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0RUH�WKDQ�WKUHH�\HDUV�KDYH�SDVVHG�VLQFH�,�ZURWH�WKH�ˉUVW�HGLWLRQ�RI�WKLV�H�ERRN��DQG�PXFK�KDV�
FKDQJHG��$PRQJ�RWKHU�WKLQJV��)'$�DW�ODVW�KDV�SXEOLVKHG�LWV�ˉQDO�JXLGDQFH�RQ�PRELOH�PHGLFDO�
DSSV�� )XUWKHU�� WKH� P+HDOWK� LQGXVWU\� KDV� PRUSKHG� VHYHUDO� WLPHV� RYHU� WKH� ODVW� FRXSOH� \HDUV��
&RQVHTXHQWO\��LQ�WKLV�VHFRQG�HGLWLRQ��PRUH�WKDQ�����RI�WKH�FRQWHQW�LV�QHZ��

1RW�RQO\�KDYH� ,�XSGDWHG�WKH�UHJXODWRU\�DQDO\VLV��EXW� ,ȠP�DOVR�FRYHULQJ�D� IHZ�QHZ�WRSLFV� OLNH�
)'$� UHJXODWLRQ� RI� SKDUPDFHXWLFDO� DSSV�� ,� DOVR� FRQYLQFHG� P\� JRRG� IULHQG� DQG� FROOHDJXH� LQ�
$PVWHUGDP��(ULN�9ROOHEUHJW�� WR�ZULWH�RQ�(8� UHJXODWLRQ�RI�P+HDOWK��<RX�PLJKW� UHFRJQL]H�(ULN�
IURP�KLV�SRSXODU�EORJ��ZZZ�PHGLFDOGHYLFHVOHJDO�FRP�

7KH�ˉUVW�HGLWLRQ�ZDV�EDVLFDOO\�D�FROOHFWLRQ�RI�SRVWV�WKDW�,�KDG�DOUHDG\�ZULWWHQ��,Q�WKLV�HGLWLRQ��
SDUWO\�EHFDXVH�RI�WKH�QHZ�)'$�JXLGDQFH��,�ZDQWHG�WR�WHOO�WKH�VWRU\�RI�)'$�UHJXODWLRQ�RI�P+HDOWK�
LQ�D�PRUH�KROLVWLF�DQG�PHWKRGLFDO�PDQQHU�

0\� KRSH� LV� WKDW� DSS� GHYHORSHUV� ZLOO� QRZ� KDYH� WKH� FHUWDLQW\� WKH\� QHHG� WR� PDNH� EXVLQHVV�
GHFLVLRQV�DERXW�KRZ�WR�HQWHU�WKH�P+HDOWK�VSDFH��7R�EH�VXUH��DV�,�H[SODLQ�WKURXJKRXW�WKH�ERRN��
WKHUH�DUH�VWLOO�PDQ\�RSHQ�LVVXHV��LQFOXGLQJ�KRZ�)'$�RXJKW�WR�LPSURYH�LWV�UHJXODWRU\�VFKHPH�IRU�
WKRVH�DSSV�WKDW�DUH�UHJXODWHG��DV�RSSRVHG�WR�MXVW�FODULI\LQJ�WKH�WKUHVKROG�TXHVWLRQ�RI�ZKDW�)'$�
GRHV�UHJXODWH��1RQHWKHOHVV��ZLWK�WKLV�UHFHQW�DFWLRQ�E\�)'$��ZH�KRSH�DQG�H[SHFW�WKDW�P+HDOWK�
WHFKQRORJLHV�WKDW�DGGUHVV�VRPH�RI�WKH�JUHDWHVW�QHHGV��EXW�DOVR�ZLWK�VRPH�ULVN��ZLOO�ˊRXULVK��

7KH�P+HDOWK�5HJXODWRU\�&RDOLWLRQ��ZKHUH�,�VHUYH�DV�*HQHUDO�&RXQVHO��LV�RUJDQL]LQJ�D�VLJQLˉFDQW�
HGXFDWLRQDO� HIIRUW� LQ� SDUWQHUVKLS� ZLWK� OHDGLQJ� HQJLQHHULQJ� VFKRROV� WR� WUDLQ� LQQRYDWRUV� RQ�
FRPSO\LQJ�ZLWK�WKH�)'$�UHTXLUHPHQWV��:H�SODQ�WR�XVH�WKLV�ERRN�DV�WKH�SULPDU\�WH[W��EXW�RQH�
REMHFWLYH�RI�WKH�PHHWLQJV�LV�WR�JLYH�SHRSOH�DQ�RSSRUWXQLW\�WR�PHHW�IDFH�WR�IDFH�DQG�GHYHORS�
UHODWLRQVKLSV��7KHVH�HQJLQHHULQJ�VFKRROV�VHUYH�DV�UHJLRQDO�LQQRYDWLRQ�KXEV��DQG�PDNH�DQ�LGHDO�
VHWWLQJ� IRU� WKH�PHHWLQJV��ZKLFK�ZLOO�EH� LQH[SHQVLYH�DQG�RSHQ�WR� WKH�SXEOLF��7KHUH�DUH�VRPH�
P+HDOWK�HQWUHSUHQHXUV�RXW�WKHUH�ZKR�\RX�UHDOO\�VKRXOG�PHHWȞSLRQHHUV�ZKR�KDYH�ˉJXUHG�RXW�
VRPH�HPHUJLQJ�EHVW�SUDFWLFHV�LQ�GHDOLQJ�ZLWK�)'$�UHJXODWLRQ�WKDW�WKH\�DUH�ZLOOLQJ�WR�VKDUH�

:KLOH� LW� ZDV� FOHDUO\� WLPH� WR� ZULWH� WKLV� VHFRQG� HGLWLRQ�� ,� ZRXOG� DOVR� FDXWLRQ� \RX� WKDW� )'$�
UHJXODWLRQ�RI�P+HDOWK�ZLOO�FRQWLQXH�WR�HYROYH�TXLFNO\��$W�WKH�HQG�RI�WKH�ERRN��,�GLVFXVV�QXPHURXV�
SROLF\�LQLWLDWLYHV�WKDW�DUH�OLNHO\�WR�SURGXFH�FKDQJH�LQ������DQG�EH\RQG��7KURXJK�EORJ�SRVWV�RQ�
0REL+HDOWK1HZV��,�SODQ�WR�NHHS�\RX�XS�WR�GDWH�RQ�WKRVH�GHYHORSPHQWV�

,Q�WKH�PHDQWLPH��,�KRSH�\RX�ˉQG�WKLV�QHZ�HGLWLRQ�XVHIXO�DQG�SOHDVH�OHW�PH�NQRZ�LI�\RX�VSRW�DQ\�
DUHDV�ZKHUH�,�FDQ�LPSURYH�LW�LQ�WKH�IXWXUH�

%UDGOH\�0HUULOO�7KRPSVRQ
October, 2013 

PREFACE
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I. Understanding Intended Use

7KH� NH\� WR� XQGHUVWDQGLQJ� ZKDW� )'$�
UHJXODWHV�DV�D�PHGLFDO�GHYLFH�LV�WKH�FRQFHSW�
RI�LQWHQGHG�XVH��3HRSOH�FRPH�WR�PH�DOO�WKH�
WLPH� DQG� GHVFULEH� LQ� ORYLQJ� GHWDLO� HYHU\�
HOHPHQW�RI�WKHLU�ZLGJHWȠV�GHVLJQ�DQG�WKHQ�
DVN� PH� ZKHWKHU� LWȠV� D� PHGLFDO� GHYLFH�� ,�
XVXDOO\� WHOO� WKHP� ,� KDYH� QR� LGHD�� 7KDWȠV�
EHFDXVH� E\� IDU� WKH� ELJJHVW� GHWHUPLQDQW�
RI�ZKHWKHU� D� SURGXFW� LV� D�PHGLFDO� GHYLFH�
LV� QRW� LWV� GHVLJQ�� EXW� UDWKHU� WKH� XVHV� IRU�
ZKLFK�WKH�GHVLJQHU�LQWHQGV�WR�SURPRWH�WKH�
widget.

/HW�PH�H[SODLQ�

The natural place to start is with the 
GHˉQLWLRQ�RI�D�PHGLFDO�GHYLFH��6LQFH�LW�LV�VR�
FHQWUDO� WR� WKH�DQDO\VLV�� ,ȠP�JRLQJ�WR�TXRWH�
D� SRUWLRQ� WKH� VWDWXWH� YHUEDWLP�� 6HFWLRQ�
����K�� RI� WKH� )HGHUDO� )RRG�� 'UXJ�� DQG�
&RVPHWLF�$FW� GHˉQHV� D�PHGLFDO� GHYLFH� DV�
a device: 

ȢȨZKLFK�LV�Ȩ�>HLWKHU@�LQWHQGHG�IRU�XVH�LQ�WKH�
GLDJQRVLV� RI� GLVHDVH� RU� RWKHU� FRQGLWLRQV��
RU� LQ� WKH� FXUH�� PLWLJDWLRQ�� WUHDWPHQW�� RU�
SUHYHQWLRQ� RI� GLVHDVH� Ȩ� >RU@� LQWHQGHG� WR�
DIIHFW�WKH�VWUXFWXUH�RU�DQ\�IXQFWLRQ�RI�WKH�
ERG\�RI�PDQ�RU�RWKHU�DQLPDOV�ȣ�

/HWȠV� EUHDN� WKDW� VHQWHQFH� GRZQ� D� ELW�� 6HH�
WKH�ZRUG�ȢLQWHQGHGȣ�WZLFH�LQ�WKDW�VHQWHQFH"��
7R�EH�D�PHGLFDO�GHYLFH��DQ�DUWLFOH�QHHGV�WR�
EH�ȢLQWHQGHGȣ�IRU�D�PHGLFDO�SXUSRVH��

%XW� ,ȠP�JRLQJ� WR�VNLS� WKH�ZRUG� LQWHQGHG� IRU� MXVW�D�PRPHQW��DQG� IRFXV�RQ� WKRVH�PHGLFDO�
SXUSRVHV�EHIRUH� ,�H[SODLQ� WKH�FRQFHSW�RI� LQWHQW��$W�D�KLJK� OHYHO�� WKHUH�DUH� WKUHH�PHGLFDO�
purposes you need to understand:

Diagnosis, which is listed separately because a device can diagnose either a disease 
RU�RWKHU�FRQGLWLRQV��2WKHU�FRQGLWLRQV�LQFOXGH�WKLQJV�OLNH�SUHJQDQF\�RU�JHQHWLF�PDNHXS�

Treatment,�ZKLFK�LQFOXGHV�D�UDQJH�RI�YHUEV�WKDW�DUH�LQWHUSUHWHG�SUHWW\�EURDGO\�ZLWK�
regard to addressing a disease.

Affecting the structure or function of the body. 7KHUH�KDG�WR�EH�D�FDWHJRU\�IRU�VXFK�
WKLQJV�DV�FRVPHWLF�VXUJHU\�VLQFH�ZH�GR�SOHQW\�RI�WKLQJV�WR�RXU�ERG\�QRW�EHFDXVH�ZH�
DUH�VLFN�

7KRVH�WKUHH�PHGLFDO�SXUSRVHV�DUH�DOO�LQWHUSUHWHG�TXLWH�EURDGO\��VR�WKDW�OHDGV�XV�EDFN�WR�WKH�
FRQFHSW�RI�ȢLQWHQGHG�XVH�ȣ

&XVWRPHUV�URXWLQHO\�EX\�SURGXFWV�IRU�DOO�VRUWV�RI�XVHV��$�VWDWXWRU\�GHˉQLWLRQ�RI�D�PHGLFDO�
GHYLFH�EDVHG�RQ�ZKHWKHU�DQG�KRZ�FXVWRPHUV�DFWXDOO\�XVH�SURGXFWV�IRU�PHGLFDO�SXUSRVHV�
ZRXOG�EH�XWWHUO\�LPSRVVLEOH�WR�DGPLQLVWHU��DQG�IUDQNO\�XQIDLU��7KH�VWDWXWH�SRWHQWLDOO\�LPSRVHV�
VLJQLˉFDQW�UHJXODWRU\�REOLJDWLRQV�RQ�WKH�VHOOHU�RI�D�SURGXFW��DQG�PDNLQJ�WKRVH�REOLJDWLRQV�
GHSHQG�RQ� WKH�ZKLP�RI� WKH� FXVWRPHU�ZRXOG� WDNH� FRPSOLDQFH� FRPSOHWHO\�RXWVLGH�RI� WKH�
FRQWURO�RI�WKH�VHOOHU��6R�LQVWHDG��XQGHU�WKH�VWDWXWH��LW�LV�WKH�VHOOHUȠV�LQWHQW�ZLWK�UHJDUG�WR�KRZ�
WKH�FXVWRPHU�VKRXOG�XVH�WKH�SURGXFW�WKDW�FRQWUROV�KRZ�WKH�GHYLFH�LV�UHJXODWHG��QRW�KRZ�WKH�
FXVWRPHU�DFWXDOO\�GRHV�XVH�WKH�SURGXFW�

1RW� RQO\� GRHV� WKH� VHOOHUȠV� LQWHQGHG� XVH� GHWHUPLQH� ZKHWKHU� D� GHYLFH� LV� UHJXODWHG� DV� D�
PHGLFDO� GHYLFH�� IRU� WKRVH� GHYLFHV� WKDW� DUH� UHJXODWHG�� WKH� FRQFHSW� RI� LQWHQGHG� XVH� DOVR�
GHWHUPLQHV�H[DFWO\�KRZ�WKH�SURGXFW�LV�UHJXODWHG��$V�,�ZLOO�GHVFULEH�PRUH�EHORZ��WKH�0HGLFDO�
'HYLFH�$PHQGPHQWV�GR�QRW�LPSRVH�RQH�VLQJXODU�VHW�RI�UHTXLUHPHQWV�RQ�DOO�PHGLFDO�GHYLFHV��
EXW� UDWKHU� WKH� VWDWXWH� VWUDWLˉHV� WKHP�E\� ULVN� FDWHJRU\��7KH� LQWHQGHG�XVH� RI� D� SURGXFW� LV�
ZKDW�GHWHUPLQHV�LQWR�ZKLFK�RI�WKRVH�ULVN�FDWHJRULHV�WKH�GHYLFH�LV�SODFHG��DQG�FRQVHTXHQWO\�
WKH� OHYHO� RI� UHJXODWRU\� FRQWUROV� LPSRVHG�� ,QGHHG�PHGLFDO� GHYLFH�PDQXIDFWXUHUV� W\SLFDOO\�
EHFRPH�YHU\�JRRG�DERXW�FRQWUROOLQJ�WKH�QXDQFHV�RI�WKHLU�LQWHQGHG�XVH�VR�DV�WR�PDQDJH�WKH�
VSHFLˉF�UHJXODWRU\�REOLJDWLRQV�WKDW�WKH�PDQXIDFWXUHU�PXVW�PHHW�

1.

2. 

3.
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I. Understanding Intended Use (continued...)

1RZ� \RXȠUH� SUREDEO\� WKLQNLQJ�� KRZ� GRHV�
WKLV�FRQFHSW�RI�LQWHQGHG�XVH�DFWXDOO\�ZRUN"�
$IWHU� DOO�� LQ� VRPH� VHQVH�� ZKDW� ,� LQWHQG� LV�
NLQG� RI� SHUVRQDO�� 7R� NQRZ�P\� WUXH� LQWHQW��
GRHVQȠW�)'$�KDYH�WR�UHDG�P\�PLQG"

)RUWXQDWHO\��QR��)'$�KDV�GHYHORSHG�D�EDVLF�
IUDPHZRUN�IRU�MXGJLQJ�WKH�LQWHQGHG�XVH�RI�
D�SURGXFW��7KH�DJHQF\�H[SODLQV�LWV�JHQHUDO�
DSSURDFK� LQ� D� UHJXODWLRQ�� ��� &)5� VHFWLRQ�
������

1RZ�,�QHHG�WR�IRUHZDUQ�\RX��ZKDW�,ȠP�DERXW�
WR� WHOO�\RX� LV�D� ULJKW�EUDLQ�H[HUFLVH�� ,I�\RX�
are an engineer, chances are pretty good 
\RX�ZLOO�QRW�XQGHUVWDQG�ZKDW�,ȠP�DERXW�WR�
H[SODLQ��-XVW�NLGGLQJ��P\�VRQȠV�DQ�HQJLQHHU��
%XW� ,� DP� QRW� NLGGLQJ� DERXW� WKH� IDFW� \RX�
QHHG�WR�XVH�WKH�VLGH�RI�\RXU�EUDLQ�WKDW�FDQ�
HYDOXDWH�LQIRUPDWLRQ�KROLVWLFDOO\�

,QWHQW�LV�DFWXDOO\�D�SUHWW\�IDPLOLDU�FRQFHSW�
LQ�RXU�OHJDO�V\VWHP��-XULHV�DUH�RIWHQ�FDOOHG�
XSRQ� WR� HYDOXDWH� D� SHUVRQȠV� LQWHQW�� IRU�
H[DPSOH� LQ� FRQQHFWLRQ� ZLWK� D� FULPH� RU� D�
FLYLO�FODLP�IRU�GDPDJHV��,I�\RX�KDYH�ZDWFKHG�
/DZ�DQG�2UGHU�RU�DQ\�RWKHU�FULPLQDO�MXVWLFH�
VKRZ�� \RX� NQRZ� WKDW� WKHUH� DUH� VLJQLˉFDQW�
GLIIHUHQFHV� LQ� LQWHQW� EHWZHHQ� ˉUVW�GHJUHH�
PXUGHU� DQG� PDQVODXJKWHU�� /LNHZLVH�
WKHUH� DUH� VLJQLˉFDQW� GLIIHUHQFHV� EHWZHHQ�
LQWHQWLRQDOO\� KXUWLQJ� VRPHRQH�� DQG� PHUH�
negligence.

