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1'$ $33529$/ 

$VWUD=HQHFD 3KDUPDFHXWLFDOV /3 
$WWHQWLRQ� (OLQRUH 0HUFHU� 3K�'�� 5$& 
5HJXODWRU\ $IIDLUV 'LUHFWRU 
2QH 0HG,PPXQH :D\ 
*DLWKHUVEXUJ� 0' ����� 

'HDU 'U� 0HUFHU� 

3OHDVH UHIHU WR \RXU QHZ GUXJ DSSOLFDWLRQ �1'$� GDWHG 6HSWHPEHU ��� ����� UHFHLYHG 
6HSWHPEHU ��� ����� DQG \RXU DPHQGPHQWV� VXEPLWWHG RI WKH )HGHUDO )RRG� 'UXJ� DQG 
&RVPHWLF $FW �)'&$� IRU .26(/8*2 �VHOXPHWLQLE� FDSVXOH� 

7KLV QHZ GUXJ DSSOLFDWLRQ SURYLGHV IRU WKH XVH RI .26(/8*2 �VHOXPHWLQLE� FDSVXOH IRU 
WKH WUHDWPHQW RI SHGLDWULF SDWLHQWV � \HDUV RI DJH DQG ROGHU ZLWK QHXURILEURPDWRVLV W\SH 
� �1)�� ZKR KDYH V\PSWRPDWLF� LQRSHUDEOH SOH[LIRUP QHXURILEURPDV �31�� 

$33529$/ /$%(/,1* 

:H KDYH FRPSOHWHG RXU UHYLHZ RI WKLV DSSOLFDWLRQ� DV DPHQGHG� ,W LV DSSURYHG� HIIHFWLYH 
RQ WKH GDWH RI WKLV OHWWHU� IRU XVH DV UHFRPPHQGHG LQ WKH HQFORVHG DJUHHG�XSRQ 
ODEHOLQJ� 

&217(17 2) /$%(/,1* 

$V VRRQ DV SRVVLEOH� EXW QR ODWHU WKDQ �� GD\V IURP WKH GDWH RI WKLV OHWWHU� VXEPLW WKH 
FRQWHQW RI ODEHOLQJ >�� &)5 �������O�@ LQ VWUXFWXUHG SURGXFW ODEHOLQJ �63/� IRUPDW XVLQJ 
WKH )'$ DXWRPDWHG GUXJ UHJLVWUDWLRQ DQG OLVWLQJ V\VWHP �H/,67�� DV GHVFULEHG DW 
)'$�JRY�� &RQWHQW RI ODEHOLQJ PXVW EH LGHQWLFDO WR WKH HQFORVHG ODEHOLQJ WH[W IRU WKH 
3UHVFULELQJ ,QIRUPDWLRQ DQG 3DWLHQW 3DFNDJH ,QVHUW� DV ZHOO DV DQQXDO UHSRUWDEOH 
FKDQJHV QRW LQFOXGHG LQ WKH HQFORVHG ODEHOLQJ� ,QIRUPDWLRQ RQ VXEPLWWLQJ 63/ ILOHV XVLQJ 
H/,67 PD\ EH IRXQG LQ WKH JXLGDQFH IRU LQGXVWU\ SPL Standard for Content of Labeling 
Technical Qs and As.� 

7KH 63/ ZLOO EH DFFHVVLEOH YLD SXEOLFO\ DYDLODEOH ODEHOLQJ UHSRVLWRULHV� 

� KWWS���ZZZ�IGD�JRY�)RU,QGXVWU\�'DWD6WDQGDUGV�6WUXFWXUHG3URGXFW/DEHOLQJ�GHIDXOW�KWP 
� :H XSGDWH JXLGDQFHV SHULRGLFDOO\� )RU WKH PRVW UHFHQW YHUVLRQ RI D JXLGDQFH� FKHFN WKH )'$ *XLGDQFH 
'RFXPHQWV 'DWDEDVH KWWSV���ZZZ�IGD�JRY�5HJXODWRU\,QIRUPDWLRQ�*XLGDQFHV�GHIDXOW�KWP� 
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&217$,1(5 /$%(/,1* 

6XEPLW ILQDO SULQWHG FRQWDLQHU ODEHOLQJ WKDW LV LGHQWLFDO WR WKH HQFORVHG FRQWDLQHU ODEHOLQJ 
DV VRRQ DV LW LV DYDLODEOH� EXW QR PRUH WKDQ �� GD\V DIWHU LW LV SULQWHG� 3OHDVH VXEPLW WKLV 
ODEHOLQJ HOHFWURQLFDOO\ DFFRUGLQJ WR WKH JXLGDQFH IRU LQGXVWU\ Providing Regulatory 
Submissions in Electronic Format — Certain Human Pharmaceutical Product 
Applications and Related Submissions Using the eCTD Specifications� )RU 
DGPLQLVWUDWLYH SXUSRVHV� GHVLJQDWH WKLV VXEPLVVLRQ ³)LQDO 3ULQWHG &DUWRQ DQG 
&RQWDLQHU /DEHOLQJ IRU DSSURYHG 1'$ �������´ $SSURYDO RI WKLV VXEPLVVLRQ E\ )'$ 
LV QRW UHTXLUHG EHIRUH WKH ODEHOLQJ LV XVHG� 

