSWHG�LQ�1RYHPEHU������

�� *XLGHOLQH�RQ�WKH�GHPRQVWUDWLRQ�RI�HI¿FDF\�IRU�
YHWHULQDU\�PHGLFLQDO�SURGXFWV�FRQWDLQLQJ�DQWLPL�
FURELDO�VXEVWDQFHV��$GRSWHG�IRU�FRQVXOWDWLRQ�LQ�0D\�
�����

,Q�WKH�DUHD�RI�SKDUPDFRYLJLODQFH��WKH�&903�DGRSWHG�
VHYHUDO�JXLGDQFH�GRFXPHQWV��LQFOXGLQJ�WKH�IROORZLQJ�

�� 5HÀHFWLRQ�SDSHU�RQ�SKDUPDFRYLJLODQFH�FRPPX�
QLFDWLRQ�FRQFHUQLQJ�YHWHULQDU\�PHGLFLQDO�SURGXFWV��
$GRSWHG�LQ�'HFHPEHU������

�� 'UDIW�UHFRPPHQGDWLRQ�RQ�SKDUPDFRYLJLODQFH�VXU�
YHLOODQFH�DQG�VLJQDO�GHWHFWLRQ�RI�YHWHULQDU\�PHGLFL�
QDO�SURGXFWV��$GRSWHG�IRU�FRQVXOWDWLRQ�LQ�'HFHPEHU�
�����

2WKHU�JXLGDQFH�GRFXPHQWV�

�� *XLGHOLQH�RQ�WKH�UHTXLUHPHQWV�IRU�FRPELQHG�YDF�
FLQHV�DQG�DVVRFLDWLRQV�RI�LPPXQRORJLFDO�YHWHULQDU\�
PHGLFLQDO�SURGXFWV��3XEOLVKHG�LQ�-XO\������

�� 5HÀHFWLRQ�SDSHU�RQ�LQMHFWLRQ�VLWH�UHVLGXHV��
$GRSWHG�IRU�FRQVXOWDWLRQ�LQ�2FWREHU������

�� &RQFHSW�SDSHU�RQ�DVVHVVLQJ�WKH�WR[LFRORJLFDO�ULVN�
WR�KXPDQV�DQG�WKH�HQYLURQPHQW�RI�YHWHULQDU\�SKDU�
PDFHXWLFDOV�LQ�JURXQGZDWHU��$GRSWHG�IRU�FRQVXOWDWLRQ�
LQ�$SULO������

�� 7KH�&903�DGRSWHG�D�FRQFHSW�SDSHU��GHYHORSHG�LQ�
FRRUGLQDWLRQ�ZLWK�UHOHYDQW�&+03�DQG�&903�ZRUNLQJ�
SDUWLHV��RQ�WKH�UHYLHZ�DQG�XSGDWH�RI�(0$�JXLGH�
OLQHV�WR�LPSOHPHQW�EHVW�SUDFWLFH�ZLWK�UHJDUG�WR�
�5V
�
�UHSODFHPHQW��UH¿QHPHQW�DQG�UHGXFWLRQ��LQ�DQLPDO�
WHVWLQJ��$GRSWHG�IRU�FRQVXOWDWLRQ�LQ�'HFHPEHU������
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��_�.H\�¿JXUHV�LQ�����

7KLV�FKDSWHU�SUHVHQWV�WKH�NH\�¿JXUHV�RI�WKH�$JHQF\
V�
DFWLYLWLHV�LQ������WKURXJK�¿YH�WRSLFV��,W�DOVR��
KLJKOLJKWV�WKH�PDMRU�WUHQGV�DQG�FKDQJHV�
REVHUYHG�RYHU�WKH�SDVW�IHZ�\HDUV�

���+XPDQ
PHGLFLQHV

���9HWHULQDU\
PHGLFLQHV

���,QVSHFWLRQV�DQG
FRPSOLDQFH

���7KH�(XURSHDQ
PHGLFLQHV�UHJXODWRU\�
QHWZRUN

���$GPLQLVWUDWLYH
DVSHFWV



Human medicines in 2013

473
overall number of scientific

advice and protocol assistance
requests received in 2013

7
applications for parallel advice

with health technology 
assessment bodies

Immunotherapy and oncology

Anti-infective

Neurology/CNS

Alimentary tract

Cardiovascular

Blood

Genito-urinary

Respiratory

Musculoskeletal

Sensory organs

Dermatologicals

Hormones

Antiparasitic insecticides

Various

21

14

13

9

6

4

3

3

2

2

1

1

0

2

81
medicines recommended

for marketing authorisation

2
advanced
therapies

11
orphan

medicines

2
biosimilar monoclonal

antibodies

100
signals prioritised and
analysed by the PRAC

43
referral procedures started

Authorisation phase

Safety monitoring

Research and development

12.6%  
increase compared with 2012

26.3%  
increase compared with 2012

64%  
increase compared with 2012

136
orphan designations granted

23
recommendations on advanced 

therapy classifications

97
positive opinions on paediatric

investigation plans

1,000,000+
ADR reports received in 2013
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�����_��+XPDQ�PHGLFLQHV
�������$FWLYLWLHV�VXSSRUWLQJ�UHVHDUFK�DQG��
GHYHORSPHQW
7KH�$JHQF\�SURYLGHV�SUH�DXWKRULVDWLRQ�VXSSRUW�WR�
PHGLFLQHV�GHYHORSHUV�WR�SURPRWH�LQQRYDWLRQ�DQG�
UHVHDUFK�DQG�IDFLOLWDWH�WKH�DYDLODELOLW\�RI�VDIH�DQG�
HIIHFWLYH�PHGLFLQDO�SURGXFWV�WR�SDWLHQWV�DQG�KHDOWK�
FDUH�SURIHVVLRQDOV��7KLV�LV�DFKLHYHG�E\�D�QXPEHU�
RI�DFWLYLWLHV�DQG�LQFHQWLYHV�RIIHUHG�WR�FRPSDQLHV�
SULRU�WR�VXEPLVVLRQ�RI�WKH�DSSOLFDWLRQ�IRU�PDUNHWLQJ�
DXWKRULVDWLRQ��7KHVH�WRROV�SURPRWH�LQWHUDFWLRQ�DQG�
GLDORJXH�ZLWK�WKH�$JHQF\�IURP�WKH�YHU\�HDUO\�VWDJHV�
RI�PHGLFLQH�GHYHORSPHQW��7KH�DVVLVWDQFH�DQG�VXS�
SRUW�LV�SURYLGHG�E\�WKH�$JHQF\�WKURXJK�LWV�VFLHQWL¿F�
FRPPLWWHHV�DV�ZHOO�DV�LQ�FROODERUDWLRQ�ZLWK�+7$�ERG�
LHV�DQG�LQWHUQDWLRQDO�SDUWQHUV�

6FLHQWL¿F�DGYLFH�
7KH�$JHQF\�SURYLGHV�VFLHQWL¿F�DGYLFH�DQG�SURWR�
FRO�DVVLVWDQFH�WR�VSRQVRUV�GXULQJ�WKH�UHVHDUFK�DQG�
GHYHORSPHQW�SKDVH�RI�PHGLFLQDO�SURGXFWV��6FLHQWL¿F�
DGYLFH�LV�FRQVLGHUHG�DV�RQH�RI�WKH�$JHQF\¶V�NH\�WRROV�
WR�SURPRWH�LQQRYDWLRQ�DQG�UHVHDUFK�DQG�IDFLOLWDWH�
DQG�LPSURYH�HDUOLHU�DYDLODELOLW\�RI�PHGLFLQDO�SURGXFWV�
WR�SDWLHQWV�DQG�KHDOWKFDUH�SURIHVVLRQDOV�
� 7KH�RYHUDOO�QXPEHU�RI�VFLHQWL¿F�DGYLFH�DQG�
SURWRFRO�DVVLVWDQFH�UHTXHVWV�UHFHLYHG�LQ������ZDV�
�����D�������LQFUHDVH�FRPSDUHG�ZLWK������
� $PRQJ�WKHVH�UHTXHVWV��WKH�$JHQF\�UHFHLYHG�VHY�
HQ�DSSOLFDWLRQV�IRU�SDUDOOHO�DGYLFH�ZLWK�KHDOWK�WHFK�
QRORJ\�DVVHVVPHQW��+7$��ERGLHV��WKH�VDPH�QXPEHU�
DV�LQ�������DQG�VL[�DSSOLFDWLRQV�IRU�SDUDOOHO�DGYLFH�
ZLWK�WKH�8QLWHG�6WDWHV�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��
�8�6��)'$��
� $V�SDUW�RI�WKLV�DFWLYLW\��WKH�$JHQF\�DOVR�UHFHLYHG�
WKUHH�UHTXHVWV�IRU�TXDOL¿FDWLRQ�RSLQLRQV�RQ�WKH�
DFFHSWDELOLW\�RI�XVLQJ�D�QHZ�PHWKRGRORJ\�LQ�WKH�
FRQWH[W�RI�UHVHDUFK�DQG�GHYHORSPHQW��7KHUH�ZHUH�
DOVR����UHTXHVWV�IRU�TXDOL¿FDWLRQ�DGYLFH�RQ�SURWRFROV�
RU�PHWKRGV�WKDW�DUH�LQWHQGHG�WR�GHYHORS�D�QRYHO�
PHWKRG�ZLWK�WKH�DLP�RI�PRYLQJ�WRZDUGV�TXDOL¿FD�
WLRQ�

Scientific–advice and protocol–assistance requests received (2011-2013)

365
2013

108

81

79

339

354

2012

2011

Scientific-advice and follow-up requests Protocol-assistance and follow-up requests

6FLHQWL¿F�DGYLFH�DQG�SURWRFRO�DVVLVWDQFH�UHTXHVWV�UHFHLYHG

27%52%

21%

2013

Scientific-advice requests by topic (2011-2013)

Quality Pre-clinical Clinical

6FLHQWL¿F�DGYLFH�UHTXHVWV�E\�WRSLF�������

2012

12%

22%

63%

3% 13%

24%

62%

1%

2011

Clinical-trial phases of scientific advice requests (2011-2013)

Phase I Phase II Phase III Phase IV

12%

25%

61%

2%

2013

&OLQLFDO�WULDO�SKDVHV�RI�VFLHQWL¿F�DGYLFH�UHTXHVWV

3KDVH�, 3KDVH�,, 3KDVH�,,, 3KDVH�,9

4XDOLW\ 3UH�FOLQLFDO &OLQLFDO

6FLHQWL¿F�DGYLFH�DQG�IROORZ�XS�UHTXHVWV

3URWRFRO�DVVLVWDQFH�DQG�IROORZ�XS�UHTXHVWV



SME-related activites - requests received

Orphan-medicinal-product-designation procedures
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Support to small and medium-sized enterprises
The Agency put the SME initiative in place in Decem-
ber 2005 to promote innovation and development 
of medicines by SMEs. This initiative provides active 

these companies in the development of their medi-
cines. The support takes the form of individual guid-
ance and more general advice through the SME user 
guide, topical workshops and a dedicated newsletter.
 In 2013, the number of companies assigned SME 
status by the Agency increased by 14.6% in com-
parison with 2012, with a cumulative total of 1,258 
active SMEs registered at the end of the year. 
 SMEs accounted for 24% of the requests for sci-

protocol assistance received in 2013. 

ions submitted to the Agency in 2013 and one in two 

submitted by SMEs.

36

Outcome of initial-evaluation applications (2011-2013)

Requests for
administrative assistance

Requests for
qualifications as an SME

Requests for
renewal as an SME

131

135

158

401

684

433

808

602

349

2013

2012

2011

2013

2012

2011

2013

2012

2011

Orphan medicinal product designation procedures (2011-2013)

2013
Submitted

Positive opinions

Negative opinions

Withdrawals

Commission decisions

166
197
201

111
139

136

107
148

136

45
52

60

1
1

2

2012
2011

2013
2012
2011

2013
2012
2011

2013
2012
2011

2013
2012
2011

Anti-neoplastic and immunomodulating agents

Nervous system

Alimentary tract and metabolism

General anti-infectives for systemic use

Blood and blood-forming organs

Respiratory system

Genito-urinary system and sex hormones

Sensory organs

Cardiovascular system

Dermatologicals

Various

Musculoskeletal system

 Systemic hormonal preparations, excluding sex hormones

Anti-parasitic products, insecticides, repellents

Diagnostic agents

Scientific-advice requests by therapeutic area (2013)

144

48

29

20

21

21

7

11

50

22

16

16

47

5

1



8VH�RI�(8�VSHFLDO�FRQWLEXWLRQ�IRU�RUSKDQ�PHGLFLQHV�������

2USKDQ�PHGLFLQH�GHVLJQDWLRQ
2USKDQ�PHGLFLQHV�DUH�LQWHQGHG�IRU�WKH�GLDJQRVLV��
SUHYHQWLRQ�RU�WUHDWPHQW�RI�OLIH�WKUHDWHQLQJ�RU�FKURQL�
FDOO\�GHELOLWDWLQJ�FRQGLWLRQV�DIIHFWLQJ�QRW�PRUH�WKDQ�
¿YH�LQ��������SHRSOH�LQ�WKH�(XURSHDQ�8QLRQ��RU�
ZKHUH�IRU�HFRQRPLF�UHDVRQV�VXFK�PHGLFLQHV�ZRXOG�
QRW�EH�GHYHORSHG�ZLWKRXW�LQFHQWLYHV�
� 7KH�QXPEHU�RI�DSSOLFDWLRQV�IRU�RUSKDQ�GHVLJ�
QDWLRQ�UHPDLQHG�DW�D�VWDEOH��KLJK�OHYHO��$�KLJKHU�
SURSRUWLRQ�RI�RUSKDQ�GHVLJQDWHG�PHGLFLQHV�ZHUH�
LQWHQGHG�IRU�XVH�E\�ERWK�FKLOGUHQ�DQG�DGXOWV������
LQ������YHUVXV�����LQ��������ZKLOH�WKH�QXPEHU�
RI�PHGLFLQHV�LQWHQGHG�IRU�FKLOGUHQ�RQO\�GHFUHDVHG�
�����YHUVXV�������FRPSDUHG�ZLWK�������
� 6LPLODUO\�WR�SUHYLRXV�\HDUV��WKH�PRVW�UHSUHVHQWHG�
WKHUDSHXWLF�DUHD�LV�FDQFHU��ZLWK�����RI�RSLQLRQV�IRU�
RUSKDQ�GHVLJQDWLRQ�EHLQJ�IRU�RQFRORJ\�SURGXFWV�
�
�

14%

47%

39% 2013 2012

42%

30%

28%

14%

48%

38% 2011

Designated orphan medicinal products for the treatment 
of children and adults (2011-2013)

Medical conditions
affecting adults only

Medical conditions affecting 
both children and adults

Medical conditions
affecting children only

Average time for orphan-designation procedures in days (2011-2013)

Time to opinion Time to decision

58

37

67

67
2013

2012

2011
67

86
59%

7%

18% 16%

2013

Use of EU special contribution for orphan medicines (2013)

Marketing authorisations

Protocol assistance

Inspections

Post-authorisation procedures

'HVLJQDWHG�RUSKDQ�PHGLFLQDO�SURGXFWV�IRU�WKH�WUHDWPHQW�RI�FKLOGUHQ�DQG�DGXOWV

$YHUDJH�WLPH�IRU�RUSKDQ�GHVLJQDWLRQ�SURFHGXUHV�LQ�GD\V
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0HGLFDO�FRQGLWLRQV�DIIHFWLQJ�FKLOGUHQ�RQO\

0HGLFDO�FRQGLWLRQV�DIIHFWLQJ�ERWK�FKLOGUHQ�DQG�DGXOWV

0HGLFDO�FRQGLWLRQV�DIIHFWLQJ�DGXOWV�RQO\

0DUNHWLQJ�DXWKRULVDWLRQV

3URWRFRO�DVVLVWDQFH

,QVSHFWLRQV

3RVW�DXWKRULVDWLRQ�SURFHGXUHV

7LPH�WR�RSLQLRQ

7LPH�WR�GHFLVLRQ



0HGLFLQHV�IRU�FKLOGUHQ
7KLV�DUHD�FRYHUV�WKH�$JHQF\¶V�DFWLYLWLHV�UHODWLQJ�WR�
WKH�DVVHVVPHQW�DQG�DJUHHPHQW�RI��DQG�YHUL¿FDWLRQ�
RI�FRPSOLDQFH�ZLWK��SDHGLDWULF�LQYHVWLJDWLRQ�SODQV�
�3,3V��DQG�ZDLYHUV�E\�WKH�3DHGLDWULF�&RPPLWWHH�
�3'&2��
� 7KHUH�ZDV�DQ�������LQFUHDVH�LQ�WKH�QXPEHU�RI�
3,3�DSSOLFDWLRQV��LQFOXGLQJ�ZDLYHUV�DQG�GHIHUUDOV��
UHFHLYHG�LQ������FRPSDUHG�ZLWK�������DQG�DQ������
LQFUHDVH�LQ�WKH�QXPEHU�RI�PRGL¿FDWLRQV�RI�DJUHHG�
3,3V�UHFHLYHG�
� 7KH�3'&2�FRQGXFWHG����3,3�FRPSOLDQFH�FKHFNV��
LQ������
�
�
�
�

3DHGLDWULF�DQG�3,3�DSSOLFDWLRQV�UHFHLYHG

3'&2�RSLQLRQV

3DHGLDWULF�LQYHVWLJDWLRQ�SODQV�DJUHHG�DQG�ZDLYHUV�JUDQWHG�������

177
187

186
178

202
2112013

2012

2011

Paediatric and PIP applications received (2011-2013)

Modifications of agreed PIPs

PIP applications, including waivers and deferrals

45
47
522013

2012
2011

107
87

972013
2012
2011

3
3
42013

2012
2011

153
165

1862013
2012
2011

2
1
32013

2012
2011

9
4

162013
2012
2011

0
0
12013

2012
2011

Positive on full waiver

Positive on PIP, including potential deferral

Negative opinions adopted

Positive opinions adopted on modification of a PIP

Negative opinions adopted on modification of a PIP

Positive opinions on compliance with a PIP

Negative opinions on compliance check with a PIP

Paediatric investigation plans agreed 2013
Distribution of opinions by therapeutic area

Plans agreed Waivers

Anaesthesiology

Pain

Diagnostic

Endocrinology-gynaecology

Gastroenterology-hepatology

Haematology-haemostaseology

Immunology-rheumatology-transplantation

1.8%

5.3%

5.3%

5.3%

0.9%

15.8%

Infectious diseases

Neonatology-paediatric intensive care

Neurology

Oncology

Ophthalmology

Other

Dermatology

2.6%

7.9%

8.8%

1.8%

7%

Vaccines

4.4%

1.8%

15.8%

4.7%

6.3%

3.1%

1.6%

15.6%

4.7%

Psychiatry

Uro-nephrology

6.2%

6.2%

3.1%

1.6%

3.1%

Cardiovascular diseases 5.3%
34.4%

Pneumology-allergology 3.5%
1.6%

3.5%
3.1%

3.5%
4.7%
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0RGL¿FDWLRQV�RI�DJUHHG�3,3V

3,3�DSSOLFDWLRQV��LQFOXGLQJ�ZDLYHUV�DQG�GHIHUUDOV

3ODQV�DJUHHG :DLYHUV



$GYDQFHG�WKHUDS\�PHGLFLQDO�SURGXFWV�
$GYDQFHG�WKHUDS\�PHGLFLQDO�SURGXFWV��$703V��DUH�
GHULYHG�IURP�JHQHV��WLVVXHV�DQG�FHOOV��7KH\�PD\�
RIIHU�JURXQG�EUHDNLQJ�QHZ�WUHDWPHQW�RSSRUWXQLWLHV�
IRU�PDQ\�GLVHDVHV�DQG�LQMXULHV��7KH�&RPPLWWHH�IRU�
$GYDQFHG�7KHUDSLHV��&$7��LV�WKH�FRPPLWWHH�DW�WKH�
(XURSHDQ�0HGLFLQHV�$JHQF\�UHVSRQVLEOH�IRU�DVVHVV�
LQJ�WKH�TXDOLW\��VDIHW\�DQG�HI¿FDF\�RI�$703V��,W�
SUHSDUHV�D�GUDIW�RSLQLRQ�RQ�HDFK�$703�DSSOLFDWLRQ�
EHIRUH�WKH�&+03�DGRSWV�D�¿QDO�RSLQLRQ�IRU�WKH�PHGL�
FLQH�FRQFHUQHG�
� 7KH�&$7�SUHSDUHG�WZR�SRVLWLYH�GUDIW�RSLQLRQV�IRU�
LQLWLDO�PDUNHWLQJ�DXWKRULVDWLRQ�DSSOLFDWLRQV�IRU�$703V�
LQ������
� 7KH�&RPPLWWHH�DGRSWHG����UHFRPPHQGDWLRQV�RQ�
$703�FODVVL¿FDWLRQV��D�����LQFUHDVH�RYHU�������
7KH�&$7�UHFHLYHG�WKUHH�UHTXHVWV�IRU�FHUWL¿FDWLRQ�RI�
TXDOLW\�DQG�QRQ�FOLQLFDO�GDWD�IURP�60(V�GHYHORSLQJ�
$703V��OHDGLQJ�WR�D�WRWDO�RI�¿YH�UHTXHVWV�UHFHLYHG�
VLQFH�WKH�&$7�ZDV�HVWDEOLVKHG�LQ�������7KH�FHUWL¿FD�
WLRQ�SURFHGXUH�LV�DQ�RSSRUWXQLW\�IRU�60(V�WR�JHW�DQ�
DVVHVVPHQW�RI�WKH�GDWD�WKH\�KDYH�JHQHUDWHG�DQG�
FKHFN�WKDW�WKH\�DUH�RQ�WKH�ULJKW�WUDFN�IRU�VXFFHVVIXO�
GHYHORSPHQW��
� 7KH�&RPPLWWHH�UHFRPPHQGHG�LVVXLQJ�WKH�¿UVW�
FHUWL¿FDWLRQ�RI�QRQ�FOLQLFDO�GDWD�IRU�DQ�$703�LQ������

,QQRYDWLRQ�7DVN�)RUFH�
7KH�,QQRYDWLRQ�7DVN�)RUFH�LV�D�PXOWLGLVFLSOLQDU\�
JURXS�WKDW�LQFOXGHV�VFLHQWL¿F��UHJXODWRU\�DQG�OHJDO�
FRPSHWHQFHV��,W�SURYLGHV�D�IRUXP�IRU�HDUO\�GLDORJXH�
ZLWK�DSSOLFDQWV��LQ�SDUWLFXODU�60(V��WR�SURDFWLYHO\�
LGHQWLI\�VFLHQWL¿F��OHJDO�DQG�UHJXODWRU\�LVVXHV�RI�
HPHUJLQJ�WKHUDSLHV�DQG�WHFKQRORJLHV�

$�WRWDO�RI����UHTXHVWV�IRU�HDUO\�GLDORJXH�ZLWK�WKH�,Q�
QRYDWLRQ�7DVN�)RUFH�ZHUH�UHFHLYHG�LQ�������
7KH�RXWFRPHV�RI�WKHVH�UHTXHVWV�ZHUH��
�� ���EULH¿QJ�PHHWLQJV�EHWZHHQ�WKH�VSRQVRUV�DQG�
H[SHUWV�IURP�WKH�(XURSHDQ�PHGLFLQHV�UHJXODWRU\�
QHWZRUN�
�� HLJKW�EULH¿QJ�PHHWLQJV�DGGUHVVHG�LQWHUQDOO\�RU�
UH�GLUHFWHG�WR�RWKHU�SURFHGXUHV�
�� IRXU�WKDW�GLG�QRW�JR�DKHDG�

�������5HFRPPHQGDWLRQV�IRU�DXWKRULVDWLRQ�

$SSOLFDWLRQV�IRU�LQLWLDO�HYDOXDWLRQ
,QLWLDO�HYDOXDWLRQ�FRYHUV�DFWLYLWLHV�UHODWLQJ�WR�WKH�
DVVHVVPHQW�RI�PDUNHWLQJ�DXWKRULVDWLRQ�DSSOLFDWLRQV�
IRU�PHGLFLQHV��IURP�SUH�VXEPLVVLRQ�GLVFXVVLRQ�ZLWK�
IXWXUH�DSSOLFDQWV��WKURXJK�HYDOXDWLRQ�E\�WKH�&+03��
WR�WKH�JUDQWLQJ�RI�D�PDUNHWLQJ�DXWKRULVDWLRQ�E\�WKH�
(XURSHDQ�&RPPLVVLRQ�
� 7KHUH�ZDV�D�VOLJKW�GHFUHDVH�LQ�WKH�WRWDO�QXPEHU�
RI�DSSOLFDWLRQV�IRU�LQLWLDO�HYDOXDWLRQ�UHFHLYHG�LQ������
FRPSDUHG�ZLWK����������YHUVXV������+RZHYHU��WKH�
QXPEHU�RI�PHGLFLQHV�FRQWDLQLQJ�D�QHZ�DFWLYH�VXE�
VWDQFH�KDV�FRQWLQXRXVO\�LQFUHDVHG�IRU�WKH�ODVW�WKUHH�
\HDUV�
� :KLOH�WKH�QXPEHU�RI�DSSOLFDWLRQV�IRU�QHZ�QRQ�
RUSKDQ�DQG�RUSKDQ�PHGLFLQHV�UHPDLQV�VWDEOH��WKH�
QXPEHU�RI�DSSOLFDWLRQV�IRU�JHQHULFV�DQG�K\EULG�
SURGXFWV�GHFUHDVHG�E\������LQ�OLQH�ZLWK�WKH�WUHQGV�
RI�SUHYLRXV�\HDUV��6HYHUDO�IDFWRUV�H[SODLQ�WKLV�WHQ�
GHQF\��LQFOXGLQJ�D�QRWH�IURP�WKH�(XURSHDQ�&RP�
PLVVLRQ�ZKLFK�FODUL¿HV�WKH�FULWHULD�WKDW�VKRXOG�EH�
DSSOLHG�ZKHQ�GHDOLQJ�ZLWK�VXEPLVVLRQ�RI�GXSOLFDWH�RU�
PXOWLSOH�DSSOLFDWLRQV��ZKLFK�DSSO\�WR�JHQHULF�SURG�
XFWV��DQG�ZKLFK�PD\�KDYH�OHG�WR�PRUH�DSSOLFDWLRQV�
IRU�JHQHULFV�EHLQJ�VXEPLWWHG�QDWLRQDOO\�UDWKHU�WKDQ�
FHQWUDOO\��
� ,Q�������¿YH�LQLWLDO�PDUNHWLQJ�DXWKRULVDWLRQ�DS�
SOLFDWLRQV�ZHUH�VXEPLWWHG�E\�60(V��LQFOXGLQJ�RQH�
DSSOLFDWLRQ�IRU�DQ�RUSKDQ�GHVLJQDWHG�PHGLFLQH�

6FLHQWL¿F�UHFRPPHQGDWLRQ�RQ
DGYDQFHG�WKHUDS\�FODVVL¿FDWLRQ

,QLWLDO�HYDOXDWLRQ�DSSOLFDWLRQV

,QLWLDO�HYDOXDWLRQ�DSSOLFDWLRQV
E\�W\SH�RI�DSSOLFDWLRQ

��

�
�_
�+
X
P
D
Q
�P
H
G
LF
LQ
H
V

Scientific recommendation on advanced therapy classification (2011-2013)