/HWȠV�JHW�EDFN�WR�WKH�)'$�UHJXODWLRQ��,WȠV�WRR�
ORQJ�DQG�ERULQJ�WR�TXRWH��EXW�,�ZLOO�LGHQWLI\�
IRU�\RX�WKH�NH\�HOHPHQWV�RI� WKH�GHˉQLWLRQ�
RI� LQWHQGHG� XVH�� %HDU� LQ� PLQG� WKDW� DV� ,�
WHDVH�RXW� WKH�HOHPHQWV�� ,� DP�QRW�GUDZLQJ�
RQO\�IURP�WKH�WH[W�LWVHOI�EXW�DOVR�IURP�WKH�
P\ULDG� RI� HQIRUFHPHQW� DFWLRQV� WKDW� WKH�
IHGHUDO�JRYHUQPHQW�KDV�EURXJKW�EDVHG�RQ�
LWV�LQWHUSUHWDWLRQ�RI�LQWHQGHG�XVH��

5HDOO\�� DV� ZLWK� DQ\� IDFWXDO� TXHVWLRQ�� LW�
DOO� FRPHV� GRZQ� WR� HYLGHQFH�� $QG� WKH�
HYLGHQFH�RQH�ZRXOG�XVH� WR�GHWHUPLQH� WKH�
FRPSDQ\ȠV� LQWHQW� JHQHUDOO\� LQYROYHV� WKUHH�
GLIIHUHQW�W\SHV������ZRUGV������GHHGV�DQG�����
NQRZOHGJH��,�ZLOO�WDNH�HDFK�RQH�VHSDUDWHO\�

1. Words.

:RUGV�DUH�JHQHUDOO\�WKH�PRVW�SRZHUIXO�DQG�FOHDU�ZD\�WR�SURYH�LQWHQW��DQG�VHHP�WR�EH�
)'$ȠV�W\SLFDO�VWDUWLQJ�SRLQW��$QG�LQ�WKLV�FDVH��WKH�ZRUGV�WKDW�DUH�PRVW�UHOHYDQW�DUH�WKH�
ZRUGV�WKH�PDQXIDFWXUHU�XVHV�WR�FRQYH\�WR�LWV�FXVWRPHUV�WKH�LQWHQGHG�XVH�RI�WKH�GHYLFH��
6R�WKH�VWDUWLQJ�SRLQW�IRU�WKLV�DQDO\VLV�LV�DQ�H[DPLQDWLRQ�RI�DOO�RI�WKH�SURGXFW�ODEHOLQJ�
DQG�SURPRWLRQDO�PDWHULDOV� WKH�PDQXIDFWXUHU�XVHV�WR�VHOO� WKH�SURGXFW��:KDW�GR�DOO�RI�
WKRVH�PDWHULDOV��WDNHQ�WRJHWKHU��VXJJHVW�WKH�PDQXIDFWXUHU�LQWHQGV�WKH�FXVWRPHU�WR�XVH�
WKH�SURGXFW�IRU"

1RZ�WKLV�DQDO\VLV�FDQ�EH�VRPHZKDW�VXEWOH��,W�LQFOXGHV�ERWK�ZULWWHQ�ZRUGV�DQG�VSRNHQ�
ZRUGV��,W�LQFOXGHV�KRZ�WKH�VDOHV�UHSUHVHQWDWLYHV�DQG�RWKHUV�H[SODLQ�WKH�EHQHˉWV�RI�WKH�
SURGXFW��$QG�ZKLOH� ,� DP� IRFXVHG�RQ� WKH�ZRUGV�� WKH�SLFWXUHV�XVHG�DOVR� LQ�DGYHUWLVLQJ�
convey the intended use.

2EYLRXVO\� WKH� ZRUGV� FRPPXQLFDWHG� WR� FXVWRPHUV� DUH� WKH� PRVW� SRZHUIXO� DQG� WKH�
JRYHUQPHQWȠV� W\SLFDO� IRFXV�DQG� VWDUWLQJ�SRLQW�� EXW� VRPHWLPHV� LI� WKH�JRYHUQPHQW�KDV�
FRQFHUQV�DQG�EHJLQV�DQ�LQYHVWLJDWLRQ��WKH\�DOVR�ORRN�DW� LQWHUQDO�PHPRV�DQG�EXVLQHVV�
SODQV� WR� GLVFHUQ� WKH� LQWHQGHG� XVH��7KHLU� DUJXPHQW� LV� WKDW� VXFK�PDWHULDOV� UHYHDO� WKH�
FRPSDQ\ȠV� WUXH� LQWHQW�� DQG�DOVR� VKHG� OLJKW�RQ�ZKDW� VDOHV� UHSUHVHQWDWLYHV� DQG�RWKHUV�
PLJKW�RUDOO\�VD\�DERXW�WKH�SURGXFW�

7KH�QLFH�WKLQJ�DERXW�D�IRFXV�RQ�ZRUGV�LV�WKDW�\RX�FDQ�FKRRVH�WR�EH�YHU\�FDUHIXO��VSHFLˉF�
DQG�FOHDU�ZLWK�\RXU�FXVWRPHUV�DERXW�WKH�XVH�\RX�LQWHQG��7KLV� LQFOXGHV�EHLQJ�VSHFLˉF�
DQG�FOHDU�ZLWK�\RXU�FXVWRPHUV�DERXW�XVHV�WKDW�\RX�GR�QRW�LQWHQG��7KXV�\RX�FDQ�PDQDJH�
\RXU� LQWHQGHG� XVH� E\� LQFOXGLQJ�ZDUQLQJV� DQG� RWKHU� FDXWLRQDU\� VWDWHPHQWV� GLUHFWLQJ�
FXVWRPHUV�DZD\�IURP�XVHV�IRU�ZKLFK�\RX�GR�QRW�ZDQW�WR�EH�KHOG�UHVSRQVLEOH�

2I�FRXUVH�WKHVH�ZDUQLQJV�QHHG�WR�EH�VLQFHUH�DQG�HIIHFWLYHO\�GHOLYHUHG��,I�\RX�DGG�VRPH�
ˉQH�SULQW�LQ�DQ�DUHD�ZKHUH�WKH�FXVWRPHU�LV�QRW�OLNHO\�WR�VHH�LW��WKH�)'$�ZLOO�TXHVWLRQ�
whether you truly intended to discourage that use.

2. Deeds.

,Q�VRPH�FDVHV��DFWLRQV�GR�VSHDN�ORXGHU�WKDQ�ZRUGV��%XW�HYHQ�ZKHQ�WKH\�DUH�QRW�ORXGHU��
WKH\�DUH�W\SLFDOO\�VWLOO�UHOHYDQW��+HUH��IRU�H[DPSOH��LV�ZKHUH�GHVLJQ�GHFLVLRQV�HQWHU�WKH�
HTXDWLRQ��,I�D�GHYLFH�KDV�D�FHUWDLQ�GHVLJQ�IHDWXUH�WKDW�FDQ�RQO\�EH�UHDVRQDEO\�H[SODLQHG�
E\�D�JLYHQ�LQWHQGHG�XVH��WKH�GHVLJQ�IHDWXUH�ZLOO�EH�HYLGHQFH�RI�WKDW�XVH��

7DNH�DQ�DEVXUG�H[DPSOH��,I�,�PDNH�D�SDFHPDNHU��DQG�,�VHOO�LW�DQG�WHOO�P\�FXVWRPHUV�WKDW�
LW�LV�D�JUHDW�SDSHUZHLJKW��WKH�)'$�PD\�YHU\�ZHOO�GLVDJUHH�DQG�VD\�WKDW�DOO�RI�WKH�GHVLJQ�
GHFLVLRQV�WKDW�DUH�UHˊHFWHG�LQ�WKDW�SDFHPDNHU�VKRZ�WKDW�,�LQWHQGHG�LW�WR�EH�XVHG�DV�D�
SDFHPDNHU��DQG�QRW�D�SDSHUZHLJKW��6R�ZKHUH�GHVLJQ�HOHPHQWV�UHDOO\�RQO\�KDYH�RQH�XVH��
WKRVH�GHVLJQ�HOHPHQWV�ZLOO�EH�HYLGHQFH�RI�WKDW�LQWHQGHG�XVH�

7KDW� VDLG�� WKHUH� DUH� VRPH� LQVWDQFHV�ZKHQ�GHVLJQ� HOHPHQWV� DUH� ODWHQW�� VRPHKRZ�QRW�
DYDLODEOH� WR� WKH� FXVWRPHU�� IRU� H[DPSOH� ZLWKRXW� DQ� DGGLWLRQDO� VRIWZDUH� NH\�� /DWHQW�
GHVLJQ�HOHPHQWV�PLJKW�QRW�EH�HYLGHQFH�RI�D�JLYHQ�LQWHQGHG�XVH��DW�OHDVW�QRW�EURDGO\�
ZLWK�DOO�FXVWRPHUV�
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2WKHU�DFWLRQV�DUH�UHOHYDQW�WRR��)RU�H[DPSOH��
LI� ,� FODLP� WKDW� P\� SURGXFW� LV� RQO\� XVHIXO�
LQ� XURORJ\�� EXW� P\� VDOHV� UHSUHVHQWDWLYHV�
YLVLW� FDUGLRORJLVWV� DQG� LI� ,� GR�PRVW� RI�P\�
DGYHUWLVLQJ� LQ� WKH� $PHULFDQ� -RXUQDO� RI�
&DUGLRORJ\� ȝ� ,� FRPSOHWHO\� PDGH� WKDW� XS�
ȝ� )'$�ZLOO� VD\� WKDW� ,�PXVW� LQWHQG� IRU�P\�
product to be used in cardiology, not just 
urology.

3. Knowledge.

7KLV� LV� WKH� PRVW� FRQWURYHUVLDO� W\SH� RI�
evidence to use to establish intended use. 
$QG�LW�ZRXOG�EH�YHU\�UDUH�IRU�)'$�WR�UHO\�RQ�
WKLV�W\SH�RI�HYLGHQFH�DORQH��%XW�DW�OHDVW�LQ�
WKHRU\� )'$�PLJKW� VD\� WKDW� LI� D� YHU\� ODUJH�
SHUFHQWDJH� RI� \RXU� FXVWRPHUV� DUH� XVLQJ�
\RXU�SURGXFW�D�FHUWDLQ�ZD\��DQG� LI�\RX�DUH�
DZDUH� RI� WKDW� XVH�� \RX� PXVWȠYH� VRPHKRZ�
LQWHQGHG�\RXU�FXVWRPHUV�WR�XVH�WKH�SURGXFW�
LQ�WKDW�ZD\��7KLV�WKHRU\�KDV�VRPH�REYLRXV�
ZHDNQHVVHV� LQ� LW�� 6RPHWLPHV� FXVWRPHUV�
FRPH�XS�ZLWK�QHZ�XVHV�WKDW�\RX�QHYHU�HYHQ�
GUHDPHG�RI��DQG�WKH\�FDWFK�RQ�FRPSOHWHO\�
RXWVLGH� RI� WKH� PDQXIDFWXUHUȠV� LQWHQW�� %XW�
LI� )'$� WKLQNV�� IRU� H[DPSOH�� WKDW� \RX� KDYH�
EHHQ� RUDOO\� SURPRWLQJ� \RXU� SURGXFW� IRU�
D� JLYHQ� XVH�� DQG� WKH\� MXVW� KDYHQȠW� IRXQG�
VSHFLˉF�HYLGHQFH�RI�WKRVH�RUDO�VWDWHPHQWV��
WKH\�PLJKW�WXUQ�WR�ZKDW�WKH\�FRQVLGHU�WR�EH�
WKH�HQG�UHVXOW�ȝ�WKH�FXVWRPHUVȠ�DFWXDO�XVH��
ȝ�DV�HYLGHQFH�RI�\RXU�LQWHQW�

,Q� LWV�GHˉQLWLRQ�RI� LQWHQGHG�XVH��)'$�DOVR�
states that it will only be interested in the 
REMHFWLYH� LQWHQW� RI� WKH� PDQXIDFWXUHU�� ,Q�
OHJDO�WHUPV��WKLV�PHDQV�WKDW�WKH�DJHQF\�ZLOO�
not be particularly interested in subjective 
H[SODQDWLRQV� IRU� ZK\� WKH� ZRUGV�� GHHGV�
DQG� NQRZOHGJH� VKRXOG�QRW�EH� LQWHUSUHWHG�
RQ� IDFH� YDOXH�� ,Q� WKH� ODZ� RI� LQWHQW�� DQ�
DWWRUQH\�PLJKW�DUJXH�WKDW�QRWZLWKVWDQGLQJ�
the evidence, his client didn’t intend 
VRPHWKLQJ� VXEMHFWLYHO\� EHFDXVH� KLV�
FOLHQW�� IRU� H[DPSOH�� VXIIHUV� IURP� D�PHQWDO�
GHIHFW�� $SSDUHQWO\� )'$� LVQȠW� LQWHUHVWHG� LQ�
WKRVH� VRUWV� RI� VXEMHFWLYH� H[SODQDWLRQV��
DQG� LQWHQGV� WR� MXGJH� LQWHQW� E\� D� QRUPDO��
REMHFWLYH� VWDQGDUG�� ,� DP� QRW� VXUH� ,� DJUHH�
ZLWK�)'$ȠV�SRVLWLRQ�KHUH�

A popsicle stick example

)LJXULQJ�RXW�WKH�DFWXDO�LQWHQGHG�XVH�RI�DQ�DUWLFOH�GHSHQGV�HQWLUHO\�RQ�WKH�IDFWV��,�WHDFK�
WKLV� WRSLF� RFFDVLRQDOO\� DW� &ROXPELD� /DZ� 6FKRRO�� DQG� ,� JHQHUDOO\� EHJLQ� WKH� VHVVLRQ� E\�
WDNLQJ�RXW�D�SRSVLFOH�VWLFN��7R�HPSOR\�WKH�FDVH�VWXG\�DSSURDFK�� ,� WHOO� WKH�VWXGHQWV� WKDW�
,ȠP�WKH�&(2�RI�D�FRPSDQ\�WKDW�PDNHV�WKHVH�VWLFNV��DQG�,�ZDQW�WR�NQRZ�ZKHWKHU�,�KDYH�WR�
FRPSO\�ZLWK�)'$�UHJXODWLRQV��$W�WKDW�SRLQW�,�HQFRXUDJH�WKHP�WR�DVN�TXHVWLRQV�RI�PH�LQ�P\�
K\SRWKHWLFDO�UROH�DV�&(2��DQG�WKHQ�XOWLPDWHO\�WR�DGYLVH�PH��

,I�WKH\�KDYH�GRQH�WKHLU�KRPHZRUN��WKH\�ZLOO�VWDUW�WR�DVN�PH�KRZ�,�SURPRWH�WKH�VWLFN��,Q�P\�
DQVZHUV��,ȠP�SUHWW\�FR\�DW�ˉUVW��VLPSO\�H[SODLQLQJ�WKDW�,�VHOO�VWLFNV�DQG�ZKDW�P\�FXVWRPHUV�
GR�ZLWK�WKHP�LV�WKHLU�EXVLQHVV��,�H[SODLQ�WKDW�P\�ODEHOLQJ�IRU�WKH�SURGXFW�PHUHO\�LGHQWLˉHV�
WKH�SURGXFW�DV�D�VWLFN�ZLWKRXW�JRLQJ�LQWR�LWV�SRVVLEOH�XVHV�

+RSHIXOO\�P\�VWXGHQWV�KDYH�UHDG�HQRXJK�WR�NQRZ�KRZ�WKH�UHJXODWLRQV�GHˉQH�ȢLQWHQGHG�
XVHȣ�VR�ZKDW�,�VD\�LQ�P\�ODEHOLQJ�LV�QRW�WKH�ODVW�ZRUG��EXW�XOWLPDWHO\�ZKDW�PDWWHUV�LV�WKH�
WRWDOLW\�RI�ZKDW�,�KDYH�GRQH�WR�SURPRWH�WKH�DUWLFOH�DQG�SHUKDSV�ZKDW�,�NQRZ�DERXW�KRZ�
P\�FXVWRPHUV�DUH�XVLQJ�LW�

(YHQWXDOO\�P\�VWXGHQWV�VWDUW�DVNLQJ�PH�DERXW�ZKDW�WUDGH�VKRZV�,�DWWHQG��ZKDW�W\SHV�RI�
PDJD]LQHV�,�XVH�WR�DGYHUWLVH�WKH�VWLFNV��ZKDW�P\�VDOHVPHQ�VD\�WR�FXVWRPHUV��DQG�ZKDW�,�
NQRZ�DERXW�WKH�DFWXDO�XVDJHV�RI�WKH�VWLFNV��$QG�LW�WXUQV�RXW��LQ�P\�K\SRWKHWLFDO��,�NQRZ�
WKDW�PDQ\� RI�P\� FXVWRPHUV� DUH� XVLQJ� WKHP� DV� SHGLDWULF� WRQJXH� GHSUHVVRUV�� ,� SURPRWH�
WKHP� LQ� DGYHUWLVHPHQWV� LQ� KRVSLWDO� MRXUQDOV�� DQG� DW� OHDVW� VRPH�RI�P\� VDOHVPHQ�PLJKW�
HQFRXUDJH�WKHLU�XVH�DV�WRQJXH�GHSUHVVRUV��6R�HYHQWXDOO\�P\�VWXGHQWV�FRPH�WR�DSSUHFLDWH�
WKH�ULVN�WKDW�P\�VLPSOH�SRSVLFOH�VWLFNV�PLJKW� LQ�IDFW�TXDOLI\�DV�PHGLFDO�GHYLFHV�DQG�EH�
VXEMHFW�WR�)'$�UHJXODWLRQ��,�XVH�WKLV�H[DPSOH�WR�WHDFK�WKH�SRLQW�WKDW�D�VLQJOH�VWLFN�FDQ�EH�
DQ�)'$�UHJXODWHG�WRQJXH�GHSUHVVRU�RU�D�SRSVLFOH�VWLFN�GHSHQGLQJ�RQ�D�ZKROH�UDQJH�RI�
IDFWXDO�TXHVWLRQV�TXLWH�DSDUW�IURP�WKH�VWLFN�LWVHOI�

I. Understanding Intended Use (continued...)

Statements suggesting 
popsicle stick

,WȠV�D�SRSVLFOH�VWLFN

6WHULOL]HG�WR�IRRG�JUDGH

Kids love it

0DNHV�SRSVLFOHV�ODVW�ORQJHU

Statements suggesting 
pediatric tongue depressor

It’s a pediatric tongue depressor

6WHULOL]HG�WR�PHGLFDO�JUDGH

<RXQJ�SDWLHQWV�ORYH�LW

Narrow enough to access those 
KDUG�WR�UHDFK�SODFHV�LQ�D�NLGȠV�
PRXWK

Diagram 1. Determining the intended use of a stick

TASTES GREAT

Statements suggesting 
pediatric tongue depressorStatements suggesting 

popsicle stick
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The endless flavors of intended use

,I�WKDW�LVQȠW�JUD\�HQRXJK�IRU�\RX�,ȠG�OLNH�WR�DGG�D�IHZ�WKRXJKWV�DERXW�DOO�WKH�GLIIHUHQW�
VW\OHV�RI�LQWHQGHG�XVH��,�GR�VR�EHFDXVH�,�WKLQN�LW�KHOSV�WR�XQGHUVWDQG�WKH�YDULRXV�
RSWLRQV�DV�D�FRPSDQ\�LV�VWUDWHJLFDOO\�WU\LQJ�WR�GHFLGH�ZKDW�LW�ZDQWV�WKH�LQWHQGHG�
XVH�IRU�LWV�SURGXFW�WR�EH��'HFLGLQJ�KRZ�WR�FKDUDFWHUL]H�WKH�LQWHQGHG�XVH�LV�D�ELW�RI�
PDUNHWLQJ�DQG�UHJXODWRU\�VWUDWHJ\��DQG�D�ELW�RI�DUW�

General versus specific

$PRQJ�RWKHU�YDULDEOHV��,�FDQ�GHVFULEH�WKH�LQWHQGHG�XVH�IRU�D�PRELOH�DSS�DW�D�YHU\�
KLJK�OHYHO�RI�JHQHUDOLW\��RU�YHU\�VSHFLˉFDOO\��/HWȠV�ORRN�DW�D�IHZ�H[DPSOHV�WKDW�FRXOG�
EH�XVHG�ZLWK�UHJDUG�WR�DQ�DSS�WKDW�DOORZV�\RX�WR�UHFRUG�ZKDW�\RX�HDW��KRZ�PXFK�
H[HUFLVH� \RX� JHW�� KRZ�PXFK� VOHHS� \RX� JHW� DQG� SHUKDSV� D� VHOI�HYDOXDWLRQ� RI� WKH�
DPRXQW�RI�VWUHVV�\RX�DUH�XQGHU�

“This app will help you manage your life.”  

7KLV�LV�D�JHQHUDO�SXUSRVH�FODLP��DQG�LW�OLWHUDOO\�FRYHUV�WKH�ZDWHUIURQW�IURP�KHDOWK�
WR�MXVW�JHQHUDO�OLIHVW\OH�PDQDJHPHQW��)'$�ZRXOG�QRW�UHJXODWH�WKLV�W\SH�RI�LQWHQGHG�
XVH�EHFDXVH�LW�LV�QRW�VSHFLˉF�HYHQ�WR�KHDOWK�GLVHDVH�

“This app will help you manage your health and certain chronic diseases.”  

:H� KDYH� JRQH� IURP� WKH� JHQHUDO� SXUSRVH� FODLP�� WR� QRZ� D� JHQHUDO� KHDOWK� FODLP��
:H�KDYH�PHQWLRQHG� WKDW� LW� LV� LQWHQGHG� IRU� XVH�ZLWK� UHJDUG� WR� GLVHDVH�� EXW� KDYH�
QRW�VSHFLˉHG�WKH�GLVHDVH��/LWHUDOO\�WKLV�W\SH�RI�FODLP�PD\�PHHW�WKH�GHˉQLWLRQ�RI�D�
PHGLFDO�GHYLFH��EXW�DV�ZH�ZLOO�VHH�EHORZ�)'$�VHHPV�WR�EH�LQGLFDWLQJ�WKDW�WKLV�W\SH�
RI�FODLP�PLJKW�ZHOO�EH�H[FOXGHG�IURP�DFWLYH�)'$�UHJXODWLRQ�

“This app will help manage your diabetes.”  

0RUH�VSHFLˉF�\HW��QRW�DOO�GLVHDVHV�EXW�VSHFLˉFDOO\�GLDEHWHV��7KLV�SUHWW\�FOHDUO\�PHHWV�
WKH�VWDWXWRU\�GHˉQLWLRQ�RI�D�PHGLFDO�GHYLFH��EXW�PLJKW�DOVR�EH�LQ�D�FDWHJRU\�WKDW�
)'$�ZRXOG�H[HPSW�IURP�DFWLYH�UHJXODWLRQ�EHFDXVH� LW� LV� ORZ�ULVN��:H�ZLOO�H[SORUH�
that below.

“This app will help you better control your blood glucose so as to better control your 
diabetes and reduce the risk of diabetic retinopathy, stroke and heart attack.”  

1RW�RQO\�ZRXOG�WKLV�FODLP�PHHW�WKH�GHˉQLWLRQ�RI�D�PHGLFDO�GHYLFH��EXW�QRZ�ZHȠUH�
LQWR�WHUULWRU\�WKDW�)'$�OLNHO\�UHJXODWHV�

7KH�SRVVLEOH�YDULDWLRQV�IURP�JHQHUDO�WR�VSHFLˉF�DUH�YLUWXDOO\�HQGOHVV��EXW�KRSHIXOO\�
\RX�JHW�WKH�SRLQW�UHJDUGLQJ�WKH�ODWLWXGH�WKDW�\RX�KDYH�DQG�WKH�LPSOLFDWLRQV�RI�WKH�
LQWHQGHG�XVH�VSHFLˉFLW\�

I. Understanding Intended Use (continued...)

Functionality vs clinical utility

7KHUHȠV� DQRWKHU� GLPHQVLRQ� LQ� ZKLFK� LQWHQGHG�
XVHV� WHQG� WR� YDU\�� $PRQJ� RWKHU� FKRLFHV�� DQ�
LQWHQGHG�XVH�FDQ�EH�IUDPHG�HLWKHU�WR�H[SODLQ�WKH�
WHFKQLFDO�KRZ�RU�WKH�FOLQLFDO�KRZ�IRU�WKH�GHYLFH��
7KH� WHFKQLFDO� KRZ� LV� JHQHUDOO\� UHIHUUHG� WR� DV� D�
WRRO�W\SH�FODLP��6RPH�H[DPSOHV�PLJKW�KHOS�

7KH�FODVVLF�H[DPSOH�LV�D�VFDOSHO��,I�D�VFDOSHO�KDV�
DQ\�GLUHFWLRQV�IRU�XVH�DW�DOO��WKRVH�GLUHFWLRQV�PD\�
VLPSO\� LQGLFDWH� WKDW� WKH� VFDOSHO� LV� IRU� FXWWLQJ�
WLVVXH��)URP� WKDW�� WKH�XVHU�PD\�GHGXFH� WKDW� WKH�
VFDOSHO� FDQ� EH� XVHG� JHQHUDOO\� IRU� VXUJHU\�� RU�
ZKHUHYHU�D�VKDUS�EODGH�LV�QHHGHG��7KH�SURPRWLRQ�
PLJKW�EH�OLPLWHG�WR�D�GHVFULSWLRQ�RI�WKH�VKDSH�RI�
WKH� EODGH� RU� LWV� VKDUSQHVV� RU� LWV� PDWHULDOV� DQG�
its ability to hold a sharp edge or be cleaned. 
%XW� DOO� RI� WKH� FODLPV� IRFXV� RQ� WKH� IXQFWLRQDOLW\�
RI� WKH�WRRO�� UDWKHU�WKDQ�VD\LQJ�� IRU�H[DPSOH�� WKLV�
VFDOSHO� LV� SHUIHFW� IRU� DQ� DSSHQGHFWRP\� RU� D�
WRQVLOOHFWRP\��,�SUHIDFHG�WKLV�E\�VXJJHVWLQJ�WKDW�
WKH�GLUHFWLRQV�PD\�QRW�VD\�DQ\WKLQJ��DQG�FHUWDLQ�
WRROV� DUH� VR� EDVLF� WKDW� )'$� GRHV� QRW� UHTXLUH�
they be labeled at all, because their uses are 
FRPPRQO\� XQGHUVWRRG�� %XW� JHQHUDOO\� WRRO� W\SH�
FODLPV� DUH� DVVXPHG� WR�KDYH�YHU\�EURDG�JHQHUDO�
health purpose intended uses.

1RZ� OHWȠV� JHW� FORVHU� WR� KRPH�� /HWȠV� WDON� DERXW�
WKH� PRELOH� DSS� IURP� P\� K\SRWKHWLFDO� DERYH�
IRU� WUDFNLQJ� GDLO\� OLYLQJ�� EXW� QRZ� WKLV� WLPH� OHWȠV�
ORRN�DW�IXQFWLRQDOLW\�FODLPV�YHUVXV�FOLQLFDO�XWLOLW\�
FODLPV�

“This app allows you to track every morsel of food 
\RX�HDW�GXULQJ�WKH�GD\�HIˉFLHQWO\�WKURXJK�LWV�VLPSOH�
yet elegant user interface that allows you to type in 
the general name of the food you ate, the quantity, 
and then answer certain basic questions that allow 
the software to calculate with great accuracy the 
amount of fat and calories in everything you eat.” 

7KLV�LV�D�FODVVLF�IXQFWLRQDOLW\�RU�WRRO�W\SH�FODLP��
:LWK� WKLV� VRUW� RI� FODLP�� )'$� ZRXOG� DVVXPH� D�
JHQHUDO� SXUSRVH� GLHW� PDQDJHPHQW� LQWHQGHG�
XVH��$V� VXFK��XQGHU� WKH� UXOHV� WKDW� ,�ZLOO� LGHQWLI\�
EHORZ��)'$�ZRXOG�SUREDEO\�DJUHH�WKDW�WKLV�LV�QRW�
D�PHGLFDO�GHYLFH�
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“If you suffer from diabetes, this app allows you to track every morsel of food you eat 
GXULQJ�WKH�GD\�HIˉFLHQWO\�WKURXJK�LWV�VLPSOH�\HW�HOHJDQW�XVHU�LQWHUIDFH�ȣ��

6R�KHUH�,�KDYH�LGHQWLˉHG�WKH�UHOHYDQW�GLVHDVH�DQG�FRQQHFWHG�WKH�XVH�RI�WKH�GHYLFH�WR�
WKDW�GLVHDVH��EXW�,ȠP�VWLOO�SULQFLSDOO\�IRFXVHG�RQ�KRZ�WKH�WRRO�ZRUNV�LQ�JHQHUDO�WHUPV�
ZLWKRXW�FRQQHFWLQJ�LW�WR�D�VSHFLˉF�RXWFRPH��6R�WKLV�LV�D�WRRO�W\SH�FODLP�EOHQGHG�ZLWK�D�
GLVHDVH�VSHFLˉF�FODLP�EXW�ZLWKRXW�D�FOLQLFDO�RXWFRPH�

“This app, by empowering a patient to carefully monitor their fat and calorie intake, 
guides the patient through the steps necessary to substantially reduce the risk of diabetic 
retinopathy, heart attack and stroke that often accompany diabetes.”  

7KLV�LV�D�FOLQLFDO�XWLOLW\�W\SH�FODLP�WKDW�H[SUHVVO\�GHFODUHV�KRZ�WKH�GHYLFH�FDQ�KHOS�WKH�
SDWLHQW�DFKLHYH�D�FHUWDLQ�FOLQLFDO�RXWFRPH�LQ�WKH�FRQWH[W�RI�D�GLVHDVH��)'$�UHJXODWHV�
these products closely.

2EYLRXVO\��,�FRXOG�JR�RQ��7KH�EDVLF�SRLQW�LV�WKDW�WKHUH�DUH�DW�OHDVW�WZR�GLPHQVLRQV�RQ�
ZKLFK�WKHVH�LQWHQGHG�XVHV�FDQ�EH�DUUD\HG��JHQHUDO�YHUVXV�VSHFLˉF�DQG�FODLPV�WKDW�IRFXV�
RQ�IXQFWLRQ�YHUVXV�FODLPV�WKDW�IRFXV�RQ�WKH�FOLQLFDO�SXUSRVH�RU�RXWFRPH��3HRSOH�ZKR�
ZRUN�LQ�WKH�)'$�UHJXODWHG�VSDFH�EHFRPH�YHU\�DGHSW�WR�FUHDWLQJ�WKH�SHUIHFW�LQWHQGHG�
XVH�VWDWHPHQW�WKDW�PD[LPL]HV�PDUNHWLQJ�SRWHQWLDO�ZKLOH�LW�PLQLPL]HV�WKH�UHJXODWRU\�
REOLJDWLRQV��,WȠV�LPSRUWDQW�LQ�WKLV�LQGXVWU\�WR�OHDUQ�WKDW�FDOFXOXV�

The meaning of disease

,�KDYH�OHIW�RXW�D�FRXSOH�RI�NH\�GHˉQLWLRQV��LQFOXGLQJ�WKH�PHDQLQJ�RI�WKH�ZRUG�ȢGLVHDVH�ȣ�
,� GLG� VR� EHFDXVH� LQ�PRVW� UHVSHFWV� WKH� ZRUG� GLVHDVH� LV� QRW� WHUULEO\� DPELJXRXV�� EXW�
DOVR�EHFDXVH�WKH�GHVLJQ�RI�WKH�VWDWXWH�LV�QRW�WR�UHO\�WRR�KHDYLO\�RQ�WKH�ZRUG�GLVHDVH��
)RU�H[DPSOH��DV�,ȠYH�DOUHDG\�SRLQWHG�RXW��WKH�VWDWXWH�VD\V�ȢGLVHDVH�RU�RWKHU�FRQGLWLRQ�ȣ�
)XUWKHU�� VRPHWKLQJ� FDQ� EH� D�PHGLFDO� GHYLFH� LI� LW� LV� XVHG� WR� DIIHFW� WKH� VWUXFWXUH� RU�
IXQFWLRQ�RI�WKH�ERG\��6R�GLVHDVH�LV�RQO\�RQH�DPRQJ�VHYHUDO�HOHPHQWV�WKDW�PLJKW�WULJJHU�
PHGLFDO�GHYLFH�VWDWXV��

%XW�WKH�ZRUG�ȢGLVHDVHȣ�GRHV�KDYH�DW�OHDVW�RQH�LPSRUWDQW�UROH��DQG�WKDW�LV�WR�GLVWLQJXLVK�
WKRVH� GHYLFHV� WKDW� PHULW� UHJXODWLRQ� IURP� WKRVH� WKDW� DUH� XVHG� LQ� JHQHUDO� KHDOWK� RU�
ZHOOQHVV� WKDW� GR�QRW�PHULW� )'$� UHJXODWLRQ��2YHU� WKH�\HDUV�� )'$�KDV� UHDIˉUPHG� WKDW�
SURGXFWV�XVHG�WR�VXSSRUW�D�KHDOWK\�OLIHVW\OH�LQ�JHQHUDO�DUH�QRW�UHJXODWHG��7KLV�PHDQV�
WKDW� D� SURGXFW� GHVLJQHG� JHQHUDOO\�� IRU� H[DPSOH�� WR� KHOS� D� KHDOWK\� SHUVRQ� JHW� RU�
VWD\� SK\VLFDOO\� ˉW� LV� QRW� UHJXODWHG��$� FRPPRQ� WUHDGPLOO�� WKHUHIRUH��ZLWK� FODLPV� WKDW�
LW� ZLOO� KHOS� \RX� LPSURYH� \RXU� FDUGLR� IXQFWLRQLQJ� LV� XQUHJXODWHG� E\� )'$�� %XW� LI� WKH�
PDQXIDFWXUHU�RI�WKRVH�WUHDGPLOOV�LQVWHDG�PDGH�FODLPV�DERXW�WKH�WUHDGPLOO�EHLQJ�XVHIXO�
LQ�FRQGXFWLQJ�D�VWUHVV�WHVW�WR�HYDOXDWH�\RXU�FDUGLDF�KHDOWK��LW�PLJKW�EH�UHJXODWHG��6DPH�
SURGXFW��GLIIHUHQW�RXWFRPH�EHFDXVH�RI�GLIIHUHQW�LQWHQGHG�XVH�

,I�\RX�GRQȠW�WKLQN�WKLV�GLFKRWRP\�FDXVHV�UHDO�SUREOHPV��WDON�WR�WKH�&KDLUPDQ�RI�WKH�%RDUG�
RI�*HQHUDO�0LOOV��,Q�������KH�UHFHLYHG�D�ZDUQLQJ�OHWWHU�IURP�)'$�EHFDXVH�WKH�PDUNHWLQJ�
SHRSOH�DW�*HQHUDO�0LOOV�KDG�JRWWHQ��DW�OHDVW�LQ�)'$ȠV�H\HV��WRR�DJJUHVVLYH�LQ�GUDZLQJ�D�
FRQQHFWLRQ�EHWZHHQ�HDWLQJ�&KHHULRV�IRU�EUHDNIDVW�DQG�PDQDJLQJ�\RXU�FKROHVWHURO��,Q�
YDULRXV�DGYHUWLVLQJ�DQG�SURPRWLRQV�� WKH�FRPSDQ\�KDG�VKDUHG�HYLGHQFH� IURP�VWXGLHV�

I. Understanding Intended Use (continued...)

VKRZLQJ� WKDW� HDWLQJ� &KHHULRV� UHJXODUO\� IRU�
EUHDNIDVW� UHGXFHG�\RXU�FKROHVWHURO��)'$�VDLG��
WKRVH� FODLPV�PDNH�&KHHULRV� LQWR�D�GUXJ��7KH�
GHˉQLWLRQ� RI� D� GUXJ� LV� YHU\� VLPLODU� WR� WKH�
GHˉQLWLRQ�RI�D�GHYLFH��ZLWK�UHJDUG�WR�UHO\LQJ�RQ�
WKH�FRQFHSW�RI�LQWHQGHG�XVH��7KLV�LVVXH�FRPHV�
XS�RIWHQ�ZLWK�UHJDUG�WR�IRRG�DV�IRRG�PDUNHWHUV�
WU\� WR� WLH� WKH�FRQVXPSWLRQ�RI�FHUWDLQ� IRRG� WR�
RYHUDOO� LPSURYHPHQWV� LQ� KHDOWK�� DQG� VSHFLˉF�
LPSURYHPHQWV�ZLWK� UHJDUG� WR� FRQGLWLRQV� OLNH�
high cholesterol.