5$5( 3(',$75,& ',6($6( 35,25,7< 5(9,(: 928&+(5 

:H DOVR LQIRUP \RX WKDW \RX KDYH EHHQ JUDQWHG D UDUH SHGLDWULF GLVHDVH SULRULW\ UHYLHZ 
YRXFKHU� DV SURYLGHG XQGHU VHFWLRQ ��� RI WKH )'&$� 7KLV SULRULW\ UHYLHZ YRXFKHU 
�359� KDV EHHQ DVVLJQHG D WUDFNLQJ QXPEHU� 359 1'$ ������� $OO FRUUHVSRQGHQFHV 
UHODWHG WR WKLV YRXFKHU VKRXOG UHIHU WR WKLV WUDFNLQJ QXPEHU� 

7KLV YRXFKHU HQWLWOHV \RX WR GHVLJQDWH D VLQJOH KXPDQ GUXJ DSSOLFDWLRQ VXEPLWWHG XQGHU 
VHFWLRQ ����E��O� RI WKH )'&$ RU D VLQJOH ELRORJLF DSSOLFDWLRQ VXEPLWWHG XQGHU VHFWLRQ 
��� RI WKH 3XEOLF +HDOWK 6HUYLFH $FW DV TXDOLI\LQJ IRU D SULRULW\ UHYLHZ� 6XFK DQ 
DSSOLFDWLRQ ZRXOG QRW KDYH WR PHHW DQ\ RWKHU UHTXLUHPHQWV IRU D SULRULW\ UHYLHZ� 7KH OLVW 
EHORZ GHVFULEHV WKH VSRQVRU UHVSRQVLELOLWLHV DQG WKH SDUDPHWHUV IRU XVLQJ DQG 
WUDQVIHUULQJ D UDUH SHGLDWULF GLVHDVH SULRULW\ UHYLHZ YRXFKHU� 
x 7KH VSRQVRU ZKR UHGHHPV WKH SULRULW\ UHYLHZ YRXFKHU PXVW QRWLI\ )'$ RI LWV 
LQWHQW WR VXEPLW DQ DSSOLFDWLRQ ZLWK D SULRULW\ UHYLHZ YRXFKHU DW OHDVW �� GD\V 
EHIRUH VXEPLVVLRQ RI WKH DSSOLFDWLRQ� DQG PXVW LQFOXGH WKH GDWH WKH VSRQVRU 
LQWHQGV WR VXEPLW WKH DSSOLFDWLRQ� 7KLV QRWLILFDWLRQ VKRXOG EH SURPLQHQWO\ PDUNHG� 
³1RWLILFDWLRQ RI ,QWHQW WR 6XEPLW DQ $SSOLFDWLRQ ZLWK D 5DUH 3HGLDWULF 'LVHDVH 
3ULRULW\ 5HYLHZ 9RXFKHU�´ 

x 7KLV SULRULW\ UHYLHZ YRXFKHU PD\ EH WUDQVIHUUHG� LQFOXGLQJ E\ VDOH� E\ \RX WR 
DQRWKHU VSRQVRU RI D KXPDQ GUXJ RU ELRORJLF DSSOLFDWLRQ� 7KHUH LV QR OLPLW RQ WKH 
QXPEHU RI WLPHV WKDW WKH SULRULW\ UHYLHZ YRXFKHU PD\ EH WUDQVIHUUHG� EXW HDFK 
SHUVRQ WR ZKRP WKH SULRULW\ UHYLHZ YRXFKHU LV WUDQVIHUUHG PXVW QRWLI\ )'$ RI WKH 
FKDQJH LQ RZQHUVKLS RI WKH YRXFKHU QRW ODWHU WKDQ �� GD\V DIWHU WKH WUDQVIHU� ,I 
\RX UHWDLQ DQG UHGHHP WKLV SULRULW\ UHYLHZ YRXFKHU� \RX VKRXOG UHIHU WR WKLV OHWWHU 
DV DQ RIILFLDO UHFRUG RI WKH YRXFKHU� ,I WKH SULRULW\ UHYLHZ YRXFKHU LV WUDQVIHUUHG� 
WKH VSRQVRU WR ZKRP WKH SULRULW\ UHYLHZ YRXFKHU KDV EHHQ WUDQVIHUUHG VKRXOG 
LQFOXGH D FRS\ RI WKLV OHWWHU �ZKLFK ZLOO EH SRVWHG RQ RXU :HE VLWH DV DUH DOO 
DSSURYDO OHWWHUV� DQG SURRI WKDW WKH SULRULW\ UHYLHZ YRXFKHU ZDV WUDQVIHUUHG� 

x )'$ PD\ UHYRNH WKH SULRULW\ UHYLHZ YRXFKHU LI WKH UDUH SHGLDWULF GLVHDVH SURGXFW 
IRU ZKLFK WKH SULRULW\ UHYLHZ YRXFKHU ZDV DZDUGHG LV QRW PDUNHWHG LQ WKH 8�6� 
ZLWKLQ � \HDU IROORZLQJ WKH GDWH RI DSSURYDO� 