2013

2012

2011 12
12

17
14

20
23

Submitted requests Adopted recommendations6XEPLWWHG�UHTXHVWV

$GRSWHG�UHFRPPHQGDWLRQV

,QLWLDO�DSSOLFDWLRQV��E\�PHGLFLQDO�SURGXFW�

,QLWLDO�DSSOLFDWLRQV��E\�DFWLYH�VXEVWDQFH�

2012
9681

Initial-evaluation applications (2011-2013)

Initial applications (by medical product)

Initial applications (by active substance)

2011
10078

2013
8076

2013
2012New medicinal products

(non-orphan) 2011

2013

2012Orphan medicinal
products 2011

2013

2012Similar biological
products 2011

2013
2012Generics,

hybrid products etc. 2011

2013

2012Scientific opinions for
non-EU markets 2011

48

47
48

14
19

18

3

8

1

34
21

12

1
1
1

Initial evaluation applications by type of application (2011-2013)



$
Q
Q
X
D
O�
UH
S
R
UW
��
�
�
�

��

2XWFRPH�RI�LQLWLDO�HYDOXDWLRQ
,Q�������WKH�$JHQF\¶V�&+03�LVVXHG����LQLWLDO�SRVLWLYH�
RSLQLRQV�UHFRPPHQGLQJ�PDUNHWLQJ�DXWKRULVDWLRQ�IRU�
QHZ�PHGLFLQHV�
� 7HQ�UH�H[DPLQDWLRQV�ZHUH�UHTXHVWHG�LQ������DQG��
IROORZLQJ�WKHVH�UH�H[DPLQDWLRQ�SURFHGXUHV��WZR�LQL�
WLDO�QHJDWLYH�RSLQLRQV�ZHUH�WUDQVIRUPHG�LQWR�SRVLWLYH�
RSLQLRQV��RQH�UHFRPPHQGLQJ�D�FRQGLWLRQDO�PDUNHWLQJ�
DXWKRULVDWLRQ�DQG�RQH�UHFRPPHQGLQJ�DQ�DSSURYDO�
XQGHU�H[FHSWLRQDO�FLUFXPVWDQFHV���
� 7KLV�OHDGV�WR�D�WRWDO�RI����PHGLFLQHV�UHFRP�
PHQGHG�IRU�PDUNHWLQJ�DXWKRULVDWLRQ��LQFOXGLQJ�¿YH�
RSLQLRQV�IRU�FRQGLWLRQDO�PDUNHWLQJ�DXWKRULVDWLRQ�DQG�
IRXU�RSLQLRQV�IRU�DSSURYDO�XQGHU�H[FHSWLRQDO�FLUFXP�
VWDQFHV��$�WRWDO�RI����PHGLFLQHV�FRQWDLQHG�D�QHZ�
DFWLYH�VXEVWDQFH�
� )LYH�PHGLFLQHV�ZHUH�UHFRPPHQGHG�IRU�PDUNHWLQJ�
DXWKRULVDWLRQ�DIWHU�DFFHOHUDWHG�DVVHVVPHQW��LQ�������
HLJKW�UHTXHVWV�IRU�DFFHOHUDWHG�DVVHVVPHQW�ZHUH�DF�
FHSWHG�E\�WKH�$JHQF\�DQG�IRXU�ZHUH�UHMHFWHG���
7KH�QXPEHU�RI�UHFRPPHQGDWLRQV�IRU�PDUNHWLQJ�DX�
WKRULVDWLRQV�RI�PHGLFLQHV�LQWHQGHG�IRU�WKH�WUHDWPHQW�
RI�UDUH�GLVHDVHV�LV�VWHDGLO\�LQFUHDVLQJ�
� 7ZR�QHZ�$703V�ZHUH�UHFRPPHQGHG�IRU�DSSURYDO�
LQ�������EULQJLQJ�WR�IRXU�WKH�WRWDO�QXPEHU�RI�$703V�
UHFRPPHQGHG�IRU�DSSURYDO�E\�WKH�&+03�VLQFH�WKH�
OHJLVODWLRQ�RQ�DGYDQFHG�WKHUDSLHV�EHFDPH�RSHUDWLRQ�
DO�LQ�������
� �����DOVR�VDZ�WKH�¿UVW�WZR�SRVLWLYH�RSLQLRQV�IRU�
PDUNHWLQJ�DXWKRULVDWLRQV�RI�ELRVLPLODU�PRQRFORQDO�
DQWLERGLHV��VXFFHVVIXOO\�DSSO\LQJ�WKH�ELRVLPLODU�FRQ�
FHSW�WR�VXFK�VWUXFWXUDOO\�FRPSOH[�VXEVWDQFHV�
� ���RI�WKH����PHGLFLQHV�UHFRPPHQGHG�IRU�PDUNHW�
LQJ�DXWKRULVDWLRQ�LQ������ZHUH�IURP�60(V�
2QH�LQ�HYHU\�WZR�DSSOLFDQWV�UHFHLYHG�VFLHQWL¿F�DGYLFH�
IURP�WKH�$JHQF\¶V�&+03�GXULQJ�WKH�GHYHORSPHQW�
SKDVH�RI�WKHLU�PHGLFLQH�
� ,Q�DGGLWLRQ��WKH�$JHQF\¶V�&+03�DGRSWHG�D�VFL�
HQWL¿F�RSLQLRQ��LQ�FRRSHUDWLRQ�ZLWK�WKH�:RUOG�+HDOWK�
2UJDQL]DWLRQ��:+2���RQ�D�PHGLFLQDO�SURGXFW�WKDW�LV�
LQWHQGHG�H[FOXVLYHO\�IRU�PDUNHWV�RXWVLGH�RI�WKH�(8��
LQ�WKH�IUDPHZRUN�RI�$UWLFOH����RI�5HJXODWLRQ��(&��1R�
���������

Outcome of initial-evaluation applications (2011-2013)

Positive opinions

Applications withdrawn
prior to opinion

Negative opinions

87
57

79

13
10
8

4
8
7

2013

2012

2011

2013

2012

2011

2013

2012

2011

2XWFRPH�RI�LQLWLDO�HYDOXDWLRQ�DSSOLFDWLRQV

3RVLWLYH�RSLQLRQV�E\�W\SH�RI�SURFHGXUH

$SSOLFDWLRQV�DQG�SRVLWLYH�RSLQLRQV�SHU�WKHUDSHXWLF�DUHD

Applications and positive opinions per therapeutic area (2013)

Immunotherapy and oncology
Anti-infective

Alimentary tract
Neurology/CNS

Respiratory
Blood

Cardiovascular
Sensory organs
Genito-urinary

Hormones
Musculoskeletal
Dermatologicals

Antiparasitic insecticides
Various

21
19

14
10

9
11

13
4

3
8

4
7

6
3

2
5

3
3

1
2

2
1

1
1

0
0

2
5

Initial marketing-authorisation applications

Positive opinions

7KH�¿JXUHV�LQ�WKH�FKDUW�DERYH�GR�QRW�LQFOXGH�WKH�
RXWFRPHV�RI�UH�H[DPLQDWLRQV�

7KH�¿JXUHV�LQ�WKH�FKDUW�DERYH�GR�QRW�LQFOXGH�WKH�
RXWFRPHV�RI�UH�H[DPLQDWLRQV�

,QLWLDO�PDUNHWLQJ�DXWKRULVDWLRQ�DSSOLFDWLRQV 3RVLWLYH�RSLQLRQV

New medicinal products
(non-orphan)

Orphan medicinal products

Similar biological products

Generic, hybrid and
informed-consent applications

2013

2012

2011

2013

2012

2011

2013

2012

2011

2013

2012

2011

Positive opinions by type of procedure (2011-2013)

38

30

46

4

8

9

0

0

4

45

19

20
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$YHUDJH�DVVHVVPHQW�WLPH
$Q�LQFUHDVH�LQ�WKH�$JHQF\¶V�DYHUDJH�DVVHVVPHQW�
WLPH�RI�LQLWLDO�HYDOXDWLRQ�DSSOLFDWLRQV�ZDV�REVHUYHG�
LQ������DQG�������7KLV�LQFUHDVH�UHÀHFWV�WKH�UHFHQW�
FKDQJH�LQ�WKH�GLVWULEXWLRQ�RI�DSSOLFDWLRQV��D�GHFUHDVH�
LQ�WKH�QXPEHU�RI�JHQHULF�DQG�K\EULG�DSSOLFDWLRQV�DQG�
DQ�LQFUHDVH�LQ�WKH�QXPEHU�RI�DSSOLFDWLRQV�IRU�PHGL�
FLQHV�ZLWK�RUSKDQ�GHVLJQDWLRQ�DQG�IRU�ELRVLPLODUV��
$V�H[SHFWHG��D�VLPLODU�WUHQG�KDV�EHHQ�REVHUYHG�IRU�
FRPSDQ\�FORFN�VWRSV��ZKLFK�DUH�RQ�DYHUDJH�ORQJHU��
GXH�WR�PRUH�FRPSOH[�DSSOLFDWLRQV�XQGHU�HYDOXDWLRQ��
UHTXLULQJ�UHTXHVWV�IRU�VXSSOHPHQWDO�LQIRUPDWLRQ�DQG�
VFUXWLQ\�RI�DGGLWLRQDO�GDWD�
� 7KHUH�ZDV�D�����GHFUHDVH�LQ������FRPSDUHG�WR�
�����LQ�WKH�DYHUDJH�WLPH�IRU�WKH�(0$�SRVW�RSLQLRQ�
SKDVH��7KLV�LV�GXH�WR�D�FKDQJH�LQ�WKH�SURFHGXUH��DOO�
RSLQLRQV�DUH�QRZ�WUDQVPLWWHG�HOHFWURQLFDOO\�WR�WKH�
(XURSHDQ�&RPPLVVLRQ��

5LVN�PDQDJHPHQW�SODQV�
&RPSDQLHV�VXEPLW�D�ULVN�PDQDJHPHQW�SODQ��503��WR�
WKH�$JHQF\�DW�WKH�WLPH�RI�DSSOLFDWLRQ�IRU�D�PDUNHW�
LQJ�DXWKRULVDWLRQ��503V�DUH�FRQWLQXDOO\�PRGL¿HG�DQG�
XSGDWHG�WKURXJKRXW�WKH�OLIHWLPH�RI�WKH�PHGLFLQH�DV�
QHZ�LQIRUPDWLRQ�EHFRPHV�DYDLODEOH�
� :KLOH�WKH�QXPEHU�RI�ULVN�PDQDJHPHQW�SODQV�DV�
SDUW�RI�WKH�LQLWLDO�DXWKRULVDWLRQ�RI�PHGLFLQHV�ZDV�VWD�
EOH�LQ�������WKHUH�ZDV�DQ�DOPRVW�WZR�IROG�LQFUHDVH�
LQ�WKH�QXPEHU�RI�ULVN�PDQDJHPHQW�SODQV�PRGL¿HG�RU�
XSGDWHG�SRVW�DXWKRULVDWLRQ��KLJKOLJKWLQJ�WKH�HIIHFWV�
RI�WKH�QHZ�(XURSHDQ�SKDUPDFRYLJLODQFH�OHJLVODWLRQ��

3RVW�DXWKRULVDWLRQ�DFWLYLWLHV��RU�YDULDWLRQV�
FKDQJHV�WR�PDUNHWLQJ�DXWKRULVDWLRQ�
3RVW�DXWKRULVDWLRQ�DFWLYLWLHV�UHODWH�WR�YDULDWLRQV��
H[WHQVLRQV�RI�PDUNHWLQJ�DXWKRULVDWLRQV�DQG�WUDQVIHUV�
RI�PDUNHWLQJ�DXWKRULVDWLRQV�

3HHU�UHYLHZHG�ULVN�PDQDJHPHQW�SODQV

$YHUDJH�QXPEHU�RI�GD\V�IRU�FHQWUDOLVHG�SURFHGXUHV���
SRVLWLYH�RSLQLRQV

3RVW�DXWKRULVDWLRQ�DSSOLFDWLRQV�UHFHLYHG

Post-authorisation applications received (2011-2013)

Type-IA variations

Extension of marketing authorisations

Type-IB variations

Type-II variations

2012

16

1,468
2,889

1,012

2011

2013

1,260
2,875

873
31

1,958
2,922

961
16

Average number of days for centralised procedures - 
positive opinions (2011-2013)

2012

188
87

20
139

Assessment phase

Company clock-stop

Decision process

EMA post-opinion phase

2011

179
73

18
122

2013

200
57

11
187

$VVHVVPHQW�SKDVH

'HFLVLRQ�SURFHVV

(0$�SRVW�RSLQLRQ�SKDVH

&RPSDQ\�FORFN�VWRS

,QLWLDO�HYDOXDWLRQ

3RVW�DXWKRULVDWLRQ

7\SH�,$�YDULDWLRQV 7\SH�,%�YDULDWLRQV 7\SH�,,�YDULDWLRQV ([WHQVLRQV�RI�PDUNHWLQJ�DLWKRULVDWLRQV

Peer-reviewed Risk Management Plans (2011-2013)

