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"TUSBUUP
1HJOL�XOWLPL����DQQL��OH�D]LHQGH�IDUPDFHXWLFKH�KDQQR�SURPRVVR�LQJDQQHYROPHQWH�O
XVR�GL�RSSLRLGL�LQ�PRGL�FKH�VSHVVR
QRQ�HUDQR�Qp�VLFXUL�Qp�HIÀFDFL��FRQWULEXHQGR�DG�DXPHQWL�VHQ]D�SUHFHGHQWL�GHOOD�SUHVFUL]LRQH��GHO�GLVWXUER�GD�XVR�GL
RSSLRLGL�H�GHOOH�PRUWL�SHU�RYHUGRVH��4XHVWR�DUWLFROR�HVSORUD�JOL�HUURUL�QRUPDWLYL�FRPPHVVL�GDOOD�)RRG�DQG�'UXJ
$GPLQLVWUDWLRQ��)'$��GHJOL�6WDWL�8QLWL�QHOO
DSSURYD]LRQH�H�QHOO
HWLFKHWWDWXUD�GL�QXRYL�DQDOJHVLFL��&RPSUHQGHQGR�H
FRUUHJJHQGR�TXHVWL�HUURUL��OH�IXWXUH�FULVL�GL�VDOXWH�SXEEOLFD�FDXVDWH�GD�XQ�PDUNHWLQJ�IDUPDFHXWLFR�LPSURSULR
SRWUHEEHUR�HVVHUH�SUHYHQXWH�

*OUSPEV[JPOF

1HJOL�6WDWL�8QLWL��LO�GLVWXUER�GD�XVR�GL�RSSLRLGL��28'��H�LO�VRYUDGRVDJJLR�GD�RSSLRLGL�HUDQR�XQD�YROWD�UDUL��0D�QHJOL
XOWLPL����DQQL��LO�QXPHUR�GL�DPHULFDQL�FKH�VRIIURQR�GL�28'�q�DXPHQWDWR�HVSRQHQ]LDOPHQWH�H�LQ�SDUDOOHOR�FRQ�XQ
DXPHQWR�VHQ]D�SUHFHGHQWL�GHOOD�SUHVFUL]LRQH�GL�RSSLRLGL� �2JJL��O
28'�q�FRPXQH��VSHFLDOPHQWH�QHL�SD]LHQWL�FRQ
GRORUH�FURQLFR�WUDWWDWL�FRQ�DQDOJHVLFL�RSSLRLGL� �H�O
RYHUGRVH�GD�RSSLRLGL�q�OD�SULQFLSDOH�FDXVD�GL�PRUWH�DFFLGHQWDOH�

/
DOWD�SUHYDOHQ]D�GL�28'�KD�SRUWDWR�D�XQD�VHULH�GL�SUREOHPL�VDQLWDUL�H�VRFLDOL��*OL�6WDWL�8QLWL�KDQQR�YLVWR�WDVVL�UHFRUG�GL
VLQGURPH�GD�DVWLQHQ]D�GD�RSSLRLGL�QHRQDWDOL��SL��EDPELQL�FKH�HQWUDQR�LQ�DIÀGR� �DXPHQWR�GHO�FRQVXPR�GL�HURLQD�H
IHQWDQLO� �IRFRODL�GL�PDODWWLH�LQIHWWLYH�FRUUHODWH�DOO
LQLH]LRQH� �H�XQ�FDOR�GHOOD�SDUWHFLSD]LRQH�GHOOD�IRU]D�ODYRUR�LQ�DUHH
FRQ�WDVVL�UHODWLYDPHQWH�HOHYDWL�GL�SUHVFUL]LRQH�GL�RSSLRLGL� �,�&HQWHUV�IRU�'LVHDVH�&RQWURO�DQG�3UHYHQWLRQ��&'&�
KDQQR�JLXVWDPHQWH�GHVFULWWR�OD�FULVL�FRPH�OD��SHJJLRUH�HSLGHPLD�GL�RYHUGRVH�GL�GURJD�QHOOD�VWRULD�>GHJOL�6WDWL�8QLWL@��

8VDUH�LO�WHUPLQH�HSLGHPLD�SHU�GHVFULYHUH�LO�IRUWH�DXPHQWR�GHOO
28'�H�GHOOH�PRUWL�SHU�RYHUGRVH�q�DSSURSULDWR��0D
GRYUHPPR�ULFRQRVFHUH�FKH��D�GLIIHUHQ]D�GHOOH�HSLGHPLH�GL�PDODWWLH�WUDVPLVVLELOL��OD�FULVL�GHJOL�RSSLRLGL�QRQ�q�VWDWD
FDXVDWD�GD�XQ�DJHQWH�SDWRJHQR��&RPH�KD�UHFHQWHPHQWH�VFRSHUWR�XQ�JLXGLFH�IHGHUDOH�FKH�SUHVLHGH�FHQWLQDLD�GL�FDVL
GL�FRQWHD�H�VWDWR�FRQWUR�SURGXWWRUL�H�GLVWULEXWRUL�GL�RSSLRLGL���Ë�FRUUHWWR�GHVFULYHUH�O
HSLGHPLD�GL�RSSLRLGL�FRPH�XQD
SLDJD�FUHDWD�GDOO
XRPR�����DQQL�LQ�GLYHQLUH��

*UDQ�SDUWH�GHOOD�UHVSRQVDELOLWj�GHOOD�FULVL�GHJOL�RSSLRLGL�ULFDGH�VXOOD�SURPR]LRQH�GD�SDUWH�GHOO
LQGXVWULD�IDUPDFHXWLFD
GHOOD�SUHVFUL]LRQH�DJJUHVVLYD�GL�RSSLRLGL��,Q�HIIHWWL��LQ�XQ�SURFHVVR�XQLFR�QHO�VXR�JHQHUH�FRQWUR�L�SURGXWWRUL�GL�RSSLRLGL�
XQ�WULEXQDOH�VWDWDOH�GHOO
2NODKRPD�O
DQQR�VFRUVR�KD�ULOHYDWR�FKH�L��WDVVL�GL�GLSHQGHQ]D�LQ�DXPHQWR�HVSRQHQ]LDOH���OH
�PRUWL�SHU�RYHUGRVH��H�L�EDPELQL�QDWL�HVSRVWL�DJOL�RSSLRLGL�VRQR�VWDWL�FDXVDWL�GD��FDPSDJQH�GL�PDUNHWLQJ
�KWWSV���MRXUQDORIHWKLFV�DPD�DVVQ�RUJ�DUWLFOH�GLUHFW�FRQVXPHU�DGYHUWLVLQJ�GUXJV����������IDOVH��IXRUYLDQWL�H�SHULFRORVH��SHU�L�IDUPDFL
RSSLRLGL� �0D�LO�IDWWR�FKH�L�SURGXWWRUL�GL�RSSLRLGL�DEELDQR�GLIIXVR�IDOVH�DIIHUPD]LRQL�ULJXDUGDQWL�L�ULVFKL�H�L�EHQHÀFL�GHJOL
RSSLRLGL�QHJOL�XOWLPL����DQQL�LQGLFD�XQ�DEEDQGRQR�GHO�GRYHUH�GD�SDUWH�GHOOD�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��)'$��GHJOL
6WDWL�8QLWL��O
DJHQ]LD�IHGHUDOH�LQFDULFDWD�GL�UHJRODPHQWDUH�OH�D]LHQGH�IDUPDFHXWLFKH�

&SSPSJ�OPSNBUJWJ

,�IDOOLPHQWL�QRUPDWLYL�GHOOD�)'$�ULVSHWWR�DJOL�RSSLRLGL�QRQ�VRQR�SDVVDWL�LQRVVHUYDWL��1HO�������OD�&RPPLVVLRQH
SUHVLGHQ]LDOH�SHU�OD�ORWWD�DOOD�WRVVLFRGLSHQGHQ]D�H�OD�FULVL�GHJOL�RSSLRLGL�KD�ULOHYDWR�FKH�OD�FULVL�GHJOL�RSSLRLGL�q�VWDWD