8�6� )RRG DQG 'UXJ $GPLQLVWUDWLRQ
6LOYHU 6SULQJ� 0' ����� 
ZZZ�IGD�JRY 
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x 7KH VSRQVRU RI DQ DSSURYHG UDUH SHGLDWULF GLVHDVH SURGXFW DSSOLFDWLRQ ZKR LV 
DZDUGHG D SULRULW\ UHYLHZ YRXFKHU PXVW VXEPLW D UHSRUW WR )'$ QR ODWHU WKDQ � 
\HDUV DIWHU DSSURYDO WKDW DGGUHVVHV� IRU HDFK RI WKH ILUVW � SRVW�DSSURYDO \HDUV� 

o	 WKH HVWLPDWHG SRSXODWLRQ LQ WKH 8�6� VXIIHULQJ IURP WKH UDUH SHGLDWULF GLVHDVH 
IRU ZKLFK WKH SURGXFW ZDV DSSURYHG �ERWK WKH HQWLUH SRSXODWLRQ DQG WKH 
SRSXODWLRQ DJHG � WKURXJK �� \HDUV�� 

o	 WKH HVWLPDWHG GHPDQG LQ WKH 8�6� IRU WKH SURGXFW� DQG 

o	 WKH DFWXDO DPRXQW RI SURGXFW GLVWULEXWHG LQ WKH 8�6� 

x	 <RX PD\ DOVR UHYLHZ WKH UHTXLUHPHQWV UHODWHG WR WKLV SURJUDP E\ YLVLWLQJ )'$
V 
5DUH 3HGLDWULF 'LVHDVH 3ULRULW\ 5HYLHZ 9RXFKHU 3URJUDP ZHE SDJH�� 

$'9,625< &200,77(( 

<RXU DSSOLFDWLRQ IRU .26(/8*2 ZDV QRW UHIHUUHG WR DQ )'$ DGYLVRU\ FRPPLWWHH 
EHFDXVH 

��� WKH VDIHW\ SURILOH LV DFFHSWDEOH IRU WKH WUHDWPHQW RI SHGLDWULF SDWLHQWV � \HDUV RI 
DJH DQG ROGHU ZLWK QHXURILEURPDWRVLV W\SH � �1)�� DQG V\PSWRPDWLF� LQRSHUDEOH 
SOH[LIRUP QHXURILEURPDV �31�� 

��� HYDOXDWLRQ RI WKH VDIHW\ GDWD ZKHQ XVHG IRU WKH WUHDWPHQW RI SHGLDWULF SDWLHQWV � 
\HDUV RI DJH DQG ROGHU ZLWK QHXURILEURPDWRVLV W\SH � �1)�� DQG V\PSWRPDWLF� 
LQRSHUDEOH SOH[LIRUP QHXURILEURPDV �31� GLG QRW UDLVH VLJQLILFDQW VDIHW\ RU 
HIILFDF\ LVVXHV WKDW ZHUH XQH[SHFWHG IRU D GUXJ RI WKLV FODVV� 

��� WKH DSSOLFDWLRQ GLG QRW UDLVH VLJQLILFDQW SXEOLF KHDOWK TXHVWLRQV RQ WKH UROH RI WKH 
GUXJ LQ WKH GLDJQRVLV� FXUH� PLWLJDWLRQ� WUHDWPHQW� RU SUHYHQWLRQ RI D GLVHDVH� 

��� RXWVLGH H[SHUWLVH ZDV QRW QHFHVVDU\� WKHUH ZHUH QR FRQWURYHUVLDO LVVXHV WKDW 
ZRXOG EHQHILW IURP DGYLVRU\ FRPPLWWHH GLVFXVVLRQ� 

5(48,5(' 3(',$75,& $66(660(176 

8QGHU WKH 3HGLDWULF 5HVHDUFK (TXLW\ $FW �35($� ��� 8�6�&� ���F�� DOO DSSOLFDWLRQV IRU 
QHZ DFWLYH LQJUHGLHQWV �ZKLFK LQFOXGHV QHZ VDOWV DQG QHZ IL[HG FRPELQDWLRQV�� QHZ 
LQGLFDWLRQV� QHZ GRVDJH IRUPV� QHZ GRVLQJ UHJLPHQV� RU QHZ URXWHV RI DGPLQLVWUDWLRQ 
DUH UHTXLUHG WR FRQWDLQ DQ DVVHVVPHQW RI WKH VDIHW\ DQG HIIHFWLYHQHVV RI WKH SURGXFW IRU 

� KWWSV���ZZZ�IGD�JRY�)RU,QGXVWU\�'HYHORSLQJ3URGXFWVIRU5DUH'LVHDVHV&RQGLWLRQV�5DUH3HGLDWULF'LVHDV 
H3ULRULW\9RXFKHU3URJUDP�GHIDXOW�KWP 

8�6� )RRG DQG 'UXJ $GPLQLVWUDWLRQ
6LOYHU 6SULQJ� 0' ����� 
ZZZ�IGD�JRY 
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WKH FODLPHG LQGLFDWLRQ LQ SHGLDWULF SDWLHQWV XQOHVV WKLV UHTXLUHPHQW LV ZDLYHG� GHIHUUHG� 
RU LQDSSOLFDEOH� 