2012
128

190

Initial evaluation Post-authorisation

2011
103
94

2013
123

364
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�������+HUEDO�PHGLFLQHV
7KH�$JHQF\¶V�&RPPLWWHH�RQ�+HUEDO�0HGLFLQDO�3URG�
XFWV��+03&��HVWDEOLVKHV�&RPPXQLW\�KHUEDO�PRQR�
JUDSKV�IRU�WUDGLWLRQDO�DQG�ZHOO�HVWDEOLVKHG�KHUEDO�
PHGLFLQHV��DV�ZHOO�DV�D�GUDIW�OLVW�RI�KHUEDO�VXEVWDQF�
HV��SUHSDUDWLRQV�DQG�FRPELQDWLRQV�WKHUHRI�IRU�XVH�LQ�
WUDGLWLRQDO�KHUEDO�PHGLFLQHV�
� ,Q�������WKH�+03&�¿QDOLVHG�WKH�DVVHVVPHQW�RI����
QHZ�&RPPXQLW\�KHUEDO�PRQRJUDSKV��OHDGLQJ�WR�WKH�
SXEOLFDWLRQ�RI���¿QDO�PRQRJUDSKV�DQG���¿QDO�SXEOLF�
VWDWHPHQWV��7KH�&RPPLWWHH�DOVR�UHOHDVHG����GUDIW�
PRQRJUDSKV�IRU�SXEOLF�FRQVXOWDWLRQ�
� 7KH�&RPPLWWHH�UHYLVHG���DGRSWHG�PRQRJUDSKV��
FRQWLQXLQJ�WKH�LQLWLDWLYH�VWDUWHG�LQ�WKH�SUHYLRXV�\HDU�
WR�V\VWHPDWLFDOO\�UHYLVH�LWV�DGRSWHG�PRQRJUDSKV�
ZLWK�D�YLHZ�WR�ORRNLQJ�DW�WKH�FRQVLVWHQF\�RI�WKH�DV�
VHVVPHQWV�LQ�WKH�WKHUDSHXWLF�DUHDV�ZKHUH�VHYHUDO�
PRQRJUDSKV�KDYH�EHHQ�HVWDEOLVKHG�VLQFH������

�������6DIHW\�PRQLWRULQJ�DFWLYLWLHV

(XGUD9LJLODQFH�±�DGYHUVH�GUXJ�UHDFWLRQV�
%RWK�WKH�(0$�DQG�PHGLFLQHV�UHJXODWRU\�DXWKRULWLHV�
LQ�0HPEHU�6WDWHV�DUH�UHTXLUHG�E\�OHJLVODWLRQ�WR�FRQ�
WLQXRXVO\�PRQLWRU�WKH�DGYHUVH�GUXJ�UHDFWLRQ��$'5��
GDWD�UHSRUWHG�WR�(XGUD9LJLODQFH�WR�GHWHUPLQH�ZKHWK�
HU�WKHUH�DUH�QHZ�ULVNV�RU�NQRZQ�ULVNV�DQG�ZKHWKHU�
WKRVH�ULVNV�KDYH�DQ�LPSDFW�RQ�WKH�RYHUDOO�EHQH¿W�
ULVN�EDODQFH�RI�D�PHGLFLQH�
� 0RUH�WKDQ�RQH�PLOOLRQ�$'5V�ZHUH�UHSRUWHG�WR�
(XGUD9LJLODQFH�LQ�������DQ�LQFUHDVH�RI�������FRP�
SDUHG�ZLWK������
� 7KHUH�ZHUH�SDUWLFXODUO\�LPSRUWDQW�LQFUHDVHV�LQ�
WKH�QXPEHU�RI�UHSRUWV�FRPLQJ�IURP�FRXQWULHV�RI�
WKH�(XURSHDQ�(FRQRPLF�$UHD��(($���ERWK�IRU�FHQ�
WUDOO\�DXWKRULVHG�SURGXFWV��&$3V��������LQFUHDVH��
DQG�QRQ�FHQWUDOO\�DXWKRULVHG�SURGXFWV��QRQ�&$3V��
��������
� 2I�QRWH��GXULQJ�WKH�\HDU�IROORZLQJ�WKH�HQWU\�LQWR�
IRUFH�RI�WKH�QHZ�SKDUPDFRYLJLODQFH�OHJLVODWLRQ��WKH�
QXPEHU�RI�UHSRUWV�WKDW�RULJLQDWHG�IURP�SDWLHQWV�LQ�
WKH�(($�URVH�E\�����
� 7KH�JHQHUDO�LQFUHDVH�LQ�$'5V�LQGLFDWHV�DQ�LQ�
FUHDVHG�FRPPLWPHQW�RI�VWDNHKROGHUV�WR�SURYLGH�DOO�
DYDLODEOH�GDWD�

+HUEDO�PRQRJUDSKV�DQG�OLVW�RI�KHUEDO�VXEVWDQFHV�
SUHSDUDWLRQV�DQG�FRPELQDWLRQV�WKHUHRI

(($�DQG�QRQ�(($�$'5�UHSRUWV�UHFHLYHG

$'5�UHSRUWV�FRQFHUQLQJ�LQYHVWLJDWLRQDO�PHGLFLQDO�SURGXFWV�IRU�KXPDQ�XVHADR reports concerning investigational medicinal products
for human use (2011-2013)

2013

2012Non-EEA ADRs

2011

2013

2012EEA ADRs

2011

44,909

45,301

45,526

39,946

35,851
37,739

Herbal monographs and list of herbal substances, 
preparations and combinations thereof (2011-2013)

2012
15

4
0

2

Herbal monographs

Revised herbal monographs

Public statements

List entries

2013
9

4
0

7

2011
20

2
0
0

EEA and non-EEA ADR reports received (2011-2013)

119,5282011
132,6212012

190,6082013

108,024
112,167

150,279

2011
2012

2013

155,885
207,564

233,764

2011

2012

2013

242,7032011

389,4522012
488,8052013

CAP EEA ADRs

Non-CAP non-EEA ADRs

CAP non-EEA ADRs

Non-CAP EEA ADRs
+HUEDO�PRQRJUDSKV

3XEOLF�VWDWHPHQWV

/LVW�HQWULHV

5HYLVHG�KHUEDO�PRQRJUDSKV

&$3�(($�$'5V

&$3�QRQ�(($�$'5V

1RQ�&$3�(($�$'5V

1RQ�&$3�QRQ�(($�$'5V



2,449
potential signals

reviewed by EMA’s
signal-validation team

43
signals validated by the

EMA and analysed
by the PRAC

1,000,000+
ADR reports received in 2013

7
PRAC has recommended no additional

action and recommends they can
be handled by routine PCV measures

14
are still on-going

21

validated signals analysed by the PRAC

43

2,2132012

Signal detection (2011-2013)

2011 1,586

2,4492013

In 2013, 43 signals were detected and validated by 
the EMA and 57 signals were detected and validated 
by Member States. Among the 43 signals raised by 
the EMA, two had been under monitoring by the 
signal-validation team at the Agency in 2012, eight 
were prompted by the scientific literature and five 
by information received from other regulatory 
authorities.
     21 of the 43 signals validated by the EMA led to a 
recommendation for changes to the product informa-
tion, either directly (n=7) or following a cumulative 
review (n=14), providing information to patients and 
healthcare professionals on the safe use of these 
products. For four signals, this also included the 
distribution of direct healthcare professional commu-
nications (DHPCs) to increase awareness about the 
new safety information.
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3HULRGLF�VDIHW\�XSGDWH�UHYLHZV��3685V�
$�3685�LV�D�UHSRUW�SURYLGLQJ�DQ�HYDOXDWLRQ�RI�WKH�
EHQH¿W�ULVN�EDODQFH�RI�D�PHGLFLQH��ZKLFK�LV�VXEPLW�
WHG�E\�PDUNHWLQJ�DXWKRULVDWLRQ�KROGHUV�DW�UHJXODU��
GH¿QHG�WLPH�SRLQWV�IROORZLQJ�D�PHGLFLQH¶V�DXWKRUL�
VDWLRQ��6LQFH�������WKH�$JHQF\�VWDUWHG�WKH�VLQJOH�
DVVHVVPHQW�RI�3685V��D�GHOLYHUDEOH�RI�WKH������
SKDUPDFRYLJLODQFH�OHJLVODWLRQ��ZKLFK�KDV�JLYHQ�WKH�
$JHQF\�WKH�UHVSRQVLELOLW\�WR�DQDO\VH�DOO�UHSRUWV�IRU�
PHGLFLQHV�FRQWDLQLQJ�D�SDUWLFXODU�DFWLYH�VXEVWDQFH��
IRU�DOO�W\SHV�RI�PDUNHWLQJ�DXWKRULVDWLRQ�DQG�IRU�PHG�
LFLQHV�DXWKRULVHG�LQ�PRUH�WKDQ�RQH�0HPEHU�6WDWH�
� ,Q�������WKH�35$&�LVVXHG�����UHFRPPHQGDWLRQV�
EDVHG�RQ�WKH�DVVHVVPHQW�RI�3685V��LQFOXGLQJ�IRXU�
3685V�VLQJOH�DVVHVVPHQWV��7KLV�¿JXUH�UHSUHVHQWV�
WKH�QXPEHU�RI�SURFHGXUHV�SHU�DFWLYH�VXEVWDQFH��DQG�
QRW�E\�PHGLFLQDO�SURGXFW�

�������5HIHUUDO�SURFHGXUHV
5HIHUUDO�SURFHGXUHV�DUH�XVHG�WR�UHVROYH�FRQFHUQV�
RYHU�WKH�VDIHW\�RU�EHQH¿W�ULVN�EDODQFH�RI�D�PHGLFLQH��
RU�GLVDJUHHPHQWV�DPRQJ�0HPEHU�6WDWHV�RQ�WKH�XVH�
RI�D�PHGLFLQH��,Q�D�UHIHUUDO��WKH�$JHQF\�LV�UHTXHVWHG�
WR�FRQGXFW��RQ�EHKDOI�RI�WKH�(XURSHDQ�8QLRQ��D�VFL�
HQWL¿F�DVVHVVPHQW�RI�D�SDUWLFXODU�PHGLFLQH�RU�FODVV�
RI�PHGLFLQHV��WR�DJUHH�RQ�D�UHFRPPHQGDWLRQ�IRU�WKH�
KDUPRQLVHG�SRVLWLRQ�DFURVV�WKH�(8�
� $�WRWDO�RI����UHIHUUDO�SURFHGXUHV�VWDUWHG�LQ������
DQG����ZHUH�¿QDOLVHG�
� :LWK�WKH�LPSOHPHQWDWLRQ�RI�WKH�SKDUPDFRYLJL�
ODQFH�OHJLVODWLRQ��FHQWUDOO\�DXWKRULVHG�DQG�QDWLRQDOO\�
DXWKRULVHG�SURGXFWV�FDQ�QRZ�EH�UHYLHZHG�LQ�D�VLQJOH�
SURFHGXUH��ZKLFK�KDV�OHG�WR�FKDQJHV�LQ�WKH�RYHUDOO�
QXPEHUV�RI�UHIHUUDOV�
� $PRQJ�WKH����UHIHUUDO�SURFHGXUHV�VWDUWHG�LQ�
���������ZHUH�LQLWLDWHG�WR�DGGUHVV�HLWKHU�HI¿FDF\�RU�
TXDOLW\�FRQFHUQV�ZLWK�FHUWDLQ�PHGLFLQHV��RU�D�QHHG�
IRU�(8�ZLGH�KDUPRQLVDWLRQ�RI�SURGXFW�LQIRUPDWLRQ��RU�
ZHUH�WULJJHUHG�E\�GLIIHUHQFHV�EHWZHHQ�WKH�0HPEHU�
6WDWHV�LQ�WKH�PXWXDO�UHFRJQLWLRQ�DQG�GHFHQWUDOLVHG�
SURFHGXUHV��
� 7KH�RWKHU����UHIHUUDO�SURFHGXUHV�ZHUH�SKDUPD�
FRYLJLODQFH�UHODWHG��XQGHU�$UWLFOHV��������DQG����L��
DQG�SUHVHQWHG�D�ODUJH�SURSRUWLRQ�RI�WKH�RYHUDOO�ZRUN�
ORDG�RI�WKH�35$&�LQ�LWV�¿UVW�IXOO�\HDU�RI�RSHUDWLRQV�

Pharmacovigilance-related referral procedures started (2013)
(per type of article, per month)

Article 107i

Article 20

Article 31Phv

5

6

7

35$&�RXWFRPHV�RI�3685V 3KDUPDFRYLJLODQFH�UHODWHG�UHIHUUDO�
SURFHGXUHV�VWDUWHG�������

Percent to Total Over Rows (Number of Safety Reports)