$PNF�J�GBMMJNFOUJ�EFMMB�'%"�IBOOP�DPOUSJCVJUP�BMMB�DSJTJ�EFHMJ
PQQJPJEJ

'U��$QGUHZ�.RORGQ\
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FDXVDWD�LQ�SDUWH�GD��XQD�VXSHUYLVLRQH�LQDGHJXDWD�GD�SDUWH�GHOOD�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��H�OD�1DWLRQDO
$FDGHP\�RI�6FLHQFHV��1$6��KD�FKLHVWR�SXEEOLFDPHQWH�DOOD�)'$�GL�ULYHGHUH�OH�VXH�SROLWLFKH�VXJOL�RSSLRLGL�
/
DQQR�VFRUVR��XQ�H[�FRPPLVVDULR�GHOOD�)'$�KD�ULPSURYHUDWR�O
DJHQ]LD�FKH�DYHYD�SUHFHGHQWHPHQWH�JXLGDWR��GLFHQGR
QHO�SURJUDPPD�WHOHYLVLYR����0LQXWHV�FKH�OD�)'$�DYHYD�WRUWR�D�FRQVHQWLUH�OD�SURPR]LRQH�GHOO
XVR�GL�RSSLRLGL�SHU�LO
GRORUH�FURQLFR��KWWSV���MRXUQDORIHWKLFV�DPD�DVVQ�RUJ�DUWLFOH�RSLRLGV�QRQPDOLJQDQW�FKURQLF�SDLQ����������

1RQRVWDQWH�TXHVWH�FUHVFHQWL�FULWLFKH��OH�SROLWLFKH�GHOOD�)'$�SHU�O
DSSURYD]LRQH�H�O
HWLFKHWWDWXUD�GHJOL�RSSLRLGL
ULPDQJRQR�LQ�JUDQ�SDUWH�LQYDULDWH��/D�)'$�QRQ�KD�LQWUDSUHVR�XQ
DQDOLVL�GHOOD�FDXVD�SULQFLSDOH�GHL�VXRL�HUURUL�QRUPDWLYL

FKH�KDQQR�FRQWULEXLWR�D�TXHVWD�FDWDVWURIH�GL�VDOXWH�SXEEOLFD��SHU�QRQ�SDUODUH�GL�LVWLWXLUH�ULIRUPH�LPSRUWDQWL� �$O
FRQWUDULR��O
DJHQ]LD�KD�DGRWWDWR�XQD�SRVL]LRQH�GLIHQVLYD�H�KD�FHUFDWR�GL�VSRVWDUH�OD�FROSD��$G�HVHPSLR��LQ�ULVSRVWD�D
XQD�OHWWHUD�FULWLFD�GHOOD�VHQDWULFH�0DJJLH�+DVVDQ�GHO�1HZ�+DPSVKLUH��LO�PDVVLPR�IXQ]LRQDULR�GHOOD�)'$�SUHVVR�LO
&HQWHU�IRU�'UXJ�(YDOXDWLRQ�DQG�5HVHDUFK�GDO������KD�RIIHUWR�XQD�GLIHVD�JHQHUDOH�GHOOD�JHVWLRQH�GHJOL�RSSLRLGL�GD
SDUWH�GHOOD�)'$��VRVWHQHQGR�FKH�O
DJHQ]LD�KD�DSSOLFDWR�FRUUHWWDPHQWH�LO�)RRG��'UXJ�DQG�&RVPHWLF�$FW�

4XHVWR�DUWLFROR�QRQ�WHQWD�GL�IRUQLUH�XQ�UHVRFRQWR�FRPSOHWR�GHO�UXROR�GHOOD�)'$�QHOOD�FULVL�GHJOL�RSSLRLGL��1p�q�SRVVLELOH
XQD�WDOH�FRQWDELOLWj�VHQ]D�OD�SLHQD�SDUWHFLSD]LRQH�GHOOD�)'$�H�GHL�VXRL�RUJDQL�XIÀFLDOL�GL�VXSHUYLVLRQH��3LXWWRVWR�
TXHVWR�DUWLFROR�VL�FRQFHQWUD�VROR�VX�DOFXQL�IDOOLPHQWL�SROLWLFL�FKH�KDQQR�FRQWULEXLWR�DOOD�FULVL�GHJOL�RSSLRLGL��)LQR�D
TXDQGR�TXHVWL�HUURUL�GHO�SDVVDWR�QRQ�VDUDQQR�FRPSUHVL�H�FRUUHWWL��JOL�6WDWL�8QLWL�ULPDUUDQQR�YXOQHUDELOL�DOOH�FULVL
VDQLWDULH�FDXVDWH�GD�XQD�UHJRODPHQWD]LRQH�LQDGHJXDWD�GHOOH�D]LHQGH�IDUPDFHXWLFKH��1HOOD�VHJXHQWH�GLVFXVVLRQH�
GHVFULYR�LQ�GHWWDJOLR�L�IDOOLPHQWL�GHOOD�)'$�QHO�UHJRODUH�OH�IDOVH�DIIHUPD]LRQL�GL�PDUNHWLQJ�GD�SDUWH�GHL�SURGXWWRUL�GL
RSSLRLGL�H�QHO�ULFKLHGHUH�VWXGL�FOLQLFL�DGHJXDWL�H�EHQ�FRQWUROODWL�SHU�JOL�RSSLRLGL�H�OD�VXD�FDWWLYD�JHVWLRQH�GHL�FRQÁLWWL�GL
LQWHUHVVH�WUD�LO�SHUVRQDOH�GHOOD�)'$�H�O
LQGXVWULD��&DSLUH�FRPH�H�SHUFKp�OD�)'$�KD�SHUPHVVR�OD�FRPPHUFLDOL]]D]LRQH
LPSURSULD�GL�RSSLRLGL�SXz�DLXWDUFL�DG�DIIURQWDUH�PHJOLR�O
DWWXDOH�FULVL�H�PLJOLRUDUH�OD�UHJRODPHQWD]LRQH�GHOOH�D]LHQGH
IDUPDFHXWLFKH�LQ�IXWXUR�

.BODBUB�DPSSFUUB�BQQMJDB[JPOF�EFMMF�OPSNF�EJ�NBSLFUJOH

,O�)RRG��'UXJ��DQG�&RVPHWLF�$FW�ULFKLHGH�DL�SURGXWWRUL�GL�IDUPDFL�GL�GLPRVWUDUH�FKH�L�ORUR�SURGRWWL�VRQR�VLFXUL�HG�HIÀFDFL
SULPD�GL�HVVHUH�FRPPHUFLDOL]]DWL� �,�EHQHÀFL�GL�XQ�IDUPDFR�GHYRQR�VXSHUDUH�L�SRWHQ]LDOL�ULVFKL�SHU�LQGLFD]LRQL
VSHFLÀFKH�HOHQFDWH�VX�XQ
HWLFKHWWD�DSSURYDWD�GDOOD�)'$� �6HEEHQH�OD�SUHVFUL]LRQH�GL�IDUPDFL�SHU�XVL�QRQ�DSSURYDWL
VLD�FRPXQH�H�WDOYROWD�DSSURSULDWD��DL�SURGXWWRUL�GL�IDUPDFL�q�YLHWDWR�SURPXRYHUH�XVL�RII�ODEHO�VHQ]D�UHYLVLRQH�SUH�
FRPPHUFLDOL]]D]LRQH�GD�SDUWH�GHOOD�)'$�

/D�)'$�QRQ�KD�DSSOLFDWR�FRUUHWWDPHQWH�LO�)RRG��'UXJ��DQG�&RVPHWLF�$FW�TXDQGR�KD�DSSURYDWR�OD�QXRYD�GRPDQGD�GL
IDUPDFR�GL�3XUGXH�3KDUPD�SHU�O
RVVLFRGRQH�D�ULODVFLR�SUROXQJDWR��(5��QHO�������6H�OR�DYHVVH�IDWWR��O
HWLFKHWWD
GHOO
RVVLFRGRQH�(5�DYUHEEH�DYXWR�XQ
LQGLFD]LRQH�ULVWUHWWD�SHU�OH�FRQGL]LRQL�VSHFLÀFKH�SHU�OH�TXDOL�L�EHQHÀFL
GHOO
RVVLFRGRQH�(5�VXSHUDQR�L�ULVFKL��FRPH�LO�VROOLHYR�GDO�GRORUH�VHYHUR�GD�XQD�PDODWWLD�FKH�OLPLWD�OD�YLWD��,QYHFH�
O
HWLFKHWWD�VXOO
RVVLFRGRQH�(5�SUHVHQWDYD�XQ
DPSLD�LQGLFD]LRQH� �FRQVHQWHQGR�D�3XUGXH�GL�SURPXRYHUH�O
XVR�GHO
IDUPDFR�SHU�FRQGL]LRQL�FRPXQL�SHU�OH�TXDOL�JOL�RSSLRLGL�KDQQR�PDJJLRUL�SUREDELOLWj�GL�GDQQHJJLDUH�FKH�DLXWDUH��FRPH�OD
ORPEDOJLD�H�OD�ÀEURPLDOJLD�

-B�'%"�OPO�IB�JOUSBQSFTP�VO�BOBMJTJ�EFMMB�DBVTB�QSJODJQBMF�EFJ�TVPJ�FSSPSJ�OPSNBUJWJ�DIF�IBOOP
DPOUSJCVJUP�B�RVFTUB�DBUBTUSPGF�EJ�TBMVUF�QVCCMJDB�

0HQWUH�3XUGXH�JXDGDJQDYD�PLOLDUGL�GL�GROODUL�GDOOH�YHQGLWH�GL�RVVLFRGRQH��DOWUH�D]LHQGH�IDUPDFHXWLFKH�QH�SUHVHUR
QRWD� �+DQQR�LQWURGRWWR�L�SURSUL�RSSLRLGL�H�VL�VRQR�XQLWL�D�3XUGXH�QHO�ÀQDQ]LDPHQWR�GL�XQD�EULOODQWH�FDPSDJQD
VIDFFHWWDWD�FKH�KD�FDPELDWR�OD�FXOWXUD�GHOOD�SUHVFUL]LRQH�GL�RSSLRLGL��KWWSV���MRXUQDORIHWKLFV�DPD�DVVQ�RUJ�DUWLFOH�RSLRLGV�ORQJ�
VKDGRZ����������QHJOL�6WDWL�8QLWL��,�PHGLFL�FKH�LQ�SUHFHGHQ]D�DYHYDQR�FDSLWR�FKH�JOL�RSSLRLGL�FUHDQR�GLSHQGHQ]D��FKH�OR
VYLOXSSR�GHOOD�WROOHUDQ]D�VL�WUDGXFH�LQ�XQ�DXPHQWR�GHOOD�GRVH�H�FKH�OD�GLSHQGHQ]D�UHQGHUHEEH�GLIÀFLOH�O
LQWHUUX]LRQH
KDQQR�LQL]LDWR�D�VHQWLUH�GDL�SRUWDYRFH�GHL�SURGXWWRUL�GL�RSSLRLGL�FKH�OD�GLSHQGHQ]D�HUD�UDUD�H�FKH�O
XVR�D�OXQJR�WHUPLQH
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HUD�VLFXUR�HG�HIÀFDFH�� �,�ULVFKL�VRQR�VWDWL�ULGRWWL�DO�PLQLPR��L�EHQHÀFL�VRQR�VWDWL
HVDJHUDWL�H�OD�SUHVFUL]LRQH�GL�RSSLRLGL�q�DXPHQWDWD�

1HO�������GL�IURQWH�DOOH�SURYH�FKH�OD�SUHVFUL]LRQH�GL�RSSLRLGL�HUD�DXPHQWDWD�ROWUH�L�OLYHOOL�FKH�SRWHYDQR�HVVHUH
FOLQLFDPHQWH�JLXVWLÀFDWL��OD�)'$�FRQYRFz�XQD�ULXQLRQH�GHO�FRPLWDWR�FRQVXOWLYR�GL����HVSHUWL�HVWHUQL�H�FKLHVH�VH�O
DPSLD
LQGLFD]LRQH�VXOOH�HWLFKHWWH�GHJOL�RSSLRLGL�GRYHVVH�HVVHUH�ULVWUHWWD�SHU�YLHWDUH�OD�FRPPHUFLDOL]]D]LRQH�SHU�OH�FRPXQL
FRQGL]LRQL�GL�GRORUH�FURQLFR� �2WWR�GL�TXHVWL�HVSHUWL�DYHYDQR�OHJDPL�ÀQDQ]LDUL�FRQ�D]LHQGH�IDUPDFHXWLFKH��WUD�FXL
3XUGXH� �H�KD�VFRQVLJOLDWR�DOOD�)'$�GL�UHVWULQJHUH�O
LQGLFD]LRQH� �8Q
RSSRUWXQLWj�SHU�UHJQDUH�QHOOD�SUHVFUL]LRQH

HFFHVVLYD�DOO
LQL]LR�GHOOD�FULVL�q�VWDWD�SHUVD�H��QHO�������VRQR�VWDWL�SUHVFULWWL�DEEDVWDQ]D�RSSLRLGL�SHU�IRUQLUH�D�RJQL
DGXOWR�QHO�SDHVH�XQD�ERWWLJOLD�GL�SLOOROD�SLHQD�

.BODBUP�PUUFOJNFOUP�EJ�QSPWF�EJ�TJDVSF[[B�FE�FÙDBDJB�B�MVOHP�UFSNJOF

&RPPHUFLDOL]]DUH�RSSLRLGL�FRPH�VLFXUL�SHU�O
XVR�D�OXQJR�WHUPLQH��KWWSV���MRXUQDORIHWKLFV�DPD�DVVQ�RUJ�DUWLFOH�ORQJ�WHUP�RSLRLG�

WUHDWPHQW����������q�LQ�FRQWUDVWR�FRQ�XQ�FUHVFHQWH�FRUSR�GL�OHWWHUDWXUD�PHGLFD��ULVDOHQWH�DO������ �FKH�GLPRVWUD�JUDYL
ULVFKL�GRVH�GLSHQGHQWL��WUD�FXL�GLSHQGHQ]D��GHSUHVVLRQH�UHVSLUDWRULD��GLVIXQ]LRQH�QHXURHQGRFULQD�H�DOWUL�SUREOHPL
PHGLFL� �$QFKH�QHJOL�VWXGL�GL�VLFXUH]]D�SHU�L�IDUPDFL�RSSLRLGL�DSSURYDWL�GDOOD�)'$��JOL�HYHQWL�DYYHUVL�JUDYL��WUD�FXL
GHSUHVVLRQH�UHVSLUDWRULD��PRUWH�H�GLYHUVLRQH�GHL�IDUPDFL��VRQR�FRPXQL� �(��QRQRVWDQWH�O
HYLGHQ]D�FKH�EHQ�LO
����GHL�SD]LHQWL�WUDWWDWL�FRQ�RSSLRLGL�D�OXQJR�WHUPLQH�VRGGLVÀ�L�FULWHUL�GHO�0DQXDOH�GLDJQRVWLFR�H�VWDWLVWLFR�GHL�GLVWXUEL
PHQWDOL�GHOOD�TXLQWD�HGL]LRQH��'60����SHU�O
28'� �OH�D]LHQGH�IDUPDFHXWLFKH�QRQ�VRQR�WHQXWH�D�YDOXWDUH�L�VRJJHWWL
GHOOD�VSHULPHQWD]LRQH�FOLQLFD�SHU�OR�VYLOXSSR�GL�28'�DOOD�FRQFOXVLRQH�GL�XQR�VWXGLR�

,O�)RRG��'UXJ��DQG�&RVPHWLF�$FW�ULFKLHGH��VWXGL�DGHJXDWL�H�EHQ�FRQWUROODWL��SULPD�FKH�L�SURGRWWL�SRVVDQR�HVVHUH
DSSURYDWL�H�SURPRVVL�FRPH�VLFXUL�HG�HIÀFDFL� �/D�)'$�ULFKLHGH�JHQHUDOPHQWH�DOPHQR���VWXGL�UDQGRPL]]DWL
FRQWUROODWL�FKH�GLPRVWULQR�XQD�FKLDUD�HIÀFDFLD�SHU�XQ
LQGLFD]LRQH�SURSRVWD� �(SSXUH�KD�DSSURYDWR�O
RVVLFRGRQH�D
ULODVFLR�SUROXQJDWR�VXOOD�EDVH�GL�XQ�VROR�VWXGLR�DGHJXDWR�H�EHQ�FRQWUROODWR��XQR�VWXGLR�FOLQLFR�GL���VHWWLPDQH�LQ
SD]LHQWL�FRQ�RVWHRDUWULWH�

/
LQFDSDFLWj�GHOOD�)'$�GL�RWWHQHUH�SURYH�DGHJXDWH�GL�HIÀFDFLD�QRQ�HUD�OLPLWDWD�DOO
RVVLFRGRQH��1HJOL�XOWLPL����DQQL�
QRQRVWDQWH�OH�FUHVFHQWL�SURYH�FKH�XQ�DXPHQWR�GHO�FRQVXPR�GL�RSSLRLGL�VWDYD�FDXVDQGR�FRQVHJXHQ]H�QHJDWLYH�SHU�OD
VDOXWH�SXEEOLFD��OD�)'$�KD�FRQWLQXDWR�DG�DSSURYDUH�QXRYH�IRUPXOD]LRQL�GL�RSSLRLGL�SHU�LO�GRORUH�FURQLFR�EDVDWH�VX
VWXGL�GL�HIÀFDFLD�FKH�XWLOL]]DQR�XQD�PHWRGRORJLD�FRQWURYHUVD�FKLDPDWD�ULWLUR�UDQGRPL]]DWR�GL�DUUXRODPHQWR�DUULFFKLWR
�((5:�� �'DOOD�VXD�DSSURYD]LRQH�QHO������GHOO
RVVLPRUIRQH��OD�)'$�KD�IDWWR�DIÀGDPHQWR�VXOO
((5:�FRPH�SURYD
GHOO
HIÀFDFLD�GHJOL�RSSLRLGL�SHU�LO�GRORUH�FURQLFR� �*OL�VWXGL�((5:�GLIIHULVFRQR�GDL�WUDGL]LRQDOL�VWXGL�LQ�GRSSLR�FLHFR�
UDQGRPL]]DWL�H�FRQWUROODWL��,Q�XQR�VWXGLR�((5:��SULPD�GHOOD�UDQGRPL]]D]LRQH�SHU�XQD�IDVH�LQ�GRSSLR�FLHFR��WXWWL�L
VRJJHWWL�VRQR�UHVL�ÀVLRORJLFDPHQWH�GLSHQGHQWL�GDOO
RSSLRLGH�LQ�XQD�IDVH�LQ�DSHUWR�GD���D���VHWWLPDQH��4XLQGL�VROR�L
SD]LHQWL�FKH�KDQQR�WROOHUDWR�O
RSSLRLGH�H�OR�KDQQR�WURYDWR�XWLOH�GXUDQWH�OD�IDVH�LQ�DSHUWR�VRQR�UDQGRPL]]DWL�D�ULPDQHUH
VXOO
RSSLRLGH�R�SDVVDUH�D�XQ�SODFHER�

,�FULWLFL�GL�((5:�KDQQR�FRUUHWWDPHQWH�GHVFULWWR�TXHVWD�PHWRGRORJLD�FRPH��FXFLQDUH�L�OLEUL��SHU���PRWLYL� �,Q�SULPR
OXRJR��SRLFKp�VROR�L�SD]LHQWL�FKH�KDQQR�WROOHUDWR�O
RSSLRLGH�H�OR�KDQQR�WURYDWR�XWLOH�VRQR�DXWRUL]]DWL�D�SURFHGHUH�DOOD
UDQGRPL]]D]LRQH��OR�VWXGLR�QRQ�q�UDSSUHVHQWDWLYR�GHOOD�SRSROD]LRQH�JHQHUDOH�H�L�ULVXOWDWL�QRQ�SRVVRQR�HVVHUH
JHQHUDOL]]DWL�DOOD�SUDWLFD�FOLQLFD��,Q�VHFRQGR�OXRJR��SRLFKp�O
XVR�TXRWLGLDQR�GL�RSSLRLGL�SURYRFD�GLSHQGHQ]D�ÀVLRORJLFD�
L�ULVXOWDWL�GL�HIÀFDFLD�VRQR�GLVWRUWL�D�IDYRUH�GHL�VRJJHWWL�FKH�ULPDQJRQR�VXOO
RSSLRLGH��4XHVWR�SHUFKp�L�VRJJHWWL
GLSHQGHQWL�GD�RSSLRLGL�FKH�SDVVDQR�DO�SODFHER�VSHULPHQWDQR�VLQWRPL�GL�DVWLQHQ]D�GD�RSSLRLGL��WUD�FXL�XQD�PDJJLRUH
VHQVLELOLWj�DO�GRORUH��,QROWUH��LO�SDVVDJJLR�GD�VRJJHWWL�GLSHQGHQWL�GD�RSSLRLGL�D�SODFHER�UHQGH�OR�VWXGLR�QRQ�YHUDPHQWH
LQ�GRSSLR�FLHFR�

/D�GHFLVLRQH�GHOOD�)'$�GL�IDUH�DIÀGDPHQWR�VXOOD�PHWRGRORJLD�GL�SURYD�((5:�q�XQD�FRQVHJXHQ]D�GHJOL�VWUHWWL�OHJDPL
GHOO
DJHQ]LD�FRQ�O
LQGXVWULD��,Q�HIIHWWL��OD�GHFLVLRQH�GHOOD�)'$�GL�XWLOL]]DUH�((5:�SHU�JOL�DQDOJHVLFL�VL�EDVDYD�VX
GLVFXVVLRQL�LQ�LQFRQWUL�SULYDWL�WUD�IXQ]LRQDUL�GHOOD�)'$�H�GLULJHQWL�GL�D]LHQGH�IDUPDFHXWLFKH�RVSLWDWL�GD
XQ
RUJDQL]]D]LRQH�FKLDPDWD�,QLWLDWLYH�RQ�0HWKRGV��0HDVXUHPHQW��DQG�3DLQ�$VVHVVPHQW�LQ�&OLQLFDO�7ULDOV
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�,003$&7�� �/H�D]LHQGH�IDUPDFHXWLFKH�KDQQR�SDJDWR�ÀQR�D����������FLDVFXQD�SHU�O
RSSRUWXQLWj�GL�SDUWHFLSDUH�DOOH
ULXQLRQL�,003$&7�H�LQWHUDJLUH�FRQ�LO�SHUVRQDOH�GHOOD�)'$� �(SSXUH��QRQRVWDQWH�LO�FODPRUH�FKH�KD�VHJXLWR�OD
GLYXOJD]LRQH�SXEEOLFD�GHOOH�ULXQLRQL�,003$&7��OD�)'$�FRQWLQXD�D�IDUH�DIÀGDPHQWR�VXJOL�VWXGL�((5:�FRPH�SURYD�FKH
JOL�RSSLRLGL�VRQR�HIÀFDFL�SHU�LO�GRORUH�FURQLFR�

.BODBUB�HFTUJPOF�EFJ�DPOØJUUJ�EJ�JOUFSFTTF

/D�)'$�QRQ�q�PDL�VWDWD�FKLDPDWD�D�ULVSRQGHUH�GHOOD�VXD�JHVWLRQH�LPSURSULD�GHOOD�FULVL�GHJOL�RSSLRLGL��0D�OD�FRQGRWWD
GHOOD�)'$�q�WDQWR�SL��SUHRFFXSDQWH�DOOD�OXFH�GHOOD�VWUHWWD�UHOD]LRQH�WUD�L�IXQ]LRQDUL�GHOO
DJHQ]LD�UHVSRQVDELOL�GHOOD
VXSHUYLVLRQH�GHJOL�RSSLRLGL�H�L�SURGXWWRUL�GL�RSSLRLGL��$G�HVHPSLR��L���SULQFLSDOL�UHYLVRUL�GHOOD�)'$�FKH�RULJLQDULDPHQWH
KDQQR�DSSURYDWR�O
DSSOLFD]LRQH�GL�RVVLFRGRQH�GL�3XUGXH�KDQQR�HQWUDPEL�SUHVR�SRVL]LRQH�SUHVVR�3XUGXH�GRSR�DYHU
ODVFLDWR�O
DJHQ]LD� �1HJOL�XOWLPL����DQQL��DQFKH�PROWL�DOWUL�PHPEUL�GHO�SHUVRQDOH�GHOOD�)'$�FRLQYROWL�QHOOH
DSSURYD]LRQL�GHJOL�RSSLRLGL�KDQQR�ODVFLDWR�OD�)'$�SHU�ODYRUDUH�SHU�L�SURGXWWRUL�GL�RSSLRLGL��/R�VFRUVR�JHQQDLR��LO�FDSR
GHOOD�GLYLVLRQH�DQDOJHVLFL�GHOOD�)'$�VL�q�ULWLUDWR�GDOOD�)'$�SHU�DYYLDUH�OD�SURSULD�DWWLYLWj�GL�FRQVXOHQ]D��FKH�SURPHWWH�DL
SURGXWWRUL�GL�IDUPDFL��DLXWDUH��D��SRUWDUH�FRQ�VXFFHVVR�HG�HIÀFLHQ]D�L�WXRL�SURGRWWL�VXO�PHUFDWR��FRQ��ROWUH����DQQL�GL
HVSHULHQ]D�SUHVVR�OD�)'$�� �3HU�HVVHUH�FKLDUL��OD�SRUWD�JLUHYROH�WUD�OD�)'$�H�O
LQGXVWULD�IDUPDFHXWLFD�QRQ�VL�OLPLWD
DJOL�RSSLRLGL��8QR�VWXGLR�GHO������KD�ULOHYDWR�FKH����GHL����UHYLVRUL�PHGLFL�GHOOD�)'$�FRLQYROWL�QHOO
DSSURYD]LRQH�GL���
SURGRWWL�RUD�ODYRUDQR�SHU�OH�D]LHQGH�GL�FXL�KDQQR�UHJRODPHQWDWR�L�SURGRWWL� �6HQ]D�OLPLWL�DSSURSULDWL�DOO
RFFXSD]LRQH
GRSR�DYHU�ODVFLDWR�OD�)'$��LO�SHUVRQDOH�SRWUHEEH�HVVHUH�WHQWDWR�GL�PHWWHUH�JOL�LQWHUHVVL�GHL�IXWXUL�GDWRUL�GL�ODYRUR��GL�FXL
GHVLGHUDQR�RWWHQHUH�LO�IDYRUH��GDYDQWL�DOOD�VDOXWH�SXEEOLFD�

3BDDPNBOEB[JPOJ�EJ�TVQFSWJTJPOF

0HQWUH�XQ�PLQRU�QXPHUR�GL�PHGLFL�VWD�LQL]LDQGR�RSSLRLGL�D�OXQJR�WHUPLQH��OD�SUHVFUL]LRQH�HFFHVVLYD�q�DQFRUD�XQ
SUREOHPD��6HFRQGR�XQ�UDSSRUWR�SXEEOLFDWR�GL�UHFHQWH��ROWUH�����PLOLRQL�GL�SHUVRQH�KDQQR�LQL]LDWR�O
XVR�GL�RSSLRLGL�QHO
GLFHPEUH������ �/D�FRQWLQXD�DSSURYD]LRQH�GD�SDUWH�GHOOD�)'$�GL�QXRYL�RSSLRLGL�DJJUDYD�TXHVWR�SUREOHPD��2JQL
YROWD�FKH�XQ�RSSLRLGH�GL�PDUFD�FROSLVFH�LO�PHUFDWR��O
D]LHQGD��GHVLGHURVD�GL�ULWRUQR�VXO�VXR�LQYHVWLPHQWR��ULFHYH�XQ
LQFHQWLYR�H��LQ�VRVWDQ]D��XQD�OLFHQ]D�SHU�SURPXRYHUH�OD�SUHVFUL]LRQH�DJJUHVVLYD��/D�FRQWLQXD�DSSURYD]LRQH�GD�SDUWH
GHOOD�)'$�GL�QXRYL�RSSLRLGL�FRQWUDSSRQH�JOL�LQWHUHVVL�ÀQDQ]LDUL�GHOOH�D]LHQGH�IDUPDFHXWLFKH�DJOL�VIRU]L�GHOOD�FLWWj��GHOOR
VWDWR�H�IHGHUDOL�SHU�VFRUDJJLDUH�O
DYYLR�GL�RSSLRLGL�D�OXQJR�WHUPLQH�

3HU�SRUUH�ÀQDOPHQWH�ÀQH�DOOD�FULVL�GHJOL�RSSLRLGL��OD�)'$�GHYH�IDU�ULVSHWWDUH�LO�)RRG��'UXJ��DQG�&RVPHWLF�$FW�H�GHYH
DJLUH�VXOOH�UDFFRPDQGD]LRQL�GHO�1$6�SHU�XQD�UHYLVLRQH�GHOOH�VXH�SROLWLFKH�GL�DSSURYD]LRQH�H�ULPR]LRQH�GHJOL�RSSLRLGL�
/
LQGLFD]LRQH�JHQHUDOH�VXOOH�HWLFKHWWH�GHJOL�RSSLRLGL�GHYH�HVVHUH�ULVWUHWWD�H�GHYH�HVVHUH�DJJLXQWD�XQ
DYYHUWHQ]D
HVSOLFLWD�FRQWUR�O
XVR�D�OXQJR�WHUPLQH�H�OD�SUHVFUL]LRQH�GL�DOWH�GRVL��/
HWLFKHWWD�GRYUHEEH�UDIIRU]DUH��SLXWWRVWR�FKH
FRQWUDGGLUH��OH�OLQHH�JXLGD�GHO�&'&��GHO�'LSDUWLPHQWR�GHJOL�DIIDUL�GHL�YHWHUDQL��GHOO
$JHQ]LD�SHU�OD�ULFHUFD�H�OD�TXDOLWj
VDQLWDULD�H�GL�DOWUH�DJHQ]LH�GL�VDQLWj�SXEEOLFD�FKH�FKLHGRQR�XQD�SUHVFUL]LRQH�SL��FDXWD�

*OL�RUJDQL�GL�VXSHUYLVLRQH�DOO
LQWHUQR�GHO�UDPR�HVHFXWLYR�H�GHO�&RQJUHVVR�GRYUHEEHUR�FRQGXUUH�XQ�HVDPH�D�OXQJR
DWWHVR�GHO�UXROR�GHOOD�)'$�QHOOD�FULVL�GHJOL�RSSLRLGL��*OL�HUURUL�GHO�SDVVDWR�GHYRQR�HVVHUH�FRUUHWWL�H�OH�PLVXUH
SUHYHQWLYH��FRPH�OH�UHJROH�SHU�IHUPDUH�OD�SRUWD�JLUHYROH��GHYRQR�HVVHUH�PHVVH�LQ�DWWR�SHU�JDUDQWLUH�FKH�OD�VDOXWH
SXEEOLFD�VLD�FRVWDQWHPHQWH�SULRULWDULD�ULVSHWWR�DJOL�LQWHUHVVL�GHO�VHWWRUH��&DSLUH�SHUFKp�L�QRVWUL�VLVWHPL�QRUPDWLYL�QRQ
VRQR�ULXVFLWL�D�SUHYHQLUH�XQ
HSLGHPLD�SURYRFDWD�GDOO
XRPR�q�XQ�SDVVR�IRQGDPHQWDOH�SHU�DWWHQXDUH�OD�FULVL�GHJOL
RSSLRLGL�H�SUHYHQLUH�IXWXUH�FDWDVWURÀ�GL�VDOXWH�SXEEOLFD�

3&'&3&/;&

���)MJMBLW��
�!MSPRUPGEFR�"2
�&U?LE�!1
�CR�?J��*?�APGQG�BCEJG�MNNGMGBG�B?�NPCQAPGXGMLC�C�BCJJ�CPMGL?��SL�?NNPMAAGM�BG�Q?JSRC�NS@@JGA?�?
SL�CNGBCKG?�BG�BGNCLBCLX?���LLS�0CT�.S@JGA�&C?JRF���������������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

��
��

��

��

��

��

��

����������

Pdf by:
https://www.pro-memoria.info

https://journalofethics.ama-assn.org/article/how-fda-failures-contributed-opioid-crisis/2020-08



��������������� &RPH�L�IDOOLPHQWL�GHOOD�)'$�KDQQR�FRQWULEXLWR�DOOD�FULVL�GHJOL�RSSLRLGL�_�*LRUQDOH�GL�HWLFD�_�$VVRFLD]LRQH�0HGLFD�$PHULFDQD