:H QRWH WKDW \RX KDYH IXOILOOHG WKH SHGLDWULF VWXG\�LHV� UHTXLUHPHQW IRU DOO UHOHYDQW 
SHGLDWULF DJH JURXSV IRU WKLV DSSOLFDWLRQ� 

32670$5.(7,1* 5(48,5(0(176 81'(5 ����R� 

6HFWLRQ ����R���� RI WKH )'&$ DXWKRUL]HV )'$ WR UHTXLUH KROGHUV RI DSSURYHG GUXJ DQG 
ELRORJLFDO SURGXFW DSSOLFDWLRQV WR FRQGXFW SRVWPDUNHWLQJ VWXGLHV DQG FOLQLFDO WULDOV IRU 
FHUWDLQ SXUSRVHV� LI )'$ PDNHV FHUWDLQ ILQGLQJV UHTXLUHG E\ WKH VWDWXWH� 

:H KDYH GHWHUPLQHG WKDW DQ DQDO\VLV RI VSRQWDQHRXV SRVWPDUNHWLQJ DGYHUVH HYHQWV 
UHSRUWHG XQGHU VXEVHFWLRQ ����N���� RI WKH )'&$ ZLOO QRW EH VXIILFLHQW WR DVVHVV D VLJQDO 
RI D VHULRXV ULVN RI SK\VHDO G\VSODVLD DQG WKH HIIHFWV RI JURZWK DQG GHYHORSPHQW� DQG 
WKH ORQJ�WHUP VDIHW\ HIIHFWV RI VHOXPHWLQLE LQ SHGLDWULF SDWLHQWV� 

)XUWKHUPRUH� WKH DFWLYH SRVWPDUNHW ULVN LGHQWLILFDWLRQ DQG DQDO\VLV V\VWHP DV DYDLODEOH 
XQGHU VHFWLRQ ����N���� RI WKH )'&$ ZLOO QRW EH VXIILFLHQW WR DVVHVV WKHVH VHULRXV ULVNV� 

7KHUHIRUH� EDVHG RQ DSSURSULDWH VFLHQWLILF GDWD� )'$ KDV GHWHUPLQHG WKDW \RX DUH 
UHTXLUHG WR FRQGXFW WKH IROORZLQJ VWXGLHV� 

������	 &KDUDFWHUL]H DQG HYDOXDWH WKH ORQJ�WHUP VDIHW\ HIIHFWV DQG DQ\ 
SRWHQWLDO IRU VHULRXV DGYHUVH ULVNV RI VHOXPHWLQLE RQ WKH JURZWK DQG 
GHYHORSPHQW RI SHGLDWULF SDWLHQWV� 6XEPLW WKH FRPSOHWH ILQDO UHSRUW 
DQG ORQJ�WHUP IROORZ�XS GDWD IURP SHGLDWULF SDWLHQWV HQUROOHG RQ 
635,17 DQG RQJRLQJ RU FRPSOHWHG VWXGLHV RI VHOXPHWLQLE� 

$OO SDWLHQWV PXVW EH HYDOXDWHG IRU JURZWK DQG GHYHORSPHQW 
PLOHVWRQHV DQQXDOO\ IRU DW OHDVW � \HDUV IURP LQLWLDWLRQ RI 
VHOXPHWLQLE� (YDOXDWLRQV PXVW LQFOXGH� JURZWK DV PHDVXUHG E\ 
ZHLJKW� KHLJKW� KHLJKW YHORFLW\� KHLJKW VWDQGDUG GHYLDWLRQ VFRUHV 
�6'6�� DJH DW WKHODUFKH �IHPDOHV�� DJH DW DGUHQDUFKH �PDOHV�� DJH 
DW PHQDUFKH �IHPDOHV�� DQG 7DQQHU 6WDJH SURJUHVVLRQ� 'HVFULSWLYH 
VWDWLVWLFV �LQFOXGLQJ PHDQ DQG VWDQGDUG GHYLDWLRQ YDOXHV� RI RQ� 
VWXG\ GDWD IRU JURZWK YHORFLW\ PXVW EH SUHVHQWHG� *URZWK YHORFLW\ 
GXULQJ WKH WULDO VKRXOG EH FRPSDUHG ZLWK JURZWK YHORFLW\ DW EDVHOLQH 
�LI SUH�EDVHOLQH GDWD DUH DYDLODEOH�� 3URYLGH DQDO\VHV RI KHLJKW DQG 
ZHLJKW GDWD WKDW DVVHVV PHDVXUHV RI FHQWUDO WHQGHQF\ DQG RXWOLHU 
DQDO\VHV XVLQJ KHLJKW DQG ZHLJKW ]�VFRUHV� 

8�6� )RRG DQG 'UXJ $GPLQLVWUDWLRQ
6LOYHU 6SULQJ� 0' ����� 
ZZZ�IGD�JRY 
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7KH WLPHWDEOH \RX VXEPLWWHG RQ 0DUFK ��� ����� VWDWHV WKDW \RX ZLOO FRQGXFW WKLV VWXG\ 
DFFRUGLQJ WR WKH IROORZLQJ VFKHGXOH� 

