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5(*8/$725<��&21),'(17,$/,7<�$1'�$5&+,9,1*

5HJXODWRU\
7KH�VWXG\�KDV�EHHQ�FRQGXFWHG�E\�VXLWDEO\�WUDLQHG��TXDOLILHG�DQG�H[SHULHQFHG�SHUVRQQHO�LQ�DFFRUGDQFH�ZLWK�WKH�'HFODUDWLRQ�
RI�+HOVLQNL��������DQG�VXEVHTXHQW�UHYLVLRQV��:RUOG�0HGLFDO�$VVRFLDWLRQ��������&RXQFLO�IRU�,QWHUQDWLRQDO�2UJDQL]DWLRQV�RI�
0HGLFDO�6FLHQFHV�DQG�WKH�:RUOG�+HDOWK�2UJDQL]DWLRQ��������DQG�WDNLQJ�LQWR�FRQVLGHUDWLRQ�WKH�UHTXLUHPHQWV�RI�'LUHFWLYHV�
��������(&�DQG�������8�(&�UHODWLQJ�WR�WKH�LPSOHPHQWDWLRQ�RI�JRRG�FOLQLFDO�SUDFWLFH�LQ�WKH�FRQGXFW�RI�FOLQLFDO�WULDOV�RQ�
PHGLFLQDO�SURGXFWV�IRU�KXPDQ�XVH�DQG�WKH�&2/,3$�*XLGHOLQHV�HGLWHG�RQ������IRU�WKH�´3URGXFW�7HVW�*XLGHOLQHV�IRU�WKH�
$VVHVVPHQW�RI�+XPDQ�6NLQ�&RPSDWLELOLW\µ��

3UHFDXWLRQV�KDYH�EHHQ�WDNHQ�WR�DYRLG�WKH�SRVVLELOLW\�WKDW�SDUWLFLSDQWV�LQ�WKH�VWXG\�PLJKW�H[SHULHQFH�XQGHVLUDEOH�HIIHFWV��

(WKLFDO�UHTXLUHPHQWV�ZKLFK�KDYH�EHHQ�WDNHQ�LQWR�FRQVLGHUDWLRQ�LQ�WKH�SODQQLQJ�RI�WKH�VWXG\��LQFOXGH�
L��SDUWLFLSDQWV�DUH�LQIRUPHG�YROXQWHHUV�VHOHFWHG�DIWHU�DSSOLFDWLRQ�RI�LQFOXVLRQ�QRQ�LQFOXVLRQ�FULWHULD�
LL��SDUWLFLSDQWV�DUH�DZDUH�RI�WKH�SXUSRVH�DQG�QDWXUH�RI�WKH�VWXG\�DQG�RI�DQ\�IRUHVHHDEOH�ULVNV�LQYROYHG�LQ�SDUWLFLSDWLRQ�LQ�WKH�
VWXG\�DQG�KDYH�JLYHQ�ZULWWHQ�LQIRUPHG�FRQVHQW�EHIRUH�WKH�VWXG\�VWDUWV�
LLL��D�VDIHW\�HYDOXDWLRQ�KDV�EHHQ�FRQGXFWHG�RQ�WKH�SURGXFW�WHVWHG��EHIRUH�WKH�VWXG\�VWDUWV��
LY��WKH�WHVW�SURFHGXUHV�FRQIRUPV�WR�QDWLRQDO�UHJXODWLRQV��
Y��WKH�(WKLFDO�5HYLHZ�&RPPLWWHH�LQFOXGH�PHGLFDO��QRQ�PHGLFDO��DSSURSULDWH�H[SHUWV�DQG�OD\�PHPEHUV��LW�KDV�FRQVLGHU�WKH�
JHQHUDO�HWKLFV�RI�WKH�WHVW�DQG�YHULILHG�WKDW�WKH�VDIHW\�DQG�LQWHJULW\�RI�WKH�SDUWLFLSDQWV�LQ�WKH�WHVW�DUH�SURWHFWHG��WDNLQJ�LQWR�
DFFRXQW�LQIRUPDWLRQ�RQ�WKH�LQJUHGLHQW�V��
YL��DOO�UHDVRQDEOH�FDUH�KDV�EHHQ�WDNHQ�WR�DYRLG�FDXVLQJ�H[FHVVLYH�VNLQ�UHDFWLRQV�RU�RWKHU�DGYHUVH�KHDOWK�HIIHFWV�LQ�WKH�
SDUWLFLSDQWV�GXULQJ�WKH�VWXG\�
YLL��VDIHW\�SURFHGXUHV�DUH�LQ�SODFH�LQ�WKH�HYHQW�RI�DQ\�XQH[SHFWHG�DGYHUVH�UHDFWLRQV��LQFOXGLQJ�DSSURSULDWH�PHGLFDO�FRYHU�
YLLL��YROXQWHHUV�DUH�UHZDUGHG�IRU�WKHLU�WLPH��LQFRQYHQLHQFH��HWF���EXW�WKH�UHZDUG�LV�QRW�VR�JUHDW�WKDW�LW�ZRXOG�SHUVXDGH�WKHP�
WR�SDUWLFLSDWH�

&RQILGHQWLDOLW\
5HTXLUHPHQWV�RI�/DZ�����������RQ�WKH�3URWHFWLRQ�RI�,QGLYLGXDOV�ZLWK�UHJDUG�WR�WKH�3URFHVVLQJ�RI�3HUVRQDO�Data�DUH�WDNHQ�
LQWR�FRQVLGHUDWLRQ��3URFHVVLQJ�RI�YROXQWHHUV�SHUVRQDO�GDWD�LV�FDUULHG�RXW�E\�GRFWRUV�RU�RWKHU�SHUVRQV�UHQGHULQJ�PHGLFDO�
VHUYLFHV��SURYLGHG�WKDW�WKH�&RQWUROOHU�LV�ERXQG�E\�PHGLFDO�FRQILGHQWLDOLW\�RU�RWKHU�REOLJDWLRQ�RI�SURIHVVLRQDO�VHFUHF\��
SURYLGHG�IRU�LQ�/DZ�RU�FRGH�RI�SUDFWLFH��DQG�GDWD�DUH�QHLWKHU�WUDQVIHUUHG�QRU�GLVFORVHG�WR�WKLUG�SDUWLHV��3URFHVVLQJ�LV�FDUULHG�
RXW�ZLWKLQ�WKH�ODERUDWRU\�SUHPLVHV�DQG�UHODWHV�WR�SHUVRQDO�GDWD�RI�WKH�YROXQWHHUV��SURYLGHG�WKDW�WKH�ODWWHU�KDYH�JLYHQ�WKHLU�
FRQVHQW�DQG�WKDW�VXFK�GDWD�DUH�QHLWKHU�WUDQVIHUUHG�QRU�GLVFORVHG�WR�WKLUG�SDUWLHV��7KH�DQRQ\PLW\�RI�WKH�YROXQWHHUV�LV�
UHVSHFWHG�ZLWKLQ�DOO�VWXGLHV�FDUULHG�RXW�LQ�RXU�ODERUDWRULHV��(DFK�YROXQWHHU�FDQ�EH�LGHQWLILHG�E\�WKH�,QYHVWLJDWRU��WKH�GRFWRUV�
DQG�DOO�WKH�SHUVRQV�LQ�FKDUJH�RI�WKH�VWXG\��WKDQNV�WR�KLV�SHUVRQDO�YROXQWHHU
V�FRGH�

$UFKLYLQJ
7KH�ODERUDWRU\�ERRN�ZKLFK�FRQWDLQV�DOO�WKH�LQIRUPDWLRQ��UDZ�GDWD�DQG�UHVXOWV��UHJDUGLQJ�WKH�VWXG\�DQG�WKH�VWXG\�UHSRUWV�DUH�
NHSW�LQ�WKH�ODERUDWRU\�DUFKLYHV�GXULQJ���\HDUV�
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6LQJOH�DSSOLFDWLRQ������+RXUV�RFFOXVLYH�SDWFK�WHVWV
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�3$1(/ ���KHDOWK\�DGXOW�YROXQWHHUV

�$33/,&$7,21�$5($ 2Q�WKH�EDFN

�48$17,7<�2)�352'8&7 �����PO

�0(7+2'2/2*<�$%675$&7 7UHDWPHQW�VLWHV�DUH�DVVHVVHG�EHIRUH�WKH�ILUVW�DSSOLFDWLRQ�RI�WHVW
PDWHULDO��EDVHOLQH��DQG�DIWHU�WUHDWPHQW�DW����PLQXWHV�DIWHU�SDWFK
UHPRYDO��1HJDWLYH�FRQWUROV�DUH�XVHG�WR�IDFLOLWDWH�HYDOXDWLRQ���6NLQ
UHDFWLRQV�DUH�VFRUHG�WKURXJKRXW�WKH�WHVW�E\�WKH�VDPH�H[SHULHQFHG
DVVHVVRU��D�GHUPDWRORJLVW��ZKR�PDGH�WKH�EDVHOLQH�DVVHVVPHQW�DQG
XQGHU�WKH�VDPH�OLJKWLQJ�VRXUFH��IROORZLQJ�D�SUH�GHILQHG�VFRULQJ
VFDOH��7KH�TXDQWLILFDWLRQ�RI�WKH�VNLQ�LUULWDWLRQ�LV�JLYHQ�WKURXJK�D
QXPHULF�VFDOH��HU\WKHPD��RHGHPD��GU\QHVV�GHVTXDPDWLRQ�
YHVLFOHV���7KH�DYHUDJH�LUULWDQW�VFRUH�RI�WKH�SURGXFW�WR�EH�WHVWHG�LV
FDOFXODWHG�IURP�WKH�DYHUDJH�RI�WKH�TXRWDWLRQV�REWDLQHG�IRU�HDFK
YROXQWHHU��DOORZLQJ�WR�UDQN�WKH�SURGXFW�IURP��QRQ�LUULWDQW�WR�YHU\
LUULWDQW���

5(68/7 � 7KH�DYHUDJH�LUULWDQW�VFRUH�RI�WKH�SURGXFW�LV������

&21&/86,21 � $FFRUGLQJ�WR�WKH�H[SHULPHQWDO�FRQGLWLRQV�RI�WKH�VWXG\��WKH�WHVW�
SURGXFW��FDQ�EH�FRQVLGHUHG�DV�Non irritant UHJDUGLQJ�,WV�SULPDU\�
VNLQ�WROHUDQFH�
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5HVXOWV�UHIHU�WR�WKH�VDPSOH�DV�UHFHLYHG�DQG�DQDO\VHG�RQ�WKH�VSHFLILF�SHULRG��7KHVH�UHVXOWV�VKRXOG�QRW�EH�UHSURGXFHG�RWKHU�WKDQ�LQ�IXOO�DQG�RQO\
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7KH�VDPSOHV�ZLOO�EH�VWRUHG�E\�WKH�ODERUDWRU\�GXULQJ���PRQWK�IURP�WKH�HQG�WHVW�GDWH�
7KH�VWXG\�UHSRUW�DQG�UDZ�GDWD�ZLOO�EH�VWRUHG�E\�WKH�ODERUDWRU\�GXULQJ���\HDUV�
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6NLQ�FRPSDWLELOLW\�LV�GHILQHG�DV�WKH�DEVHQFH�RI�VNLQ�LUULWDWLRQ�XQGHU�QRUPDO�FRQGLWLRQV�RI�XVH�DQG�UHDVRQDEO\�IRUHVHHDEOH�
PLVXVH��WDNLQJ�LQWR�DFFRXQW�REMHFWLYH�UHDFWLRQV�DV�ZHOO�DV�VXEMHFWLYH�UHVSRQVHV�VXFK�DV�VWLQJLQJ��EXUQLQJ�RU�LWFKLQJ��
6NLQ�LUULWDWLRQ�LV�GHILQHG�DV�QRQ�LPPXQRORJLFDO�ORFDO�VNLQ�LQIODPPDWLRQ�

7KLV�WHVW�LQYROYHV�VLQJOH�DSSOLFDWLRQ�����KRXU�occlusive SDWFK�WHVW�
7UHDWPHQW�VLWHV�DUH�DVVHVVHG�EHIRUH�WKH�ILUVW�DSSOLFDWLRQ�RI�WHVW�PDWHULDO��EDVHOLQH��DQG�DIWHU�WUHDWPHQW�DW����PLQXWHV�DIWHU�
SDWFK�UHPRYDO��1HJDWLYH�FRQWUROV�DUH�XVHG�WR�IDFLOLWDWH�HYDOXDWLRQ���6NLQ�UHDFWLRQV�DUH�VFRUHG�WKURXJKRXW�WKH�WHVW�E\�WKH�
VDPH�H[SHULHQFHG�DVVHVVRU��D�GHUPDWRORJLVW��ZKR�PDGH�WKH�EDVHOLQH�DVVHVVPHQW�DQG�XQGHU�WKH�VDPH�OLJKWLQJ�VRXUFH��
IROORZLQJ�D�SUH�GHILQHG�VFRULQJ�VFDOH��7KH�TXDQWLILFDWLRQ�RI�WKH�VNLQ�LUULWDWLRQ�LV�JLYHQ�WKURXJK�D�QXPHULF�VFDOH��HU\WKHPD��
RHGHPD��GU\QHVV�GHVTXDPDWLRQ��YHVLFOHV���7KH�DYHUDJH�LUULWDQW�VFRUH�RI�WKH�SURGXFW�WR�EH�WHVWHG�LV�FDOFXODWHG�IURP�WKH�
DYHUDJH�RI�WKH�TXRWDWLRQV�REWDLQHG�IRU�HDFK�YROXQWHHU��DOORZLQJ�WR�UDQN�WKH�SURGXFW�IURP��QRQ�LUULWDQW�WR�YHU\�LUULWDQW���

7KH�REMHFWLYH�RI�WKH�WHVW�LV�WR�GHWHUPLQH�ZKHWKHU�RU�QRW�WKH�SURGXFW�LV�OLNHO\�WR�LQGXFH�VNLQ�LUULWDWLRQ��XQGHU�QRUPDO�
FRQGLWLRQV�RI�XVH�DQG�UHDVRQDEO\�IRUHVHHDEOH�PLVXVH�FRQGLWLRQV�

3$1(/�678',('��,1&/86,21���121�,1&/86,21�&5,7(5,$�

1XPEHU�RI�YROXQWHHUV
$�QXPEHU�RI�20�YROXQWHHUV�KDV�EHHQ�UHFUXLWHG�WR�VDWLVI\�WKH�REMHFWLYHV�RI�WKH�WHVW��

3DQHO�FKDUDFWHULVWLFV
9ROXQWHHUV�DUH�VHOHFWHG�RQ�WKH�EDVLV�RI�LQFOXVLRQ�DQG�QRQ�LQFOXVLRQ�FULWHULD��7KH�YROXQWHHUV�VDWLVI\�DOO�WKH�LQFOXVLRQ�FULWHULD�
DQG�DUH�QRW�LQ�FRQIOLFW�ZLWK�DQ\�RI�WKH�QRQ�LQFOXVLRQ�FULWHULD�DQG�KDG�D�PHGLFDO�H[DPLQDWLRQ��KHDOWK�FHUWLILFDWH��DQG�D�
GHUPDWRORJLFDO�H[DPLQDWLRQ��7KH�YROXQWHHUV�DUH�FOHDUO\�LQIRUPHG��YHUEDOO\�DQG�LQ�ZULWLQJ��UHJDUGLQJ�WKH�QDWXUH�RI�WKH�VWXG\��
WKH�WLPHWDEOH��FRQVWUDLQWV�DQG�SRVVLEOH�ULVNV��7KH\�JLYH�WKHLU�ZULWWHQ�LQIRUPHG�FRQVHQW�EHIRUH�SDUWLFLSDWLRQ�LQ�WKH�VWXG\�

,QFOXVLRQ�FULWHULD
? ,QIRUPHG�YROXQWHHUV�ZKR�DJUHH�WR�IROORZ�WKH�FRQGLWLRQV�VSHFLILHG
? ZKHUH�DSSURSULDWH�RI�UHOHYDQW�DJH����������\HDUV�ROG�
? ZKHUH�DSSURSULDWH�RI�UHOHYDQW�JHQGHU����IHPDOH�DQG�RU�PDOH
? ZKHUH�DSSURSULDWH�RI�UHOHYDQW�RULJLQ�DQG�KHDOWK�
? IUHH�IURP�DQ\�GHUPDWRORJLFDO�SUREOHPV�RQ�WKH�DUHD�VWXGLHG
? PHHW�WKH�VSHFLILF�VWXG\�FULWHULD�RQ�VNLQ�W\SH
? SURRI�RI�KRPH�DGGUHVV�	�VRFLDO�VHFXULW\�QXPEHU
? DEOH�WR�XQGHUVWDQG�WKH�*UHHN�ODQJXage�DQG�WKH�VWXG\�UHTXLUHPHQWV

1RQ�LQFOXVLRQ�FULWHULD
? YROXQWHHUV�ZKR�GRHV�QRW�PHHW�WKH�LQFOXVLRQ�FULWHULD
? SUHJQDQF\�RU�QXUVLQJ�FRQGLWLRQ�
? LUULWDWHG�VNLQ�RQ�WHVW�VLWH�V�
? EOHPLVKHV��PDUNV��H�J��WDWWRRV��VFDUV��VXQEXUQ��RQ�WKH�WHVW�VLWH�V�
? PHGLFDWLRQ�ZKLFK�PD\�DIIHFW�VNLQ�UHVSRQVH�DQG�RU�SDVW�PHGLFDO�KLVWRU\
? SUHVHQWLQJ�VNLQ�SDWKRORJ\�ZKLFK�PD\�LQWHUIHUH�ZLWK�WKH�DLP�V��RI�WKH�VWXG\�
? SUHVHQWLQJ��FRQWDFW�DOOHUJ\�WR�RQH�RI�WKH�LQJUHGLHQWV�RI�WKH�WHVWHG�SURGXFW
? SDUWLFLSDWLRQ�LQ�DQRWKHU�VLPXOWDQHRXV�VWXG\�
? SDUWLFLSDWLRQ�LQ�D�SUHYLRXV�VWXG\�ZLWKRXW�DQ�DSSURSULDWH�UHVW�SHULRG�EHWZHHQ�VWXGLHV
? PLQRUV�RU�PDMRUV�SURWHFWHG�E\�WKH�ODZ�DQG�SHRSOH�DGPLWWHG�LQ�D�VDQLWDU\�RU�VRFLDO�LQVWLWXWLRQ�IRU�RWKHU�SXUSRVH�WKDQ�

UHVHDUFK
? SHUVRQV�GHSULYHG�RI�OLEHUW\�E\�OHJDO�RU�DGPLQLVWUDWLYH�GHFLVLRQ��SDWLHQWV�LQ�HPHUJHQF\�VLWXDWLRQ
? YROXQWHHUV�ZKR�UHIXVHG�WR�JLYH�WKHLU�IUHH�DQG�LQIRUPHG�FRQVHQW�

3DJH���RI���
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6WXG\�FRQVWUDLQWV
'XULQJ�WKH�OHQJWK�RI�WKH�VWXG\��WKH�YROXQWHHUV�DUH�DVNHG�

? 1RW�WR�SXW�DQ\�SURGXFW��DOVR�ZDWHU�RQ�WKH�SDWFKHV�DUHD�
? 1RW�WR�KDYH�D�EDWK��QHLWKHU�WR�H[SRVH�WKHPVHOYHV�WR�89�
? 7R�DYRLG�DOO�LQWHQVH�VSRUWLYH�DFWLYLWLHV�WKDW�FRXOG�UHPRYH�WKH�SDWFK�
? 1RW�WR�WDNH�DVSLULQ��DQWL�KLVWDPLQLFV��FRUWLFRLGV��DQWL�LQIODPPDWRULHV�DQG�DQ\�RWKHU�WUHDWPHQW�GHFUHDVLQJ�RU�

DYRLGLQJ�LQIODPPDWLRQV�RU�DOOHUJLHV�RU�LQWHUIHULQJ�ZLWK�WKH�VNLQ�PHWDEROLVP�

9ROXQWHHUV�ZLWKGUDZDOV
3DUWLFLSDQWV�ZLOO�EH�ZLWKGUDZQ�IRU�WKH�IROORZLQJ�UHDVRQV�

? WKH\�GR�QRW�IROORZ�WKH�FRQGLWLRQV�RI�WKH�6WXG\�,QIRUPDWLRQ�6KHHW�
? WKH\�VXIIHU�DQ\�LOOQHVV�RU�DFFLGHQW�RU�GHYHORS�DQ\�FRQGLWLRQ�GXULQJ�WKH�VWXG\�ZKLFK�FRXOG�DIIHFW�WKH�RXWFRPH�RI�WKH�

VWXG\�
? WKH\�QR�ORQJHU�ZLVK�WR�SDUWLFLSDWH�LQ�WKH�VWXG\�

7(67�0$7(5,$/

�',675,%8725

�352'8&7�0$18)$&785('�%<

�5(&(,37�'$7( ����������

�678'<�3(5,2' �����������������������

�/$%�,' �����������

�352'8&7�1$0( 78<�$=$/7,&,�9(�,1&(/7,&,�.5(0��+$,5�5('8&,1*�&5($0�

�&(57,),&$7(�,' �����������������������

(/=�.2=0(7,.�

(/=�.2=0(7,.

�678'<�6321625

�/27

�6725$*(�&21',7,216

����

�%5$1'

�352'8&7�7<3(

4$&6�/WG

$ZD\�IURP�KHDW�DQG�OLJKW

127�5,16('��&5($0

1�$

$�VDPSOH�RI�WKH�WHVWHG�SURGXFW�LV�NHSW�DW�WKH�4$&6�ODERUDWRULHV�IRU���PRQWK�DIWHU�WKH�HQG�RI�WKH�VWXG\��$IWHU�WKLV�GDWH�DQG
XQOHVV�FRQWUDU\�UHTXLUHPHQW�IURP�WKH�VWXG\�VSRQVRU��WKH�SURGXFW�ZLOO�EH�GHVWUR\HG�

3DJH���RI���

5HVXOWV�UHIHU�WR�WKH�VDPSOH�DV�UHFHLYHG�DQG�DQDO\VHG�RQ�WKH�VSHFLILF�SHULRG��7KHVH�UHVXOWV�VKRXOG�QRW�EH�UHSURGXFHG�RWKHU�WKDQ�LQ�IXOO�DQG�RQO\
ZLWK�WKH�ZULWWHQ�DSSURYDO�RI�WKH�ODERUDWRU\�
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7HO��������������������)D[��������������������HPDLO��LQIR#TDFV�JU���ZHEVLWH��ZZZ�TDFV�JU

0(7+2'�35,1&,3/(

7KH�SULQFLSOH�RI�WKH�VWXG\�LV�EDVHG�RQ�WKH�VLQJOH�DSSOLFDWLRQ�RI�����PO�RI�WHVWHG�SURGXFW��RQ�WKH�VNLQ�RI�WKH�EDFN�RI�DGXOW�
YROXQWHHUV��7KH�SURGXFW�LV�NHSW�LQ�FRQWDFW�ZLWK�WKH�VNLQ�IRU����KRXUV�XQGHU�occlusive SDWFK�

(TXLSPHQW

7KH�HTXLSPHQW�XVHG�IRU�WKH�occlusive SDWFK�LV�FRPSRVHG�RI�D�VPDOO�SODVWLF�FDYLW\�RI������FP²�ZLWK�D�ILOWHU�WLVVXH�DW�WKH�
ERWWRP�ZKLFK�LV�PDGH�WR�UHFHLYH�WKH�SURGXFW�WR�WHVW��$OO�WKLV�LV�IL[HG�WR�D�K\SRDOOHUJHQLF�QRQ�ZRYHQ�DGKHVLYH�WDSH�

'RVH�OHYHO

7KH�DPRXQW�RI�WHVW�PDWHULDO�DSSOLHG�WR�HDFK�SDWFK�����PO�LV�VXIILFLHQW�WR�ILOO�WKH�FKDPEHU�DQG�VDWXUDWH�WKH�SDG�ZLWKRXW�
RYHUIORZLQJ�IURP�LW�ZKHQ�DSSOLHG�WR�WKH�VNLQ�

7HVW�PDWHULDO�DSSOLFDWLRQ

7KH�DUHD�RQ�ZKLFK�WKH�SDWFK�LV�DSSOLHG�LV�SUHYLRXVO\�FOHDQHG�XS�ZLWK�GHPLQHUDOLVHG�ZDWHU�DQG�GULHG�ZLWK�FHOOXORVH�FRWWRQ�
ZRRO�WLVVXH�
7KH�SDWFKHV�DUH�SXW�RQ�WKH�EDFN�RI�WKH�YROXQWHHU�
7KH�SURGXFWV�DUH�WHVWHG�SXUH�RU�GLOXWHG�GHSHQGLQJ�RQ�WKHLU�W\SH�DQG�WKHLU�XVH��
? 0RVWO\��WKH�SURGXFWV�DUH�WHVWHG�SXUH��
? 5LQVH�RII�SURGXFWV�DUH�WHVWHG�GLOXWHG�DW�����
? 'HWHUJHQWV�DUH�WHVWHG�GLOXWHG�DW�����
? +\GURSKLOLF�SURGXFWV�DUH�GLOXWHG�LQ�GHPLQHUDOLVHG�ZDWHU
? /LSRSKLOLF�SURGXFWV�DUH�GLOXWHG�LQ�PLQHUDO�RLO�
? 3RZGHUV�DUH�SXW�SXUH�LQ�WKH�SDWFK�VPDOO�FDYLW\�DQG�WKHQ�PRLVWHQHG�VXIILFLHQWO\�ZLWK�D�GURS�RI�PLQHUDO�RLO�LQ�RUGHU�

WR�WR�HQVXUH�JRRG�FRQWDFW�ZLWK�WKH�VNLQ�DQG�DYRLG�WKH�SURGXFW�GLVSHUVLRQ�ZKLOH�DSSO\LQJ�WKH�SDWFK�
7KH�SDWFKHV�WKXV�SUHSDUHG�DUH�OHIW�LQ�FRQWDFW����KRXUV�

1HJDWLYH�FRQWUROV

:KLOVW�WKLV�DFWLYLW\�LV�DOZD\V�EH�RQ�D�FDVH�E\�FDVH�EDVLV�DQG�ZLOO�GHSHQG�RQ�WKH�QDWXUH�DQG�W\SH�RI�VWXG\��WKH�PRVW�FRPPRQ�
DSSURDFK�LV�WR�FRPSDUH�WKH�UHVXOWV�REWDLQHG�IRU�WKH�WHVW�PDWHULDOV�ZLWK�WKRVH�RI�VXLWDEOH�SRVLWLYH�DQG�RU�QHJDWLYH�FRQWUROV��
RU�ZLWK�VLPLODU�PDWHULDOV�
$��QHJDWLYH��FRQWURO�LV�D�SDWFK�ZLWKRXW�DQ\�SURGXFW��DSSOLHG�LQ�WKH�VDPH�FRQGLWLRQV�DV�WKH�SURGXFW�WR�EH�WHVWHG�
? LI�WKH�SURGXFW�LV�WHVWHG�SXUH��HPSW\�SDWFK�
? LI�WKH�SURGXFW�LV�WHVWHG�GLOXWHG��SDWFK�ZLWK�����PO�RI�WKH�VROYHQW�XVHG��GHPLQHUDOLVHG�ZDWHU�RU�PLQHUDO�RLO��

9LVXDO�DVVHVVPHQW

7UHDWPHQW�VLWHV�DUH�DVVHVVHG�EHIRUH�WKH�ILUVW�DSSOLFDWLRQ�RI�WHVW�PDWHULDO��EDVHOLQH��DQG�DIWHU�WUHDWPHQW�DW����PLQXWHV�DIWHU�
SDWFK�UHPRYDO��1HJDWLYH�FRQWUROV�DUH�XVHG�WR�IDFLOLWDWH�HYDOXDWLRQ��
6NLQ�UHDFWLRQV�DUH�VFRUHG�WKURXJKRXW�WKH�WHVW�E\�WKH�VDPH�H[SHULHQFHG�DVVHVVRU�ZKR�PDGH�WKH�EDVHOLQH�DVVHVVPHQW�DQG�
XQGHU�WKH�VDPH�OLJKWLQJ�VRXUFH��IROORZLQJ�D�SUH�GHILQHG�VFRULQJ�VFDOH��

3DJH���RI���

5HVXOWV�UHIHU�WR�WKH�VDPSOH�DV�UHFHLYHG�DQG�DQDO\VHG�RQ�WKH�VSHFLILF�SHULRG��7KHVH�UHVXOWV�VKRXOG�QRW�EH�UHSURGXFHG�RWKHU�WKDQ�LQ�IXOO�DQG�RQO\
ZLWK�WKH�ZULWWHQ�DSSURYDO�RI�WKH�ODERUDWRU\�
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7HO��������������������)D[��������������������HPDLO��LQIR#TDFV�JU���ZHEVLWH��ZZZ�TDFV�JU

(;$03/(�2)�6&25,1*�6&$/(

(5<7+(0$

�� �QR�HYLGHQFH�RI�HU\WKHPD

���� �PLQLPDO�RU�GRXEWIXO�HU\WKHPD

�� �VOLJKW�UHGQHVV��VSRWW\�DQG�GLIIXVH

�� �PRGHUDWH��XQLIRUP�UHGQHVV

�� �VWURQJ�XQLIRUP�UHGQHVV

�� �ILHU\�UHGQHVV

'5<1(66��6&$/,1*�

�� �QR�HYLGHQFH�RI�VFDOLQJ

���� �GU\�ZLWKRXW�VFDOLQJ��DSSHDUV�VPRRWK�DQG�WDXW

�� �ILQH�PLOG�VFDOLQJ

�� �PRGHUDWH�VFDOLQJ

�� �VHYHUH�VFDOLQJ�ZLWK�ODUJH�IODNHV

2('(0$

�  �DEVHQFH�RI�RHGHPD

�� �SUHVHQFH�RI�RHGHPD

(;$03/(�2)�6&25,1*�6&$/(

7KH�UHVXOWV�REWDLQHG�DUH�FRPSDUHG�WR�WKRVH�REWDLQHG�RQ�WKH�FRQWURO�]RQH��7KH�$YHUDJH�,UULWDWLRQ�,QGH[��RU�3ULPDU\�6NLQ
,UULWDWLRQ��LV�FDOFXODWHG�DV�WKH�DYHUDJH�RI�UHDGLQJV��REWDLQHG�RQ��WKH�YROXQWHHUV�SRSXODWLRQ�

�
1XPEHU�RI�YROXQWHHUV

YRO���WR�YRO�Q�PDUNV�7���> @� QXPEHU�RI�UHDGLQJV

&ODVVLILFDWLRQ�RI�WKH�LUULWDQW�SRWHQWLDO

$YHUDJH�LUULWDWLRQ�LQGH[ &ODVVLILFDWLRQ

�������� 1RQ�LUULWDQW

����������� 9HU\�VOLJKWO\�LUULWDQW

����������� 6OLJKWO\�LUULWDQW

�������� 0RGHUDWHO\�LUULWDQW

�������� ,UULWDQW

!����� 9HU\�LUULWDQW

3DJH���RI���

5HVXOWV�UHIHU�WR�WKH�VDPSOH�DV�UHFHLYHG�DQG�DQDO\VHG�RQ�WKH�VSHFLILF�SHULRG��7KHVH�UHVXOWV�VKRXOG�QRW�EH�UHSURGXFHG�RWKHU�WKDQ�LQ�IXOO�DQG�RQO\
ZLWK�WKH�ZULWWHQ�DSSURYDO�RI�WKH�ODERUDWRU\�
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7HO��������������������)D[��������������������HPDLO��LQIR#TDFV�JU���ZHEVLWH��ZZZ�TDFV�JU

5(68/76

3DQHO�GHVFULSWLRQ
7KLV�VWXG\�LQFOXGHV����KHDOWK\�DGXOW�YROXQWHHUV�ZKRP�FKDUDFWHULVWLFV�DUH�GHVFULEHG�EHORZ�

9ROXQWHHUV�FKDUDFWHULVWLFV

(YHQWV�RFFXUHG�
GXULQJ�WKH�VWXG\

� ���� ) �� 1RUPDO�VNLQ

� ���� 0 �� 1RUPDO�VNLQ

� ���� ) �� 6HQVLWLYH�VNLQ

� ���� ) �� 1RUPDO�VNLQ

� ���� ) �� 1RUPDO�VNLQ

� ���� ) �� 1RUPDO�VNLQ

� ���� ŋ �� 1RUPDO�VNLQ

� ���� ŋ �� 1RUPDO�VNLQ

� ���� ŋ �� 1RUPDO�VNLQ

�� ���� ŋ �� 1RUPDO�VNLQ

�� ���� ) �� 1RUPDO�VNLQ

�� ���� ) �� 6HQVLWLYH�VNLQ

�� ���� ŋ �� 6HQVLWLYH�VNLQ

�� ���� ) �� 6HQVLWLYH�VNLQ

�� ���� ŋ �� 6HQVLWLYH�VNLQ

�� ���� ) �� 6HQVLWLYH�VNLQ

�� ���� ) �� 1RUPDO�VNLQ

�� ���� ) �� 6HQVLWLYH�VNLQ

�� ���� ) �� 1RUPDO�VNLQ

�� ���� ) �� 1RUPDO�VNLQ

92/�,'
92/817((5
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1RQH�RI�WKH�YROXQWHHUV�VHOHFWHG�WRRN�D�WUHDWPHQW�FRQWUDLQGLFDWHG�ZLWK�WKH�VWXG\�

6WXG\�ZLWKGUDZDOV
1R�ZLWKGUDZDO�RI�WKH�VWXG\�KDSSHQHG�

6NLQ�UHDFWLRQV
1R�VNLQ�UHDFWLRQ�ZDV�QRWLFHG�E\�WKH�GHUPDWRORJLVW�RQ�WKH�UHIHUHQFH�DUHD�IRU�DOO�WKH�YROXQWHHUV�

5HVXOWV�DQDO\VLV
5HVXOWV�REWDLQHG�IRU�HDFK�YROXQWHHU�DV�ZHOO�DV�WKH�FRUUHVSRQGLQJ�LUULWDWLRQ�LQGH[�

3DJH���RI���

5HVXOWV�UHIHU�WR�WKH�VDPSOH�DV�UHFHLYHG�DQG�DQDO\VHG�RQ�WKH�VSHFLILF�SHULRG��7KHVH�UHVXOWV�VKRXOG�QRW�EH�UHSURGXFHG�RWKHU�WKDQ�LQ�IXOO�DQG�RQO\
ZLWK�WKH�ZULWWHQ�DSSURYDO�RI�WKH�ODERUDWRU\�
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7HO��������������������)D[��������������������HPDLO��LQIR#TDFV�JU���ZHEVLWH��ZZZ�TDFV�JU

5(68/76��FRQWLQXHG�

�',675,%8725
�352'8&7�0$18)$&785('�%<
�5(&(,37�'$7( ����������
�678'<�3(5,2' �����������������������
�/$%�,' �����������
�352'8&7�1$0( 78<�$=$/7,&,�9(�,1&(/7,&,�.5(0��+$,5�5('8&,1*�&5($0�

�&(57,),&$7(�,' �����������������������

(/=�.2=0(7,.�
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�678'<�6321625
�/27

�6725$*(�&21',7,216

����
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�352'8&7�7<3(

4$&6�/WG

$ZD\�IURP�KHDW�DQG�OLJKW

127�5,16('��&5($0
1�$

(5<7+(0$ '5<1(66 2('(0$
7RWDO�UHDGLQJV

��KUV

� ���� ) ��

� ���� 0 ��

� ���� ) ��
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� ���� ) ��
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� � � �

7RWDO�UHDGLQJ���KUV��DOO�YROXQWHHUV �

1XPEHU�RI�UHDGLQJV �

7RWDO�LUULWDWLRQ���QXPEHU�RI�UHDGLQJV �

,UULWDWLRQ�LQGH[ ����

5HVXOW 1RQ�LUULWDQW

$IWHU����KRXUV�RI�DSSOLFDWLRQ��QR�VNLQ�UHDFWLRQ�ZDV�REVHUYHG��E\�WKH�GHUPDWRORJLVW�RQ�WKH�DUHD�WUHDWHG�
7KH�DYHUDJH�LUULWDWLRQ�LQGH[�REWDLQHG�LV�HTXDO�WR������

3DJH���RI���

5HVXOWV�UHIHU�WR�WKH�VDPSOH�DV�UHFHLYHG�DQG�DQDO\VHG�RQ�WKH�VSHFLILF�SHULRG��7KHVH�UHVXOWV�VKRXOG�QRW�EH�UHSURGXFHG�RWKHU�WKDQ�LQ�IXOO�DQG�RQO\
ZLWK�WKH�ZULWWHQ�DSSURYDO�RI�WKH�ODERUDWRU\�

7KH�VDPSOHV�ZLOO�EH�VWRUHG�E\�WKH�ODERUDWRU\�GXULQJ���PRQWK�IURP�WKH�HQG�WHVW�GDWH�
7KH�VWXG\�UHSRUW�DQG�UDZ�GDWD�ZLOO�EH�VWRUHG�E\�WKH�ODERUDWRU\�GXULQJ���\HDUV�
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7HO��������������������)D[��������������������HPDLO��LQIR#TDFV�JU���ZHEVLWH��ZZZ�TDFV�JU

7KLV�GRFXPHQW�KDV�EHHQ�HOHFWURQLFDOO\�VLJQHG�E\�WKRVH�QDPHV�WKDW�DSSHDU�RQ�WKLV�UHSRUW�DQG�DUH�WKH�DXWKRUL]HG�VLJQDWRULHV�

',6&866,21�$1'�&21&/86,21

,Q�WKH�H[SHULPHQWDO�FRQGLWLRQV��DIWHU�D�VLQJOH�DSSOLFDWLRQ�RI������PO�RI�WKH�SURGXFW�XQGHU�RFFOXVLYH�SDWFK�DQG�GXULQJ���
KRXUV��RQ����KHDOWK\�DGXOW�YROXQWHHUV�DQG�DFFRUGLQJ�WR�WKH�VFDOH�XVHG�IRU�WKH�LQWHUSUHWDWLRQ�RI�WKH�UHVXOWV��WKH�78<�$=$/7,&,
9(�,1&(/7,&,�.5(0��+$,5�5('8&,1*�&5($0��FDQ�EH�FRQVLGHUHG�DV�1RQ�LUULWDQW�UHJDUGLQJ�LWV�SULPDU\�VNLQ�WROHUDQFH�

5(68/76�$87+(17,&,7<

7KH�VWXG\�FRQFHUQHG�E\�WKLV�UHSRUW�ZDV�FDUULHG�RXW�XQGHU�P\�UHVSRQVLELOLW\��DFFRUGLQJ�WR�WKH�H[SHULPHQWDO�SURWRFRO�DQG�WKH
TXDOLW\�SODQ�RI�WKH�4$&6�/WG�ODERUDWRU\��DQG�IROORZV�WKH�JRRG�FOLQLFDO�SUDFWLFHV�
$OO�WKH�REVHUYDWLRQV�DQG�GDWD�UHFRUGHG�GXULQJ�WKLV�WULDO�DUH�UHSRUWHG�LQ�WKLV�VWXG\�UHSRUW�

,�FHUWLI\�WKH�UHUHDGLQJ�RI�WKLV�UHSRUW�DQG�GR�DJUHH�ZLWK�LWV�FRQWHQW

'DWH��������������

6WXG\�0DQDJHU��

3ULQWHG�QDPH����7VLWRXULV�&KDULODRV

'DWH��������������

,QYHVWLJDWLQJ�GRFWRU��

3ULQWHG�QDPH����&KULVWRV�3UHYH]DV

3DJH����RI���

5HVXOWV�UHIHU�WR�WKH�VDPSOH�DV�UHFHLYHG�DQG�DQDO\VHG�RQ�WKH�VSHFLILF�SHULRG��7KH�GLOXWLRQ�RI�WKH�VDPSOH�WHVWHG��GHSHQGV�RQ�WKH�W\SH�RI�SURGXFW
�VHH�SDJH�����7KHVH�UHVXOWV�VKRXOG�QRW�EH�UHSURGXFHG�RWKHU�WKDQ�LQ�IXOO�DQG�RQO\�ZLWK�WKH�ZULWWHQ�DSSURYDO�RI�WKH�ODERUDWRU\�

7KH�VDPSOHV�ZLOO�EH�VWRUHG�E\�WKH�ODERUDWRU\�GXULQJ���PRQWK�IURP�WKH�HQG�WHVW�GDWH�
7KH�VWXG\�UHSRUW�DQG�UDZ�GDWD�ZLOO�EH�VWRUHG�E\�WKH�ODERUDWRU\�GXULQJ���\HDUV�
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