Maintenance 360

CHMP variation 76

Suspension 0

0Revocation

Total outcomes 436



�������0XWXDO�UHFRJQLWLRQ�DQG�GHFHQWUDOLVHG�
SURFHGXUHV
7KH�$JHQF\�SURYLGHV�VHFUHWDULDO�VXSSRUW�WR�WKH�
&R�RUGLQDWLRQ�*URXS�IRU�0XWXDO�UHFRJQLWLRQ�DQG�
'HFHQWUDOLVHG�3URFHGXUHV�±�+XPDQ��&0'K��DQG�LWV�
VXEJURXSV�ZRUNLQJ�JURXSV��LQ�DFFRUGDQFH�ZLWK�WKH�
DSSURYHG�UXOHV�RI�SURFHGXUH��7KH�ZRUN�RI�WKH�&0'K�
LV�HVVHQWLDO�IRU�WKH�HIIHFWLYH�DXWKRULVDWLRQ�DQG�PDLQ�
WHQDQFH�RI�PRUH�WKDQ�����RI�PHGLFLQHV�HQWHULQJ�WKH�
(8�PDUNHW��7KH�PXWXDO�UHFRJQLWLRQ�SURFHGXUH��053��
DQG�WKH�GHFHQWUDOLVHG�SURFHGXUH��'&3��DUH�WKH�SUL�
PDU\�DXWKRULVDWLRQ�URXWHV�IRU�JHQHULF�DSSOLFDWLRQV�
ZLWKLQ�WKH�(8�
� ��053�DQG����'&3�LQLWLDO�DSSOLFDWLRQV�DQG���DS�
SOLFDWLRQV�IRU�W\SH�,,�YDULDWLRQV�ZHUH�UHIHUUHG�WR�WKH�
&0'K�LQ������
� $JUHHPHQW�ZDV�UHDFKHG�IRU���053�DQG���'&3�
UHIHUUDOV����RI�WKH���053�DQG���RI�WKH���'&3�UHIHU�
UDOV�ZHUH�UHIHUUHG�WR�WKH�&0'K�LQ�������DQG�IRU���
UHIHUUDOV�IRU�W\SH�,,�YDULDWLRQV�
� ��053V�DQG���'&3V�ZHUH�UHIHUUHG�WR�WKH�&+03�
IRU�WKH�DGRSWLRQ�RI�DQ�(8�ZLGH�VFLHQWL¿F�RSLQLRQ�
XQGHU�$UWLFOH�������RI�'LUHFWLYH���������(&����RI�
WKH���053�DQG���RI�WKH���'&3�UHIHUUDOV�ZHUH�UHIHUUHG�
WR�WKH�&0'K�LQ��������1R�DSSOLFDWLRQV�IRU�D�W\SH�,,�
YDULDWLRQ�XQGHU�$UWLFOH����RI�&RPPLVVLRQ�5HJXODWLRQ�
�(&��1R�����������ZHUH�UHIHUUHG�WR�WKH�&+03�LQ�
�����
� :LWK�UHJDUG�WR�ZRUN�VKDULQJ�IRU�WKH�DVVHVVPHQW�
RI�SDHGLDWULF�VWXGLHV�VXEPLWWHG�DFFRUGLQJ�WR�$UWLFOHV�
���DQG����RI�WKH�3DHGLDWULF�5HJXODWLRQ�����DFWLYH�
VXEVWDQFHV�XQGHU�$UWLFOH����DQG����VXEPLVVLRQV�RI�
SDHGLDWULF�VWXGLHV�XQGHU�$UWLFOH����ZHUH�SURFHVVHG��
���SXEOLF�DVVHVVPHQW�UHSRUWV�DFFRUGLQJ�WR�$UWLFOH�
���DQG����SXEOLF�DVVHVVPHQW�UHSRUWV�DFFRUGLQJ�WR�
$UWLFOH����ZHUH�SXEOLVKHG�RQ�WKH�&0'K�ZHEVLWH�
� :LWK�UHJDUG�WR�WKH�UHYLVHG�9DULDWLRQV�5HJXODWLRQ��
WKH�&0'K�JDYH�UHFRPPHQGDWLRQV�RQ����UHTXHVWV�IRU�
UHFRPPHQGDWLRQ�DFFRUGLQJ�WR�$UWLFOH���
� $�IXOO�UHSRUW�RQ�WKH�&0'K�DFWLYLWLHV�LV�DYDLODEOH�
RQ�WKH�ZHEVLWH�RI�WKH�+HDGV�RI�0HGLFLQHV�$JHQFLHV�
�ZZZ�KPD�HX��
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Veterinary medicines in 2013

40
scientific-advice applications

received in 2013

23
applications received for
designation of minor-use 

minor-species 
(MUMS) classification

23
applications for initial evaluation

of new veterinary products received
by CVMP in 2013

x2
increase compared

with 2012

12
medicines recommended

by the CVMP for 
marketing authorisation 

Authorisation phase

Safety monitoring

Research and development

43% 
increase compared

with 2012

7
applications for maximum

residue limits (MRLs) 
received for a new 
substance in 2013

3
for immunological

products for
food-producing species

1
generic pharmaceutical 

intended for both
food-producing and 

non-producing species

8
relating to pharmaceuticals

intended for companion 
animals

10
referrals or arbitration

procedures related to veterinary
medicinal products started

9
food-producing animals

1
companion animals

22,326
reports on suspected adverse

reactions in relation to a
veterinary medicine

60.1%
of reports concerned dogs



�������$FWLYLWLHV�VXSSRUWLQJ�UHVHDUFK�DQG�
GHYHORSPHQW
7KH�$JHQF\�SURYLGHV�SUH�DXWKRULVDWLRQ�VXSSRUW�WR�
PHGLFLQHV�GHYHORSHUV�WR�SURPRWH�LQQRYDWLRQ�DQG�
UHVHDUFK�LQ�RUGHU�WR�IDFLOLWDWH�WKH�DYDLODELOLW\�RI�VDIH�
DQG�HIIHFWLYH�YHWHULQDU\�PHGLFLQDO�SURGXFWV��7KLV�LV�
DFKLHYHG�E\�D�QXPEHU�RI�DFWLYLWLHV�DQG�LQFHQWLYHV�
RIIHUHG�WR�FRPSDQLHV�SULRU�WR�VXEPLWWLQJ�WKH�DSSOLFD�
WLRQ�IRU�PDUNHWLQJ�DXWKRULVDWLRQ��7KHVH�WRROV�SUR�
PRWH�LQWHUDFWLRQ�DQG�GLDORJXH�ZLWK�WKH�$JHQF\�IURP�
WKH�YHU\�HDUO\�VWDJHV�RI�PHGLFLQH�GHYHORSPHQW��

6FLHQWL¿F�DGYLFH�
6FLHQWL¿F�DGYLFH�LV�SURYLGHG�RQ�DQ\�DVSHFW�RI�UH�
VHDUFK�DQG�GHYHORSPHQW�UHODWLQJ�WR�WKH�TXDOLW\��
VDIHW\�RU�HI¿FDF\�RI�PHGLFLQHV�IRU�YHWHULQDU\�XVH��
DQG�WR�WKH�HVWDEOLVKPHQW�RI�PD[LPXP�UHVLGXH�OLPLWV��
6FLHQWL¿F�DGYLFH�LV�FRQVLGHUHG�DV�D�PHDQV�WR�ID�
FLOLWDWH�DQG�LPSURYH�HDUO\�DYDLODELOLW\�RI�YHWHULQDU\�
PHGLFLQHV�
� 7KH�QXPEHU�RI�DSSOLFDWLRQV�VXEPLWWHG�IRU�VFLHQ�
WL¿F�DGYLFH�LQ�WKH�YHWHULQDU\�¿HOG�VKRZHG�D�VKDUS�
LQFUHDVH��ZLWK����UHTXHVWV�UHFHLYHG�LQ�������UHSUH�
VHQWLQJ�D�����ULVH�FRPSDUHG�WR����������RI�WKHVH�
DSSOLFDWLRQV�FRQFHUQHG�SKDUPDFHXWLFDO�SURGXFWV�
��������DQG����FRQFHUQHG�RWKHU�SURGXFWV�VXFK�DV�
ELRWHFK�SURGXFWV�DQG�DQWLYLUDOV��PHDQLQJ�PRUH�WKDQ�
D�WZR�IROG�LQFUHDVH���7KH�$JHQF\�H[SHFWV�WKLV�WUHQG�
IRU�DQ�LQFUHDVLQJ�SURSRUWLRQ�RI�UHTXHVWV�WR�UHODWH�WR�
QHZ�DQLPDO�KHDOWK�WHFKQRORJLHV�WR�FRQWLQXH�
� 7KH�$JHQF\�¿QDOLVHG����UHTXHVWV�IRU�VFLHQWL¿F�
DGYLFH��UHSUHVHQWLQJ�DQ�RYHUDOO�JURZWK�RI������

0LQRU�XVH��PLQRU�VSHFLHV��0806���
OLPLWHG�PDUNHW�FODVVL¿FDWLRQ
7KH�$JHQF\�IRUPDOLVHG�LQ������LWV�PLQRU�XVH��PLQRU�
VSHFLHV��0806����OLPLWHG�PDUNHW�SROLF\��ZKLFK�DLPV�
WR�DVVLVW�DSSOLFDQWV�ZLWK�VXEPLWWLQJ�DSSOLFDWLRQV�IRU�
SURGXFWV�IRU�OLPLWHG�PDUNHWV��LQ�RUGHU�WR�VWLPXODWH�
GHYHORSPHQW�RI�QHZ�YHWHULQDU\�PHGLFLQHV�IRU�PLQRU�
VSHFLHV��DQG�IRU�UDUH�GLVHDVHV�LQ�PDMRU�VSHFLHV�ZKLFK�
ZRXOG�RWKHUZLVH�QRW�EH�GHYHORSHG�LQ�WKH�FXUUHQW�
PDUNHW�FRQGLWLRQV�
� ,Q�������WKH�QXPEHU�RI�UHTXHVWV�WR�WKH�&903�IRU�
FODVVL¿FDWLRQ�DV�0806�UHPDLQHG�LQ�OLQH�ZLWK�SUHYL�
RXV�\HDUV��ZLWK����DSSOLFDWLRQV�UHFHLYHG��2I�WKHVH��
���ZHUH�FRQ¿UPHG�DV�0806��DQG�WKHUHIRUH�EHQH¿W�
WHG�IURP�UHGXFHG�GDWD�UHTXLUHPHQWV�IRU�DSSOLFDWLRQV�
IRU�0806�SURGXFWV�VSHFL¿HG�LQ�&903�JXLGHOLQHV��DQG�
KDOI�ZHUH�DOVR�JUDQWHG�¿QDQFLDO�LQFHQWLYHV�VXFK�DV�
DFFHVV�WR�IUHH�VFLHQWL¿F�DGYLFH�DQG�UHGXFHG�DSSOLFD�
WLRQ�IHHV��)ROORZLQJ�D�UHYLHZ�RI�WKH�W\SH�RI�0806�
SURGXFWV�WKDW�KDG�UHFHLYHG�¿QDQFLDO�VXSSRUW�VLQFH�
������WKH�0806�SROLF\�ZDV�UHYLVHG�GXULQJ������WR�
OLPLW�¿QDQFLDO�LQFHQWLYHV�WR�SURGXFWV�LQGLFDWHG�IRU�
IRRG�SURGXFLQJ�DQLPDOV��LQ�OLQH�ZLWK�WKH�GLUHFWLRQ�
IURP�WKH�(0$�0DQDJHPHQW�%RDUG�WKDW�WKLV�ZDV�WKH�
FDWHJRU\�RI�DQLPDO�PRVW�GHVHUYLQJ�RI�SXEOLFO\�IXQGHG�
VXSSRUW�
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�����_��9HWHULQDU\�PHGLFLQHV

6FLHQWL¿F�DGYLFH�UHTXHVWV�UHFHLYHG�DQG�¿QDOLVHG 1XPEHU�RI�DSSOLFDWLRQV�IRU�GHVLJQDWLRQ�RI�0806

6FLHQWL¿F�DGYLFH�UHTXHVWV�UHFHLYHG�E\�DUHD

5HTXHVWV�UHFHLYHG 5HTXHVWV�¿QDOLVHG

Scientific-advice request received and finalised (2011-2013)

2011

2012

2013

28
29

Requests received Requests finalised

26
23

40
34 2013

2012

2011

23
21
21

Number of applications for designation of MUMS

2012

3
20

5

5
17

4
2011

2
26

12 
2013

Scientific-advice requests received by area (2011-2013)

Requests for
immunological products

Requests for
pharmaceutical products

Other requests
(e.g. biotech, anti-virals)5HTXHVWV�IRU�LPPXQRORJLFDO�SURGXFWV

5HTXHVWV�IRU�SKDUPDFHXWLFDO�SURGXFWV

2WKHU�UHTXHVWV��H�J��ELRWHFK��DQWLYLUDOV�
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6XSSRUW�WR�VPDOO�DQG�PHGLXP�VL]HG�HQWHUSULVHV
7KH�$JHQF\�SXW�WKH�60(�LQLWLDWLYH�LQ�SODFH�LQ�'HFHP�
EHU������WR�SURPRWH�LQQRYDWLRQ�DQG�GHYHORSPHQW�
RI�PHGLFLQHV�E\�60(V��7KLV�LQLWLDWLYH�SURYLGHV�DFWLYH�
UHJXODWRU\��¿QDQFLDO�DQG�DGPLQLVWUDWLYH�VXSSRUW�WR�
WKHVH�FRPSDQLHV�LQ�WKH�GHYHORSPHQW�RI�WKHLU�PHGL�
FLQHV��7KH�VXSSRUW�WDNHV�WKH�IRUP�RI�LQGLYLGXDO�JXLG�
DQFH�DQG�PRUH�JHQHUDO�DGYLFH�WKURXJK�WKH�60(�XVHU�
JXLGH��WRSLFDO�ZRUNVKRSV�DQG�D�GHGLFDWHG�QHZVOHWWHU�
� $W�WKH�HQG�RI�������RXW�RI�WKH�������FRPSDQLHV�
UHJLVWHUHG�DV�60(V�ZLWK�WKH�(0$���������FRPSD�
QLHV��ZHUH�GHYHORSLQJ�SURGXFWV�IRU�YHWHULQDU\�XVH�
DQG��������FRPSDQLHV��ZHUH�GHYHORSLQJ�SURGXFWV�
IRU�ERWK�KXPDQ�DQG�YHWHULQDU\�XVH��
� ,Q�WKH�YHWHULQDU\�¿HOG������RI�UHJLVWHUHG�FRP�
SDQLHV�ZHUH�PLFUR�VL]HG��ZLWK�IHZHU�WKDQ����VWDII���
����ZHUH�VPDOO��DQG�����PHGLXP�VL]HG��7KH�
DYHUDJH�KHDGFRXQW�RI�WKHVH�FRPSDQLHV�ZDV����DQG�
WKHLU�DYHUDJH�WXUQRYHU�ZDV�¼����PLOOLRQ��7KH�KLJKHVW�
SURSRUWLRQ�RI�FRPSDQLHV�ZHUH�EDVHG�LQ�WKH�8QLWHG�
.LQJGRP��6SDLQ��)UDQFH�DQG�*HUPDQ\�
� 7ZR�PDUNHWLQJ�DXWKRULVDWLRQ�DSSOLFDWLRQV�ZHUH�
VXEPLWWHG�E\�60(V�LQ�WKH�YHWHULQDU\�¿HOG�LQ�������
� 0RUH�LQIRUPDWLRQ�RQ�WKH�DFWLYLWLHV�RI�WKH�60(�
RI¿FH�LQ������FDQ�EH�IRXQG�LQ�6HFWLRQ�������RI�WKLV�
DQQXDO�UHSRUW�

,QQRYDWLRQ�7DVN�)RUFH
7KH�VFRSH�RI�WKH�(XURSHDQ�0HGLFLQHV�$JHQF\¶V�
,QQRYDWLRQ�7DVN�)RUFH��ZKLFK�SURYLGHV�VXSSRUW�WR�
PHGLFLQHV�LQQRYDWLRQ�LQ�WKH�(8��ZDV�H[WHQGHG�WR�
FRYHU�VXSSRUW�WR�YHWHULQDU\�PHGLFLQHV�GXULQJ�WKH�
HDUO\�VWDJHV�RI�WKHLU�GHYHORSPHQW�LQ�������6SHFL¿F�
VWHSV�KDYH�EHHQ�GH¿QHG�IRU�DSSOLFDQWV�GHYHORSLQJ�
YHWHULQDU\�PHGLFLQHV�ZKR�ZLVK�WR�UHTXHVW�EULH¿QJ�
PHHWLQJV��0RUH�LQIRUPDWLRQ�RQ�WKH�DFWLYLWLHV�RI�WKH�
,QQRYDWLRQ�7DVN�)RUFH�LQ������FDQ�EH�IRXQG�LQ�
6HFWLRQ�������RI�WKLV�DQQXDO�UHSRUW�

�������0D[LPXP�UHVLGXH�OLPLWV
7KH�XVH�RI�YHWHULQDU\�PHGLFLQHV�LQ�IRRG�SURGXFLQJ�
DQLPDOV�PD\�UHVXOW�LQ�WKH�SUHVHQFH�RI�UHVLGXHV�
LQ�IRRGVWXIIV�REWDLQHG�IURP�WUHDWHG�DQLPDOV��7KH�
$JHQF\�HVWDEOLVKHV�PD[LPXP�UHVLGXH�OLPLWV��05/V��
IRU�SKDUPDFRORJLFDOO\�DFWLYH�VXEVWDQFHV�LQ�YHWHULQDU\�
PHGLFLQDO�SURGXFWV�XVHG�WR�WUHDW�DQLPDOV��WR�SUR�
YLGH�IRU�WKH�VDIH�XVH�RI�IRRGVWXIIV�RI�DQLPDO�RULJLQ��
LQFOXGLQJ�PHDW��¿VK��PLON��HJJV�DQG�KRQH\��7KH�
$JHQF\�DOVR�KDV�WKH�UHVSRQVLELOLW\�WR�HVWDEOLVK�05/V�
IRU�SKDUPDFRORJLFDOO\�DFWLYH�VXEVWDQFHV�LQ�ELRFLGDO�
SURGXFWV�XVHG�LQ�DQLPDO�KXVEDQGU\��

6HYHQ�DSSOLFDWLRQV�IRU�PD[LPXP�UHVLGXH�OLPLWV�ZHUH�
UHFHLYHG�IRU�QHZ�VXEVWDQFHV�LQ�������7KLV�LV�D�VKDUS�
LQFUHDVH�FRPSDUHG�WR������DQG�������ZKHUH�RQO\�
RQH�DSSOLFDWLRQ�ZDV�UHFHLYHG�SHU�\HDU��7KHUH�ZDV�D�
FRQWLQXLQJ�LQWHUHVW�LQ�H[WHQGLQJ�05/V�WR�RWKHU�VSH�
FLHV��WKHUHE\�LQFUHDVLQJ�WKH�SRWHQWLDO�DYDLODELOLW\�RI�
YHWHULQDU\�PHGLFLQHV�IRU�D�ZLGHU�UDQJH�RI�VSHFLHV��

��

2XWFRPH�RI�0806���OLPLWHG�PDUNHW�DSSOLFDWLRQV�¿QDOLVHG

$SSOLFDWLRQV�IRU�WKH�HVWDEOLVKPHQW�RI�05/V

Outcome of MUMS / limited market applications finalised (2011-2013)

Positive with
financial incentives

Positive without
financial incentives

Negative

2011

8 10
3

2013

10
10
3

2012
1
4

16

3RVLWLYH�ZLWK�¿QDQFLDO�LQFHQWLYHV

3RVLWLYH�ZLWKRXW�¿QDQFLDO�LQFHQWLYHV

1HJDWLYH

Applications for the establishment of MRL (2011-2013)

New MRL applications MRL ext/mod applications

MRL extrapolations

Art 9, biocides Review of draft Codex MRLs

MRL for use under the ‘casade’

2013

7
6

0
0
0
0

2012

2011

0
0
0

1

1

5

5

5
8

0
0
0

1HZ�05/�DSSOLFDWLRQV

05/�H[W�PRG�DSSOLFDWLRQV

05/�H[WUDSRODWLRQV

05/�IRU�XVH�XQGHU�WKH�µFDVDGH¶

$UW����ELRFLGHV

5HYLHZ�RI�GUDIW�&RGH[�05/V



�������$XWKRULVDWLRQ�DFWLYLWLHV

,QLWLDO�HYDOXDWLRQ�
7KH�LQLWLDO�HYDOXDWLRQ�SKDVH�FRYHUV�DFWLYLWLHV�UHODW�
LQJ�WR�WKH�SURFHVVLQJ�RI�PDUNHWLQJ�DXWKRULVDWLRQV�IRU�
YHWHULQDU\�PHGLFLQHV��UDQJLQJ�IURP�SUH�VXEPLVVLRQ�
PHHWLQJV�ZLWK�IXWXUH�DSSOLFDQWV��WKURXJK�HYDOXD�
WLRQ�E\�WKH�&RPPLWWHH�IRU�0HGLFLQDO�3URGXFWV�IRU�
9HWHULQDU\�8VH��&903��WR�WKH�JUDQWLQJ�RI�PDUNHWLQJ�
DXWKRULVDWLRQ�E\�WKH�(XURSHDQ�&RPPLVVLRQ�
� 7KH�&903�UHFHLYHG����DSSOLFDWLRQV�IRU�WKH�LQLWLDO�
HYDOXDWLRQ�RI�QHZ�YHWHULQDU\�SURGXFWV�LQ�������ZKLFK�
PDUNV�D�WZR�IROG�LQFUHDVH�FRPSDUHG�WR�������$OPRVW�
����RI�WKH�DSSOLFDWLRQV�VXEPLWWHG�ZHUH�IRU�LPPX�
QRORJLFDOV�����RI�WKH����DSSOLFDWLRQV�ZHUH�IRU�FRP�
SDQLRQ�DQLPDOV��7KLV�LQFUHDVH�ZDV�GXH�WR�UHFHLSW�RI�
DSSOLFDWLRQV�IRU�D�UDQJH�RI�UHODWHG�YDFFLQHV��RQ�WRS�
RI�WKH�WUHQG�IRU�D�JUDGXDO�LQFUHDVH�LQ�WKH�QXPEHU�RI�
DSSOLFDWLRQV�UHFHLYHG�LQ�UHFHQW�\HDUV�

,Q�������WKH�&903�JDYH����SRVLWLYH�RSLQLRQV�IRU�QHZ�
YHWHULQDU\�PHGLFLQHV��RI�ZKLFK�WKUHH�ZHUH�IRU�LPPX�
QRORJLFDO�SURGXFWV�IRU�IRRG�SURGXFLQJ�VSHFLHV��HLJKW�
UHODWHG�WR�SKDUPDFHXWLFDOV�LQWHQGHG�IRU�FRPSDQ�
LRQ�DQLPDOV�DQG�RQH�ZDV�D�JHQHULF�SKDUPDFHXWLFDO�
LQWHQGHG�IRU�ERWK�IRRG�SURGXFLQJ�DQG�QRQ�IRRG�SUR�
GXFLQJ�VSHFLHV��7KH�PDMRULW\�RI�WKH�PHGLFLQHV�DLPHG�
DW�FRPSDQLRQ�DQLPDOV�ZHUH�SDUDFLWLFLGDO�SURGXFWV�IRU�
FDWV�DQG�GRJV�

7KH�DYHUDJH�QXPEHU�RI�GD\V�IRU�WKH�FHQWUDOLVHG�SUR�
FHGXUH�UHPDLQHG�VWDEOH��ZLWK�DQ�DYHUDJH�RI�����GD\V�
LQ�WRWDO�IRU�WKH�DVVHVVPHQW�SKDVH�DQG�WKH�GHFLVLRQ�
SURFHVV��7KH�FRPSDQ\�FORFN�VWRS�UHSUHVHQWHG�����
GD\V�RQ�DYHUDJH��FRPSDUHG�ZLWK�����GD\V�LQ�������
,W�LV�QRW�\HW�SRVVLEOH�WR�GHWHUPLQH�LI�WKLV�LQFUHDVH�LQ�
WKH�WLPH�WDNHQ�IRU�FRPSDQLHV�WR�UHVSRQG�WR�LVVXHV�
UDLVHG�GXULQJ�DVVHVVPHQW�LV�D�WUHQG�RU�LI�LW�PHUHO\�
UHÀHFWV�WKH�SDUWLFXODU�SURGXFWV�DVVHVVHG�GXULQJ�
������7KH�VOLJKW�LQFUHDVH�LQ�DVVHVVPHQW�WLPH�E\�WKH�
$JHQF\������GD\V�FRPSDUHG�WR�����GD\V�LQ�������
DURVH�RQO\�GXH�WR�WKH�IDFW�WKDW�QR�DVVHVVPHQWV�UDQ�
WR�DQ�DFFHOHUDWHG�WLPHOLQH�LQ�������DV�FRPSDUHG�WR�
RQH�LQ������DQG�WKUHH�LQ������
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$SSOLFDWLRQV�IRU�LQLWLDO�HYDOXDWLRQV

2SLQLRQV�IRU�YHWHULQDU\�PHGLFLQHV�DGRSWHG

$SSOLFDWLRQV�IRU�YHWHULQDU\�PHGLFLQHV�UHFHLYHG $YHUDJH�QXPEHU�RI�GD\V�IRU�FHQWUDOLVHG�SURFHGXUHV

$SSOLFDWLRQV�IRU�QHZ�PHGLFLQDO�SURGXFWV

*HQHULF�DSSOLFDWLRQV

3KDUPDFHXWLFDO�IRU�FRPSDQLRQ�DQLPDOV

3KDUPDFHXWLFDO�IRU�IRRG�SURGXFLQJ�DQLPDOV

,PPXQRORJLFDO�IRU�FRPSDQLRQ�DQLPDOV

,PPXQRORJLFDO�IRU�IRRG�SURGXFLQJ�DQLPDOV

*HQHULF�DSSOLFDWLRQV

Applications for initial evaluations (2011-2013)

Applications for new
medicinal products

Generic applications

2013

2012

2011 8
3

12
0

0
23

Applications for veterinary medicines received (2011-2013)

Pharmaceutical for companion animals

Pharmaceutical for food-producing animals

Immunological for companion animals

Immunological for food-producing animals

Generic applications

2013

6

8
8

0

2012

2011

2
0
0

9

3

3
3

1
1

1

1

Opinions for veterinary medicines adopted (2011-2013)

2013

2012

2011

3 18

8

4 4

4

1

Pharmaceutical Immunological Generic

7

3KDUPDFHXWLFDO

,PPXQRORJLFDO

*HQHULF

$VVHVVPHQW�SKDVH

'HFLVLRQ�SURFHVV

&RPSDQ\�FORFN�VWRS

Average number of days for centralised procedures (2011-2013)

2011

2012

2013

202
65

200

Assessment phase Decision process Company clock stop

60
280

209

197
62

197
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3RVW�DXWKRULVDWLRQ�DFWLYLWLHV
3RVW�DXWKRULVDWLRQ�DFWLYLWLHV�UHODWH�WR�YDULDWLRQV��
H[WHQVLRQV�RI�PDUNHWLQJ�DXWKRULVDWLRQV�DQG�WUDQVIHUV�
RI�PDUNHWLQJ�DXWKRULVDWLRQV�
� ,Q�������WKH�&903�UHFHLYHG�����DSSOLFDWLRQV�WR�
YDU\�WKH�WHUPV�RI�D�PDUNHWLQJ�DXWKRULVDWLRQ�DQG���
DSSOLFDWLRQV�IRU�DQ�H[WHQVLRQ�RI�D�PDUNHWLQJ�DXWKRUL�
VDWLRQ��$Q�LQFUHDVH�LQ�W\SH�,�DQG�D�GHFUHDVH�LQ�W\SH��
,,�YDULDWLRQV�ZHUH�VHHQ�LQ�������UHVXOWLQJ�IURP�DQ�
DPHQGPHQW�RI�WKH�YDULDWLRQ�UHJXODWLRQV�

�������6DIHW\�PRQLWRULQJ�RI�PHGLFLQHV�
3KDUPDFRYLJLODQFH�FRYHUV�DFWLYLWLHV�UHODWLQJ�WR�WKH�
GHWHFWLRQ��DVVHVVPHQW��XQGHUVWDQGLQJ�DQG�SUHYHQ�
WLRQ�RI�DGYHUVH�HYHQWV��$(V��RU�RWKHU�GUXJ�UHODWHG�
SUREOHPV��,W�DLPV�DW�HQVXULQJ�WKDW�SRVW�DXWKRULVDWLRQ�
PRQLWRULQJ�DQG�HIIHFWLYH�ULVN�PDQDJHPHQW�DUH�FRQ�
WLQXRXVO\�DSSOLHG�WR�YHWHULQDU\�PHGLFLQHV�WKURXJKRXW�
WKH�(8�

(XGUDYLJLODQFH�±�9(7��DGYHUVH�HYHQWV
,Q�������WKH�WRWDO�QXPEHU�RI�$(V�UHDFKHG���������
7KLV�¿JXUH�LV�LQ�OLQH�ZLWK�������ZKHUH�WKHUH�KDG�
EHHQ�D�VLJQL¿FDQW�LQFUHDVH�LQ�WKH�QXPEHU�RI�UHSRUWV�
OLQNHG�WR�DQ�LQFUHDVHG�FRPPLWPHQW�RI�VWDNHKROG�
HUV�WR�SURYLGH�DOO�DYDLODEOH�GDWD��7KH�SURSRUWLRQ�RI�
UHSRUWV�RI�UHDFWLRQV�LQ�GRJV�LQFUHDVHG�WR�UHSUHVHQW�
������RI�WKH�WRWDO�RI�FDVHV��FRPSDUHG�WR��������
LQ������

6LJQDO�GHWHFWLRQ�DQG�PDQDJHPHQW
7KH�WRWDOLW\�RI�WKH�$(V�ZLWKLQ�(XGUD9LJLODQFH�9HWHUL�
QDU\�DUH�DQDO\VHG�DW���PRQWKO\����PRQWKO\�RU�\HDUO\�
LQWHUYDOV�IRU�VWDWLVWLFDOO\�VLJQL¿FDQW�VLJQDOV��VLJQDO�
GHWHFWLRQ��IRU�HDFK�FHQWUDOO\�DXWKRULVHG�SURGXFW��
7KLV�UHVXOWHG�LQ�D�WRWDO�RI�����VXUYHLOODQFH�DQDO\VHV�
GXULQJ�������RI�ZKLFK�DERXW�����OHG�WR�IROORZ�XS�
PRQLWRULQJ�RI�SRWHQWLDO�VLJQDOV�DW�WKH�QH[W�VXUYHLO�
ODQFH�LQVWDQFH�RU�D�UHTXHVW�WR�WKH�FRPSDQ\�IRU�D�
FXPXODWLYH�UHYLHZ�DW�WKH�QH[W�3685�

3HULRGLF�VDIHW\�XSGDWH�UHYLHZV��3685V�
$�3685�LV�D�UHSRUW�SURYLGLQJ�DQ�HYDOXDWLRQ�RI�WKH�
EHQH¿W�ULVN�EDODQFH�RI�D�PHGLFLQH��ZKLFK�LV�VXEPLW�
WHG�E\�PDUNHWLQJ�DXWKRULVDWLRQ�KROGHUV�DW�GH¿QHG�
WLPH�SRLQWV�IROORZLQJ�D�PHGLFLQH¶V�DXWKRULVDWLRQ��
3685V�VXPPDULVH�GDWD�RQ�WKH�EHQH¿WV�DQG�ULVNV�RI�D�
PHGLFLQH�DQG�LQFOXGH�WKH�UHVXOWV�RI�DOO�VWXGLHV�FDUULHG�
RXW�ZLWK�WKLV�PHGLFLQH��LQ�WKH�DXWKRULVHG�DQG�XQDX�
WKRULVHG�LQGLFDWLRQV��
� 7KH�&903�DVVHVVHG�����3685V�LQ�������WKH�LQ�
FUHDVLQJ�QXPEHU�UHÀHFWLQJ�WKH�SURJUHVVLYH�DFFXPX�
ODWLRQ�RI�SURGXFWV�DXWKRULVHG�WKURXJK�WKH�FHQWUDOLVHG�
SURFHGXUH�

��

3RVW�DXWKRULVDWLRQ�DSSOLFDWLRQV�UHFHLYHG

5HSRUWV�SHU�VSHFLHV�LQ
(XGUD9LJLODQFH�9HWHULQDU\�������

5HSRUWV�RQ�VXVSHFWHG�DGYHUVH�UHDFWLRQV
LQ�DQLPDOV�DQG�KXPDQ�UHDFWLRQV

3HULRGLF�VDIHW\�XSGDWH�UHSRUWV�¿QDOLVHG

Post-authorisation applications received (2011-2013)

2012
200

52
8

Type-I variations Type-II variations Extensions

2011
221

45
7

2013
283

32
5

7\SH�,�YDULDWLRQV

7\SH�,,�YDULDWLRQV

([WHQVLRQV

&$3��(8�$'5V

&$3��1RQ�(8�$'5V

1RQ�&$3��(8�$'5V

1RQ�&$3��1RQ�(8�$'5V

Reports on suspected adverse reactions in animals
and human reactions (2011-2013)

CAP, EU ADRs CAP, Non-EU ADRs Non-CAP, EU ADRs Non-CAP, Non-EU ADRs

2013

2012

2011
2,001

2,869
5,860

2,592

3,598
4,568

8,059
6,101

3,944
3,839

9,742
5,408

Percent of reports per species in Eudravigilance Veterinary (2013)

Canine/dog

Feline/cat

Bovine/cattle

Ovine/sheep

Porcine/pig

Equine/horse

European rabbit

Caprine/goat

Chicken

60.1%

20.4%

9.3%

2.5%

2.8%

2.9%

1.5%

0.3%

0.3%

Periodic safety-update reports finalised (2011-2013)

2013

2012

2011

149

139

132



�������5HIHUUDO�DQG�DUELWUDWLRQ�SURFHGXUHV
$UELWUDWLRQ�SURFHGXUHV�DUH�XVHG�WR�UHVROYH�GLVDJUHH�
PHQWV�DQG�DGGUHVV�FRQFHUQV�UDLVHG�E\�(8�0HPEHU�
6WDWHV��,Q�D�UHIHUUDO��WKH�$JHQF\�LV�UHTXHVWHG�WR�
FRQGXFW�RQ�EHKDOI�RI�WKH�(8�D�VFLHQWL¿F�DVVHVVPHQW�
RI�D�SDUWLFXODU�PHGLFLQH�RU�FODVV�RI�PHGLFLQHV��WR�
DJUHH�RQ�D�UHFRPPHQGDWLRQ�IRU�D�KDUPRQLVHG�SRVL�
WLRQ�DFURVV�WKH�(8�
� ,Q�������WKH�&903�VWDUWHG�QLQH�UHIHUUDO�RU�DUEL�
WUDWLRQ�SURFHGXUHV�UHODWHG�WR�YHWHULQDU\�PHGLFLQDO�
SURGXFWV�IRU�IRRG�SURGXFLQJ�DQLPDOV�DQG�RQH�DUEL�
WUDWLRQ�UHODWHG�WR�D�YHWHULQDU\�PHGLFLQDO�SURGXFW�IRU�
FRPSDQLRQ�DQLPDOV��+DOI�RI�WKHVH�SURFHGXUHV�ZHUH�
LQLWLDWHG�WR�DVVHVV�D�SRWHQWLDO�VHULRXV�ULVN�WR�WKH�HQ�
YLURQPHQW�OLQNHG�WR�WKH�XVH�RI�YHWHULQDU\�PHGLFLQHV�
� 7KH�&903�¿QDOLVHG����DUELWUDWLRQ�DQG�UHIHUUDO�
SURFHGXUHV�DQG�FDUULHG�RXW�WKUHH�UH�H[DPLQDWLRQ�
SURFHGXUHV�

�������0XWXDO�UHFRJQLWLRQ�DQG�GHFHQWUDOLVHG�
SURFHGXUHV��
7KH�$JHQF\�SURYLGHV�VHFUHWDULDO�VXSSRUW�WR�WKH�&R�
RUGLQDWLRQ�*URXS�IRU�0XWXDO�UHFRJQLWLRQ�DQG�'H�
FHQWUDOLVHG�3URFHGXUHV�±�9HWHULQDU\��&0'Y��DQG�LWV�
ZRUNLQJ�JURXSV��LQ�DFFRUGDQFH�ZLWK�WKH�DSSURYHG�
UXOHV�RI�SURFHGXUH��7KH�ZRUN�RI�WKH�&0'Y�LV�HVVHQ�
WLDO�IRU�WKH�HIIHFWLYH�DXWKRULVDWLRQ�DQG�PDLQWHQDQFH�
RI�YHWHULQDU\�PHGLFLQHV�HQWHULQJ�WKH�(8�PDUNHW�YLD�
WKH�PXWXDO�UHFRJQLWLRQ�SURFHGXUH��053��DQG�WKH�
GHFHQWUDOLVHG�SURFHGXUH��'&3��

�� ����053V�'&3V�ZHUH�¿QDOLVHG�LQ�������ZKLFK�LV�
WKH�VDPH�QXPEHU�DV�LQ�������+RZHYHU��WKHUH�ZDV�
D�VKLIW�WRZDUGV�WKH�XVH�RI�WKH�053�FRPSDUHG�WR�WKH�
JUHDWHU�XVH�RI�WKH�'&3�LQ�������7KLV�PD\�UHÀHFW�WKDW�
PDUNHWLQJ�DXWKRULVDWLRQ�KROGHUV�DUH�H[SDQGLQJ�H[�
LVWLQJ�SURGXFW�UDQJHV�LQWR�QHZ�PDUNHWV�UDWKHU�WKDQ�
VXEPLWWLQJ�HQWLUHO\�QHZ�DSSOLFDWLRQV��$V�LQ�UHFHQW�
\HDUV��DSSUR[LPDWHO\�����RI�WKH�WRWDO�053V�'3&V�LQ�
�����ZHUH�DEULGJHG�DSSOLFDWLRQV�XQGHU�$UWLFOH����RI�
'LUHFWLYH���������(&��PRVW�RI�WKHP�JHQHULFV�

�� )LYH�LQLWLDO�DSSOLFDWLRQV�DQG���W\SH�,,�YDULDWLRQV�
�SULPDULO\�WR�DGG�LQGLFDWLRQV��ZHUH�UHIHUUHG�WR�WKH�
&0'Y�LQ�������ZKLFK�HTXDWHV�WR������RI�WKH�053V�
'&3V�DQG�D�����GHFUHDVH�LQ�WKH�QXPEHU�RI�UHIHUUDOV�
FRPSDUHG�WR�����������RI�WKH�UHIHUUDOV�WR�WKH�&0'Y�
HQGHG�LQ�GLVDJUHHPHQW�DQG�ZHUH�IXUWKHU�UHIHUUHG�WR�
WKH�&903�IRU�¿QDO�DUELWUDWLRQ��7KH�&903�DFFHSWHG�
�����RI�WKH�SURFHGXUHV�UHIHUUHG�E\�WKH�&0'Y�DQG�
WKH�¿QDO�RXWFRPH�ZDV�WKDW�����RI�WKHVH�UHIHUUDOV�
ZHUH�RYHUUXOHG��L�H��WKH�FRQFHUQV�RI�WKH�UHIHUULQJ�
0HPEHU�6WDWH�V��ZHUH�QRW�XSKHOG�RU�FRXOG�EH�PDQ�
DJHG�WKURXJK�ULVN�PLWLJDWLRQ�PHDVXUHV��&RPSDUHG�
WR�������WKH�SUHGRPLQDQW�JURXQG�IRU�UHIHUUDO�VKLIWHG�
IURP�ELRHTXLYDOHQFH�WR�HQYLURQPHQWDO�ULVN�DVVHVV�
PHQW��ZKLFK�PD\��LQ�SDUW��UHÀHFW�WKH�JUHDWHU�SURSRU�
WLRQ�RI�UHIHUUHG�SURGXFWV�LQGLFDWHG�IRU�XVH�LQ�IRRG�
SURGXFLQJ�VSHFLHV��SDUWLFXODUO\�DQWLSDUDVLWLFV�

�� 7KH�&0'Y�KDQGOHG�DSSUR[LPDWHO\����ZRUNVKDUHG�
YDULDWLRQV�±�DQ�LQFUHDVH�RI�����IURP�������,Q�
$XJXVW������WKH�VFRSH�RI�WKH�9DULDWLRQV¶�5HJXODWLRQ�
ZDV�H[SDQGHG�WR�LQFOXGH�SXUHO\�QDWLRQDO�PDUNHWLQJ�
DXWKRULVDWLRQV�DQG�WKHUHIRUH�LW�LV�H[SHFWHG�WKDW�WKH�
QXPEHU�RI�ZRUNVKDULQJ�SURFHGXUHV�ZLOO�FRQWLQXH�WR�
LQFUHDVH��7KH�DUHD�RI�YDULDWLRQV�UHPDLQV�D�IRFDO�SRLQW�
LQ�WKH�ZRUN�RI�WKH�&0'Y�

�� 7KH�&0'Y�ZRUNLQJ�JURXSV�ZHUH�DFWLYH�LQ�WKH�DUH�
DV�RI�YDOLGDWLRQ��ERUGHUOLQH�SURGXFWV��LPSURYHPHQW�RI�
'&3��SDFNDJLQJ�DQG�XSGDWH�RI�JXLGDQFH�GRFXPHQWV�
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$UELWUDWLRQV�DQG�UHIHUUDOV�IRU�YHWHULQDU\�PHGLFLQHV

$UELWUDWLRQ�DQG�UHIHUUDOV�UHFHLYHG

Arbitrations and referrals for veterinary medicines (2011-2013)

1

5
5 2 3 1

3 4

Started

Finalised2013
Re-examined

Started

Finalised2012
Re-examined

Started

Finalised2011
Re-examined

4

3

3
5 1 4

4
3

4
4 4 1 1

1

1

5 2

Under Art.33 of Directive 2001/82/EC

Under Art.34 of Directive 2001/82/EC

Under Art.35 of Directive 2001/82/EC

Others (Art.13 of Regulation 1234/2008; Art.78 of Directive 2001/82/EC;
Articles 30 or 45 of Regulation 726/2004)

Re-examination

2013

2012

2011

Arbitration and referrals received (2011-2013)