6WXG\ &RPSOHWLRQ� ������� 
)LQDO 5HSRUW 6XEPLVVLRQ� ������� 

������	 &KDUDFWHUL]H DQG HYDOXDWH WKH ORQJ�WHUP VDIHW\ HIIHFWV DQG DQ\ 
SRWHQWLDO IRU VSHFLILF VHULRXV DGYHUVH ULVNV RI VHOXPHWLQLE LQ 
SHGLDWULF SDWLHQWV� 6XEPLW WKH FRPSOHWH ILQDO UHSRUW DQG ORQJ�WHUP 
IROORZ�XS VDIHW\ GDWD �PLQLPXP RI � \HDUV� IURP SHGLDWULF SDWLHQWV 
HQUROOHG RQ 635,17 DQG DOO RWKHU RQJRLQJ RU FRPSOHWHG VWXGLHV RI 
VHOXPHWLQLE WR LQFOXGH DQ DQDO\VLV RI WKH IROORZLQJ WR[LFLWLHV LQ 
SHGLDWULF SDWLHQWV� RFXODU WR[LFLW\ �LQFOXGLQJ EXW QRW OLPLWHG WR UHWLQDO 
SLJPHQW HSLWKHOLDO GHWDFKPHQW DQG UHWLQDO YHLQ RFFOXVLRQ�� FDUGLDF 
WR[LFLW\ �LQFOXGLQJ EXW QRW OLPLWHG WR YHQWULFXODU G\VIXQFWLRQ�� PXVFOH 
WR[LFLW\ �LQFOXGLQJ EXW QRW OLPLWHG WR UKDEGRP\RO\VLV DQG 
V\PSWRPDWLF DQG DV\PSWRPDWLF &3. HOHYDWLRQ�� VHULRXV 
JDVWURLQWHVWLQDO WR[LFLW\ �LQFOXGLQJ EXW QRW OLPLWHG WR FROLWLV� LOHXV� 
LQWHVWLQDO REVWUXFWLRQ� DQG LQWHVWLQDO SHUIRUDWLRQ�� DQG VHULRXV 
GHUPDWRORJLF WR[LFLW\� 

7KH WLPHWDEOH \RX VXEPLWWHG RQ 0DUFK ��� ����� VWDWHV WKDW \RX ZLOO FRQGXFW WKLV VWXG\ 
DFFRUGLQJ WR WKH IROORZLQJ VFKHGXOH� 

6WXG\ &RPSOHWLRQ� ������� 
)LQDO 5HSRUW 6XEPLVVLRQ� ������� 

)LQDOO\� ZH KDYH GHWHUPLQHG WKDW RQO\ D FOLQLFDO WULDO �UDWKHU WKDQ D QRQFOLQLFDO RU 
REVHUYDWLRQDO VWXG\� ZLOO EH VXIILFLHQW WR LGHQWLI\ WKH SRWHQWLDO IRU ORZHU�KLJKHU GUXJ 
H[SRVXUH DQG UHVXOWDQW VHULRXV GUXJ ULVNV ZKHQ DGPLQLVWHULQJ VHOXPHWLQLE ZLWK D ORZ�IDW 
PHDO� 

7KHUHIRUH� EDVHG RQ DSSURSULDWH VFLHQWLILF GDWD� )'$ KDV GHWHUPLQHG WKDW \RX DUH 
UHTXLUHG WR FRQGXFW WKH IROORZLQJ WULDO� 

������	 6XEPLW WKH ILQDO UHSRUW DQG GDWDVHWV IURP D SKDUPDFRNLQHWLF WULDO LQ 
SHGLDWULF SDWLHQWV WR FRQILUP WKH HIIHFW RI D ORZ�IDW PHDO RQ 
VHOXPHWLQLE H[SRVXUH ZLWK WKH PDUNHWHG FDSVXOH IRUPXODWLRQ DQG 
HYDOXDWH ZKHWKHU DGPLQLVWUDWLRQ RI VHOXPHWLQLE ZLWK IRRG PD\ 
DOOHYLDWH JDVWURLQWHVWLQDO WR[LFLWLHV� &RQILUP DSSURSULDWH GRVLQJ 
UHFRPPHQGDWLRQ RI VHOXPHWLQLE ZLWK D ORZ�IDW PHDO WKDW PDLQWDLQV 
HIILFDF\ ZLWK DFFHSWDEOH VDIHW\� 

8�6� )RRG DQG 'UXJ $GPLQLVWUDWLRQ
6LOYHU 6SULQJ� 0' ����� 
ZZZ�IGD�JRY 
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7KH WLPHWDEOH \RX VXEPLWWHG RQ 0DUFK ��� ����� VWDWHV WKDW \RX ZLOO FRQGXFW WKLV VWXG\ 
DFFRUGLQJ WR WKH IROORZLQJ VFKHGXOH� 

'UDIW 3URWRFRO 6XEPLVVLRQ� ������� 
)LQDO 3URWRFRO 6XEPLVVLRQ� ������� 
6WXG\ &RPSOHWLRQ� ������� 
)LQDO 5HSRUW 6XEPLVVLRQ� ������� 