7KLV� GLFKRWRP\� LV� LQFUHGLEO\� LPSRUWDQW� IRU�
SURGXFWV� LQ� WKH� P+HDOWK� VSDFH�� 0XFK� RI�
P+HDOWK� LV� DERXW� LQWHJUDWLQJ� LQIRUPDWLRQ�
into our lives in a way that it can help us 
PDNH� KHDOWKLHU� FKRLFHV�� 7KHUH� DUH� WHQV� RI�
WKRXVDQGV�RI�DSSV�GHVLJQHG�WR�OHW�FRQVXPHUV�
EHWWHU� PDQDJH� WKHLU� JHQHUDO� ˉWQHVV� DQG�
KHDOWK� E\� JLYLQJ� WKHP� DFFHVV� WR� LPSRUWDQW�
LQIRUPDWLRQ�DW�WKH�SRLQW�ZKHUH�LW�FDQ�EH�PRVW�
XVHIXO�ȝ�ZKHUH� WKH\�ZRUN�� SOD\� DQG� OLYH��7KH�
P+HDOWK� UHYROXWLRQ�KDV� FRPH�DERXW�EHFDXVH�
RI�WZR�VHSDUDWH�UHYROXWLRQV�ȝ�WKH�WHFKQRORJ\�
revolution that allow us to gain easy access 
WR� LQIRUPDWLRQ� RQ� WKH� JR�� DQG� WKH� ZHOOQHVV�
revolution that helps us understand how daily 
FKRLFHV� OLNH�GLHW��H[HUFLVH�� VOHHS�DQG�VR� IRUWK�
FDQ� KDYH� D� GUDPDWLF� LPSDFW� RQ� RXU� KHDOWK�
LQ� JHQHUDO� DQG� RXU� ULVN� RI� FHUWDLQ� GLVHDVHV�
VSHFLˉFDOO\�

It is that last bit that causes the regulatory 
FRQIXVLRQ��1RZ�WKDW�ZH�XQGHUVWDQG�PRUH�IXOO\�
WKH� ULVN� IDFWRUV� IRU�PDQ\�GLVHDVHV�� WKH�GHVLUH�
REYLRXVO\� LV� WR� KHOS� SHRSOH� PDQDJH� WKRVH�
ULVN� IDFWRUV� WR� UHGXFH� WKH� ULVN�RI� WKH�GLVHDVH��
)XUWKHU�� SV\FKRORJLVWV� DQG� RWKHU� H[SHUWV�
ZLOO� WHOO� \RX� WKDW� H[SODLQLQJ� WKH� FRQQHFWLRQ�
EHWZHHQ� WKRVH� ULVN� IDFWRUV� DQG�GLVHDVH� LV� DQ�
LPSRUWDQW� VWHS� LQ�PRWLYDWLQJ� SHRSOH� WR� WDNH�
EHWWHU� FDUH� RI� WKHPVHOYHV�� %XW� WHFKQLFDOO\��
WKH�PHUH�PHQWLRQ�RI�D�GLVHDVH�DUJXDEO\�WULSV�
WKH� OLQH� LQWR� )'$� UHJXODWHG� WHUULWRU\�� 7KLV�
LV� EHFDXVH� WKH� )'$� GHˉQLWLRQ� RI� D� PHGLFDO�
GHYLFH� LV� QRW� D� ULVN�EDVHG� GHˉQLWLRQ�� EXW� DQ�
LQWHQGHG�XVH�EDVHG�GHˉQLWLRQ�� ,I�DQ� LQWHQGHG�
XVH�PHHWV� WKH� OLWHUDO� WHUPV� RI� WKH� VWDWXWH�� LW�
FDQ�EH�D�PHGLFDO�GHYLFH��6R�WKHQ�LW�IDOOV�WR�)'$�
WR� XVH� LWV� HQIRUFHPHQW� GLVFUHWLRQ� WR� H[HPSW�
out those intended uses which are low enough 
ULVN�WKDW�WKH\�GR�QRW�PHULW�)'$�RYHUVLJKW��

Functionality vs clinical utility (continued...)
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7DNH�� IRU� H[DPSOH�� DV� EHIRUH� WKH� DSS� WKDW�PRQLWRUV� DQG� WUDFNV� D� XVHUȠV�
GDLO\�H[HUFLVH��7KLV�GHYHORSHU�PLJKW�FODLP�WKDW�XVLQJ�WKH�DSS�FDQ�UHGXFH�
WKH�ULVN�RI�KHDUW�GLVHDVH�RU�GLDEHWHV�RU�KHOS�WUHDW�REHVLW\��<RX�PLJKW�UHFDOO�
WKDW� MXVW� D� FRXSOH� RI� PRQWKV� DJR� REHVLW\� ZDV� RIˉFLDOO\� FODVVLˉHG� DV� D�
GLVHDVH��7HFKQLFDOO\�WKH�DSS�ZRXOG�EH�D�PHGLFDO�GHYLFH�

,I�WKH�GHYHORSHU�LQVWHDG�FODLPV�WKDW�WKH�VDPH�DSS�FDQ�EH�XVHG�WR�PRQLWRU�
GDLO\�DFWLYLW\��PDQDJH�\RXU�KHDOWK��RU�LPSURYH�WKH�XVHUȠV�SK\VLFDO�FRQGLWLRQ��
WKH� )'$�ZRXOG� OLNHO\� QRW� UHJXODWH� WKH� DSS�� 7KRVH� VLPSOH� YDULDWLRQV� LQ�
FODLPV�FDQ�SRWHQWLDOO\�LPSDFW�LWV�)'$�UHJXODWRU\�VWDWXV�LQ�D�YHU\�FRQFUHWH�
ZD\��:H�WDON�DERXW�WKLV�PXFK�PRUH�EHORZ�

The meaning of device

8QGHU� WKH� VWDWXWH�� D� GHYLFH� LV� ȢDQ� LQVWUXPHQW�� DSSDUDWXV�� LPSOHPHQW��
PDFKLQH�� FRQWULYDQFH�� LPSODQW�� LQ� YLWUR� UHDJHQW�� RU� RWKHU� VLPLODU� RU�
UHODWHG� DUWLFOH�� LQFOXGLQJ� DQ\� FRPSRQHQW�� SDUW� RU� DFFHVVRU\�ȣ� � )UDQNO\�� ,�
JHQHUDOO\� GRQȠW� VSHQG�PXFK� WLPH� DQDO\]LQJ� WKDW�� EHFDXVH� LWȠV� VR� ZLGH�
RSHQ�LW�QRUPDOO\�LV�QRW�YHU\�XVHIXO�LQ�GHWHUPLQLQJ�ZKHWKHU�DQ�DUWLFOH�LV�
D�UHJXODWHG�PHGLFDO�GHYLFH��7KLV�GHˉQLWLRQ�ZDV�ZULWWHQ�LQ�WKH�PLG�����V��
DQG� VR� IURP�D� WHFKQRORJ\� VWDQGSRLQW� WHQGV� WR� XVH� VRPH�ROG�IDVKLRQHG�
WHUPV��%XW�RYHU�WKH�ODVW�VHYHUDO�GHFDGHV��)'$�KDV�LQWHUSUHWHG�WKLV�GHˉQLWLRQ�
EURDGO\��DQG�IRU�H[DPSOH�KDV�LQWHUSUHWHG�WKH�WHUP�FRQWULYDQFH�WR�LQFOXGH�
VRIWZDUH��VR�ORQJ�DV�WKH�VRIWZDUH�LV�RQ�FRPSXWHU�PHGLD��,I�,�ZURWH�FRGH�RQ�
D�VLPSOH�SLHFH�RI�SDSHU��WKDW�ZRXOG�QRW�EH�D�FRQWULYDQFH�DQG�WKHUHIRUH�QRW�
D�PHGLFDO�GHYLFH��%XW�RQFH�,�ORDG�WKH�FRGH�RQWR�FRPSXWHU�UHDGDEOH�PHGLD��
DFFRUGLQJ� WR� )'$�� LW� QRZ�TXDOLˉHV� DV� D� GHYLFH� DQG�PLJKW� EH� D�PHGLFDO�
GHYLFH�LI�LW�PHHWV�WKH�LQWHQGHG�XVH�HOHPHQW�RI�WKH�GHˉQLWLRQ�

7KDW�GRHVQȠW�PHDQ�WKH�GHYLFH�HOHPHQW�RI�WKH�GHˉQLWLRQ�LV�LUUHOHYDQW��2QH�
VLWXDWLRQ� ZKHUH� WKH� GHˉQLWLRQ� LV� LPSRUWDQW� LV� WKH� GLVWLQFWLRQ� EHWZHHQ�
selling a thing, and providing a service. Selling a device is regulated 
DQG�SURYLGLQJ�D�VHUYLFH�LV�QRW��6R�WKRVH�RI�\RX�LQ�WKH�VRIWZDUH�EXVLQHVV�
LPPHGLDWHO\�VWDUW�WR�WKLQN�DERXW�GLIIHUHQW�PRGHOV�ZKHUH�VRIWZDUH�FDQ�EH�
D�VHUYLFH��%XW�GRQȠW�JHW�WRR�H[FLWHG�

)XOO\�GLVWLQJXLVKLQJ�WKH�VDOH�RI�VRIWZDUH�IURP�WKH�VDOH�RI�VHUYLFHV�LV�ZHOO�
EH\RQG�WKH�VFRSH�RI�WKLV�ERRN��%XW�LQ�D�QXWVKHOO��WKH�GLIIHUHQFH�EHWZHHQ�
VHOOLQJ� D� WKLQJ� DQG� VHOOLQJ� D� VHUYLFH� LV� WKH�KXPDQ�HOHPHQW��$W� OHDVW� LQ�
WKLV�FRQWH[W��VHUYLFHV�DUH�SURYLGHG�E\�SHRSOH��QRW�VRIWZDUH��)'$�GRHV�QRW�
UHJXODWH� WKH�SUDFWLFH�RI�PHGLFLQH��EXW� WKH�SUDFWLFH�RI�PHGLFLQH� LV�GRQH�
E\�GRFWRUV��QRW�E\�VRIWZDUH�GHYHORSHG�E\�GRFWRUV��)XUWKHU��)'$�FRXOG�FDUH�
OHVV�ZKDW� WKH�QDWXUH�RI� WKH�ˉQDQFLDO� WUDQVDFWLRQ� LV��<RX� FRXOG�JLYH� WKH�
VRIWZDUH�DZD\�IRU�IUHH�DQG�)'$�ZRXOG�VWLOO�UHJXODWH�LW��<RX�FRXOG�UHQW�WKH�
VRIWZDUH��DQG�)'$�ZRXOG�VWLOO� UHJXODWH� LW��%XW� LI�ZKDW�\RX�DUH� VHOOLQJ� LV�
WUXO\�D�KXPDQ�VHUYLFH��DV�RSSRVHG�WR�DFFHVV�WR�VRIWZDUH��WKDWȠV�ZKHUH�ZH�
GUDZ�WKH�OLQH�RI�)'$�MXULVGLFWLRQ�

Conclusion

$V� )'$� VD\V�� LW� DOO� FRPHV� GRZQ� WR� IXQFWLRQ��
ZKLFK� LV� D�PRUH� YHUQDFXODU� WHUP� IRU� LQWHQGHG�
XVH�� )'$� MXULVGLFWLRQ� RIWHQ� UHDOO\� KDV� OLWWOH� WR�
do with the technology, unless the technology 
UHYHDOV� VRPHWKLQJ� RI� WKH� LQWHQGHG� XVH�� 7KH�
technology always changes and will continue 
WR� FKDQJH�� 7KH� )'$� VWDWXWH� LV� QRW� VSHFLˉF� WR�
D� WHFKQRORJ\�� EXW� LQVWHDG� IRFXVHV� RQ� KRZ� WKH�
VHOOHU� RI� WKDW� WHFKQRORJ\� LQWHQGV� IRU� WKH� XVHU�
WR� PDNH� XVH� RI� LW�� ,I� WKH� WHFKQRORJ\� KDV� RQH�
RI� WKH�PHGLFDO� SXUSRVHV� RXWOLQHG� DERYH�� LWȠV� D�
PHGLFDO�GHYLFH��,Q�WKH�QH[W�FKDSWHU��ZHUH�JRLQJ�
WR� WDNH� WKLV� JHQHUDO� UXOH� RQ� LQWHQGHG�XVH� DQG�
)'$ȠV�UHFHQW�JXLGDQFH��DQG�VWDUW�SDUVLQJ�H[DFWO\�
ZKLFK�DSSV�IDOO�ZLWKLQ�)'$�MXULVGLFWLRQ�

I. Understanding Intended Use (continued...)

The meaning of disease (continued...)
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0RVW� QRUPDO� SHRSOH� ZRXOG� H[SHFW� WKLV� FKDSWHU� WR� EH� DERXW� SXWWLQJ�
PRELOH�DSSV�LQWR�WZR�EXFNHWVȞ����WKRVH�)'$�UHJXODWHV�DQG�����WKRVH�LW�
GRHV�QRW��%XW�DODV��WKH�ZRUOG�LV�QRW�VR�VLPSOH�

7KHUH�DUH�DFWXDOO\�WKUHH�EXFNHWV�� LQFOXGLQJ�����WKRVH�)'$�UHJXODWHV�� ����
WKRVH�LW�GRHV�QRW�DQG�����WKRVH�)'$�FRXOG�UHJXODWH�EXW�ZKLFK�WKH�DJHQF\�
KDV� GHFLGHG� DW� OHDVW� WHPSRUDULO\� QRW� WR� UHJXODWH�� *RRG� JULHI�� ,� KDYH� D�
headache already.

