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)DFW���6KHHW���RQ���5HJXODWRU\���$JHQF\���:DUQLQJ���/HWWHUV���
'XULQJ���&29,'������3DQGHPLF��

-XQH��������������
��
7KH���$$13���KDV���WHDPHG���ZLWK���SURIHVVLRQDOV���LQ���WKH���LQWHJUDWLYH���PHGLFLQH����GLHWDU\���VXSSOHPHQW����DQG��
OHJDO���ILHOGV���WR���DQDO\]H���WKH���VXGGHQ���LQFUHDVH���LQ���UHJXODWRU\���DFWLYLW\���DURXQG���QDWXUDO���DSSURDFKHV���WR��
LPSURYLQJ���LPPXQH���UHVLOLHQF\����DQG���WUHDWLQJ���YLUDO���LQIHFWLRQV���DQG�RU���&29,'�������7KLV���UHVRXUFH��
SURYLGHV���LQIRUPDWLRQ���RQ���WKH���YDULRXV���ODZV���DW���SOD\����RIIHUV���VXJJHVWLRQV���IRU���SURYLGHUV���WR���PLWLJDWH���ULVN���
DQG���KLJKOLJKWV���ZKHUH���UHJXODWRU\���DFWLRQV���PD\���FURVV���WKH���OLQH���LQWR���VFRSH���RI���SUDFWLFH�������ZLWK���WKH��
XQLQWHQGHG���HIIHFW���RI���OLPLWLQJ���WKH���DELOLW\���RI���OLFHQVHG���SURYLGHUV���WR���GLVFXVV���LPSRUWDQW���DQG��
DSSURSULDWH���QRQ�SKDUPDFRORJLFDO���PHWKRGV���WR���PLWLJDWH���&29,'������DQG���LWV���V\PSWRPV���
�
7KH���VWDWH���RI���WKH���ODZ���LV���DPELJXRXV���DQG���WKH���FXUUHQW���HQYLURQPHQW���SUHVHQWV���QRYHO���UHJXODWRU\���LVVXHV��
LQYROYLQJ���D���QXPEHU���RI���IHGHUDO���DQG���VWDWH���DJHQFLHV�����2UHJRQ���1'V���SOHDVH���UHIHU���WR���WKH���VSHFLDO���QRWLFH��
DW���WKH���HQG���RI���WKLV���GRFXPHQW�����(QIRUFHPHQW���RI���ODZV���LV���XQHYHQ����DQG���WKHUH���LV���D���FRQWLQXXP���RI���ULVN���LQ��
KRZ���WR���DSSURSULDWHO\���GLVFXVV���SUHYHQWLRQ���RI���DQG���WUHDWPHQWV���IRU���&29,'�������$W���SDUWLFXODU���ULVN���DUH��
SURYLGHUV���ZKR���DUH���DGYHUWLVLQJ���DQG���VHOOLQJ���VXSSOHPHQWV���WR���WKH���SXEOLF���DQG���DQ\���SUDFWLWLRQHUV��
PDNLQJ���RYHU�VWDWHG���FODLPV����
�
$V���WKLV���LV���D���GHYHORSLQJ���DUHD���RI���ODZ����WKLV���GRFXPHQW���LV���RQO\���DGYLVRU\����'HFLVLRQV���DERXW���VSHFLILF��
ODQJXDJH���WR���XVH���GHSHQGV���RQ���ULVN���WROHUDQFH���LQ���WKLV���QRYHO���UHJXODWRU\���HQYLURQPHQW����3UDFWLFHV���ZKLFK��
LQWHQG���WR���PDLQWDLQ���&29,'������GLVFXVVLRQV���RQ���WKHLU���ZHEVLWH���WKDW���PD\���LPSOLFDWH���WKHVH���FRQFHUQV��
VKRXOG���FRQVLGHU���REWDLQLQJ���OHJDO���DGYLFH����7KLV���GRFXPHQW���VXSHUVHGHV���DQG���UHSODFHV���WKH���$$13¶V��
SULRU���JXLGHOLQHV����³�7HPSODWH���/DQJXDJH���*XLGHOLQHV���IRU���3URYLGHUV���'XULQJ���&29,'������3DQGHPLF�´���
��
�
3RVVLEOH���&RQVHTXHQFHV���RI���)7&�5HJXODWRU\���$JHQF\���:DUQLQJ���/HWWHUV���
�
&OLQLFV���DQG���SURYLGHUV���PXVW���ILUVW���XQGHUVWDQG���WKH���SRWHQWLDO���VHULRXV���FRQVHTXHQFHV���WKDW���FDQ���RFFXU��
DV���D���UHVXOW���RI���UHFHLYLQJ���D���OHWWHU���IURP���WKH���)7&���DQG�RU���RWKHU���UHJXODWRU\���DJHQF\����LQFOXGLQJ���

Ɣ )HGHUDO���$FWLRQV��������7KH���)7&���FDQ���WDNH���QRQ�FRPSOLDQW���SDUWLHV���WR���IHGHUDO���FRXUW���DQG���FDQ��
REWDLQ���SHQDOWLHV����VXFK���DV���D���GLVJRUJHPHQW���RI���SURILWV���DOOHJHG���WR���KDYH���EHHQ���HDUQHG���IURP��
ZKDW���WKH\���FRQVLGHU���GHFHSWLYH���DGYHUWLVLQJ���

Ɣ 6WDWH���,QYHVWLJDWLRQV��������)7&���OHWWHUV���PD\���EH���SLFNHG���XS���E\���VWDWH���UHJXODWRU\���DJHQFLHV���VXFK��
DV���GHSDUWPHQWV���RI���MXVWLFH���RU���FRQVXPHU���DIIDLUV����ZKLFK���PD\���LVVXH���DGGLWLRQDO���LQYHVWLJDWLYH��
OHWWHUV���RI���DOOHJHG���YLRODWLRQV�����,PSRUWDQW���QRWLFH���IRU���2UHJRQ���1'V���EHORZ�����

Ɣ /LFHQVLQJ���%RDUGV��������6WDWH���DJHQFLHV���PD\���UHIHU���DOOHJHG���YLRODWLRQV���WR���\RXU���VWDWH��
PHGLFDO�QDWXURSDWKLF���OLFHQVLQJ���ERDUG���

Ɣ %DQN�0HUFKDQW���6HUYLFH���)UHH]H��������)7&���OHWWHUV���DUH���VKDUHG���ZLWK���WKH���EDQNLQJ���V\VWHP����DQG��
VRPH���EDQNV���PD\���WHPSRUDULO\���RU���SHUPDQHQWO\���IUHH]H���\RXU���PHUFKDQW���VHUYLFH���DFFRXQW���
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�

Ɣ 'LIILFXOWLHV���ZLWK���0DOSUDFWLFH���&DUULHUV��������:KHUH���OHJDO���GHIHQVH���EHFRPHV���QHHGHG���
PDOSUDFWLFH���SROLFLHV���PD\���QRW���FRYHU���UHJXODWRU\���LVVXHV���EDVHG���RQ���DGYHUWLVLQJ���YLRODWLRQV���

� �
7R���PLWLJDWH���ULVN���IURP���WKHVH���UHJXODWRU\���DFWLRQV����WKH���$$13���VWURQJO\���DGYLVHV���WKDW���FOLQLFV���RSHUDWH��
ZLWK���DQ���DEXQGDQFH���RI���FDXWLRQ���ZLWK���WKHLU���SXEOLVKHG���PDWHULDO����ERWK���DGYHUWLVLQJ���DQG���HGXFDWLRQDO���
DQG���VRFLDO���PHGLD���
�
��
3DWWHUQV���DQG���7UHQGV���LQ���WKH���)7&���:DUQLQJ���/HWWHUV���
�

Ɣ ����� �RI� �WKH� �ZDUQLQJ� �OHWWHUV� �IURP� �WKH� �)7&� �VSRNH� �GLUHFWO\� �WR� �&29,'���� �WUHDWPHQW� �RU�� � � � � � � � � � � � � �
SUHYHQWLRQ� �FODLPV� VSHFLILFDOO\� �WLHG� �WR� �PDUNHWLQJ� �D� �QXWULHQW� �LQJUHGLHQW� �RU� �GLHWDU\�� � � � � � � � � � �
VXSSOHPHQW�����ZKHWKHU���³GLUHFW´���RU���³LPSOLHG�´���0RVW���ZDUQLQJV���UHODWH���WR���DQ���³LPSOLHG���FODLP�´���

Ɣ ³,PSOLHG� �FODLPV´� � � �VWDWHPHQWV� �DUH� �UHDG� �LQ��FRQWH[W���,I��\RX��GLVFXVV��WKH��LPSRUWDQFH��RI��WKH�� � � � � � � � � � � � � � �
LPPXQH� �V\VWHP� �LQ� �PLQLPL]LQJ� �&29,'���� �GDPDJH�� �DQG� �UHIHU� �WR� �RU� �OLQN� �WR� �D� �GLHWDU\�� � � � � � � � � � � � � �
VXSSOHPHQW� �ZLWK��ZKDW��ZRXOG��RWKHUZLVH��EH��D��SURSHU��JHQHUDO��LPPXQH��VWDWHPHQW���WKH��WZR�� � � � � � � � � � � � �
ZLOO� �EH� �UHDG� �WRJHWKHU� �DQG� �FRQVLGHUHG� �DQ��LPSOLHG���DQG��LOOHJDO���FODLP��IRU��WKH��PLWLJDWLRQ��RU�� � � � � � � � � � � � � � �
SUHYHQWLRQ� �RI� �&29,'����� :RUG� �FRPELQDWLRQV� �GR� �QRW� �QHHG� �WR� �EH� �LQ� �WKH� �VDPH�� � � � � � � � � � � � �
SDUDJUDSK���WKH\��FDQ��EH��DQ\ZKHUH��RQ��WKH��SDJH��RU��ZHEVLWH���*UDSKLF��LPDJHV��FDQ��KDYH�� � � � � � � � � � � � � �
WKH� �VDPH� �LPSDFW� �DV� �ZRUGV�� �,Q� �VRPH� �FDVHV�� �)7&¶V� �DOJRULWKP� �KDV� �SLFNHG��XS��GLVFXVVLRQ�� � � � � � � � � � � � � �
DERXW� �&29,'���� �FOLQLF�SROLFLHV� ��L�H��� �VDQLWDWLRQ�� �PDVNV�� �HWF�� �ZLWK� �XQUHODWHG� �GLVFXVVLRQV�� � � � � � � � � � �
DERXW� �UHVSLUDWRU\� �KHDOWK�� �DQG� �FRQQHFWHG� �WKH� �WZR� �DV� �EHLQJ� �DQ� �³LPSOLHG� �FODLP´� �WR� �WUHDW�� � � � � � � � � � � � � �
&29,'�����7KH� �$$13� �LV��DFWLYHO\��ZRUNLQJ��WR��GHIHQG��WKH��ULJKWV��RI��1'V��ZKHUH��UHJXODWRU\�� � � � � � � � � � � � � �
FKDOOHQJHV���OLNH���WKLV���VHHP���H[FHVVLYH����LQDSSURSULDWH����RU���RYHUO\���DPELJXRXV���

Ɣ :HEFUDZOHUV��VHHP��WR��ORRN��IRU��VRPH��FRPELQDWLRQ��RI��ODQJXDJH��DQG��ZRUGV���LQFOXGLQJ��PHWD�� � � � � � � � � � � � �
NH\ZRUG���WDJV���IRU���6(2����ZKLFK���FDQ���IODJ���\RXU���FRQWHQW����HVSHFLDOO\���UHODWHG���WR���LPSOLHG���FODLPV����

Ɣ 0RVW� �RI� �WKH� �)7&� �FRPSODLQWV� �DSSHDU� �WR� �EH� �YDOLG�����PDQ\��GLUHFW��RU��LPSOLHG��VWDWHPHQWV�� � � � � � � � � � � � � � �
DUH� �RYHUO\� �H[XEHUDQW� �DQG� �OLQNHG� �WR� �WKH� �VDOH� �RI� �VXSSOHPHQWV���7KLV��UHTXLUHV��SURYLGHUV��WR�� � � � � � � � � � � � � �
KDYH��D��VWURQJ��XQGHUVWDQGLQJ��RI��)7&��GHFHSWLYH��DGYHUWLVLQJ��ODZV���XQVXEVWDQWLDWHG��FODLPV�� � � � � � � � � � �
DQG� �'6+($� �UHVWULFWLRQV� �RQ� �FODLPV� �PDGH� �IRU� �GLHWDU\� �VXSSOHPHQWV�� 5HDG� �PRUH� �LQ�� � � � � � � � � � � �
$SSHQGL[� �%��� �+RZHYHU� �WKHUH� �DUH� �HQRXJK� �LQVWDQFHV��ZKHUH��WKH��ZDUQLQJV��RYHUUHDFK��DQG�� � � � � � � � � � � �
LPSLQJH���RQ���VFRSH���RI���SUDFWLFH���RU���IUHHGRP���RI���VSHHFK���WR���ZDUUDQW���FRQFHUQ���DV���RXWOLQHG���EHORZ����

Ɣ $Q\� �GLVFXVVLRQ� �RI� �&29,'���� �PLWLJDWLRQ�� �SUHYHQWLRQ��RU��FXUH��XVLQJ��GLHWDU\��LQJUHGLHQWV��RU�� � � � � � � � � � � �
KHUEV�� FRQQHFWHG� �WR� �WKH� �VDOH� �RI� �WKRVH� �SURGXFWV�� �LV� �D� �GLUHFW� �YLRODWLRQ� �RI� �WKH�� � � � � � � � � � � � � �
SURKLELWLRQ���DJDLQVW���GLVHDVH���FODLPV���IRU���GLHWDU\���VXSSOHPHQWV����

Ɣ 1'V� �LQ� �XQUHJXODWHG� �VWDWHV� �VKRXOG� �H[HUFLVH� �VSHFLDO� �SUHFDXWLRQ� �DV� �WKH\� �GR� �QRW� �KDYH� �D�� � � � � � � � � � � � � �
VWDWH�DXWKRUL]HG���VFRSH���RI���SUDFWLFH����

��
�
8QGHUVWDQGLQJ���WKH���9DULRXV���/DZV���
�
)HGHUDO���7UDGH���&RPPLVVLRQ��
)7&���LV���UHVSRQVLEOH���IRU���HQIRUFLQJ���DGYHUWLVLQJ���ODZV����$GYHUWLVLQJ���PXVW���EH���WUXWKIXO���DQG���QRW��
PLVOHDGLQJ����$OO���FODLPV���PXVW���EH���VXEVWDQWLDWHG����7KH���SULPDU\���YLRODWLRQ���FLWHG���LQ���WKH���)7&���&29,'�����
ZDUQLQJ���OHWWHUV���DOOHJH���D���ILQGLQJ���WKDW���DGYHUWLVHPHQW�V����IRU���SURGXFWV���RU���VHUYLFHV���WKDW���FODLP���WR���EH��

���



�

FRURQDYLUXV�UHODWHG���SUHYHQWLRQ���RU���FXUH���DUH���XQVXEVWDQWLDWHG���DQG���WKHUHIRUH���GHFHSWLYH�����5HDG��
$SSHQGL[���%���IRU���PRUH���GHWDLO���DQG���EDFNJURXQG����
�
'LHWDU\���6XSSOHPHQW���+HDOWK���DQG���(GXFDWLRQ���$FW���RI�����������'6+($���
7KH���EDQ���RQ���OLQNLQJ���GLVHDVH���VWDWHV���WR���GLHWDU\���VXSSOHPHQWV���IDU���SUHGDWHV���&29,'�������:LWK���IHZ��
H[FHSWLRQV����LW���LV���LOOHJDO���WR���FODLP���D���GLHWDU\���VXSSOHPHQW���FDQ���WUHDW���RU���SUHYHQW���D���GLVHDVH����VXFK���FODLPV��
DUH���SURKLELWHG���³KHDOWK���FODLPV�´���6RPH���NH\���HOHPHQWV���WR���XQGHUVWDQG���DERXW���'6+($���LQFOXGH���

�� $Q\���LQJHVWLEOH���PDWHULDO���LQWHQGHG���WR���GLDJQRVH����SUHYHQW����PLWLJDWH����WUHDW���RU���FXUH���D���GLVHDVH���LV��
D���GUXJ����DQG���UHTXLUHV���)'$���DSSURYDO���WR���PDNH���VXFK���D���FODLP���UHODWHG���WR���WKH���GLVHDVH���

�� '6+($���DOORZV���³VWUXFWXUH�IXQFWLRQ´���FODLPV���IRU���GLHWDU\���VXSSOHPHQWV����L�H�����DERXW��
ZKDW���LW����GRHV�����QRW���DERXW���ZKDW���GLVHDVH���LW����WUHDWV������&DOFLXP���FDQ���EH���PDUNHWHG���WR���³EXLOG��
KHDOWK\���ERQHV´����IXQFWLRQ���FODLP����EXW���FDQQRW���EH���PDUNHWHG���WR���³SUHYHQW���RU���UHOLHYH��
RVWHRSRURVLV´����GLVHDVH���FODLP����

�� '6+($���RQO\���DSSOLHV���WR���LQIRUPDWLRQ����WLHG���WR���WKH���VDOH���RI���D���SURGXFW�����,I���D���SUDFWLFH���LV��
HGXFDWLQJ���DERXW���KHUEDO���SURGXFWV���EXW���QRW���VHOOLQJ���WKHP����WKDW���LV���2.���XQGHU���'6+($���
+RZHYHU����)7&���FRXOG���VWLOO���UDLVH���LVVXHV���ZLWK���VWDWHPHQWV���WKH\���FRQVLGHU���XQWUXWKIXO���
PLVOHDGLQJ���RU���FRQWUDU\���WR���SXEOLF���KHDOWK���PHVVDJLQJ���JLYHQ���WKH���SDQGHPLF���HPHUJHQF\���

�� ,PPXQH���FODLPV���IRU���GLHWDU\���VXSSOHPHQWV���DUH���LPSRUWDQW���WR���XQGHUVWDQG���LQ���WKH��
&29,'������FRQWH[W�����*HQHUDO���VWDWHPHQWV���DERXW���VXSSRUW���RI���WKH���LPPXQH���V\VWHP���GR���QRW��
FRQYH\���D���VSHFLILF���UHIHUHQFH���WR���GLVHDVH���WUHDWPHQW���RU���SUHYHQWLRQ����DQG���PD\���EH���PDGH����$��
FODLP���WKDW���9LWDPLQ���$���LV���QHFHVVDU\���WR���PDLQWDLQ���D���KHDOWK\���LPPXQH���UHVSRQVH���RU���WKDW���LW��
VXSSRUWV���OXQJ���KHDOWK���GRHV���QRW���LPSO\���WKDW���D���VSHFLILF���GLVHDVH���RU���FODVV���RI���GLVHDVHV���ZLOO���EH��
SUHYHQWHG����,Q���FRQWUDVW����LI���WKDW���FODLP���LV���PDGH���DV���SDUW���RI���D���GLVFXVVLRQ���DERXW���&29,'������LW��
ZLOO���EH���H[SUHVVO\���IODJJHG���E\���)7&����/LNHZLVH����D���FODLP���WKDW���9LWDPLQ���$���³VXSSRUWV���WKH���ERG\¶V��
DQWLYLUDO���FDSDELOLWLHV´���LPSOLHV���D���VSHFLILF����FODVV���RI���GLVHDVHV�����WKRVH���FDXVHG���E\���YLUXVHV����H�J����
FROGV����KHSDWLWLV����+,9����RU���&29,'��������DQG���PD\���DOVR���EH���IODJJHG���E\���)7&���DV���PDNLQJ���D��
VSHFLILF���FODLP���WR���WUHDW���GLVHDVH���UDWKHU���WKDQ���VXSSRUW���IXQFWLRQ����7KH���VDIHVW���VWDWHPHQWV���ZLOO��
VWLFN���WR���SK\VLRORJ\����L�H�����LPPXQH���VXSSRUW���DQG���IXQFWLRQ���DV���RSSRVHG���WR���GLVHDVHV���RU���GLVHDVH��
FODVVHV����

�
�
$UHDV���:KHUH���WKH���/DZV���DUH���/HVV���&OHDU���
�
6RPH���RI���WKH���)7&���OHWWHUV���KDYH���WDUJHWHG���DGYHUWLVHPHQWV���IRU���VHUYLFHV���WKDW���DUH���RQO\���SHUIRUPHG���ZLWK��
SDWLHQWV���DIWHU���DQ���HYDOXDWLRQ����VXFK���DV���LQWUDYHQRXV���9LWDPLQ���&����:KLOH���)7&���UHJXODWHV���DGYHUWLVLQJ���
ILQGLQJV���WKDW���FRQVXPHU���DGYHUWLVHPHQWV���IRU���SURIHVVLRQDO���VHUYLFHV���DUH���LQKHUHQWO\���GHFHSWLYH�������ZKHQ��
WKH���VHUYLFHV���DUH���RQO\���SURYLGHG���WR���SDWLHQWV���ZKR���DUH���HYDOXDWHG���IRU���DSSURSULDWH���FDUH���FRQVWLWXWH���DQ��
XQXVXDO���QHZ���DUHD���RI���HQIRUFHPHQW�����7KLV���LV���HVSHFLDOO\���WKH���FDVH���IRU���WKHUDSLHV���VXFK���DV���,9&���
ZKLFK���DUH���DOVR���EHLQJ���RIIHUHG���LQ���PDMRU���PHGLFDO���FHQWHUV���
�
*LYHQ���WKH���QRYHOW\���RI���WKLV���OHJDO���GHYHORSPHQW����SUDFWLFHV���PXVW���GHWHUPLQH���KRZ���WR���EHVW���QDYLJDWH��
OHJDO���ULVN���YHUVXV���WKH���EHQHILWV���RI���VKDULQJ���LQIRUPDWLRQ����,I���WKH���SUDFWLFH���UHFRJQL]HV���WKDW���WKHUH���LV��
FXUUHQWO\���VRPH���OHJDO���ULVN���DQG���FKRRVHV���WR���PHQWLRQ���&29,'�������LW���VKRXOG���WDNH���FDUH���WR���QRW���RYHUVWDWH��
WKH���HYLGHQFH���RU���OHDYH���DQ���LPSUHVVLRQ���WKDW���WKH���WKHUDS\���PLWLJDWHV����SUHYHQWV���RU���FXUHV���&29,'�������
�

���



�

7KLV���LV���DQRWKHU���DUHD���ZKHUH���$$13���ZLOO���ZRUN���WR���GHIHQG���WKH���ULJKWV���RI���1'V���ZKHUH���UHJXODWRU\��
FKDOOHQJHV���VHHP���H[FHVVLYH����LQDSSURSULDWH���RU���RYHUO\���DPELJXRXV����
�
3UDFWLFHV���VHHLQJ���SRWHQWLDO���&29,'������SDWLHQWV���VKRXOG���IROORZ���&'&����'HSDUWPHQW���RI���+HDOWK���DQG��
26+$���UHTXLUHPHQWV����'LVFODLPHUV���VKRXOG���EH���XVHG���WR���PDNH���FOHDU���WKDW���WKHVH���VHUYLFHV���DUH���RQO\��
SURYLGHG���WR���DSSURSULDWH���SDWLHQWV���ZKR���KDYH���EHHQ���VHHQ���LQ�SHUVRQ�����6DPSOH���GLVFODLPHU���ODQJXDJH��
LV���SURYLGHG���LQ���$SSHQGL[���$���
�
�
6XJJHVWLRQV���IRU���3UDFWLFHV���WR���0LWLJDWH���5LVN���
�

5($'���&$5()8//<�����/DQJXDJH���GHFLVLRQV���WR���PDNH���DUH���EDVHG���RQ���\RXU���ULVN���WROHUDQFH���
\RXU���XQGHUVWDQGLQJ���RI���ODZV����DQG���\RXU���EXVLQHVV���PRGHO��

�
2.��� 1'V� �FDQ� �HGXFDWH� �WKH� �SXEOLF� �DERXW� �&29,'���� �WUHDWPHQW� �DSSURDFKHV� ZLWKRXW�� � � � � � � � � �

SURGXFW���VDOHV�����

2.��� 1'V��FDQ��VHOO��GLHWDU\��VXSSOHPHQWV�SURGXFWV�ZLWKRXW��PDNLQJ��VSHFLILF��SUHYHQWLRQ�� � � � � � � � �
RU� �WUHDWPHQW� �KHDOWK� �FODLPV�� �LQFOXGLQJ� �EXW� �QRW� �OLPLWHG��WR��&29,'������DQWLYLUDO�� � � � � � � � � � �
RU���RWKHU���GLVHDVH���WUHDWPHQW���RU���SUHYHQWLRQ���SURSHUWLHV���

127���2.�� 'R� �QRW��PDNH��FODLPV��DERXW��&29,'�����WUHDWPHQW��DSSURDFKHV�ZLWK��SURGXFW��VDOHV�� � � � � � � � � � �
RU���D���OLQN���WR���DQ���RQOLQH���GLVSHQVDU\����LQ���HLWKHU���D���GLUHFW���RU���LPSOLHG���PDQQHU����

�
�
&DUH���VKRXOG���DOZD\V���EH���WDNHQ���WR���UHLQIRUFH���SXEOLF���KHDOWK���PHVVDJHV���DQG���QRW���PDNH���FODLPV���DERXW��
WKH���SUHYHQWLRQ����PLWLJDWLRQ���RU���WUHDWPHQW���RI���GLVHDVH���IRU���QDWXUDO���SURGXFW���VDOHV���WR���WKH���SXEOLF����
�
3URYLGHUV���VKRXOG���DOVR���EH���DZDUH���WKDW���WKH���)7&���LV���WDUJHWLQJ���FHUWDLQ���WKHUDSLHV����VXFK���DV���,9���9LWDPLQ��
&����2]RQH����DQG���VWHP���FHOO���WKHUDS\����&DUH���VKRXOG���EH���WDNHQ���WR���QRW���JR���EH\RQG���WKH���HYLGHQFH���LQ���PDNLQJ��
FODLPV���DERXW���WKHUDSLHV���WKDW���IHGHUDO���DJHQFLHV���FXUUHQWO\���FRQVLGHU���KDYH���LQVXIILFLHQW���VXEVWDQWLDWLRQ����
�
,PSOLHG���FODLPV���IRU���SURGXFWV���FDQ���HDVLO\���FURVV���WKLV���OLQH����HYHQ���VLPSO\���VWDWLQJ���WKDW���DQ���KHUE���LV���VXSHULRU��
WR���D���SKDUPDFHXWLFDO���LV���YLHZHG���DV���D���GUXJ���FODLP����DV���LW���OHJDOO\���LPSOLHV���WKDW���LW���VHUYHV���WKH���VDPH��
SXUSRVH���DV���WKH���GUXJ����6XFK���GLVFXVVLRQV���DUH���ILQH���EHWZHHQ���D���GRFWRU���DQG���SDWLHQW���LQ���WKH���WUHDWPHQW��
URRP�����WKH���OLPLWDWLRQ���LV���RQ���DGYHUWLVLQJ���WR���WKH���SXEOLF���
�

([DPSOHV���
/RZHU� �5LVN�� �³2XU� �FOLQLF��WUHDWV��DOO��NLQGV��RI��GLVHDVHV��ZLWK��D��YDULHW\��RI��WUHDWPHQW��SURWRFROV�� � � � � � � � � � � � � � �
WDLORUHG� �WR� �WKH� �LQGLYLGXDO� �SDWLHQW¶V� �QHHGV� �DIWHU��DQ��DSSURSULDWH��LQWDNH��LQ��DFFRUGDQFH��ZLWK�� � � � � � � � � � � � �
RXU���VFRSH���RI���SUDFWLFH�´���
�
+LJKHU��5LVN���,I��\RX��FODLP��WKDW��9LWDPLQ��'��UHGXFHV��WKH��OLNHOLKRRG��RI��JHWWLQJ��FRURQDYLUXV���D�� � � � � � � � � � � � � � �
GLVHDVH��SUHYHQWLRQ��FODLP���$1'��OLQN��WR��D��WKLUG�SDUW\��GLVSHQVDU\��OLNH��)XOO6FULSW���WKLV��ZRXOG�� � � � � � � � � � � � �
EH� �YLHZHG� �DV� �DGYHUWLVLQJ� �EDVHG� �XSRQ� �WKH� �FODLP� �DQG� �ZRXOG� �EH� �YLHZHG� �DV� �DQ�� � � � � � � � � � � � � �
XQVXEVWDQWLDWHG����XQWUXWKIXO���DQG���PLVOHDGLQJ���GUXJ���FODLP����
�

���
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+LJKHVW���5LVN����³:H���WUHDW�SUHYHQW���&29,'������ZLWK���,9���9LWDPLQ���&�´���
�
�
&RQFHUQV���DERXW���,QIULQJHPHQW���RQ���6FRSH���RI���3UDFWLFH���
�
7KH���$$13���VXSSRUWV���WKH���)7&¶V���HQIRUFHPHQW���DFWLRQV���ZLWK���UHVSHFW���WR���IDOVH���RU���GHFHSWLYH��
DGYHUWLVLQJ����DV���ZHOO���DV���WKH���UHJXODWLRQV���DURXQG���'6+($����:KLOH���PDQ\���RI���)7&¶V���FRPSODLQWV���DSSHDU��
WR���EH���YDOLG����LQ���WRR���PDQ\���FDVHV���)7&���DQG���RWKHU���UHJXODWRU\���ERGLHV���DUH���RYHUUHDFKLQJ���DQG���FURVVLQJ��
LQWR���WKH���MXULVGLFWLRQ���RI���OHJLWLPDWH���VFRSH���RI���SUDFWLFH���RI���UHJXODWHG���KHDOWKFDUH���SURYLGHUV���DQG���WKH��
DELOLW\���RI���SK\VLFLDQV���WR���FRPPXQLFDWH���LPSRUWDQW���DQG���DSSURSULDWH���LQIRUPDWLRQ���DERXW���PLWLJDWLQJ��
&29,'������DQG���PDQDJLQJ���LW¶V���V\PSWRPV����2XU���FRQFHUQV���IRFXV���RQ���WKH���IROORZLQJ���LVVXHV����
�

Ɣ )7&���OHWWHUV���UHTXLULQJ���FKDQJHV���WR���DGYHUWLVLQJ���RI���VHUYLFHV���RIIHUHG���RQO\���WR���SDWLHQWV����VXFK���DV��
,9���9LWDPLQ���&����DUH���DQ���XQXVXDO���MXULVGLFWLRQDO���UHDFK���DQG���RQH���WKDW���LV���EHLQJ���XQHYHQO\���DSSOLHG��
WR���UHVWULFW���QDWXURSDWKLF���DQG���LQWHJUDWLYH���SK\VLFLDQ���VHUYLFHV���RWKHUZLVH���RSHQO\���SUDFWLFHG���LQ��
PDMRU���PHGLFDO���FHQWHUV����

Ɣ 7KH���GLVFXVVLRQ���RI���LPPXQH���HQKDQFHPHQW����ZKHQ���H[SODLQHG���LQ���D���VWUDLJKWIRUZDUG���DQG��
DFFXUDWH���PDQQHU���ZLWKRXW���EHLQJ���WLHG���WR���SURGXFW���VDOHV����LV���DQ���LPSRUWDQW���SXEOLF���KHDOWK��
PHVVDJH���WKDW���VKRXOG���EH���HQFRXUDJHG����QRW���VXSSUHVVHG����1DWXURSDWKLF���SK\VLFLDQV���DUH��
TXDOLILHG���E\���HGXFDWLRQ����WUDLQLQJ���DQG���H[SHULHQFH���DV���OHDUQHG���LQWHUPHGLDULHV���ZKR���FDQ��
FRQVLGHU���WKH���WRWDOLW\���RI���DYDLODEOH���HYLGHQFH���UHJDUGLQJ���GLHWDU\���VXSSOHPHQWV���WR���IRUP���JHQHUDO��
FOLQLFDO���UHFRPPHQGDWLRQV����DQG���WR���SURSHUO\���H[SUHVV���WKHLU���SURIHVVLRQDO���RSLQLRQV���WR��
FRQVXPHUV���DQG���PDNH���VSHFLILF���UHFRPPHQGDWLRQV���WR���SDWLHQWV���

Ɣ :H���GR���QRW���EHOLHYH���)7&���KDV���MXULVGLFWLRQ���WR���UHJXODWH���VWDWHPHQWV���WKDW���DUH���PDGH���E\��
VWDWH�UHJXODWHG���KHDOWK���FDUH���SURIHVVLRQDOV���WKDW���ZRXOG���RQO\���EH���LPSOHPHQWHG���DV���SDUW���RI���D��
SDWLHQW�VSHFLILF���WUHDWPHQW���SODQ����7KLV���UHJXODWRU\���DXWKRULW\���KDV���RUGLQDULO\���EHHQ���UHVHUYHG���IRU��
VWDWH���PHGLFDO���ERDUGV���

Ɣ )7&¶V���DFWLRQV���DUH���D���UHVWUDLQW���RQ���SURIHVVLRQDO���VSHHFK����&RXUWV���KDYH���VDLG���WKDW���FRPPHUFLDO��
VSHHFK���WKDW���FDQ���EH���FRUUHFWHG���ZLWK���D���GLVFODLPHU���UDWKHU���WKDQ���UHVWULFWHG���VKRXOG���EH���DOORZHG��
ZLWK���WKH���GLVFODLPHU����:H���SURYLGH���YDULRXV���IRUPV���RI���GLVFODLPHU���ODQJXDJH���LQ���$SSHQGL[���$����EXW��
DOVR���UHFRJQL]H���WKDW���UHOLDQFH���RQ���GLVFODLPHU���ODQJXDJH���DORQH���LV���QRW���VXIILFLHQW���DQG��
UHFRPPHQG���WKDW���RYHUO\���H[XEHUDQW���DQG���LPSURSHU���FODLPV���PXVW���EH���PRGHUDWHG���
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1RWH���IRU���2UHJRQ���1'V�����:KLOH���)7&���FDQ���UHTXLUH���WKDW���FODLPV���PXVW���LQFOXGH���VFLHQWLILF���HYLGHQFH���
WKH���2UHJRQ���'HSDUWPHQW���RI���-XVWLFH���KDV���DGRSWHG���D���WHPSRUDU\���UXOH���WR���SURWHFW���FRQVXPHUV���IURP��
XQVXEVWDQWLDWHG���FODLPV���WKDW���D���JRRG���LV���HIIHFWLYH���DJDLQVW���&29,'�������(IIHFWLYH���$SULO����������������
2$5������������������PDNHV���LW���XQIDLU���RU���GHFHSWLYH���IRU���VHOOHUV���RU���DGYHUWLVHUV���WR���UHSUHVHQW���WKDW���D��
JRRG����ZKLFK���LQFOXGHV���GLHWDU\���VXSSOHPHQWV����SUHYHQWV����WUHDWV����GLDJQRVHV����PLWLJDWHV���RU���FXUHV��
FRURQDYLUXV����&29,'�������RU���D���UHODWHG���FRQGLWLRQ����ZLWKRXW���ILUVW���KDYLQJ���FRPSHWHQW���DQG���UHOLDEOH��
VFLHQWLILF���HYLGHQFH����DOVR���NQRZQ���DV���³VXEVWDQWLDWLRQ´����XSRQ���ZKLFK���WR���EDVH���D���UHDVRQDEOH���EHOLHI���LQ��
WKH���WUXWK���RI���WKH���UHSUHVHQWDWLRQ����1RWH���WKDW���ZKDW���FRQVWLWXWHV���³VXEVWDQWLDWLRQ´���LV���LWVHOI���VRPHZKDW��
VXEMHFWLYH����EXW���FDUH���VKRXOG���HVSHFLDOO\���EH���WDNHQ���ZKHQ���FRQQHFWLQJ���FODLPV���WR���&29,'������
�
%HFDXVH���UHVHDUFK���GLUHFWO\���UHODWHG���WR���&29,'������LV���H[WUHPHO\���OLPLWHG����1'V���LQ���2UHJRQ���VKRXOG��
UHFRJQL]H���WKDW���PDNLQJ���FODLPV���RI���SUHYHQWLRQ����WUHDWPHQW����GLDJQRVHV����PLWLJDWLRQ����RU���FXUH���IRU��
FRURQDYLUXV����&29,'�������RU���D���UHODWHG���FRQGLWLRQ���FRXOG���H[SRVH���WKHP���WR���KLJKHU���ULVN���RI���UHJXODWRU\��
DFWLRQ���LQ���WKH���FXUUHQW���HQYLURQPHQW����DQG���VKRXOG���FRQVLGHU���RQO\���DGGUHVVLQJ���WKH���PDQDJHPHQW���RI��
V\PSWRPV����UHVSLUDWRU\���LOOQHVV����IHYHU����KHDGDFKHV����GLJHVWLYH���LVVXHV����WR���EH���EDVHG���XSRQ���SDWLHQW��
HYDOXDWLRQ���ZKHQ���SURYLGLQJ���JHQHUDO���WUHDWPHQW���UHFRPPHQGDWLRQV����
�
8QGHU���WKH���WHPSRUDU\���UXOH����PDNLQJ���VXFK���DOOHJHGO\���XQVXEVWDQWLDWHG���FODLPV���LV���FRQVLGHUHG���D��
YLRODWLRQ���RI���WKH���8QIDLU���7UDGH���3UDFWLFHV���$FW���DQG���WKH���2UHJRQ���'HSDUWPHQW���RI���-XVWLFH���KDV���LVVXHG��
QXPHURXV���&LYLO���,QYHVWLJDWLYH���'HPDQGV���WR���FOLQLFV����LQFOXGLQJ���WR���WKRVH���ZKR���UHFHLYHG���)7&��
:DUQLQJ���/HWWHUV���
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$SSHQGL[���$�������6DPSOH���'LVFODLPHUV��
��
%HORZ���DUH���VDPSOH���GLVFODLPHUV���\RX���FDQ���PL[���DQG���PDWFK���DQG���HGLW���WR���VXLW���EDVHG���XSRQ���\RXU��
VLWXDWLRQ����'LVFODLPHU���ODQJXDJH���PLJKW���EH���SODFHG���LQ���VPDOOHU���VHJPHQWV���ZLWK���D���ZHEVLWH���WR���PDNH��
WKHP���PRUH���UHDGDEOH����DQG���VKRXOG���EH���SODFHG���RQ���HYHU\���SDJH���WKDW���LQFOXGHV���GLVFXVVLRQ���DERXW��
&29,'������DQG���GLHWDU\���LQJUHGLHQW���VDOHV���RU���UHIHUHQFHV���WR���VDOHV���
�

�
�
7KH���SURGXFWV���DQG���VHUYLFHV���GLVFXVVHG���UHJDUGLQJ���&29,'������DUH���VROHO\���WR���HQKDQFH���LPPXQH��
IXQFWLRQ���RU���KHOS���PDQDJH���V\PSWRPV���DQG���DUH���QRW���RIIHUHG���WR���SUHYHQW���RU���FXUH���WKH���QRYHO���LQIHFWLRQ��
FDXVHV���E\���6$56�&R9�����2XU���FOLQLFDO���H[SHULHQFH���VXJJHVWV���WKDW���SURGXFWV���RU���VHUYLFHV���RIIHUHG���PD\��
PLWLJDWH���WKH���FRQVHTXHQFHV���DQG���DOOHYLDWH���VRPH���RI���WKH���FRPSOLFDWLRQV���RI���WKH���LOOQHVV����7KH���)'$���KDV��
QRW���DSSURYHG���WKHVH���WKHUDSLHV���H[SUHVVO\���IRU���XVH���LQ���&29,'������RU���DQ\���YLUDO���GLVHDVH���DQG���VXJJHVWHG��
XVH���PD\���EH���³RII�ODEHO´���RU���PD\���ODFN���DSSURYDO���IRU���DQG���DUH���QRW���LQWHQGHG���WR���WUHDW���DQ\���GLVHDVH��
LQGLFDWLRQ���EXW���RQO\���RIIHU���V\PSWRPDWLF���UHOLHI����:KLOH���WKHUH���LV���HYLGHQFH���VXSSRUWLQJ���VXFK���XVH����WKDW��
HYLGHQFH���PD\���QRW���ULVH���WR���WKH���OHYHO���QHFHVVDU\���IRU���DFFHSWDQFH���E\���PHGLFDO���DVVRFLDWLRQV�KHDOWK��
LQVWLWXWLRQV����RU���UHJXODWRU\���ERGLHV����7KHUH���PD\���EH���DFWLYH���SURIHVVLRQDO���GLVDJUHHPHQW���DQG���VRPH��
SURIHVVLRQDOV���DQG���UHJXODWRU\���ERGLHV���PD\���EH���RI���WKH���RSLQLRQ���WKDW���VRPH���UHFRPPHQGDWLRQV���DUH���QRW��
KHOSIXO���RU���LQDSSURSULDWH���
�

�
��
)RU���GLHWDU\���VXSSOHPHQW���VDOHV����E\���ODZ���WKH���PLQLPDO���GLVFODLPHU����LV����³7KHVH���VWDWHPHQWV���KDYH���QRW��
EHHQ���HYDOXDWHG���E\���WKH���)RRG���DQG���'UXJ���$GPLQLVWUDWLRQ����7KLV���SURGXFW���LV���QRW���LQWHQGHG���WR���GLDJQRVH���
WUHDW����FXUH����RU���SUHYHQW���DQ\���GLVHDVH�´���7KH���GLVFODLPHU���PXVW���DSSHDU���RQ���HDFK���SDQHO���RU���SDJH���ZKHUH��
WKHUH���LV���D���VWUXFWXUH�IXQFWLRQ���FODLP����,W���LV���EHVW���SUDFWLFH���WR���LQFOXGH���WKDW���VWDWHPHQW���LQ���DQ���RQOLQH���VWRUH��
RQ���DOO���GLHWDU\���VXSSOHPHQW���SDJHV���WKDW���LQFOXGH���VWUXFWXUH�IXQFWLRQ���DQG�RU���QXWULHQW���UHSOHWLRQ���FODLPV��
�LQ����SHU���WKH���UHJV����³EROGIDFH���W\SH���LQ���OHWWHUV���QR���VPDOOHU���WKDQ���RQH�VL[WHHQWK���LQFK�´���������&)5��
�������F�������
��
,Q���DGGLWLRQ����DGGLWLRQDO���ODQJXDJH���PLJKW���LQFOXGH����³&RQVXPHUV���>RU���SDWLHQWV@���VKRXOG���QRW���UHO\���XSRQ��
GLHWDU\���VXSSOHPHQWV���WR���SUHYHQW���RU���WUHDW���&29,'�������$OZD\V���FKHFN���ZLWK���D���PHGLFDO���SURIHVVLRQDO���LI��
\RX���KDYH���DQ\���V\PSWRPV���RU���H[SRVXUH���DQG���IROORZ���&'&���JXLGHOLQHV���DQG���JRYHUQPHQWDO���DXWKRULWLHV¶��
LQVWUXFWLRQV���ZLWK���UHJDUG���WR���VRFLDO���GLVWDQFLQJ����VHOI�LVRODWLRQ���RU���XVH���RI���PDVNV���DQG���RWKHU���SHUVRQDO��
SURWHFWLYH���HTXLSPHQW�´��

�
��
,QGLYLGXDO���UHVSRQVHV���YDU\���FRQVLGHUDEO\���DQG���GHSHQG���XSRQ���WKH���VWDJH���RI���GLVHDVH����DJH����DQG��
SUH�H[LVWLQJ���FRQGLWLRQV���DQG���RWKHU���LQGLYLGXDO���GLIIHUHQFHV����,QGLYLGXDO���UHVXOWV���YDU\����DQG���GLVFXVVLRQ���RI��
VXFFHVVIXO���FDVHV���LV���LQWHQGHG���WR���HGXFDWH���DERXW���ZKDW���PD\���EH���SRVVLEOH���DQG���GR���QRW���LQGLFDWH���WKDW��
WKH\���ZLOO���EH���VXFFHVVIXO���LQ���DOO���SDWLHQWV����3DUWLFXODUO\���JLYHQ���WKH���QRYHO���DQG���GLIILFXOW���KHDOWK���LVVXHV���WKDW��
FDQ���SUHVHQW���ZLWK���&29,'�������WKHUH���DUH���QR���JXDUDQWHHV���WKDW���EHQHILWV���ZLOO���EH���REWDLQHG����RU���DGYHUVH��
HYHQWV���ZLOO���EH���DYRLGHG����3DWLHQWV���VKRXOG���QRW���DVVXPH���DQ\���OHYHO���RI���VDIHW\���DV���D���UHVXOW���RI���WUHDWPHQWV��
RU���SURGXFWV���GLVFXVVHG���RQ���WKLV���VLWH���DQG���VKRXOG���DOZD\V���IROORZ���&'&���JXLGHOLQHV���DQG���JRYHUQPHQWDO��
DXWKRULWLHV¶���LQVWUXFWLRQV���ZLWK���UHJDUG���WR���VRFLDO���GLVWDQFLQJ����VHOI�LVRODWLRQ���RU���XVH���RI���PDVNV���DQG���RWKHU��
SHUVRQDO���SURWHFWLYH���HTXLSPHQW���
�
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�
)RU���5HJXODWHG���1'V�����7KH���XVH���RI���WUHDWPHQWV���GLVFXVVHG���RQ���WKLV���VLWH���UHTXLUH���GRFWRU���HYDOXDWLRQ���
ODERUDWRU\���WHVWLQJ���DQG���FRQVLGHUDWLRQ���RI���WKH���ULVNV����EHQHILWV����DQG���RWKHU���RSWLRQV���EHIRUH���WKH\���DUH��
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M E M O R A N D U M

Given the unusual number of regulatory letters being sent by the Federal Trade Commission and
the Food and Drug Administration instructing practitioners to remove website material making
claims for the mitigation, prevention, or treatment of COVID-19, the following discussion is
intended to assist practitioners who want a deeper understanding of best practices and the legal
basis for these enforcement letters.

Federal Trade Commission:
 
The primary violation cited in the FTC COVID warning letters allege a finding that an
advertisement for products or services is unsubstantiated, misleading and deceptive and that FTC
does not believe there is competent and reliable scientific evidence for the claims highlighted on
your website. The focus is on coronavirus-related prevention or cure claims regarding products or
services. Most of these letters concern dietary supplements and incorporate the restrictions on
disease claims as a basis for finding the statements are deceptive, as discussed below.
 
·  FTC is focused on the commercialization of claims that products or services treat or prevent
COVID specifically. The rules for the Internet, as a public forum, are different than practice; it is
not a private office where you have the freedom to speak privately with your patients. If you are
making COVID claims regarding a product you are selling to the general public, it would be wise
to promptly discontinue either the claims or the product sales to avoid potential difficulties.
Practitioners should either educate without product sales or sell the products without reference to
COVID or any antiviral or other disease claims. For those that have received a warning letter,
such actions are necessary to demonstrate compliance. Even educational material can be
considered an improper claim when positioned with sales on the same website. Related sales
includes links to other sites; if you claim that Vitamin D reduces the likelihood of getting
coronavirus (a prevention claim) and link to a third-party, such as Fullscripts, this would still be
viewed as advertising based upon unsubstantiated claims and considered not in compliance with
FTC rules.

   ·   Even where there is evidence, such as a recent study that suggests that vitamin D deficiency
is a prominent factor in deaths from COVID, that is not the same as evidence that taking vitamin
D will in fact prevent, mitigate or cure COVID. Especially given the public health emergency,
care has to be taken not to extend claims beyond the evidence.

   ·   Neither the FTC nor the FDA have jurisdiction over the practice of any form of medicine.
The restrictions on health claims do not reach into discussions or treatment decisions with
patients.

APPENDIX B
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   ·   If you are an ND practicing in an unregulated state, you need to exercise special precaution
as you do not have a state authorized scope of practice. Compliance with FTC requirements is
especially important for such practitioners.
 
   · For materials that are part of the description of the practice’s services, FTC is taking the
position that it has jurisdiction even over such advertising. If you are making COVID claims
regarding treatment services for COVID, such as intravenous vitamin C,  the FTC exercise of
jurisdiction is novel and ambiguous and polices conduct that has traditionally been reserved to
the states and one that is being addressed as a of public policy. The AANP Fact Sheet on
Regulatory Agency Warning Letters During COVID-19 Pandemic provides information on
addressing this issue under the current FTC posture, including sample disclaimer language.
  
  ·   If you are making public COVID claims regarding products you are only making available to
patients, the safest course is to cease publicly advertising such sales. Recipients of warning letters
can consider raising with FTC placing such claims and products behind an access wall solely for
patients. If you are describing the treatment effects of zinc on COVID and selling zinc, the
discussion and purchase should require a password secured with patients to see. Whether FTC
will accept this is uncertain and will likely depend in large part on the actual language used.
Efforts should be made to conform to DSHEA for dietary supplements, as noted below, but if
FTC does not react favorably, we expect they would give you time to comply.

Dietary Supplement Health and Education Act of 1994 (“DSHEA”):
 
While FTC has not been citing the DSHEA in its enforcement letters, FTC correspondence
shows they are enforcing DSHEA restrictions on dietary supplements (“DS”) as part of this
effort. The FDA has also been sending warning letters requiring the removal of COVID claims
from DS marketing. The ban against linking diseases to DS products makes such advertising
inherently deceptive, allowing FTC enforcement of restrictions even if the claims are arguably
supportable. This limitation on disease claims is long-stranding and far predated COVID. While
enforcement on non-COVID claims is sparse given FDA/FTC resources, the DSHEA does give
FTC authority to ban advertising disease claims for DS, even where there is substantial evidence
that the claim is valid, as disease claims require drug approval by FDA.