)'$ FRQVLGHUV WKH WHUP final WR PHDQ WKDW WKH DSSOLFDQW KDV VXEPLWWHG D SURWRFRO� WKH 
)'$ UHYLHZ WHDP KDV VHQW FRPPHQWV WR WKH DSSOLFDQW� DQG WKH SURWRFRO KDV EHHQ 
UHYLVHG DV QHHGHG WR PHHW WKH JRDO RI WKH VWXG\ RU FOLQLFDO WULDO�� 

6XEPLW FOLQLFDO SURWRFRO�V� WR \RXU ,1' ������ ZLWK D FURVV�UHIHUHQFH OHWWHU WR WKLV 1'$� 
3URPLQHQWO\ LGHQWLI\ WKH VXEPLVVLRQ ZLWK WKH IROORZLQJ ZRUGLQJ LQ EROG FDSLWDO OHWWHUV DW 
WKH WRS RI WKH ILUVW SDJH RI WKH VXEPLVVLRQ� DV DSSURSULDWH� 5HTXLUHG 3RVWPDUNHWLQJ 
3URWRFRO 8QGHU ����R�� 5HTXLUHG 3RVWPDUNHWLQJ )LQDO 5HSRUW 8QGHU ����R��
5HTXLUHG 3RVWPDUNHWLQJ &RUUHVSRQGHQFH 8QGHU ����R�� 

6HFWLRQ ����R�����(��LL� RI WKH )'&$ UHTXLUHV \RX WR UHSRUW SHULRGLFDOO\ RQ WKH VWDWXV RI 
DQ\ VWXG\ RU FOLQLFDO WULDO UHTXLUHG XQGHU WKLV VHFWLRQ� 7KLV VHFWLRQ DOVR UHTXLUHV \RX WR 
SHULRGLFDOO\ UHSRUW WR )'$ RQ WKH VWDWXV RI DQ\ VWXG\ RU FOLQLFDO WULDO RWKHUZLVH 
XQGHUWDNHQ WR LQYHVWLJDWH D VDIHW\ LVVXH� 6HFWLRQ ���% RI WKH )'&$� DV ZHOO DV �� &)5 
�������E�����YLL� UHTXLUHV \RX WR UHSRUW DQQXDOO\ RQ WKH VWDWXV RI DQ\ SRVWPDUNHWLQJ 
FRPPLWPHQWV RU UHTXLUHG VWXGLHV RU FOLQLFDO WULDOV� 

)'$ ZLOO FRQVLGHU WKH VXEPLVVLRQ RI \RXU DQQXDO UHSRUW XQGHU VHFWLRQ ���% DQG 
�� &)5 �������E�����YLL� WR VDWLVI\ WKH SHULRGLF UHSRUWLQJ UHTXLUHPHQW XQGHU VHFWLRQ 
����R�����(��LL� SURYLGHG WKDW \RX LQFOXGH WKH HOHPHQWV OLVWHG LQ ����R� DQG 
�� &)5 �������E�����YLL�� :H UHPLQG \RX WKDW WR FRPSO\ ZLWK ����R�� \RXU DQQXDO UHSRUW 
PXVW DOVR LQFOXGH D UHSRUW RQ WKH VWDWXV RI DQ\ VWXG\ RU FOLQLFDO WULDO RWKHUZLVH 
XQGHUWDNHQ WR LQYHVWLJDWH D VDIHW\ LVVXH� )DLOXUH WR VXEPLW DQ DQQXDO UHSRUW IRU VWXGLHV 
RU FOLQLFDO WULDOV UHTXLUHG XQGHU ����R� RQ WKH GDWH UHTXLUHG ZLOO EH FRQVLGHUHG D YLRODWLRQ 
RI )'&$ VHFWLRQ ����R�����(��LL� DQG FRXOG UHVXOW LQ HQIRUFHPHQW DFWLRQ� 

(1+$1&(' 3+$50$&29,*,/$1&( 021,725,1* 

)RU D SHULRG RI � \HDUV IURP WKH 8�6� DSSURYDO GDWH� VXEPLW DOO FDVHV UHSRUWHG RI 
DGYHUVH HYHQWV RI VSHFLDO LQWHUHVW �$(6,V�� LQFOXGLQJ RFXODU WR[LFLW\ HYHQWV LQFOXGLQJ EXW 
QRW OLPLWHG WR UHWLQDO SLJPHQW HSLWKHOLDO GHWDFKPHQW �53('�� UHWLQDO YHLQ RFFOXVLRQ 
�592�� FDUGLDF WR[LFLW\ HYHQWV �LQFOXGLQJ EXW QRW OLPLWHG WR YHQWULFXODU G\VIXQFWLRQ�� 
PXVFOH WR[LFLW\ HYHQWV �LQFOXGLQJ EXW QRW OLPLWHG WR UKDEGRP\RO\VLV�� JDVWURLQWHVWLQDO 

� 6HH WKH JXLGDQFH IRU ,QGXVWU\ Postmarketing Studies and Clinical Trials—Implementation of Section 
505(o)(3) of the Federal Food, Drug, and Cosmetic Act (October 2019). 
KWWSV���ZZZ�IGD�JRY�5HJXODWRU\,QIRUPDWLRQ�*XLGDQFHV�GHIDXOW�KWP� 
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1'$ ������ 
3DJH � 