:K\� LV� LW� VR�FRPSOLFDWHG"�:HOO��&RQJUHVV�� LQ� LWV�ZLVGRP��FDPH�XS�ZLWK�
D�VWDWXWRU\�GHˉQLWLRQ�RI�D�PHGLFDO�GHYLFH�WKDW�LV�WRR�DOO�HQFRPSDVVLQJ��
+HFN��LI�\RX�UHDG�WKH�VWDWXWH�FDUHIXOO\��\RX�UHDOL]H�WKDW�HYHQ�DQ�DPEXODQFH�
LV�D�PHGLFDO�GHYLFH�� ,ȠP�QRW� WDONLQJ�DERXW�DOO� WKH�FUDS� LQ�WKH�EDFN��EXW�
WKH�DFWXDO�YHKLFOH�LWVHOI�LQFOXGLQJ�WKH�HQJLQH�DQG�WKH�GULYHUȠV�VHDW�DQG�
WKH�KHDGOLJKWV�DQG�VR�IRUWK��7KH�YHKLFOH�LWVHOI�LV�XVHG�LQ�WKH�WUHDWPHQW�
RI� SHRSOH�ZLWK� GLVHDVHV� RU� RWKHU� FRQGLWLRQV�� ,QGHHG�� LI� WKH� DPEXODQFH�
EUHDNV�GRZQ�DQG�FDQȠW�JHW�WR�WKH�KRVSLWDO��WKH�SDWLHQW�FRXOG�VXIIHU�

)RUWXQDWHO\��)'$�LV�VXSSRVHG�WR�XVH�LWV�MXGJPHQW�DQG�OLPLW�WKH�VFRSH�RI�
PHGLFDO�GHYLFHV�WR�WKRVH�WKDW�WUXO\�QHHG�WR�EH�UHJXODWHG��HYHQ�WKRXJK�
WKH�VWDWXWRU\�GHˉQLWLRQ� LV�QRW�H[SUHVVO\�EDVHG�RQ�DQ\�ULVN�FULWHULD��$QG�
)'$�GRHV�WKLV�WKURXJK�D�OHJDO�FRQFHSW�FDOOHG�HQIRUFHPHQW�GLVFUHWLRQ��

Regulated apps
 
,W�LV�XVHIXO�WR�VWDUW�DW�WKH�WRS�ZLWK�WKH�DSSV�
)'$� UHJXODWHV� EHFDXVH� WR� VRPH� H[WHQW�
WKH� RWKHU� WZR� FDWHJRULHV� DUH� GHˉQHG� DV�
WKH�XQLYHUVH�RI�KHDOWK�UHODWHG�DSSV�PLQXV�
WKRVH�WKDW�)'$�UHJXODWHV��%\�IDU�WKH�JUHDWHVW�
SUHFLVLRQ�FRPHV�LQ�GHˉQLQJ�ZKDW�)'$�GRHV�
UHJXODWH�EHFDXVH� LW� LV� GHˉQHG�E\� ODZ�� DQG�
the other two categories are at least partly 
GHˉQHG�DV�H[FOXGLQJ�ZKDW�)'$�UHJXODWHV�

)RU�WKRVH�ZKR�DUH�QHZ�WR�)'$�UHJXODWLRQ�RI�
PHGLFDO�GHYLFHV��ˉJXULQJ�RXW�ZKLFK�PRELOH�
DSSV� )'$� UHJXODWHV� PD\� IHHO� IRUHLJQ� DQG�
GLIˉFXOW�WR�XQGHUVWDQG��%XW�WKH�UHDOLW\�RI�LW�
LV� WKDW� ˉJXULQJ�RXW�ZKDW� )'$� UHJXODWHV� LV�
DFWXDOO\�YHU\�VLPSOH�DQG�FDQ�EH�H[SODLQHG�
LQ� D� QXWVKHOO�� 4XLWH� VLPSO\�� WKH� DJHQF\�
UHJXODWHV� WKH� VDPH� VWXII� LW� KDV� UHJXODWHG�
IRU�WKH�ODVW�IHZ�GHFDGHV�

II. Which Apps Does FDA Regulate?

*HQHUDOO\� HQIRUFHPHQW� GLVFUHWLRQ� LV� WKH�
SRZHU� WKDW� DQ� DJHQF\� KDV� WR� OLPLW� WKH�
VFRSH� RI� LWV� RZQ� UHJXODWRU\� UHTXLUHPHQWV�
ZKHQ� LW� GHHPV� WKDW� EURDGHU� UHJXODWLRQ� LV�
QRW� QHFHVVDU\� WR� VHUYH� WKH� SXUSRVHV� RI� WKH�
statute. Once in a while you hear about 
prosecutors deciding not to prosecute a case 
ZKHQ�WKH\�GR�QRW�IHHO�WKDW�LW�PHHWV�WKH�VSLULW�
RU�LQWHQW�RI�WKH�VWDWXWH��HYHQ�LI�OLWHUDOO\�WKH\�
FRXOG�� 6DPH� WKLQJ� KHUH�� )'$� FDQ� GHFLGH� WR�
OLPLW� LWV�UHJXODWRU\�UHDFK�VR�DV�QRW�WR�ZDVWH�
SULYDWH�RU�JRYHUQPHQWDO�UHVRXUFHV�

$V� D� UHVXOW�� ,� DP� JRLQJ� WR� GHVFULEH� IRU� \RX�
HDFK� RI� WKH� WKUHH� EXFNHWV�� $QG� ,� OLNH� WR�
ERUURZ�)'$ȠV�YLVXDO�GHSLFWLRQ�RI�WKHVH�WKUHH�
EXFNHWV�DV�OD\HUV�RI�D�WULDQJOH��)'$�XVHV�WKLV�
YLVXDO�DLG�WR�PDNH�WKH�SRLQW�WKDW�WKH�VPDOOHVW�
category, and the one logically shown as the 
WRS� RI� WKH� WULDQJOH�� LQFOXGHV� WKH� DSSV� )'$�
regulates.

What gets regulated?

Regulated
PRELOH

PHGLFDO�DSSV

Mobile apps subject to 
enforcement discretion

Unregulated mobile apps
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II. Which Apps Does FDA Regulate? (continued...)

,Q�LWV�ˉQDO�JXLGDQFH��)'$�UHSHDWHGO\�VD\V�WKDW�LW� LV�WKH�IXQFWLRQDOLW\��QRW�WKH�SODWIRUP��
WKDW�GHWHUPLQHV�ZKHWKHU�)'$�UHJXODWHV�WKH�DSS��6R��WR�XVH�DQ�H[DPSOH�IURP�)'$ȠV�SDVW�
HQIRUFHPHQW� LQ� WKH�PRELOH�DSS�VSDFH�� LI�DQ�DSS� LV�XVHG�IRU�XULQDO\VLV��DQG� LI�)'$�KDV�
WUDGLWLRQDOO\�UHJXODWHG�XULQDO\VLV�PDFKLQHV��WKH�DSS�ZRXOG�EH�UHJXODWHG�EHFDXVH�LW�GRHV�
WKH�VDPH�WKLQJ�DV�D�WUDGLWLRQDOO\�UHJXODWHG�PDFKLQH��,W�LV�WKH�LQWHQGHG�XVH�RI�XULQDO\VLV�
WKDW�GHWHUPLQHV�)'$�UHJXODWLRQ��QRW�WKH�PDFKLQH�RQ�ZKLFK�WKH�XULQDO\VLV�LV�SHUIRUPHG�

7R�PH��WKDW�DFWXDOO\�PDNHV�WKH�GLYLGLQJ�OLQH�EHWZHHQ�UHJXODWHG�DQG�XQUHJXODWHG�DSSV�
IDLUO\� FOHDU�� EXW� ,� DOVR� UHFRJQL]H� WKDW� VRPHRQH�ZKR�KDV�QRW�EHHQ� VWXG\LQJ� WKH� VFRSH�
RI�)'$�UHJXODWLRQ�IRU�GHFDGHV�PD\�ˉQG�WKDW�H[SODQDWLRQ�XQKHOSIXO��%XW�EHDU�ZLWK�PH��
)LJXULQJ� RXW� ZKHWKHU� )'$� UHJXODWHV� D� JLYHQ� IXQFWLRQDOLW\� LV� SUREDEO\� HDVLHU� WKDQ� LW�
VRXQGV��7KH�)'$�ZHEVLWH�SURYLGHV�LQ�VHDUFKDEOH�IRUP�D�GDWDEDVH�RI�DOO�WKRVH�PHGLFDO�
GHYLFHV�WKDW�WKH�DJHQF\�KDV�DSSURYHG�RU�FOHDUHG�RYHU�WKH�\HDUV��6R�LI�\RX�ˉQG�D�PDFKLQH�
WKDW� )'$� KDV� FOHDUHG� WKH� GRHV� VXEVWDQWLDOO\� ZKDW� \RXU� DSS� GRHV�� WKDWȠV� SUHWW\� FOHDU�
HYLGHQFH�WKDW�)'$�ZLOO�UHJXODWH�\RXU�DSS�

<RX�QHHG�WR�EH�FDUHIXO�WR�UHPHPEHU��KRZHYHU��WKDW�)'$�UHJXODWHV�VRPH�PHGLFDO�GHYLFHV�
ZLWKRXW� UHTXLULQJ� WKDW� WKH\� JR� WKURXJK� DQ\� VRUW� RI� FOHDUDQFH� RU� DSSURYDO��7KHVH� DUH�
UHIHUUHG� WR� DV� FODVV� ,� PHGLFDO� GHYLFHV�� DQG� WKH\� XVXDOO\� DUH� VXEMHFW� WR� )'$� TXDOLW\�
V\VWHP�UHTXLUHPHQWV�DQG�DGYHUVH�HYHQW�UHSRUWLQJ�UHTXLUHPHQWV��7KHVH�\RX�FDQ�ˉQG�E\�
VHDUFKLQJ�WKH�)'$�FODVVLˉFDWLRQ�GDWDEDVH��%\�UHJXODWLRQ��)'$�KDV�FODVVLˉHG�PRVW�RI�WKH�
W\SLFDO� IXQFWLRQDOLWLHV� WKDW� LW� UHJXODWHV�� )'$�KDV� LQFOXGHG�D� OLVW� RI� VRPH�RI� WKH�PRUH�
FRPPRQ�FODVVLˉFDWLRQV�DV�$SSHQGL[�'�WR�WKH�ˉQDO�PRELOH�PHGLFDO�DSS�JXLGDQFH�

$GPLWWHGO\��WKHVH�VHDUFKHV�DUH�QRW�IRROSURRI��)RU�RQH�WKLQJ��VRPH�RI�WKH�FODVVLˉFDWLRQV�
DUH�GHˉQHG�LQ�D�YHU\�VWUDQJH�ZD\��QRW�XVLQJ�WKH�ZRUGV�QHFHVVDULO\�WKDW�\RX�ZRXOG�H[SHFW�

Accessories to medical devices

$V� DOUHDG\� H[SODLQHG�� )'$� FODVVLˉHV� PHGLFDO�
GHYLFHV� DFFRUGLQJ� WR� ULVN�� DQG� WKH� UHJXODWRU\�
UHTXLUHPHQWV� DUH� WDLORUHG� WR� HDFK� RI� WKRVH�
ULVN� OHYHOV�� ,Q� WKH� )'$ȠV� YRFDEXODU\�� WKH�
FODVVLˉFDWLRQ�VFKHPH�ORRNV�OLNH�WKH�IROORZLQJ�

7KHUH�KDV�EHHQ�D�EDVLF�DQG�IXQGDPHQWDO�UXOH�
DW� )'$�ZLWK� UHJDUG� WR� FODVVLˉFDWLRQ� WKDW� DQ\�
SURGXFW� WKDW� DFFHVVRUL]HV� D� PHGLFDO� GHYLFH�
LV� UHJXODWHG� LQ� WKH� VDPH� PDQQHU�� PHDQLQJ�
LQ� WKH� VDPH� FODVV�� DV� WKH� PHGLFDO� GHYLFH� LW�
DFFHVVRUL]HV�� 2IWHQ� WKDWȠV� SUHWW\� VLPSOH� WR�
ˉJXUH�RXW��,I�,�VHOO�DQ�XOWUDVRXQG�PDFKLQH��DQG�
VRPHRQH�HOVH�VHOOV�WKH�WUDQVGXFHU�WKDW�LV�XVHG�
to send the sound waves into the body and 
UHFRUG�WKH�UHWXUQLQJ�ZDYHV�DQG�WUDQVPLW�WKHP�
WR� WKH� XOWUDVRXQG� PDFKLQH�� LW� PDNHV� VHQVH�
that that transducer would be placed in the 
VDPH� FODVVLˉFDWLRQ� DV� WKH� PHGLFDO� GHYLFH� LW�
DFFHVVRUL]HV��QDPHO\�WKH�XOWUDVRXQG�PDFKLQH��
,I� WKH� WUDQVGXFHU� GRHVQȠW� ZRUN�� WKH� SDWLHQW�
LV� SRWHQWLDOO\� DW� ULVN� IRU� WKH� VDPH� VDIHW\� DQG�
HIIHFWLYHQHVV� LVVXHV� DV� ZKHQ� WKH� XOWUDVRXQG�
PDFKLQH�LWVHOI�GRHVQȠW�ZRUN�

Regulated Apps (continued...)

WR�GHVFULEH�WKH�IXQFWLRQDOLW\��6R��LI�\RX�GRQȠW�ˉQG�
DQ\WKLQJ� DIWHU� VHDUFKLQJ�� \RX�PLJKW� XVH� RQH� RI�
WKH�YHKLFOHV�IRU�DVNLQJ�)'$�WKLV�W\SH�RI�TXHVWLRQ��
,Q� FRQQHFWLRQ� ZLWK� WKH� PRELOH� PHGLFDO� DSS�
JXLGDQFH��)'$�KDV�FUHDWHG�DQ�HPDLO�DGGUHVV�\RX�
FDQ�XVH�WR�DVN�ZKHWKHU�\RXU�DSS�LV�UHJXODWHG��)RU�
FDVHV�ZKHUH�\RX� WKLQN�\RX� IDOO� LQWR�D�JUD\�DUHD�
DQG�\RX�ZDQW�D�PRUH�FHUWDLQ�DQVZHU�� WKHUH� LV�D�
SURFHVV�IRU�ˉOLQJ�ZKDW�LV�UHIHUUHG�WR�DV�D�����J��
VXEPLVVLRQ� WKDW� JLYHV� \RX� D� PRUH� GHˉQLWLYH�
DQVZHU��,W�WDNHV�DERXW����GD\V�IRU�)'$�WR�UHVSRQG�
typically, but they have been running longer than 
that recently.

What the guidance says

%H\RQG� ORRNLQJ�WR�VHH� LI�)'$�KDV� UHJXODWHG�WKH�
VDPH� IXQFWLRQDOLW\� SUHYLRXVO\�� WKHUH� LV� D� PRUH�
FRQFHSWXDO�ZD\� WR�GHWHUPLQH�ZKHWKHU�\RXU�DSS�
LV� UHJXODWHG�� ,Q� WKH� ˉQDO� PRELOH� PHGLFDO� DSS�
JXLGDQFH�GRFXPHQW��)'$�OD\V�RXW�WKUHH�GLIIHUHQW�
FDWHJRULHV�RI�UHJXODWHG�DSSV��,�ZLOO�GHVFULEH�HDFK�
one in turn.

Class Risk Regulatory requirements

Class I Low 7\SLFDOO\��PRVWO\�REVHUYDQFH�RI�WKH�TXDOLW\�
V\VWHP�DQG�UHSRUWLQJ�RI�DGYHUVH�HYHQWV�

Class II 0HGLXP 7KH�FODVV�,�UHTXLUHPHQWV�SOXV�RIWHQ�DQ�
REOLJDWLRQ�WR�VHHN�)'$�FOHDUDQFH�EHIRUH�
PDUNHWLQJ��)'$�FOHDUDQFH�LQYROYHV�VKRZLQJ�
that your product is substantially equivalent to 
RWKHUV�LQ�WKH�PDUNHW��DQG�RIWHQ�LQYROYHV����RU�
PRUH�GD\V�RI�)'$�UHYLHZ�

Class III +LJK 7KH�FODVV�,�UHTXLUHPHQWV�SOXV�DQ�REOLJDWLRQ�WR�
VHHN�)'$�DSSURYDO�EHIRUH�PDUNHWLQJ��$SSURYDO��
in contrast to clearance, involves showing 
IXQGDPHQWDOO\�WKDW�WKH�SURGXFW�LV�VDIH�DQG�
HIIHFWLYH��2IWHQ�WKLV�UHTXLUHV�FOLQLFDO�VWXGLHV�
DQG�WDNHV�PXFK�ORQJHU�LQ�WHUPV�RI�)'$�UHYLHZ�

Figure 1. Three different categories of regulated apps
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Accessories to medical devices (continued...)

6R� KHUHȠV� ZKHUH� PRELOH� DSSV� FRPH� LQ�� 6RPH� RI� WKH�
PRELOH� DSSV� WKDW� DUH� EHLQJ� GHYHORSHG� ZRXOG� VHHP�
WR� ˉW� WKH� DFFHVVRU\� FDWHJRU\�� 7KH\� DUH� EHLQJ� SURPRWHG�
ZLWK� D� VSHFLˉF� LQWHQGHG� XVH� WR� DFFRPSDQ\�� DQG� LQGHHG�
WR� DFFHVVRUL]H�� D� UHFRJQL]HG� PHGLFDO� GHYLFH�� ([DPSOHV�
DERXQG�� LQFOXGLQJ� DSSV� WKDW� DUH� GHVLJQHG� WR� WDNH� GDWD�
IURP� D� EORRG� JOXFRVH� PHWHU� DQG� WUHQG� LW� WR� KHOS� WKH�
SHUVRQ�ZLWK�GLDEHWHV�EHWWHU�PDQDJH�WKHLU�JOXFRVH�OHYHOV��
6RPH�PRELOH� DSSV� DUH� HYHQ� EHLQJ� XVHG� WR� FRQWURO� WKH�
PHGLFDO� GHYLFH�� IRU� H[DPSOH� WKH\�PLJKW� EH� SDLUHG�ZLWK�
D�EORRG�SUHVVXUH�FXII��7KH�DSS�LV�XVHG�WR�LQˊDWH�WKH�FXII�
DQG�WKHQ�PHDVXUH�WKH�EORRG�SUHVVXUH�

1RZ�� KDYLQJ� VXJJHVWHG� WKDW� LWȠV� DFWXDOO\� SUHWW\� VLPSOH�
WR� ˉJXUH� WKLV� RXW�� XQIRUWXQDWHO\� OLNH� PDQ\� UXOHV�� WKLV�
FDQ� OHDG� WR� RYHUUHJXODWLRQ�� 7KHUH� DUH� UHODWLYHO\� VLPSOH�
DFFHVVRULHV�WKDW�GR�QRW�HQJHQGHU�PXFK�ULVN�RI�IDLOXUH��EXW�
LI�WKH\�DUH�SDLUHG�ZLWK�D�KLJK�ULVN�GHYLFH��WKLV�DFFHVVRU\�
FDQ�ˉQG� LWVHOI� LQ� WKH� VDPH�KLJK� ULVN� FODVVLˉFDWLRQ��7KDW�
KDV� VLJQLˉFDQW� SUDFWLFDO� LPSOLFDWLRQV� EHFDXVH� DQ\WLPH�
WKH� YHQGRU� RI� WKH� DFFHVVRU\� ZDQWV� WR� PDNH� FKDQJHV��
WKH�YHQGRU�ZLOO�ˉQG�LWVHOI�KDYLQJ�WR�MXPS�WKURXJK�H[WUD�
KRRSV�DW�)'$�

$V� D� SUDFWLFDO� PDWWHU�� )'$� LV� VXSSRVHG� WR� DYRLG� WKDW�
RYHUUHJXODWLRQ� E\� SXEOLVKLQJ� VSHFLˉF� FODVVLˉFDWLRQV� IRU�
ORZ�ULVN�DFFHVVRULHV��7KH�SUREOHP�LV��WKDW�SURFHVV�UHTXLUHV�
D� UDWKHU� HODERUDWH� IRUP� RI� UXOHPDNLQJ�� DQG� )'$� LQ� WKH�
SUHVHQW�HQYLURQPHQW�RI�EXGJHW�FKDOOHQJHV�LV�QRW�LQFOLQHG�
WR�FUHDWH�WKRVH�FODVVLˉFDWLRQV��$�FRXSOH�RI�\HDUV�DJR�)'$�
FUHDWHG�D�QHZ�FODVVLˉFDWLRQ�IRU�VRIWZDUH�DFFHVVRULHV�WKDW�
WKH\� FDOOHG�PHGLFDO� GHYLFH�GDWD� V\VWHPV�� RU�0''6�� DQG�
WKH� GHYHORSPHQW� RI� WKDW� FODVVLˉFDWLRQ� WRRN� \HDUV�� 6R�
LQVWHDG� RI� SXUVXLQJ� QHZ� FODVVLˉFDWLRQV�� WR� VDYH�PRQH\��
)'$�GRHV�QRW�SURPXOJDWH�WKHVH�DFFHVVRU\�FODVVLˉFDWLRQV�
YHU\�RIWHQ�DQG�LQVWHDG�IDYRUV�OHVV�IRUPDO�URXWHV�WKDW�DUH�
QRW� DOZD\V� DYDLODEOH�� 8QIRUWXQDWHO\�� DV� D� FRQVHTXHQFH��
PDQ\� W\SHV� RI� VRIWZDUH� WKDW� SOD\� UHODWLYHO\� EHQLJQ�
DFFHVVRU\�UROHV�JHW�XS�FODVVLˉHG�DQG�RYHUUHJXODWHG�

)'$� UHFRJQL]HV� WKH� SUREOHP�� DQG� LQ� WKH� JXLGDQFH�
indicates that they will be developing a separate guidance 
SURYLGLQJ�VRPH�JHQHUDO�UXOHV�GHVLJQHG�WR�PLQLPL]H�WKH�
HIIHFW� RI� WKLV� XS� FODVVLˉFDWLRQ�� 3UHVXPDEO\� WKH\� ZLOO�
FRPH�XS�ZLWK�GHVFULSWLRQV�IRU�FDWHJRULHV�RI�DFFHVVRULHV�
WKDW� WKH\� ZLOO� WUHDW� DV� ORZ� ULVN�� QRWZLWKVWDQGLQJ� WKH�
DFFHVVRU\�VWDWXV�� ,�KDYH� WR�DGPLW�� WR�PH�WKDW� LV�D�%DQG�
Aid approach because by law the agency is supposed to 
DGRSW� FODVVLˉFDWLRQV� DQG� LWȠV� YHU\� DZNZDUG� WR� GR� DOO� RI�
WKLV�E\�JXLGDQFH��%XW��VR�IDU��QR�RQH�KDV�RIIHUHG�WR�PDNH�
PH�.LQJ�VR� ,�FDQȠW� MXVW� WHOO�)'$�ZKDW�WR�GR��%HLQJ�.LQJ�
really would be handy though.

$V� D� FRQVHTXHQFH� RI� DOO� RI� WKDW�� � )'$� LV� WU\LQJ� WR�
DUWLFXODWH� DW� OHDVW� D� JHQHUDO� GHˉQLWLRQ� IRU� ZKHQ� LW�
EHOLHYHV�WKDW�D�PRELOH�DSS�ZLOO�DFFHVVRUL]H�D�PHGLFDO�
GHYLFH��ZKLOH�DYRLGLQJ�WKH�XVH�RI�WKH�WHUP�DFFHVVRU\��
,WȠV�IXQQ\�KRZ�SROLWLFV�DQG�EXGJHW� LVVXHV�FDQ�FDXVH�
an agency to behave in  such a way.

,Q� WKH�PRELOH� PHGLFDO� DSS� JXLGDQFH�� )'$� GHFODUHV�
WKDW�LW�ZLOO�UHJXODWH�DSSV�WKDW�DUH�DQ�ȢH[WHQVLRQȣ�RI�D�
PHGLFDO�GHYLFH��7R�EH�DQ�H[WHQVLRQ��WKH�DSS�PXVW�EH�
FRQQHFWHG�WR�WKH�PHGLFDO�GHYLFH��DQG�PXVW�GR�RQH�RI�
two things:

���&RQWURO�WKH�PHGLFDO�GHYLFH�RU
���'LVSOD\��VWRUH��DQDO\]H�RU�WUDQVPLW�SDWLHQW�
VSHFLˉF�PHGLFDO�GHYLFH�GDWD�

7R� P\� VLPSOH� ZD\� RI� WKLQNLQJ�� WKHVH� WZR�
VXEFDWHJRULHV� UHODWH� WR� LQIRUPDWLRQ� VHQW� WR� WKH�
GHYLFH�DQG�LQIRUPDWLRQ�WDNHQ�IURP�WKH�GHYLFH�

,� DVVXPH�PRVW�SHRSOH� DJUHH� WKDW� WKH�ˉUVW� FDWHJRU\�
PDNHV�HPLQHQW�VHQVH��,I�D�PHGLFDO�GHYLFH�LV�UHJXODWHG��
DQG�LI�DQ�DSS�LV�XVHG�WR�FRQWURO�WKDW�PHGLFDO�GHYLFH��
LW�VXUHO\�VHHPV�UHDVRQDEOH�WKDW�)'$�ZRXOG�UHJXODWH�
WKH� DSS� WKDWȠV� GRLQJ� WKH� FRQWUROOLQJ�� 6R� LI� D� EORRG�
SUHVVXUH�FXII�LV�UHJXODWHG��DQG�LI�DQ�DSS�LV�FRQWUROOLQJ�
LQˊDWLRQ� RI� WKH� FXII� DQG� WKH� WDNLQJ� RI� WKH� EORRG�
SUHVVXUH�UHDGLQJ��)'$�VKRXOG�UHJXODWH�WKH�DSS��,I�WKH�
DSS�GRHVQȠW�ZRUN�� WKH�GHYLFH�GRHVQȠW�ZRUN��0DQ\�RI�
WKH�VDIHW\�RU�HIIHFWLYHQHVV�LVVXHV�DVVRFLDWHG�ZLWK�WKH�
PHGLFDO� GHYLFH� FRXOG� SRWHQWLDOO\� EH� LPSOLFDWHG� E\�
WKH�FRQWUROOHU�RI�WKH�GHYLFH��)RRWQRWH����RI�WKH�ˉQDO�
guidance says that controlling the device includes 
FRQWUROOLQJ� WKH� LQWHQGHG� XVH�� IXQFWLRQ�� PRGHV� RU�
HQHUJ\�VRXUFH�RI�WKH�FRQQHFWHG�PHGLFDO�GHYLFH��,WȠV�D�
pretty broad category.

8SRQ� UHDGLQJ� WKH� VHFRQG� SURQJ� RI� WKH� DFFHVVRU\�
FDWHJRU\��WKDW�LV�DSSV�WKDW�ȢGLVSOD\��VWRUH��DQDO\]H�RU�
WUDQVPLW� SDWLHQW� VSHFLˉF�PHGLFDO� GHYLFH� GDWD�ȣ� LQ� D�
EXUVW�RI�H[FLWHPHQW�WKH�UHDGHU�PLJKW�VD\��KH\�WKDWȠV�
D�PHGLFDO�GHYLFH�GDWD�V\VWHP��%XW�WKDW�UHDGHU�ZRXOG�
be wrong. Sorry.

7R�EH�VXUH��PHGLFDO�GHYLFH�GDWD�V\VWHPV�DUH�LQFOXGHG�
ZLWKLQ� WKH� VFRSH� RI� WKDW� VHFWLRQ�� EXW� WKH� QHZ�
ODQJXDJH�JRHV�PXFK� IXUWKHU��$�PHGLFDO�GHYLFH�GDWD�
V\VWHP� LV� D� SLHFH� RI� VRIWZDUH� WKDW� GLVSOD\V�� VWRUHV��
FRQYHUWV� �WKURXJK� OLPLWHG� SUHVHW� SDUDPHWHUV�� RU�
WUDQVPLWV�SDWLHQW�VSHFLˉF�PHGLFDO�GHYLFH�GDWD��

II. Which Apps Does FDA Regulate? (continued...)
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2QH�RI�WKH�NH\�GLIIHUHQFHV�EHWZHHQ�WKRVH�WZR�FDWHJRULHV�LV�ȢDQDO\VLV�ȣ�0''6�
VRIWZDUH� FDQQRW� DQDO\]H� GDWD�� ,I� D� SLHFH� RI� VRIWZDUH� DQDO\]HV� GDWD�� LW� GRHV�
QRW�TXDOLI\�IRU�0''6�FODVV�,�WUHDWPHQW��6RIWZDUH�WKDW�DQDO\]HV�WKH�GDWD�IURP�
WKH� PHGLFDO� GHYLFH� LV� FRQVLGHUHG� PXFK� KLJKHU� ULVN� WKDQ� PHUHO\� WKH� PXFK�
GXPEHU�IXQFWLRQV�RI� MXVW�PRYLQJ�GDWD�DURXQG��)'$�FRQVLGHUV�DQDO\VLV� WR�EH�
DQ� LQKHUHQWO\� ULVNLHU� DFWLYLW\�� DQG� WKHUHIRUH� LV�PXFK�PRUH� OLNHO\� WR� FODVVLI\�
VRIWZDUH� ZKLFK� DQDO\]HV� PHGLFDO� GHYLFH� GDWD� LQWR� WKH� VDPH� FODVV� DV� WKH�
PHGLFDO�GHYLFH�WKDW�JHQHUDWHG�WKH�GDWD�

,Q� WKLV� VHFWLRQ�� )'$� GRHV� QRW� GHˉQH� ZKDW� ȢDQDO\]LQJȣ� PHDQV�� /DWHU� LQ� WKH�
JXLGDQFH�� LQ� WKH� HQIRUFHPHQW� GLVFUHWLRQ� EXFNHW�� DSSV� WKDW� ȢWUHQGȣ� EORRG�
SUHVVXUH�PHDVXUHPHQWV� DQG� VKDUH� WKDW� GDWD�ZLWK� KHDOWKFDUH� SURYLGHUV� DUH�
VXEMHFW� WR�HQIRUFHPHQW�GLVFUHWLRQ��7KHUHIRUH�� ,�ZRXOG�JDWKHU� WKDW�DQDO\]LQJ�
PHDQV� VRPHWKLQJ�PRUH� WKDQ�PHUHO\� WUHQGLQJ�� %XW�ZKHUH� H[DFWO\� GRHV� )'$�
GUDZ� WKH� OLQH� EHWZHHQ� UHODWLYHO\� EHQLJQ� DQDO\VLV� OLNH� WUHQGLQJ� DQG� PRUH�
ULJRURXV�DQDO\VLV�WKDW�ZRXOG�EH�VXEMHFW�WR�)'$�UHJXODWLRQ"

,� ZRXOG� QRWH�� WRR�� WKDW� WKHUH� LV� D� ELJ� GLIIHUHQFH� EHWZHHQ� WKH� GLVSOD\LQJ�
RI� GDWD� SHUPLWWHG� LQ�0''6� DQG� WKH� GLVSOD\LQJ� RI� GDWD� WKDW�PLJKW� FDXVH� D�
PRELOH�DSS�WR�EH�DQ�DFFHVVRU\�WR�D�PHGLFDO�GHYLFH��0''6�VRIWZDUH�PD\�RQO\�
GLVSOD\�GDWD�LQ�LWV�RULJLQDO�IRUP�IURP�WKH�PHGLFDO�GHYLFH��6R�LI��IRU�H[DPSOH��
D� EORRG� JOXFRVH� PHWHU� SURGXFHV� GDWD� RQ� EORRG� JOXFRVH� YDOXHV� DQG� WLPH��
0''6�PD\�RQO\�SUHVHQW�WKDW�GDWD�DV�RUGHUHG�SDLUV��7KH�VRIWZDUH�PD\�QRW��IRU�
H[DPSOH��SURGXFH�D�OLQHDU�JUDSK��)'$�EHOLHYHV�WKDW�D�OLQHDU�JUDSK�LV�DFWXDOO\�
DQ�LQWHUSUHWDWLRQ�RI�WKH�GDWD��VXJJHVWLQJ�D�OLQHDU�UHODWLRQVKLS�EHWZHHQ�GDWD�
points.

0\�SRLQW�LV�VLPSO\�WKLV��7KH�VFRSH�RI�WKLV�DFFHVVRU\�FDWHJRU\�LV�EURDGHU�WKDQ�
0''6��$�PRELOH�PHGLFDO�DSS�WKDW�IXQFWLRQV�DV�0''6�LV�FHUWDLQO\�UHJXODWHG��
EXW� VR� WRR� LV� DQ� DSS� WKDW� LQWHUSUHWV� PHGLFDO� GHYLFH� GDWD� E\� DQDO\]LQJ� LW�
RU� HYHQ� MXVW� GLVSOD\LQJ� LW� LQ� D� GLIIHUHQW� IRUPDW� WKDQ�ZDV� JHQHUDWHG� E\� WKH�
PHGLFDO�GHYLFH�

Freestanding medical device apps

6RPH�RI�WKH�PRUH�LQQRYDWLYH�DQG�IUDQNO\�FRRO�PHGLFDO�DSSV�DUH�WKRVH�ZKLFK�
GRQȠW�VLPSO\�FRQQHFW� WR�DQ�H[LVWLQJ�PHGLFDO�GHYLFH��EXW� WUDQVIRUP�D�PRELOH�
SKRQH�LQWR�D�PHGLFDO�GHYLFH�LWVHOI��6R�ZKDW�GRHV�)'$�LQFOXGH�LQ�WKLV�FDWHJRU\"

$SSV� FDQ� GR� D�ZKROH� ORW�PRUH� WKDQ� VLPSO\� VXSSOHPHQW� DQRWKHU�� RWKHUZLVH�
LQGHSHQGHQW�PHGLFDO�GHYLFH��$SSV�FDQ�EH�VR�VRSKLVWLFDWHG��DQG�WKH�UDQJH�RI�
SRWHQWLDO�DFFHVVRULHV�WR�WKH�PRELOH�SKRQH�VR�GLYHUVH�DQG�VR�SRZHUIXO��WKDW�LWȠV�
DFWXDOO\�HDV\�WR�WXUQ�D�PRELOH�SKRQH�LQWR�D�PHGLFDO�GHYLFH��7\SLFDOO\�WKLV�LV�
GRQH�LQ�RQH�RI�WKUHH�ZD\V�

)LUVW�� \RX� FDQ� XVH� WKH� SKRQHȠV� EXLOW�LQ� IXQFWLRQDOLW\� OLNH� WKH� DFFHOHURPHWHU��
PLFURSKRQH�RU� FDPHUD� WKDW� FRPHV� DOPRVW� VWDQGDUG�ZLWK� D� VPDUW� SKRQH� WR�
PDNH� D� GHYLFH�� -XVW� DERXW� DQ\�RI� WKRVH�EXLOW�LQ� VHQVRUV� FDQ�EH� WXUQHG� LQWR�
VRPH�VRUW�RI�PHGLFDO�GHYLFH��)RU�H[DPSOH��DQ�DSS�FDQ�PDNH�XVH�RI�WKH�EXLOW�LQ�

PLFURSKRQH�WR�WXUQ�WKH�PRELOH�SKRQH�LQWR�
DQ� HOHFWURQLF� VWHWKRVFRSH�� :LWK� WKLV� DSS��
MXVW� SXW� WKH�PLFURSKRQH�XS� WR�\RXU� FKHVW�
and listen to your heart beat. Or, use the 
FDPHUD� WR� UHDG�D�XULQDO\VLV� WHVW� VWULS�� DQG�
you can turn the phone into a urinalysis 
LQVWUXPHQW�� 7KLV� FDWHJRU\� LQFOXGHV� WKH�
UDWKHU� VXEVWDQWLDO� FDWHJRU\� RI� DSSV� WKDW�
DOORZ� WKH� GLVSOD\� RI� UDGLRORJLFDO� LPDJHV��
0RELOH� SKRQHV� DQG� WDEOHWV� KDYH� EHFRPH�
quite popular in serving as a class II picture 
DUFKLYLQJ� DQG� FRPPXQLFDWLRQ� V\VWHP�� RU�
VR�FDOOHG� 3$&6�� ,Q� WKLV� ZD\�� WKHVH� PRELOH�
SKRQH� V\VWHPV� UHSODFH� FRPPRQ� YLHZHUV�
WKDW�SK\VLFLDQV�XVHG� WR�XVH� IRU�GLVSOD\LQJ�
WKHVH�UDGLRORJLFDO�LPDJHV�

6HFRQG��\RX�FDQ�FRQQHFW�WKH�PRELOH�SKRQH�
WR�D�FRPPRQ�DWWDFKPHQW�RI�VRPH�VRUW��OLNH�
D�JHQHUDO�SXUSRVH�KHDUW� UDWH�PRQLWRU��DQG�
with a special app turn the phone into a 
PHGLFDO�GHYLFH�XVHG� WR�PRQLWRU� WKH�KHDUW�
IRU� GLDJQRVWLF� RU� WKHUDSHXWLF� SXUSRVHV��
7KLV� LV� D� FRPELQDWLRQ� RI� WHFKQRORJ\� ZLWK�
PHGLFDO�GHYLFH�W\SH�SURPRWLRQDO�FODLPV�RI�
WKH�NLQG�GLVFXVVHG�LQ�WKH�FKDSWHU���

$QG� WKLUG�� \RX� FDQ� FRQQHFW� D� PRELOH�
SKRQH� WR� VSHFLDOL]HG� DWWDFKPHQWV� VXFK�
as a blood glucose strip reader and turn 
WKH� PRELOH� SKRQH� LQWR� D� EORRG� JOXFRVH�
PHWHU�� 7KLV� LV� DQ� DUHD� WKDW� ZRXOG� VHHP�
ULSH� IRU� IXWXUH� JURZWK� DV�PRUH� DQG�PRUH�
VSHFLDOL]HG� DWWDFKPHQWV� DUH� FUHDWHG� WKDW�
WDNH� DGYDQWDJH� RI� WKH� FRPSXWLQJ� SRZHU�
DQG�VRSKLVWLFDWLRQ�RI�PRGHUQ�VPDUWSKRQHV�

,Q�$SSHQGL[�&�WR�)'$ȠV�PRELOH�PHGLFDO�DSS�
JXLGDQFH��RQ�SDJHV����WKURXJK�����)'$�OLVWV�
DOPRVW�D�GR]HQ�GLIIHUHQW�NLQGV�RI�PHGLFDO�
devices that you could create either using 
WKH�LQWHUQDO�VHQVRUV�RU�VLPSOH�DWWDFKPHQWV�

,Q� DQDO\]LQJ� WKHVH� SRVVLEOH� VFHQDULRV��
)'$� RIIHUV� XS� WKH� EDVLF� VWDQGDUG� DOUHDG\�
GLVFXVVHG��GRHV�WKH�UHVXOWLQJ�FRQˉJXUDWLRQ�
RI� VRIWZDUH�DQG�KDUGZDUH� VHUYH� WKH� VDPH�
IXQFWLRQ� DV� D� WUDGLWLRQDO� PHGLFDO� GHYLFH�
SUHYLRXVO\� UHJXODWHG"� ,I� LW� GRHV�� )'$�
regulates the app.
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Clinical decision support software, but called something else

+HUHȠV�DQRWKHU�VHFWLRQ�RI�WKH�JXLGDQFH�WKDW�GRHV�QRW�FRPH�DFURVV�DV�FOHDUO\�DV�LW�
FRXOG�EHFDXVH�RI�SROLWLFV��)'$�KDV�SXEOLFO\�SURPLVHG�WKH\�ZLOO�H[DPLQH�WKH�LVVXH�
RI�FOLQLFDO�GHFLVLRQ�VXSSRUW�VRIWZDUH�WKURXJK�D�VHSDUDWH�SXEOLF�SURFHVV��DQG�LQGHHG�
FRQVXOW�ZLWK�)&&�DQG�21&�RQ�WKLV�WRSLF�DV�D�SDUW�GUDIWLQJ�WKH�)'$6,$�UHSRUW�GXH�
LQ�-DQXDU\�������,�ZLOO�WDON�PRUH�DERXW�WKDW�ODWHU��EXW�P\�SRLQW�KHUH�LV�WKH�DJHQF\�
GRHVQȠW�ZDQW�WR�JHW�DKHDG�RI�WKDW�SURFHVV�E\�GHˉQLQJ�FOLQLFDO�GHFLVLRQ�VXSSRUW�LQ�
WKLV�PRELOH�PHGLFDO�DSS�JXLGDQFH�GRFXPHQW�

+RZHYHU�� KHUHȠV� WKH� FRQXQGUXP�� )'$� UHDOO\� FDQȠW� GHˉQH� WKH� XQLYHUVH� RI� PRELOH�
PHGLFDO� DSSV� ZLWKRXW� WDONLQJ� DERXW� RQH� RI� WKH� NH\� FDWHJRULHV�� FOLQLFDO� GHFLVLRQ�
VXSSRUW�VRIWZDUH��6R�WKH\�JR�DKHDG�DQG�GHVFULEH�LW��EXW�GRQȠW�XVH�WKH�SURSHU�QDPH��
-XVW�EHWZHHQ�\RX�DQG�PH��ZH�ERWK�NQRZ�WKDW�LW�LV�FOLQLFDO�GHFLVLRQ�VXSSRUW�VRIWZDUH��
RU�&'6�

,Q�GHˉQLQJ�WKLV�WKLUG�FDWHJRU\��)'$�VD\V�WKH\�UHJXODWH�DSSV�WKDW�

���3HUIRUP�SDWLHQW�VSHFLˉF�DQDO\VLV�DQG
���3URYLGH�SDWLHQW�VSHFLˉF�GLDJQRVLV�RU�WUHDWPHQW�UHFRPPHQGDWLRQV

7KDW�VKRXOG�EH�D�GHDG�JLYHDZD\�WKDW�ZHȠUH�WDONLQJ�DERXW�&'6��7KH�GHˉQLWLRQ�OLQHV�
XS�YHU\�FORVHO\�ZLWK�ZKDW�)'$�KDV�XVHG�LQ�WKH�SDVW�WR�GHˉQH�&'6�

%XW�DIWHU�SURYLGLQJ�D�YHU\�JHQHUDO�GHˉQLWLRQ��)'$�SURYLGHV�RQO\�D�FRXSOH�RI�H[DPSOHV�
LQ�WKH�JXLGDQFH�LWVHOI�RI�DSSV�WKDW�WKH�DJHQF\�LQWHQGV�WR�UHJXODWH��7KH�DUFKHW\SDO�
H[DPSOH� LV� FRPSXWHU� DLGHG� GHWHFWLRQ� VRIWZDUH�� RU� &$'��7KLV� VRIWZDUH�� DQG� RWKHU�
H[DPSOHV� OLNH� UDGLDWLRQ� WKHUDS\� WUHDWPHQW� SODQQLQJ� DQG� LPDJLQJ� SURFHVVLQJ�
VRIWZDUH��GR�QRW�XVH�DQ\�VSHFLDOL]HG�KDUGZDUH�RWKHU�WKDQ�WKH�FRPSXWLQJ�SRZHU�RI�
WKH�PRELOH�SKRQH�RU� WDEOHW��1RQHWKHOHVV�� LQ�)'$ȠV�YLHZV�� WKHVH� W\SHV�RI� VRIWZDUH�
PHHW�WKH�GHˉQLWLRQ�RI�D�PHGLFDO�GHYLFH�EHFDXVH�WKH\�DUH��DQG�,�DP�SDUDSKUDVLQJ��
D�FRQWULYDQFH�XVHG�LQ�WKH�GLDJQRVLV�RU�WUHDWPHQW�RI�D�GLVHDVH�RU�RWKHU�FRQGLWLRQ�

II. Which Apps Does FDA Regulate? (continued...)

(YHQ�WKRXJK�WKH�WRSLF�LV�JLYHQ�YHU\�VKDOORZ�
WUHDWPHQW�LQ�WKH�ˉQDO�PRELOH�PHGLFDO�DSS�
JXLGDQFH�� WKLV� FDWHJRU\� RI� &'6� GHVHUYHV�
PRUH�DWWHQWLRQ�DQG�VR� ,�GHGLFDWH�D�ZKROH�
FKDSWHU� EHORZ�� :KDWȠV� LPSRUWDQW� WR�
XQGHUVWDQG� LV� WKDW� HYHQ� WKRXJK� )'$� KDV�
QRW� IXOO\� GHˉQHG� &'6�� WKH\� DUH� DOUHDG\��
DQG�LQ�IDFW�KDYH�EHHQ�IRU�TXLWH�VRPH�WLPH��
UHJXODWLQJ�WKH�KLJKHU�ULVN�SURGXFWV� LQ�WKLV�
category.

Unregulated mobile apps

+DYLQJ� GHˉQHG� ZKDW� )'$� UHJXODWHV�� LW�
EHFRPHV� HDVLHU� WR� XQGHUVWDQG� ZKDW� WKH�
agency doesn’t regulate, principally by 
subtracting the regulated apps.

%XW� )'$� JRHV� IXUWKHU� DQG� JLYHV� VSHFLˉF�
guidance as to things which in the agency’s 
PLQG� GR� QRW� FRQVWLWXWH� PHGLFDO� GHYLFHV��
7KH� OLVW� LV� QRZKHUH� QHDU� FRPSUHKHQVLYH��
EHFDXVH�WKHUH�ZRXOG�EH�DQ�HQGOHVV�OLVW�RI�
DSSV�WKDW�GR�QRW�TXDOLI\�DV�PHGLFDO�GHYLFHV��
%XW� WKH�DJHQF\�SLFNHG�D� IHZ�WKDW�SHUKDSV�
they have received questions regarding to 
XVH� DV� H[DPSOHV�� )'$� SURYLGHV� ˉYH�PDMRU�
FDWHJRULHV�RI�DSSV�WKH\�GR�QRW�UHJXODWH�

1. Electronic copies of medical reference 
materials

)'$�GRHV�QRW�UHJXODWH�HOHFWURQLF�FRSLHV�RI�
PHGLFDO� UHIHUHQFH� PDWHULDOV�� 7KLV� ZRXOG�
LQFOXGH� VXFK� WKLQJV� DV� HOHFWURQLF�PHGLFDO�
GLFWLRQDULHV�� HOHFWURQLF�PHGLFDO� WH[WERRNV��
DQG� 3K\VLFLDQVȠ� 'HVN� 5HIHUHQFH� PDWHULDOV��
2Q�WKH�RQH�KDQG�\RX�PLJKW�VD\��RI�FRXUVH�
WKH\� GRQȠW�� %XW� WKLQN� DERXW� KRZ� EURDGO\�
WKH� VWDWXWH� LV� ZULWWHQ�� 'RHV� DQ� HOHFWURQLF�
WH[WERRN� PHHW� WKH� GHYLFH� FRPSRQHQW� RI�
WKH� VWDWXWH"� :HOO� LW� SUREDEO\� GRHV�� 'RHV�
LW� PHHW� WKH� LQWHQGHG� XVH� UHTXLUHPHQW"�
:HOO��LQ�D�VHQVH��LW�LV�XVHG�LQ�WKH�GLDJQRVLV�
RU� WUHDWPHQW� RI� GLVHDVH�� $� GRFWRU� PLJKW�
FRQVXOW�DQ�HOHFWURQLF�WH[WERRN�LQ�PDNLQJ�D�
GLDJQRVLV��6R�LW�LV�D�JRRG�WKLQJ�)'$�VWDWHV�
LW� KDV� QR� LQWHQWLRQ� RI� UHJXODWLQJ� WKHVH�
DUWLFOHV"

Unregulated mobile apps

Regulated
mobile

medical apps

Mobile apps subject to 
enforcement discretion

8QUHJXODWHG�PRELOH�DSSV
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)RU� HDFK� RI� WKHVH� H[FOXVLRQV� ,� WKLQN� LWȠV� LPSRUWDQW� WR� XQGHUVWDQG�ZK\� )'$� LV�
H[FOXGLQJ�WKHP�IURP�WKH�PHGLFDO�GHYLFH�FDWHJRU\��EHFDXVH�RIWHQ�LW�LV�QRW�VLPSO\�
D� OLWHUDO� LQWHUSUHWDWLRQ� RI� WKH� VWDWXWH�� 5DWKHU�� )'$� FRQVLGHUV� RWKHU� IDFWRUV� QRW�
H[SUHVVO\� VWDWHG� LQ� WKH� VWDWXWH�� ,I� \RX� XQGHUVWDQG� WKH� UHDVRQLQJ� DV� WR� ZK\�
WKHVH�ˉYH�FDWHJRULHV�DUH�QRW�PHGLFDO�GHYLFHV��\RX�ZLOO�EH�DEOH� WR�PDNH�EHWWHU�
MXGJPHQWV�DERXW�RWKHU�SURGXFWV�

7KH� UHDVRQ� WKDW� HOHFWURQLF� PHGLFDO� WH[WERRNV� DUH� QRW� PHGLFDO� GHYLFHV� LV� WKH�
JHQHUDOLW\� RI� WKH� LQIRUPDWLRQ�� ,QIRUPDWLRQ� LQ� D� PHGLFDO� UHIHUHQFH� LV� QRW�
FXVWRPL]HG�WR�D�SDUWLFXODU�SDWLHQW�� ,Q� WKDW�VHQVH�� LW� VHUYHV�D�GLIIHUHQW� IXQFWLRQ�
IURP� &'6� RU� DQ\� RWKHU� VRIWZDUH� WKDW� SURYLGHV� VSHFLˉF� LQIRUPDWLRQ� DERXW� D�
VSHFLˉF�SDWLHQW� WR�DLG� LQ�D�VSHFLˉF�GHFLVLRQ�PDNLQJ�SURFHVV�� ,WȠV� WKH�JHQHUDOLW\�
WKDW�PDNHV�WKHVH�UHIHUHQFH�PDWHULDOV�QRW�PHGLFDO�GHYLFHV��6R�DQ\�VRIWZDUH�WKDW�
SURYLGHV�WUXO\�JHQHUDO�ȝ�QRW�SDWLHQW�VSHFLˉF�ȝ�LQIRUPDWLRQ�VKRXOG�QRW�FRQVWLWXWH�
D�PHGLFDO�GHYLFH�

2. Educational tools

)'$� GRHV� QRW� UHJXODWH� HGXFDWLRQDO� WRROV��7KLV� FDWHJRU\� LQFOXGHV�� IRU� H[DPSOH��
PHGLFDO� ˊDVKFDUGV�� PHGLFDO� TXL]� DSSV�� LQWHUDFWLYH� DQDWRP\� GLDJUDPV�� VXUJLFDO�
WUDLQLQJ� YLGHRV� DQG� VR� IRUWK�� )'$� H[FOXGHV� WKLV� FDWHJRU\� IRU� WKH� VDPH� UHDVRQ�
DV� WKH�PHGLFDO� UHIHUHQFH�PDWHULDOV�ȝ� WKH� LQIRUPDWLRQ� LV�TXLWH�JHQHUDO�DQG�QRW�
SDWLHQW�VSHFLˉF�

3. Apps that a patient might use to get medical information

)'$�GRHV�QRW�UHJXODWH�DSSV�WKDW�D�SDWLHQW�PLJKW�XVH�WR�JHW�PHGLFDO�LQIRUPDWLRQ��
7KLV�LV�D�KXJH�DQG�GLYHUVH�FDWHJRU\��,Q�IDFW��LW�SUREDEO\�ZRXOG�EH�KHOSIXO�WR�EUHDN�
LW�GRZQ� LQWR�D� IHZ�PDMRU� VXEFDWHJRULHV��$V� ,� ORRN�DW� WKH� OLVW�RI� LWHPV� WKDW� WKH�
DJHQF\�SURYLGHV�DV�H[DPSOHV��,�ZRXOG�JURXS�WKHP�LQ�WKH�IROORZLQJ�VXEFDWHJRULHV�

(GXFDWLRQDO� PDWHULDOV�� +HUH� WKH� GHˉQLQJ� FKDUDFWHULVWLF� ZRXOG� EH�
WKH� JHQHUDOLW\� RI� WKH� LQIRUPDWLRQ��PXFK� OLNH� WKH� FDWHJRU\� DERYH� IRU�
SURIHVVLRQDO� UHIHUHQFH�PDWHULDOV��7KHVH� DUH�QRW� SDWLHQW� VSHFLˉF�� DQG�
WKHVH� DSSV� VLPSO\� DOORZ�SDWLHQWV� WR� GR�ZLWK� WKH\�PLJKW� GR� XVLQJ� D�
VHDUFK�HQJLQH�ȝ�ˉQG�JHQHUDO� LQIRUPDWLRQ�RXW�WKHUH�UHOHYDQW�WR�WKHLU�
LQWHUHVW�� 7KLQN� DERXW� DOO� WKH� ZHEVLWHV� OLNH� :HE0'� DQG� 0D\R� WKDW�
SURYLGH� JHQHUDO� LQIRUPDWLRQ� WR� SDWLHQWV�� )XUWKHU�� WKLQN� DERXW� DSSV�
WKDW�KHOS�SDWLHQWV�OHDUQ�WKLQJV�OLNH�&35��)'$�GRHV�QRW�WUHDW�WKHVH�DV�
PHGLFDO�GHYLFHV�

$SSV�WKDW�KHOS�FRQVXPHUV�ˉQG�PHGLFDO�FDUH��6HYHUDO�RI�WKH�H[DPSOHV�
)'$�RIIHUV�ˉW�LQWR�WKLV�FDWHJRU\��LQFOXGLQJ�DSSV�WKDW�KHOS�SDWLHQWV�ˉQG�
UHOHYDQW� FOLQLFDO� WULDOV� DQG� DSSV� WKDW� KHOS� SDWLHQWV� ˉQG� WKH� FORVHVW�
PHGLFDO�IDFLOLWLHV�RU�HPHUJHQF\�FDUH�KRWOLQHV�

$SSV�WKDW�KHOS�FRQVXPHUV�VKRS��IRU�H[DPSOH�WR�FRPSDUH�GUXJ�FRVWV�

,Q�H[SODLQLQJ�WKH�VFRSH�RI�WKLV�XQUHJXODWHG�FDWHJRU\��
)'$� HPSKDVL]HV� WKDW� LW� LV� QRW� PHDQW� WR� LQFOXGH�
apps that provide clinical decision support. More 
VSHFLˉFDOO\��)'$�H[SODLQV� WKDW� WKLV�FDWHJRU\�GRHV�QRW�
LQFOXGH� DSSV� WKDW� ȢIDFLOLWDWH� D� KHDOWK� SURIHVVLRQDOȠV�
DVVHVVPHQW�RI�D�VSHFLˉF�SDWLHQW��UHSODFH�WKH�MXGJPHQW�
RI� WKH� KHDOWK� SURIHVVLRQDO� RU� SHUIRUP� DQ\� FOLQLFDO�
DVVHVVPHQW�ȣ�6R�WKH�KDOOPDUN�RI�WKLV�FDWHJRU\�DSSHDUV�
WR�EH�DJDLQ�WKH�JHQHUDOLW\�RI�WKH�LQIRUPDWLRQ��EXW�DOVR�
D�IRFXV�RQ�DVVLVWHG�VKRSSLQJ��$SSDUHQWO\�\RX�FDQ�XVH�
DQ�DSS�DV�D�SDWLHQW� WR�ˉQG�KHDOWK�SURIHVVLRQDOV� DQG�
SURGXFWV��EXW�QRW�WR�ˉJXUH�RXW�DW�OHDVW�VSHFLˉFDOO\�ZK\�
\RX�PLJKW�QHHG�WKHP�

���$XWRPDWH�JHQHUDO�RIˉFH�IXQFWLRQV

)'$� GRHV� QRW� UHJXODWH� DSSV� WKDW� DXWRPDWH� JHQHUDO�
RIˉFH� IXQFWLRQV��/LNH� WKH�RWKHUV�� WKLV�RQH� LV�SUREDEO\�
REYLRXV�EHFDXVH�WKLV�FDWHJRU\�GRHV�QRW�LPSDFW�SDWLHQW�
FDUH��7KHVH� IXQFWLRQV�GR�QRW� LQ�DQ\�ZD\�GLDJQRVH�RU�
WUHDW� SDWLHQWV�� EXW� UDWKHU� VLPSO\� SURYLGH� WKH� RIˉFH�
LQIUDVWUXFWXUH�� 6R� DQ\� VRIWZDUH� WKDW� OLPLWV� LWVHOI� WR�
WKHVH� RIˉFH� IXQFWLRQV�� VXFK� DV� ELOOLQJ� DQG� LQVXUDQFH��
DFFRXQWLQJ�� RU� VFKHGXOLQJ�� LV� VDIHO\� RXWVLGH� RI� )'$ȠV�
purview.