   ·  Any ingestible material intended for use to diagnose, prevent, mitigate, treat or cure a disease
is a drug. A suggestion that one buy licorice because it tastes good is an offer for a food; a
suggestion that one purchase licorice for it glycyrrhizic acid to improve respiratory health is an
offer for a drug that would require the full level of approval following clinical trials and evidence
required to achieve such a claim, a matter of enforcement interest given COVID.
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   ·  DSHEA does allow structure/function claims to be made for DS. An example of this
distinction is that calcium could not be marketed to “prevent or relieve osteoporosis,” or to
impliedly treat osteoporosis with a claim that a product “prevents bone fragility in
post-menopausal women.” A product could, however, be marketed with the structure/function
claim “helps build healthy bones.” Similarly, a claim might be made that antioxidants help
detoxify the body, but could not, without approval as a health claim, state that antioxidants have
a beneficial effect in treating infection. This includes claims that it aids the body in resolving the
consequences of infection, such as inflammation, as that is considered part of disease treatment.

    ·  DSHEA only applies to information tied to the sale of a product. If a practice is educating
about herbal products but not selling them, it is free under DSHEA to offer full education. How
to frame educational discussion in an acceptable manner by a practice that also sells supplements
is an issue raised by FTC’s current enforcement initiative.
 
   ·  Immune claims for DS products are important to understand in the COVID context. The
FDA notes that an intact immune system has several functions, not only defending against
pathogens but also in functional roles such as phagocytosis and disposal of aging red blood cells.
General statements about support of the immune system, have, by themselves, therefore been
allowed because they do not make a specific reference to disease treatment or prevention. A
claim that vitamin A is necessary to maintain a healthy immune response or that it supports lung
health does not imply that a specific disease or class of diseases will be prevented. When a
disease is mentioned in the discussion about immune support, however, it becomes an improper
disease claim. A claim that a product “supports the body’s antiviral capabilities” represents a
claim of treatment or prevention of a specific class of diseases, those caused by viruses (e.g.,
colds, hepatitis, or HIV infection). This FDA position was articulated in the 2000 Federal
Register, long before COVID. Claims for immune support combined with a discussion of
COVID becomes an illegal drug claim.
 
   ·  Note that statements are read in context. If you post a discussion about the importance of the
immune system in minimizing COVID damage, and then refer to or link to a DS with what
would otherwise be a proper general immune statement, the two will be read together and it will
be seen as an illegal claim for the mitigation or prevention of COVID. Having a banner
discussion of COVID in the same site on which there is a store selling DS is sufficient to make
the discussion, valuable as it may be, into labeling for the supplements available for purchase.
 
   ·  A related issue central to our present circumstances is whether a claim that is not targeted at
“prevention or cure of a disease” but merely at mitigation of symptoms, can be an acceptable DS
claim made to the general public. Under ordinary circumstances and without reference to a
specific disease, the answer depends on whether the symptoms are plainly linked to disease.
Minor symptoms that could be brief in duration or have multiple causes and do not in themselves
appear to denote a known disease state can be an acceptable claim. “Antacids” can make “relief
of sour stomach” as an acceptable structure/function claim because they refer to a nonspecific
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group of conditions that have a variety of causes, many of which are not disease- related.
Although “relief of heartburn” is not an appropriate structure/function claims, FDA concluded
that “occasional heartburn” arises from overindulgence and other sporadic situations. As soon as
COVID is mentioned, however, discussions about improving immunity, reducing fever or
alleviating respiratory distress introduce a disease claim and cannot be made for a DS that the
speaker is also selling. Further, the serious symptoms often referred to, such as cytokine storms,
would still be considered medical conditions requiring drug approval. 

The Oregon Department of Justice
 
Naturopathic doctors in Oregon are facing specific challenges as that state's Department of
Justice is aggressively seeking to curtail claims and perhaps even treatment offered by
naturopathic doctors. Doctors in that state should be especially rigorous about not mentioning or
making any claims about COVID. The only COVID statements on your website should be about
office protocols protecting against contagion and other public health messages. Each clinic
should absolutely have the required clinic policies for screening patients and staff, maintaining
social distancing when possible, using PPE and requiring patients to use face coverings,
sanitation of surface areas and equipment, etc. Note that OSHA wants to see these when they
investigate; and they are conducting site visits.
 

Types of Claims
 
With all this in mind, note that:
 
   ·  The sale of dietary supplements with any discussion of COVID or anti-viral or other disease
related properties is the area FTC is most clearly correct in addressing. We recommend that you
scrub your website of such connection, including metadata and SEO terms, and consult counsel
when in doubt.
 
   ·  Some statements about DS or other methods that the doctor is recommending are an act of
education in which the doctor is not marketing those products. These cases would turn primarily
on two issues: 1) does the practice have sufficient scientific support for its statements, an issue
that runs into paradigm and other professional differences of opinion about evidence and 2)
whether such education is in fact “advertising” under FTC jurisdiction.

   ·  Hewing closely to the facts is, of course, more supportable. As one example, accurately
describing case reports of treatment successes with patients, rather than generalizing, is more
defensible. Care should be taken to give accurate expectations rather than use such reports as
innuendo that everyone will get the same results. Some FTC letters involve truthful statements
about successes practices have had, perhaps with some recommendations, but no more, so there
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is an unusual degree of risk of a demand to desist such statements. If using testimonials, also
consult the FTC rule:
https://www.ecfr.gov/cgi-bin/text-idx?SID=b2629192f05fc816a345bb9a877ae3dd&mc=true&no
de=se16.1.255_12&rgn=div8   
 
  ·  Statements that involve advertising for services, such as intravenous vitamin C, have been
targeted by FTC enforcement letters even though these are professional practices that require a
consumer first become a patient and be assessed and treated in-person. Discussion should not
exaggerate claims and make it clear that such services require determination of whether a patient
is an appropriate candidate. There are a number of legal issues presented by FTC’s actions,
including differences of opinion about the nature of the evidence and use of IVC, whether it is
arbitrary to allow it’s use in hospitals while finding that advertising by ambulatory practices is
deceptive as well as the primary jurisdiction that state boards have over professional practice.
How to respond to such demand letters is a judgment call. Websites that advertise treatment
services available from doctors should, at the very least, prominently note on all relevant pages
that “All such services referenced on this website are only made available to active patients after
a comprehensive diagnostic intake is performed consistent with standard medical practice.”
 
  ·  A central concern is certainly a regulatory reaction to what are seen as deceptive products and
services, but another public health concern is that consumers will believe that they can discount
CDC and local health department requirements because they believe that the product or service
has conferred immunity or that they can be easily treated if they become ill. This has to be
addressed both in disclaimers and in the text itself. If these public health concerns are reduced it
should make intervention less likely.

  ·  Doctors should also be mindful of potential investigations by state medical boards. Assume
that what you write will end up before your state’s Department of Justice and professional
licensing board, so care should be taken about admissions. If changes are made in response to a
regulatory letter, state that you appreciate the note and are making those changes but that you
make no admission of violation of any law or regulatory requirement and maintain that the
information provided was accurate.
 