KWWSV���MRXUQDORIHWKLFV�DPD�DVVQ�RUJ�DUWLFOH�KRZ�IGD�IDLOXUHV�FRQWULEXWHG�RSLRLG�FULVLV�������� ���

4GQS?JGXX?�J ?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

���$?RRG�QSEJG�GLDMPRSLG�BCJ�!MLQGEJGM�L?XGML?JC�NCP�J?�QGASPCXX?��+MPRG�NPCTCLG@GJG��NPM@?@GJGR��BG�KMPGPC��FRRNQ�

GLHSPWD?ARQ�LQA�MPE
?JJ�
GLHSPGCQ
NPCTCLR?@JC�BC?RF�MTCPTGCU
MBBQ�MD�BWGLE
B?R?�BCR?GJQ
��FRRNQ�

GLHSPWD?ARQ�LQA�MPE
?JJ�GLHSPGCQ
NPCTCLR?@JC�BC?RF�MTCPTGCU
MBBQ�MD�

BWGLE
B?R?�BCR?GJQ
���30*�AMLQSJR?RM�GJ����K?EEGM������

���*WLAF�1
�1FCPK?L�*
�1LWBCP�1+
�+?RRQML�+��2CLBCLXC�LCG�LCML?RG�QCEL?J?RC�?J�@CLCQQCPC�BCG�@?K@GLG�AML�QGLBPMKC�B?�?QRGLCLX?
LCML?R?JC��,�1���!FGJB�7MSRF�1CPT�0CT����������A����������
4GQS?JGXX?�J�?PRGAMJM �%MMEJC�1AFMJ?P

���-�"MLLCJJ�()
�%J?BBCL�0+
�1CRF�.��2CLBCLXC�LCG�BCACQQG�AFC�AMGLTMJEMLM�CPMGL?�C�MNNGMGBG�QGLRCRGAG�CQAJSQM�GJ�KCR?BMLC
�C�P?NNMPRG�QSG
NPMBMRRG�?LRGBPME?�BCJJC�DMPXC�BCJJ�MPBGLC
�NCP�PCEGMLC�BG�ACLQGKCLRM���1R?RG�3LGRG
������������++50�+MP@�+MPR?J�5IJW�0CN����������
��������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

���.?OSCRRC�!#
�.MJJGLG�0���3QM�BG�BPMEFC�NCP�GLGCXGMLC
�&'4�
�&!4�C�QCPTGXG�AMPPCJ?RG�LCJJC�?PCC�LML�SP@?LC�BCEJG�1R?RG�3LGRG��SL?�PCTGQGMLC
QGQRCK?RGA?��*�?JAMJ�BCJJ?�BPME?�BGNCLBC�������������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

���)PSCECP�� ��"MTC�QMLM�DGLGRG�RSRRG�G�J?TMP?RMPG��3L�GLB?EGLC�QSJ�BCAJGLM�BCJ�R?QQM�BG�N?PRCAGN?XGMLC�?JJ?�DMPX?�J?TMPM�LCEJG�1R?RG�3LGRG�
 PMMIGLEQ�.?NCPQ�ML�#AMLMKGA��ARGTGRW�!MLDCPCLAC�BP?DR��FRRNQ�

UUU�@PMMIGLEQ�CBS
UN�AMLRCLR
SNJM?BQ
����
��
�=IPSCECP�NBD
�FRRNQ�

UUU�@PMMIGLEQ�CBS
UN�AMLRCLR
SNJM?BQ
����
��
�=IPSCECP�NBD���.S@@JGA?RM�GJ����?EMQRM�������30*�AMLQSJR?RM�GJ����?NPGJC������

���$CCJCW�(��*C�PGTCLBGA?XGMLG�BCJJ�GLBSQRPG?�BCEJG�MNNGMGBG�NPMACBMLM�KCLRPC�GJ�EGSBGAC�AGR?�ÖJ?�NCQRC�APC?R?�B?JJ�SMKMÖ�� JMMK@CPE�,MRGXGC�
���BGACK@PC�������FRRNQ�

UUU�@JMMK@CPE�AMK
LCUQ
?PRGAJCQ
����������
MNGMGB�GLBSQRPW�AJ?GKQ�NPMACCB�?Q�HSBEC�AGRCQ�K?L�
K?BC�NJ?ESC��FRRNQ�

UUU�@JMMK@CPE�AMK
LCUQ
?PRGAJCQ
����������
MNGMGB�GLBSQRPW�AJ?GKQ�NPMACCB�?Q�HSBEC�AGRCQ�K?L�K?BC�NJ?ESC���30*�AMLQSJR?RM�GJ���
ECLL?GM������

���&MDDK?L�(��(MFLQML���(MFLQML�F?�MPBGL?RM�BG�N?E?PC�����KGJGMLG�BG�BMJJ?PG�GL�SL�GKNMPR?LRC�NPMACQQM�QSEJG�MNNGMGBG��,CU�7MPI�2GKCQ�
���?EMQRM�������FRRNQ�

UUU�LWRGKCQ�AMK
����
��
��
FC?JRF
MIJ?FMK?�MNGMGBQ�HMFLQML�?LB�HMFLQML�FRKJ
�FRRNQ�

UUU�LWRGKCQ�AMK
����
��
��
FC?JRF
MIJ?FMK?�MNGMGBQ�HMFLQML�?LB�HMFLQML�FRKJ����EEGMPL?RM�GJ����?EMQRM�������30*�AMLQSJR?RM�GJ���
ECLL?GM������

���!FPGQRGC�!
� ?ICP�!
�!MMNCP�0
�)CLLCBW�.(
�+?BP?Q� 
� MLBG�.��*?�!MKKGQQGMLC�NPCQGBCLXG?JC�NCP�J?�JMRR?�AMLRPM�J?�RMQQGAMBGNCLBCLX?
C�J?�APGQG�BCEJG�MNNGMGBG��FRRNQ�

UUU�UFGRCFMSQC�EMT
QGRCQ
UFGRCFMSQC�EMT
DGJCQ
GK?ECQ
$GL?J=0CNMPR="P?DR=����������NBD
�FRRNQ�

UUU�UFGRCFMSQC�EMT
QGRCQ
UFGRCFMSQC�EMT
DGJCQ
GK?ECQ
$GL?J=0CNMPR="P?DR=����������NBD���.S@@JGA?RM�GJ���LMTCK@PC�������30*�AMLQSJR?RM�GJ
���ECLL?GM������

���� MLLGC�0(
�)CQQCJFCGK��1
�!J?PI�"(��1G?�J�SPECLX?�AFC�J�COSGJG@PGM�LCACQQ?PG�NCP�?DDPMLR?PC�J�CNGBCKG?�BG�MNNGMGBG��SL�P?NNMPRM�BCJJC
�AA?BCKGC�L?XGML?JG�BCJJC�QAGCLXC
�BCJJ�GLECELCPG?�C�BCJJ?�KCBGAGL?��%'�!-+-����������������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

����5FGR?ICP� ��*?�$"��F?�?AACQM�J?�APGQG�BCEJG�MNNGMGBG��9TGBCM;�����KGLSRG��2CJCTGQGMLC�! 1��FRRNQ�

UUU�A@QLCUQ�AMK
TGBCM
MNGMGB�
CNGBCKGA�BGB�RFC�DB?�GELGRC�RFC�APGQGQ����KGLSRCQ
��FRRNQ�

UUU�A@QLCUQ�AMK
TGBCM
MNGMGB�CNGBCKGA�BGB�RFC�DB?�GELGRC�RFC�APGQGQ����KGLSRCQ
��
.S@@JGA?RM�GJ����DC@@P?GM�������30*�AMLQSJR?RM�GJ����DC@@P?GM������

���� CAA?AAG?�(��$MMB�?LB�"PSE��BKGLGQRP?RGML�BCEJG�1R?RG�3LGRG��*CRRCP?�?JJ?�QCL?RPGAC�+?PE?PCR�&?QQ?L
�!MLEPCQQM�BCEJG�1R?RG�3LGRG����
ECLL?GM������

�����K@SPEM�+���*CXGMLC�BG�1F?RRSAI��'LLMT?XGMLC
�PCEMJ?KCLR?XGMLC�C�$"���,�#LEJ�(�+CB�������������������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

����.SPBSC�.F?PK?��*?�BGAFG?P?XGMLC�BG�.SPBSC�.F?PK?�?����+GLSRCQ�PGES?PB?LRC�GJ�QCEKCLRM�QSG�D?PK?AG�MNNGMGBG�BMTPC@@C�?LB?PC�GL
MLB?�BMKCLGA?����DC@@P?GM�������FRRNQ�

UUU�NSPBSCNF?PK?�AMK
LCUQ
����
��
��
NSPBSC�NF?PK?�QR?RCKCLR�RM����KGLSRCQ�
PCE?PBGLE�RFC�QCEKCLR�ML�MNGMGB�KCBGAGLCQ�CVNCARCB�RM�?GP�QSLB?W�DC@PS?PW��������

�FRRNQ�

UUU�NSPBSCNF?PK?�AMK
LCUQ
����
��
��
NSPBSC�NF?PK?�QR?RCKCLR�RM����KGLSRCQ�PCE?PBGLE�RFC�QCEKCLR�ML�MNGMGB�KCBGAGLCQ�CVNCARCB�RM�?GP�QSLB?W�

DC@PS?PW��������
���.S@@JGA?RM�GJ����DC@@P?GM�������30*�AMLQSJR?RM�GJ����K?EEGM������

����3DDGAGM�BG�AMLR?@GJGR��ECLCP?JC�BCEJG�1R?RG�3LGRG��$?PK?AG�B?�NPCQAPGXGMLC��?@SQM�C�BGTCPQGMLC�BG�-VW!MLRGL�C�QDMPXG�NCP�?DDPMLR?PC�GJ
NPM@JCK?��FRRN�

UUU�E?M�EMT
LCU�GRCKQ
B������NBD��FRRN�

UUU�E?M�EMT
LCU�GRCKQ
B������NBD���.S@@JGA?RM�LCJ�BGACK@PC�������30*
AMLQSJR?RM�GJ����?NPGJC������

j

https://journalofethics.ama-assn.org/article/how-fda-failures-contributed-opioid-crisis/2020-08



��������������� &RPH�L�IDOOLPHQWL�GHOOD�)'$�KDQQR�FRQWULEXLWR�DOOD�FULVL�GHJOL�RSSLRLGL�_�*LRUQDOH�GL�HWLFD�_�$VVRFLD]LRQH�0HGLFD�$PHULFDQD

KWWSV���MRXUQDORIHWKLFV�DPD�DVVQ�RUJ�DUWLFOH�KRZ�IGD�IDLOXUHV�FRQWULEXWHG�RSLRLG�FULVLV�������� ���

����5FMPGQICW�.��*�?SKCLRM�BCJJ?�BGNCLBCLX?�B?�?LRGBMJMPGDGAG�KMQRP?�B?LLG�B?J�PSMJM�BCJJC�A?QC�D?PK?ACSRGAFC�LCJ�NJ?QK?PC�J�MNGLGMLC
KCBGA?��5?QFGLERML�.MQR�����BGACK@PC�������FRRNQ�

UUU�U?QFGLERMLNMQR�AMK
@SQGLCQQ
CAMLMKW
����
��
��
������?���@A��
��C��@����������DD����=QRMPW�FRKJ��FRRNQ�

UUU�U?QFGLERMLNMQR�AMK
@SQGLCQQ
CAMLMKW
����
��
��
������?���@A����C��@����
������DD����=QRMPW�FRKJ���30*�AMLQSJR?RM�GJ���EGSELM������

����!CLRPM�NCP�J?�T?JSR?XGMLC�C�J?�PGACPA?�QSG�D?PK?AG
�31�$MMB�?LB�"PSE��BKGLGQRP?RGML��0GSLGMLC�BCJ�!MKGR?RM�AMLQSJRGTM�NCP�EJG�?LCQRCRGAG
C�G�D?PK?AG�BG�QSNNMPRM�TGR?JC
����ECLL?GM�������"P��%?GRFCPQ@SPE

����!CLRPG�NCP�GJ�AMLRPMJJM�C�J?�NPCTCLXGMLC�BCJJC�K?J?RRGC��*GLCC�ESGB?�!"!�NCP�J?�NPCQAPGXGMLC�BG�MNNGMGBG�NCP�GJ�BMJMPC�APMLGAM�
FRRNQ�

UUU�ABA�EMT
BPSEMTCPBMQC
NBD
ESGBCJGLCQ=?R�?�EJ?LAC�?�NBD��FRRNQ�

UUU�ABA�EMT
BPSEMTCPBMQC
NBD
ESGBCJGLCQ=?R�?�EJ?LAC�?�NBD���30*
AMLQSJR?RM�GJ����DC@@P?GM������

����0?WNMPR�+��#QNCPGCLX?�LCJJ?�ECQRGMLC�BG�N?XGCLRG�KCBGA?JKCLRC�BGNCLBCLRG�B?�QRSNCD?ACLRG��(�+�����������������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

����!FMS�0
�2SPLCP�(�
�"CTGLC�# 
�CR�?J��*�CDDGA?AG?�C�G�PGQAFG�BCJJ?�RCP?NG?�MNNGMGBC�?�JSLEM�RCPKGLC�NCP�GJ�BMJMPC�APMLGAM��SL?�PCTGQGMLC
QGQRCK?RGA?�NCP�SL�UMPIQFMN�QSG�NCPAMPQG�BG�NPCTCLXGMLC�BCJ�,?RGML?J�'LQRGRSRCQ�MD�&C?JRF���LL�'LRCPL�+CB�������������������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

����)MPLDCJB�+��2FC�&C?JRF������.?XGCLRG�GL�MTCPBMQC�BG�MNNGMGBG�GL�SLM�QRSBGM�AJGLGAM��-P?�4GPEGLG?�QR?�D?ACLBM�A?SQ?��5?QFGLERML�.MQR����
DC@@P?GM�������FRRNQ�

UUU�U?QFGLERMLNMQR�AMK
LCUQ
NMUCPNMQR
N?JMK?
RFC�FC?JRF����
����
��
��
RFC�FC?JRF�����N?RGCLRQ�
MTCPBMQCB�ML�MNGMGBQ�GL�?�AJGLGA?J�RPG?J�LMU�TGPEGLG?�GQ�QSGLE
�C�C�DA���C�D?�?��B�A�?�

�FRRNQ�

UUU�U?QFGLERMLNMQR�AMK
LCUQ
NMUCPNMQR
N?JMK?
RFC�FC?JRF����
����
��
��
RFC�FC?JRF�����N?RGCLRQ�MTCPBMQCB�ML�MNGMGBQ�GL�?�AJGLGA?J�RPG?J�LMU�TGPEGLG?�

GQ�QSGLE
�C�C�DA���C�D?�?��B�A�?�
���30*�AMLQSJR?RM�GJ����?NPGJC������

����0?@GL�0!��3L�LSMTM�?LRGBMJMPGDGAM�PG?AACLBC�JC�NPCMAASN?XGMLG�NCP�J?�BGNCLBCLX?��,CU�7MPI�2GKCQ�����?NPGJC������
FRRNQ�

UCJJ�@JMEQ�LWRGKCQ�AMK
����
��
��
LCU�N?GLIGJJCP�PCIGLBJCQ�?BBGARGML�AMLACPLQ
��FRRNQ�

UCJJ�@JMEQ�LWRGKCQ�AMK
����
��
��
LCU�
N?GLIGJJCP�PCIGLBJCQ�?BBGARGML�AMLACPLQ
���!MLQSJR?RM�GJ����?NPGJC������

���� MQA?PGLM�(�
�&MDDK?L�1,
�&?L�((��"GQRSP@M�B?�SQM�BG�MNNGMGBG�RP?�G�N?XGCLRG�GL�RCP?NG?�MNNGMGBC�?�JSLEM�RCPKGLC��GKN?RRM�BCG�APGRCPG
BG?ELMQRGAG�DGL?JG�BCJ�"1+���QSJJ?�NPCT?JCLX?�C�QSG�AMPPCJ?RG��1S@QR��@SQC�0CF?@GJ���������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

����"MULGLE�,1
��KGL?USLE�(�
�1F?F�,"
�)PSKFMJX�&+
�0MQQ�(1��.PMTC�BG�QRSBG�AJGLGAG�?�QMQRCELM�BCJJ�?NNPMT?XGMLC�B?�N?PRC�BCJJ?�$"��BG
LSMTG�?ECLRG�RCP?NCSRGAG
������������%'�!-+-����������������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