10

12

12

8QGHU�$UW����RI�'LUHFWLYH���������(&

8QGHU�$UW����RI�'LUHFWLYH���������(&

8QGHU�$UW����RI�'LUHFWLYH���������(&

2WKHUV��$UW����RI�5HJXODWLRQ������������$UW����RI�
'LUHFWLYH���������(&��$UWLFOHV����RU����RI�5HJXODWLRQ�
���������

5H�H[DPLQDWLRQ
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7KH�$JHQF\�FRRUGLQDWHV�WKH�YHUL¿FDWLRQ�RI�FRPSOL�
DQFH�ZLWK�WKH�SULQFLSOHV�RI�JRRG�PDQXIDFWXULQJ�
SUDFWLFH��*03���JRRG�FOLQLFDO�SUDFWLFH��*&3���JRRG�
ODERUDWRU\�SUDFWLFH��*/3���JRRG�SKDUPDFRYLJLODQFH�
SUDFWLFH��*93��DQG�FHUWDLQ�DVSHFWV�RI�WKH�VXSHUYL�
VLRQ�RI�DXWKRULVHG�PHGLFLQDO�SURGXFWV�LQ�XVH�LQ�WKH�
(XURSHDQ�8QLRQ��,W�GRHV�WKLV�WKURXJK�LQVSHFWLRQV�UH�
TXHVWHG�E\�WKH�&+03�RU�&903�LQ�FRQQHFWLRQ�ZLWK�WKH�
DVVHVVPHQW�RI�PDUNHWLQJ�DXWKRULVDWLRQ�DSSOLFDWLRQV�
DQG�RU�WKH�DVVHVVPHQW�RI�PDWWHUV�UHIHUUHG�WR�WKHVH�
FRPPLWWHHV�LQ�DFFRUGDQFH�ZLWK�(8�OHJLVODWLRQ�
� 7KH�$JHQF\�DOVR�FKHFNV�FRPSOLDQFH�RI�SDUDOOHO�
GLVWULEXWLRQ�RI�FHQWUDOO\�DXWKRULVHG�PHGLFLQHV�WKDW�
DUH�GLVWULEXWHG�IURP�RQH�0HPEHU�6WDWH�WR�DQRWKHU�
E\�D�SKDUPDFHXWLFDO�FRPSDQ\�LQGHSHQGHQW�RI�WKH�
PDUNHWLQJ�DXWKRULVDWLRQ�KROGHU��)LQDOO\��WKH�$JHQF\�
LVVXHV�FHUWL¿FDWHV�WR�FRQ¿UP�WKH�PDUNHWLQJ�DXWKRU�
LVDWLRQ�VWDWXV�RI�PHGLFLQHV�WKDW�KDYH�HLWKHU�EHHQ�
DXWKRULVHG�RU�IRU�ZKLFK�DQ�DSSOLFDWLRQ�IRU�PDUNHWLQJ�
DXWKRULVDWLRQ�KDV�EHHQ�VXEPLWWHG�WR�WKH�$JHQF\�

,QVSHFWLRQV
7KH�WRWDO�QXPEHU�RI�LQVSHFWLRQV�LQFUHDVHG�LQ�������
PDLQO\�GXH�WR�WKH�LQFUHDVH�RI�*03�LQVSHFWLRQV��
OLQNHG�WR�WKH�JURZLQJ�QXPEHU�RI�FHQWUDOO\�DXWKRULVHG�
SURGXFWV�DQG�WKH�LQFUHDVLQJ�QXPEHU�RI�PDQXIDFWXU�
LQJ�VLWHV�ORFDWHG�RXWVLGH�WKH�(($��7KHUH�ZDV�DOVR�DQ�
LQFUHDVH�LQ�WKH�QXPEHU�RI�SKDUPDFRYLJLODQFH�LQVSHF�
WLRQV��
�����7KHVH�LQVSHFWLRQV�ZHUH�UHTXHVWHG�E\�WKH�(0$�
FRPPLWWHHV��DQG�PDQ\�WDNH�SODFH�RXWVLGH�RI�WKH�(($�
VLQFH�QDWLRQDO�DXWKRULWLHV�FRRUGLQDWH�WKH�ODUJH�PD�
MRULW\�RI�LQVSHFWLRQV�ZLWKLQ�WKH�(($�DV�SDUW�RI�WKHLU�
VXSHUYLVRU\�UROH�

�� ���DQG����*&3�UHODWHG�LQVSHFWLRQV�ZHUH�UHVSHF�
WLYHO\�FRQGXFWHG�LQ�(($�DQG�QRQ�(($�FRXQWULHV�
�� ���DQG���SKDUPDFRYLJLODQFH�UHODWHG�LQVSHFWLRQV�
ZHUH�UHVSHFWLYHO\�FRQGXFWHG�LQ�(($�DQG�QRQ�(($�
FRXQWULHV�
�� ��DQG�����*03�UHODWHG�LQVSHFWLRQV�ZHUH�UHVSHF�
WLYHO\�FRQGXFWHG�LQ�(($�DQG�QRQ�(($�FRXQWULHV�

��

1XPEHU�RI�LQVSHFWLRQV

Number of inspections (2011-2013)

2013 397
2012 368
2011 375

2013
2012
2011

70
72

65

2013 13
2012 10
2011 9

2013
0
0

2012
2011

GMP (including PMF)

GLP

GCP

Pharmacovigilance

1

*03��LQFOXGLQJ�30)� *&3 3KDUPDFRYLJLODQFH */3



Parallel distribution
In May 2013, a new procedure – the annual up-

processed.

A new procedure was developed to handle urgent 

Number of quality defects
There has been a progressive increase in the 
number of quality defects over the years. Causes 
for this increase are multifactorial and the Agency 
is studying the root causes in order to draw general 
lessons from these incidents which can be used to 
further improve the quality of medicines.

53

4
 |

 I
n

sp
e
ct

io
n

s 
a
n

d
 c

o
m

p
li

a
n

ce

Number of quality defects

Quality defects and recalls (2013)

Quality defects reported

2013 178

2012 148

2011 154

Number of quality defects (2011-2013)

Quality defects

Recalls (total) 19

Class 1 recalls 5

10Class 2 recalls

Class 3 recalls 4

Quality defects reported 178

Initial notifications Notifications of change

2013

2012

2011

Parallel distribution notifications (2011-2013)

2,532

2,563

2,388

3,264

2,551

2,150

Requested Issued

2013

2012

2011

Certificates (2011-2013)

3,434

3,421

3,041

2,995

3,104

2,921

Requested

Issued
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4.4  | The European medicines regulatory network

The European medicines regulatory network — a 
partnership between the European Medicines Agen-
cy, the European Commission and 50 medicines reg-
ulatory authorities in the European Union (EU) and 
the European Economic Area (EEA) — is the basis of 
the Agency's success. The network gives the Agency 
access to a pool of over 4,500 experts, allowing it to 

regulation of medicines in the EU. Experts participate 
in the work of the Agency as members of its seven 

advisory groups and a number of other ad hoc advi-
sory groups, as well as members of the assessment 
teams carrying out the evaluation of medicines.

Payment to national competent authorities for 
evaluation activities 
The overall payment to national competent authori-

ties (NCAs) remained stable in 2013 compared to 

2012. There was a decrease in marketing-authorisa-

tion-related payments to national competent author-

ities in 2013 compared with 2012 due to the de-

crease in the number of initial applications received. 

Rapporteurships/co-rapporteurships
Some of the EMA’s committees appoint a member 

to as the rapporteur for the procedure. The rappor-

teur works to an agreed timetable and prepares an 

assessment report for the committee. For certain 

procedures, the committee also appoints a co-

rapporteur to consider the matter in parallel to, and 

independently from, the rapporteur. The rapporteur 

and co-rapporteur are supported by an assess-

ment team to provide the necessary expertise and 

resources. Rapporteurs and assessment teams are 

selected based on criteria aimed at ensuring the high 

use of resources.

 Opposite is an overview of the rapporteur-

ships/co-rapporteurships of the CHMP and the CVMP, 

the two committees that are responsible for provid-

ing recommendations on marketing authorisation for 

medicines.

54

Payment to NCAs for evaluation activities (EUR ‘000)

Type-II variations

Marketing authorisations

Annual fee

Inspections

Other

Payment to NCA for evaluation of activities (EUR ‘000)

2013

2012

2011

Type II Variation Marketing authorisation Annual fee

Scientfic advice Inspections Other

30,957
10,775

17,185
12,815

4,496
3,789

29,312
16,413
16,138

12,853
3,723
3,554

24,594
10,944

14,164
11,821

3,799
4,138



CHMP rapporteurship / co-rapporteurship 2013

Rapporteur Co-rapporteur

0

0

0

0

Austria

Belgium

Bulgaria

Croatia

Cyprus

Czech Republic

Denmark

Estonia

Finland

France

Germany

Greece

Hungary

Iceland

Italy

Latvia

Lithuania

Luxembourg

Malta

Netherlands

Norway

Poland

Portugal

Romania

Slovakia

Slovenia

Spain

Sweden

United KingdomIreland

4
3
3

1

3

3

3

3

3
9

1
1

1
1

2

2

2

2

5

5

6

6

0
0
0
0
0
0

1

0
0
0
0
0
0

1

1

1

1
2

7

5
13

0

0
0
0
0
0
0

7

14

16
13

5

3

1

* Corrected on 22 July 2014.

*

CVMP rapporteurship / co-rapporteurship 2013

Rapporteur Co-rapporteur

0

0

0

Austria

Belgium

Bulgaria

Croatia

Cyprus

Czech Republic

Denmark

Estonia

Finland

France

Germany

Greece

Hungary

Iceland

Ireland

1

3

2

2

1
1

2

0

0
0

0

0
0
0
0

0

0
0
0
0

0
0

0
0

1

0
0

Italy

Latvia

Lithuania

Luxembourg

Malta

Netherlands

Norway

Poland

Portugal

Romania

Slovakia

Slovenia

Spain

Sweden

United Kingdom

1

0
1

0
0
0
0
0

0

0

0

0

0
0
0
0

0

0
0
0
0
0

0

0

0

2

2

1

1

1

4
 |

 T
h

e 
Eu

ro
p

ea
n

 m
ed

ic
in

es
 r

eg
u

la
to

ry
 n

et
w

or
k

55

CHMP rapporteurships/co-rapporteurships (2013)

CVMP rapporteurships/co-rapporteurships (2013)

Rapporteur Co-rapporteur

Rapporteur Co-rapporteur
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Access-to-document requests
EU citizens have a right to access documents held 

European Medicines Agency grants this access ac-
cording to the principles and further conditions as 

policy on access to documents.
 While complying with the initial halt imposed 
by the interim rulings of the General Court on the 
release of clinical study reports, in 2013 the Agency 
received 293 requests for access to documents and 
released a total of 311,481 pages in response to 
requests.

quester by request.

Budget composition: revenue
The outturn of the Agency in 2013 was 
€240,387,000, representing a 7.5% increase com-
pared with 2012. The EU general contribution repre-
sented 13.6% of the budget in 2013, compared with 
9.6% in 2012.

Budget composition: expenditure
The considerable increase in the cost for infrastruc-
ture in 2013 is due to investment costs for the 

relocation of the Agency in 2014. These investment 

and 2014.

stcepsa evitartsinimdA  |  5.4

Revenue EUR ’000

Expenditure EUR ’000

Affiliation of requesters 2013

Pharmaceutical industry

293

Legal

Media

Academia/research institute

Consultant

Healthcare professional

EU NCA

General public

EU institution (Commission etc)

Regulator outside EU

Patient’s organisation

Not-for-profit organisation

Other

Total

1

3
3

7
7

2

10
12

34

67
37

103

7

Affiliation Number of requests received

Expenditure 2013

Staff expenditure Infrastructure Operational expenditure

2013

2012

2011

2010

2009

77,552
62,056

103,811

75,251
30,817

112,790

72,539
31,613

97,912

67,695
52,883

82,234

57,742
50,281

78,670

Budget composition: revenue EUR'000

General contribution Orphan medicines contribution Surplus from year N-2

EU contribution Fees and other income

2013

2012

2011

2010

2009

2008

2007

2006

32,630
6,509

0

21,466
7,491
9,875

28,042
4,720
5,477

24,533
7,988

14,532

36,320
5,632
4,900

34,388
3,755

7,997

35,106
4,892
4,664

31,933
3,233
3,400

201,248

184,696

161,107

162,407

142,283

142,252

120,627

102,736

Staff expenditure

Infrastructure

Operational expenditure

General EU contribution
(excluding orphan medicines contribution)

Orphan medicines contribution

Surplus from year N-2

Fees and other income
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$JHQF\�VWDII 1DWLRQDO�RULJLQV�RI�$JHQF\�VWDII

$JH�UDQJH�VWDWLVWLFV

Temporary agents 194

Contract agents 16

6Interim staff

National experts

Trainees

7

15

Men

389

76

30

9

43

Women

583

92

36

16

58

Grand total 238 547 785

Total

Agency staff

156
(49%)

Ratio men/women
for temporary agents

Category AD
(administrators)

Category AST
(assistants)

161
(51%)

38
(14%)

228
(86%)

15
(33%)

Ratio men/women
for contract agents

31
(67%)

1
(2%)

45
(98%)

171
(47%)Total 192

(53%)
39

(12%)
273

(88%)

Men Women Men Women

Gender balance 2013

National origins of the Agency staff 2013

Austria 1.48%
Belgium 3.56%
Bulgaria 1.33%

Czech Republic 3.26%
Denmark
Estonia
Finland
France

Germany
Greece

Hungary
Ireland
Italy

Latvia
Lithuania

Malta
Netherlands

Poland
Portugal
Romania
Slovakia
Slovenia

Spain
Sweden

United Kingdom

1.93%
1.33%
1.33%
14.52%
7.7%
5.33%
3.11%
2.07%
10.67%
1.19%
1.48%
0.15%
0.74%
6.37%
4.74%
1.93%
3.11%
0.3%

11.26%
2.52%
8.3%

Age range statistics 1 January 2014

<30

30-40

40-45

45-50

50-55

55-60

>60

10%
46%

18%
14%

7%
4%

1%
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http://www.ema.europa.eu
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