WR[LFLW\ HYHQWV �LQFOXGLQJ EXW QRW OLPLWHG WR FROLWLV� LOHXV� LQWHVWLQDO REVWUXFWLRQ� DQG 
LQWHVWLQDO SHUIRUDWLRQ� ZLWK VHULRXV RXWFRPHV LQ SHGLDWULF SDWLHQWV UHFHLYLQJ .26(/8*2 
IRU WKH WUHDWPHQW RI 1)�� DV ���GD\ $OHUW UHSRUWV >DV GHVFULEHG XQGHU �� &)5 
�������F����@� DQG SURYLGH GHWDLOHG DQDO\VHV RI WKHVH $(6,V UHSRUWHG IURP FOLQLFDO VWXG\� 
DQG SRVW�PDUNHWLQJ UHSRUWV LQ \RXU SHULRGLF VDIHW\ UHSRUW >L�H�� WKH 3HULRGLF $GYHUVH 'UXJ 
([SHULHQFH 5HSRUW �3$'(5� UHTXLUHG XQGHU �� &)5 �������F���� RU WKH ,&+ (�& 
3HULRGLF %HQHILW�5LVN (YDOXDWLRQ 5HSRUW �3%5(5� IRUPDW@� 7KHVH DQDO\VHV VKRXOG VKRZ 
FXPXODWLYH GDWD UHODWLYH WR WKH GDWH RI DSSURYDO RI .26(/8*2 DV ZHOO DV UHODWLYH WR 
SULRU SHULRGLF VDIHW\ UHSRUWV� 7KHVH DQDO\VHV VKRXOG LQFOXGH FDVH QDUUDWLYHV� ZLWK WKH 
IROORZLQJ LQIRUPDWLRQ LQ D WDEOH IRUPDW� GHPRJUDSKLFV� SUHGLVSRVLQJ ULVN 
IDFWRUV�FRPRUELGLWLHV� VLJQV� V\PSWRPV DQG UHOHYDQW ODERUDWRU\ GDWD OHDGLQJ WR 
GLDJQRVLV� UHFKDOOHQJH�GHFKDOOHQJH LQIRUPDWLRQ� 0HGLFDO OLWHUDWXUH UHYLHZV IRU FDVH 
UHSRUWV�FDVH VHULHV RI WKHVH $(6,V UHSRUWHG ZLWK .26(/8*2 VKRXOG DOVR EH SURYLGHG 
LQ WKH SHULRGLF VDIHW\ UHSRUW� 

352027,21$/ 0$7(5,$/6 

<RX PD\ UHTXHVW DGYLVRU\ FRPPHQWV RQ SURSRVHG LQWURGXFWRU\ DGYHUWLVLQJ DQG 
SURPRWLRQDO ODEHOLQJ� 7R GR VR� VXEPLW� LQ WULSOLFDWH� D FRYHU OHWWHU UHTXHVWLQJ DGYLVRU\ 
FRPPHQWV� WKH SURSRVHG PDWHULDOV LQ GUDIW RU PRFN�XS IRUP ZLWK DQQRWDWHG UHIHUHQFHV� 
DQG WKH 3UHVFULELQJ ,QIRUPDWLRQ� 0HGLFDWLRQ *XLGH� DQG 3DWLHQW 3DFNDJH ,QVHUW �DV 
DSSOLFDEOH� WR� 

23'3 5HJXODWRU\ 3URMHFW 0DQDJHU
 
)RRG DQG 'UXJ $GPLQLVWUDWLRQ
 
&HQWHU IRU 'UXJ (YDOXDWLRQ DQG 5HVHDUFK
 
2IILFH RI 3UHVFULSWLRQ 'UXJ 3URPRWLRQ
 
�����% $PPHQGDOH 5RDG
 
%HOWVYLOOH� 0' ����������
 

$OWHUQDWLYHO\� \RX PD\ VXEPLW D UHTXHVW IRU DGYLVRU\ FRPPHQWV HOHFWURQLFDOO\ LQ H&7' 
IRUPDW� )RU PRUH LQIRUPDWLRQ DERXW VXEPLWWLQJ SURPRWLRQDO PDWHULDOV LQ H&7' IRUPDW� 
VHH WKH GUDIW JXLGDQFH IRU LQGXVWU\ Providing Regulatory Submissions in Electronic and 
Non-Electronic Format—Promotional Labeling and Advertising Materials for Human 
Prescription Drugs.� 

$V UHTXLUHG XQGHU �� &)5 �������E�����L�� \RX PXVW VXEPLW ILQDO SURPRWLRQDO PDWHULDOV� 
DQG WKH 3UHVFULELQJ ,QIRUPDWLRQ� DW WKH WLPH RI LQLWLDO GLVVHPLQDWLRQ RU SXEOLFDWLRQ� 
DFFRPSDQLHG E\ D )RUP )'$ ����� )RUP )'$ ���� LV DYDLODEOH DW )'$�JRY�� 
,QIRUPDWLRQ DQG ,QVWUXFWLRQV IRU FRPSOHWLQJ WKH IRUP FDQ EH IRXQG DW )'$�JRY�� )RU 