����.SPBSC�.F?PK?��0GCNGJMEM�BCJJ�?NNJGA?XGMLC��AMKNPCQQC�?�PGJ?QAGM�AMLRPMJJ?RM�BG�MQQGAMBMLC�AJMPGBP?RM��AMKNPCQQC�BG�-VW!MLRGLÒ����
BGACK@PC������

����!?KN@CJJ�(
�0C�, ��Ö!GPAMJ?PGR��GLOSGCR?LRCÖ��?PPGAAFGKCLRM�BCJJ?�QNCPGKCLR?XGMLC�AJGLGA?�C�NMJGRGA?�NPM@?RMPG?�BCJ�BMJMPC�APMLGAM�
 GM1MAGCRGCQ������������������
4GQS?JGXX?�J�?PRGAMJM �%MMEJC�1AFMJ?P

����+A%PC?J�!���KCPGA?L�-TCPBMQC��*?�RP?ECBG?�BCEJG�MNNGMGBG�GL�RPC�?RRG��,CU�7MPI
�,7���DD?PG�NS@@JGAG�������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

����&?QQ?L�+5
�+?PICW�#(��*CRRCP?�?J�AMKKGQQ?PGM�BCJJ?�$"��1AMRR�%MRRJGC@�����K?PXM������
FRRNQ�

UUU�F?QQ?L�QCL?RC�EMT
GKM
KCBG?
BMA
&?QQ?L���*CRRCP���RM���$"��NBD
�FRRNQ�

UUU�F?QQ?L�QCL?RC�EMT
GKM
KCBG?
BMA
&?QQ?L���*CRRCP���RM���$"��NBD���30*�AMLQSJR?RM�GJ����?NPGJC������

����$?S@CP�(��$"��C�NF?PK?��JC�C�K?GJ�QMJJCT?LM�NPCMAASN?XGMLG�N?W�DMP�NJ?W��+CB.?EC�-EEG����MRRM@PC������
FRRNQ�

UUU�KCBN?ECRMB?W�AMK
N?GLK?L?ECKCLR
N?GLK?L?ECKCLR
�����
�FRRNQ�

UUU�KCBN?ECRMB?W�AMK
N?GLK?L?ECKCLR
N?GLK?L?ECKCLR
��������30*�AMLQSJR?RM�GJ����DC@@P?GM������

����1F?PML�&CPRX�N?EGL?�*GLICB'L��FRRNQ�

UUU�JGLICBGL�AMK
GL
QF?PML�FCPRX��@@��?��
��FRRNQ�

UUU�JGLICBGL�AMK
GL
QF?PML�FCPRX��@@��?��
��
30*�AMLQSJR?RM�GJ����DC@@P?GM������

����.GJJCP�!��*?�NMPR?�EGPCTMJC�BCJJ?�$"��¤�RPMNNM�?NCPR?��1AGCLX?��������������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

https://journalofethics.ama-assn.org/article/how-fda-failures-contributed-opioid-crisis/2020-08



��������������� &RPH�L�IDOOLPHQWL�GHOOD�)'$�KDQQR�FRQWULEXLWR�DOOD�FULVL�GHJOL�RSSLRLGL�_�*LRUQDOH�GL�HWLFD�_�$VVRFLD]LRQH�0HGLFD�$PHULFDQD

KWWSV���MRXUQDORIHWKLFV�DPD�DVVQ�RUJ�DUWLFOH�KRZ�IGD�IDLOXUHV�FRQWULEXWHG�RSLRLG�FULVLV�������� ���

/05"�%&-�3&%"5503&

'KK?EGLC�BG�QDMLBM�BG�.?SJ�"MJ?L�

$*5";*0/&

�+��(�#RGA?�������������#��������

%0*

�������
?K?HCRFGAQ����������

%*76-(";*0/&�%&-�$0/'-*550�%*�*/5&3&44*

'J�BMRRMP�)MJMBLW�F?�QCPTGRM
�C�AMLRGLS?�?�QCPTGPC
�AMKC�RCQRGKMLC�CQNCPRM�NCP�AMLRM�BG�QR?RG�C�AMLRCC�GL�AMLRCLXGMQG�AMLRPM
NPMBSRRMPG�C�BGQRPG@SRMPG�BG�MNNGMGBG����?LAFC�BGPCRRMPC�CQCASRGTM�BG�.FWQGAG?LQ�DMP�0CQNMLQG@JC�-NGMGB�.PCQAPG@GLE�

'�NSLRG�BG�TGQR?�CQNPCQQG�GL�OSCQRM�?PRGAMJM�QMLM�OSCJJG�BCEJG�?SRMPG�C�LML�PGDJCRRMLM�LCACQQ?PG?KCLRC�JC�MNGLGMLG�C�JC�NMJGRGAFC�BCJJ��+��

*/'03.";*0/*�46--�"6503&

�LBPCU�)MJMBLW
�+"�¤�SLM�QAGCLXG?RM�QCLGMP�C�BGPCRRMPC�KCBGAM�BCJJ?�-NGMGB�.MJGAW�0CQC?PAF�!MJJ?@MP?RGTC�NPCQQM�J?�&CJJCP�1AFMMJ�DMP
1MAG?J�.MJGAW�?LB�+?L?ECKCLR�BCJJ?� P?LBCGQ�3LGTCPQGRW�BG�5?JRF?K
�+?QQ?AFSQCRRQ
�C�GLQCEL?�QSJJ?�APGQG�BCEJG�MNNGMGBG�NPCQQM�J?
!MJSK@G?�3LGTCPQGRW�+?GJK?L�1AFMMJ�MD�.S@JGA�&C?JRF����?LAFC�BGPCRRMPC�CQCASRGTM�BG�.FWQGAG?LQ�DMP�0CQNMLQG@JC�-NGMGB�.PCQAPG@GLE�

"GPGRRM�B�?SRMPC�������KCPGA?L�+CBGA?J��QQMAG?RGML��2SRRG�G�BGPGRRG�PGQCPT?RG��'11,����������

����*C�NPCQAPGXGMLG�BG�MNNGMGBG� PCQLGAI�(��QMLM�BGKGLSGRC�BCJ�����LCJ������?�A?SQ?�BCJ�A?K@G?KCLRM�BCJJC�JGLCC�ESGB?��&C?JRF'2�L?JWRGAQ�
���?NPGJC�������FRRNQ�

FC?JRFGR?L?JWRGAQ�AMK
LCUQ
MNGMGB�NPCQAPGNRGMLQ�BPMNNCB����GL������?Q�ESGBCJGLCQ�AF?LEC
�FRRNQ�

FC?JRFGR?L?JWRGAQ�AMK
LCUQ
MNGMGB�NPCQAPGNRGMLQ�BPMNNCB����GL������?Q�ESGBCJGLCQ�AF?LEC���30*�AMLQSJR?RM�GJ����EGSELM������

����0MQCL@CPE�(+
� GJI?� +
�5GJQML�1+
�1NCT?I�!��2CP?NG?�AML�MNNGMGBG�NCP�GJ�BMJMPC�APMLGAM��N?LMP?KGA?�BCJJC�JGLCC�ESGB?�QSJJ?�NP?RGA?
AJGLGA?�BCJ�"GN?PRGKCLRM�BCEJG�?DD?PG�BCG�TCRCP?LG�BCEJG�1R?RG�3LGRG�C�BCJ�"GN?PRGKCLRM�BCJJ?�"GDCQ?�BCEJG�1R?RG�3LGRG�������.?GL�+CB�
���������������������
4GQS?JGXX?�J�?PRGAMJM �.S@+CB �%MMEJC�1AFMJ?P

����!FMS�0
�&?PRSLE�"
�2SPLCP�(
�CR�?J��!MKN?P?RGTC�#DDCARGTCLCQQ�0CTGCU�,SK@CP������2P?RR?KCLRG�MNNGMGBG�NCP�GJ�BMJMPC�APMLGAM�
.S@@JGA?XGMLC��&0/����#&!�����0MAITGJJC
�+"���ECLXG?�NCP�J?�PGACPA?�C�J?�OS?JGR��Q?LGR?PG?���NPGJC������
%MMEJC�1AFMJ?P

Pdf by:
https://www.pro-memoria.info

https://journalofethics.ama-assn.org/article/how-fda-failures-contributed-opioid-crisis/2020-08