� :KHQ ILQDO� WKLV JXLGDQFH ZLOO UHSUHVHQW WKH )'$¶V FXUUHQW WKLQNLQJ RQ WKLV WRSLF� )RU WKH PRVW UHFHQW 
YHUVLRQ RI D JXLGDQFH� FKHFN WKH )'$ JXLGDQFH ZHE SDJH DW 
KWWSV���ZZZ�IGD�JRY�5HJXODWRU\,QIRUPDWLRQ�*XLGDQFHV�GHIDXOW�KWP� 
� KWWS���ZZZ�IGD�JRY�GRZQORDGV�$ERXW)'$�5HSRUWV0DQXDOV)RUPV�)RUPV�8&0�������SGI 
� KWWS���ZZZ�IGD�JRY�GRZQORDGV�$ERXW)'$�5HSRUWV0DQXDOV)RUPV�)RUPV�8&0�������SGI 
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PRUH LQIRUPDWLRQ DERXW VXEPLVVLRQ RI SURPRWLRQDO PDWHULDOV WR WKH 2IILFH RI 3UHVFULSWLRQ 
'UXJ 3URPRWLRQ �23'3�� VHH )'$�JRY�� 

5(3257,1* 5(48,5(0(176 

:H UHPLQG \RX WKDW \RX PXVW FRPSO\ ZLWK UHSRUWLQJ UHTXLUHPHQWV IRU DQ DSSURYHG 1'$ 
��� &)5 ������ DQG �������� 

0(':$7&+�72�0$18)$&785(5 352*5$0 

7KH 0HG:DWFK�WR�0DQXIDFWXUHU 3URJUDP SURYLGHV PDQXIDFWXUHUV ZLWK FRSLHV RI VHULRXV 
DGYHUVH HYHQW UHSRUWV WKDW DUH UHFHLYHG GLUHFWO\ E\ WKH )'$� 1HZ PROHFXODU HQWLWLHV DQG 
LPSRUWDQW QHZ ELRORJLFV TXDOLI\ IRU LQFOXVLRQ IRU WKUHH \HDUV DIWHU DSSURYDO� <RXU ILUP LV 
HOLJLEOH WR UHFHLYH FRSLHV RI UHSRUWV IRU WKLV SURGXFW� 7R SDUWLFLSDWH LQ WKH SURJUDP� 
SOHDVH VHH WKH HQUROOPHQW LQVWUXFWLRQV DQG SURJUDP GHVFULSWLRQ GHWDLOV DW )'$�JRY�� 

3267 $33529$/ )(('%$&. 0((7,1* 

1HZ PROHFXODU HQWLWLHV DQG QHZ ELRORJLFDO SURGXFWV TXDOLI\ IRU D SRVW DSSURYDO IHHGEDFN 
PHHWLQJ� 6XFK PHHWLQJV DUH XVHG WR GLVFXVV WKH TXDOLW\ RI WKH DSSOLFDWLRQ DQG WR 
HYDOXDWH WKH FRPPXQLFDWLRQ SURFHVV GXULQJ GUXJ GHYHORSPHQW DQG PDUNHWLQJ 
DSSOLFDWLRQ UHYLHZ� 7KH SXUSRVH LV WR OHDUQ IURP VXFFHVVIXO DVSHFWV RI WKH UHYLHZ 
SURFHVV DQG WR LGHQWLI\ DUHDV WKDW FRXOG EHQHILW IURP LPSURYHPHQW� ,I \RX ZRXOG OLNH WR 
KDYH VXFK D PHHWLQJ ZLWK XV� FRQWDFW WKH 5HJXODWRU\ 3URMHFW 0DQDJHU IRU WKLV 
DSSOLFDWLRQ� 

� KWWS���ZZZ�IGD�JRY�$ERXW)'$�&HQWHUV2IILFHV�&'(5�XFP�������KWP 

� KWWS���ZZZ�IGD�JRY�6DIHW\�0HG:DWFK�+RZ7R5HSRUW�XFP�������KWP 
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,I \RX KDYH DQ\ TXHVWLRQV� SOHDVH FDOO 6KDURQ 6LFNDIXVH� 6HQLRU 5HJXODWRU\ +HDOWK 
3URMHFW 0DQDJHU� DW ������������ RU HPDLO VKDURQ�VLFNDIXVH#IGD�KKV�JRY� 

6LQFHUHO\� 

{See appended electronic signature 
page} 

0DUF 7KHRUHW� 0�'� 
'HSXW\ 'LUHFWRU �$FWLQJ� 
2IILFH RI 2QFRORJLF 'LVHDVHV 
&HQWHU IRU 'UXJ (YDOXDWLRQ DQG 

5HVHDUFK 
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(1&/2685(6� 
x &RQWHQW RI /DEHOLQJ 

o 3UHVFULELQJ ,QIRUPDWLRQ 
o 3DWLHQW 3DFNDJH ,QVHUW 

x &RQWDLQHU /DEHOLQJ 
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/s/ 

MARC R THEORET 
04/10/2020 01:56:02 PM 
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