5. General-purpose products

)'$� GRHV� QRW� UHJXODWH� JHQHUDO�SXUSRVH� SURGXFWV��
DQG�WKLV�FDWHJRU\�LV�RQH�RI�WKH�UHDVRQV�,�FRYHUHG�WKH�
LQWHQGHG�XVH�FRQFHSW�LQ�VXFK�GHWDLO�LQ�FKDSWHU����,I�WKH�
LQWHQGHG�XVH�RI�D�SURGXFW�LV�JHQHUDO�HQRXJK�WR�LQFOXGH�
VLJQLˉFDQW� QRQPHGLFDO� XVHV� DV� ZHOO� DV� SRWHQWLDOO\�
PHGLFDO�XVHV��)'$�GRHV�QRW�UHJXODWH�WKDW�SURGXFW��)'$�
GRHV�QRW�UHJXODWH�D�WHVW�WXEH��MXVW�EHFDXVH�VRPH�XVHV�
RI�D�WHVW�WXEH�FRXOG�EH�FOLQLFDO��/LNHZLVH��)'$�GRHV�QRW�
UHJXODWH�DQ�DSS�XVHG�WR�UHFRUG�GLHW�DQG�H[HUFLVH��MXVW�
EHFDXVH�VRPH�KHDOWK�SURIHVVLRQDOV�PLJKW�DGRSW� WKDW�
DSS�IRU�XVH�ZLWK�SDWLHQWV�ZLWK�GLDEHWHV��

,I� WKH� GHYHORSHU� RI� WKH� DSS� OHJLWLPDWHO\� NHHSV� WKH�
GHVFULSWLRQV� RI� WKH� DSS� WR� VXFK� D� KLJK� OHYHO� WKDW�
WKH\�KDYH�ERWK�PHGLFDO� DQG�QRQPHGLFDO�XVHV�� DQG� LI�
WKRVH�QRQPHGLFDO�XVHV�DUH�PDWHULDO�DQG�QRW�ˉFWLRQDO�
RU� K\SRWKHWLFDO�� )'$� ZLOO� QRW� UHJXODWH� WKH� DSS�� )'$�
JLYHV�DV�H[DPSOHV�DSSV�WKDW�FDQ�EH�XVHG�DV�D�JHQHULF�
PDJQLI\LQJ� JODVV�� UHFRUGLQJ� DXGLR� RU� QRWHWDNLQJ��

II. Which Apps Does FDA Regulate? (continued...)

Unregulated mobile apps (continued...)

a.

b.

c.
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II. Which Apps Does FDA Regulate? (continued...)

HPDLO� DQG� PDSV�� $OO� RI� WKRVH� WKLQJV�
FRXOG� EH� XVHG� LQ� D� PHGLFDO� FRQWH[W�� EXW�
KDYH� REYLRXV� QRQPHGLFDO� XVHV� DV� ZHOO��
7\SLFDOO\�WKH�SURPRWLRQ�RI�WKHVH�SURGXFWV�
PXVW�UHPDLQ�DW�D�KLJK�OHYHO�RI�JHQHUDOLW\��
EXW� XQGHU� FHUWDLQ� FLUFXPVWDQFHV� WKH�
GHYHORSHU� FDQ� H[SODLQ� VSHFLˉF� XVHV� VR�
long as the developer does not raise 
DQ\�QHZ� LVVXHV�RI� VDIHW\�RU�HIIHFWLYHQHVV�
LQ� SURYLGLQJ� VSHFLˉF� H[DPSOHV�� 1HZ�
LVVXHV�PLJKW�EH� UDLVHG�� IRU�H[DPSOH��E\�D�
GHYHORSHU� SURPRWLQJ� D� JHQHUDO� SXUSRVH�
PDJQLI\LQJ� JODVV� DV� D� JUHDW� ZD\� WR� ˉQG�
OLIH�WKUHDWHQLQJ�PHODQRPD�

Enforcement discretion

1RZ�ZH�JHW�WR�WDFNOH�DUJXDEO\�WKH�KDUGHVW�
RI� WKH� WKUHH� FDWHJRULHV� ȝ� WKH� PLGGOH�
FDWHJRU\�ȝ�HQIRUFHPHQW�GLVFUHWLRQ�

,� ZLVK� ,� FRXOG� VD\� WKDW� WKHVH� DUH� VLPSO\�
DSSV� WKDW� IDOO� ZLWKLQ� WKH� VWDWXWRU\�
GHˉQLWLRQ� RI� D� PHGLFDO� GHYLFH�� EXW� )'$�
KDV� GHFLGHG� WR� H[HPSW� EHFDXVH� WKH\� DUH�
ORZ� ULVN��7KDWȠV� FORVH�� EXW� QRW� FRPSOHWHO\�
accurate. There are two inaccuracies in 
WKDW�VWDWHPHQW�

)LUVW�� QRW� HYHU\WKLQJ� LQ� WKLV� FDWHJRU\�
FOHDUO\�EHORQJV�LQ�WKH�VWDWXWRU\�GHˉQLWLRQ�
RI�D�PHGLFDO�GHYLFH��:KLOH� ,�ZRXOG�DJUHH�
WKDW� VRPH� RI� WKHP� DUH� PHGLFDO� GHYLFHV��
VRPH� RI� WKHP� DUH� QRW�� %DVLFDOO\� )'$� LV�
saying, let’s not quibble about the apps 
LQ�WKH�GHˉQLWLRQDO�JUD\�DUHD��ZH�ZLOO� MXVW�
WUHDW� WKHP� DV� VXEMHFW� WR� HQIRUFHPHQW�
GLVFUHWLRQ��2ND\��,�FDQ�OLYH�ZLWK�WKDW�

%XW� VHFRQG�� DQG� DUJXDEO\� PRUH�
LPSRUWDQWO\��)'$�LV�QRW�VLPSO\�VD\LQJ�WKDW�
WKHVH� GHYLFHV� DUH� H[HPSWHG� IURP� )'$�
UHTXLUHPHQWV�� +HUHȠV� ZKHUH� )'$� UHDOO\�
PXGGLHV� WKH� ZDWHUV�� ,QVWHDG� RI� D� VLPSOH�
H[HPSWLRQ�� ,� EHOLHYH� WKH� IROORZLQJ� DUH�
DOO� EXQGOHG� XS� LQ� )'$ȠV� FUHDWLRQ� RI� WKLV�
HQIRUFHPHQW�GLVFUHWLRQ�FDWHJRU\�

1. This grant of enforcement discretion is not permanent and unconditional. FDA explicitly 

says that they will monitor the situation and periodically reevaluate their position. In other 

words, they could decide to regulate these apps in the future.

2. FDA recommends that apps in this category be developed under an FDA compliant quality 

system. About now you’re probably thinking, what the hell does that mean? What does 

it mean for a federal agency to “recommend” compliance with a set of regulations? More 

VSHFLˉFDOO\�

:KDW�ZLOO�KDSSHQ�WR�XV�LI�ZH�GR�QRW�IROORZ�WKDW�UHFRPPHQGDWLRQ"�&DQ�ZH�JHW�LQ�
OHJDO� WURXEOH� LI�ZH�GR�QRW"� ,�ZRXOG� VD\�SUREDEO\�QRW�� ,� NQRZ� LWȠV� QRW� FRPSOHWHO\�
UHDVVXULQJ�ZKHQ�DQ�DWWRUQH\�LQVHUWV�WKH�ZRUG�ȢSUREDEO\ȣ�LQ�KLV�RSLQLRQ��EXW�WKDWȠV�
WKH�EHVW�,�FDQ�GR�KHUH��$V�D�ODZ\HU��ZKHQ�DQ�DJHQF\�VLPSO\�UHFRPPHQGV�VRPHWKLQJ��
,�ZRXOG�VD\�LWȠV�QRW�ELQGLQJ�DQG�WKDW�PHDQV�\RX�FDQQRW�JHW�LQWR�WURXEOH�IRU�GHFOLQLQJ�
WKH�UHFRPPHQGDWLRQ��%XW�WKH�GRFXPHQW�LVQȠW�HVSHFLDOO\�FOHDU�

&DQ� WKH\� FRPH� DQG� LQVSHFW� XV"� �:HOO� ,ȠP� QRW� HQWLUHO\� VXUH�ZKDW� WKH� ODZ�ZRXOG�
SHUPLW��EXW�DV�D�SUDFWLFDO�PDWWHU�,�GR�QRW�WKLQN�WKH\�SODQ�WR�FRQGXFW�LQVSHFWLRQV�RI�
DSSV�GHYHORSHG�XQGHU�HQIRUFHPHQW�GLVFUHWLRQ��+RZHYHU��Ȩ

3. There are incentives for following the quality system. Actually, I can think of three or four.

$V� ,� VDLG�DERYH��)'$�SODQV� WR�PRQLWRU� WKH� VLWXDWLRQ�DQG�PD\�FKDQJH� LWV�YLHZ�RQ�
HQIRUFHPHQW�GLVFUHWLRQ�LQ�WKH�IXWXUH��,I�)'$�JHWV�WKH�VHQVH�WKDW�FRPSDQLHV�LQ�WKLV�
FDWHJRU\�DUH�QRW�PDNLQJ�XVH�RI�WKH�TXDOLW\�V\VWHP��DQG�,ȠP�QRW�RIIKDQG�VXUH�KRZ�
WKH\�ZRXOG�NQRZ���WKLV�FRXOG�EH�D�UHDVRQ�WKDW�)'$�ZRXOG�VKLIW�WR�DFWLYHO\�UHJXODWLQJ�
these apps. In other words, industry is being given a chance to do the right thing by 
LWVHOI�ZLWKRXW�D�UHJXODWRU\�UHTXLUHPHQW��EXW�LI�LQGXVWU\�IDLOV�WR�GR�ZLWK�WKH�DJHQF\�
WKLQNV�LW�VKRXOG�GR��D�UHTXLUHPHQW�PLJKW�EH�LQ�RXU�IXWXUH��/RQJ�WHUP�,ȠP�VXUH�WKDW�
)'$�ZRXOG�ORYH�WR�FROOHFW�GDWD�WR�DVVHVV�ZKHWKHU�DGRSWLRQ�RI�D�TXDOLW\�V\VWHP�IRU�
PRELOH�DSSV�HQKDQFHV�TXDOLW\�DQG�UHGXFHV�DGYHUVH�HYHQWV��EXW�XQGHU�WKH�FXUUHQW�
VFKHPH�,ȠP�KRQHVWO\�QRW�VXUH�KRZ�WKH\�ZRXOG�FROOHFW�VXFK�GDWD�

*LYHQ� WKH� ULVN� WKDW� )'$�PLJKW� UHTXLUH� D� TXDOLW\� V\VWHP� LQ� WKH� IXWXUH�� LW�PD\� EH�
HFRQRPLFDOO\�DGYDQWDJHRXV�WR�HPSOR\�D�TXDOLW\�V\VWHP�QRZ�VR�WKDW�\RX�GRQȠW�QHHG�
WR�JR�EDFN�DQG�UHPHGLDWH�WKH�TXDOLW\�RI�\RXU�DSS�ODWHU��,WȠV�D�ZKROH�ORW�FKHDSHU�WR�
EXLOG� LW� ULJKW� WKH�ˉUVW� WLPH�� WKDQ� WR� WU\� WR�JR�EDFN�DQG� UH�FUHDWH�XQGHU� D�TXDOLW\�
V\VWHP�ZKDW�\RXȠYH�DOUHDG\�GRQH�

+HUHȠV�D�ELW�RI�D�GRZQHU��1RZ�WKDW�)'$�KDV�PDGH�WKLV�UHFRPPHQGDWLRQ��LI�D�FRPSDQ\�
GRHV� QRW� DGRSW� D� TXDOLW\� V\VWHP� IRU� RQH� RI� WKH� SURGXFWV� LQ� WKH� HQIRUFHPHQW�
GLVFUHWLRQ�FDWHJRU\��DQG�VRPHRQH�GRHV�HQG�XS�JHWWLQJ�KXUW�� ,�FDQ�ZHOO� LPDJLQH�D�
SODLQWLIIȠV�ODZ\HU�LQ�D�SURGXFW�OLDELOLW\�VXLW�DUJXLQJ�WKDW�WKH�FRPSDQ\�ZDV�QHJOLJHQW�
E\�QRW�HPSOR\LQJ�D�TXDOLW\�V\VWHP�UHFRPPHQGHG�E\�D�IHGHUDO�DJHQF\��,�UHDOO\�GRQȠW�
WKLQN�)'$�FRQWHPSODWHG�WKDW�ZKHQ�WKH\�PDGH�WKH�UHFRPPHQGDWLRQ�

$FWXDOO\�� GDWD� GR� VKRZ� WKDW� XVLQJ� D� TXDOLW\� V\VWHP� LPSURYHV� WKH� TXDOLW\� RI� \RXU�
SURGXFW��ZKLFK�OHDGV�WR� LQFUHDVHG�YDOXH� LQ�WKH�KDQGV�RI�\RXU�FXVWRPHUV�� ,Q�RWKHU�
words, quality is good.

a.

b.

a.

b.

c.

d.
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4. Although it’s not clearly stated, I believe that products in the enforcement discretion 
category will not be subjected to other FDA requirements like adverse event reporting. 
At the same time, I know there is a movement afoot among policymakers responsible 
for health information technology to devise a better and broader system for collecting 
adverse event information associated with any HIT. So perhaps FDA is not requiring these 
enforcement discretion apps to comply with the FDA adverse event reporting process, but 
at the same time is anticipating that these apps might get swept into whatever new adverse 
event reporting mechanism might ultimately be adopted.

$V� ,� VDLG�� LWȠV�QRW�DV� VLPSOH�DV�D�JHQHUDO�H[HPSWLRQ� IURP�)'$� UHJXODWLRQ��7KDW�ZRXOG�EH�
WRR�HDV\��$V�\RX�FDQ�SUREDEO\�WHOO��WKHVH�DPELJXLWLHV�DUH�EURXJKW�DERXW�E\�)'$�IDFLQJ�WKH�
KDUGHVW� WDVN� IRU� DQ\� UHJXODWRU\� DJHQF\�ȝ� OHWWLQJ� JR�� 5HJXODWRUV� ˉQG� LW� YHU\� KDUG� WR� MXVW�
FRPSOHWHO\�H[HPSW�RXW�DQ\WKLQJ��:KHQ� LWȠV�\RXU� MRE� WR� UHJXODWH��GHUHJXODWLQJ�PDNHV�\RX�
very nervous. And so this is what we have.

%XW� OHWȠV�PRYH�RQ� WR� GLVFXVVLQJ�ZKDW� H[DFWO\� LV� LQ� WKLV� HQIRUFHPHQW� GLVFUHWLRQ� FDWHJRU\��
$QG�KHUH� ,� DSSODXG�)'$� IRU�H[WHQGLQJ�HQIRUFHPHQW�GLVFUHWLRQ� WR� VRPH�SUHWW\� LPSRUWDQW�
FDWHJRULHV�RI�DSSV��7KHUH�DUH�VL[�VXEFDWHJRULHV�ZLWKLQ�HQIRUFHPHQW�GLVFUHWLRQ��DQG�HDFK�RI�
WKHP�KDV�D�SROLF\�EDVLV�IRU�H[LVWLQJ�

1. Patient self-management

II. Which Apps Does FDA Regulate? (continued...)

Enforcement discretion (continued...)

Mobile apps subject to enforcement

Regulated
mobile

medical apps

Mobile apps subject to 
HQIRUFHPHQW�GLVFUHWLRQ

Unregulated mobile apps

7KHUH�KDV�EHHQ�TXLWH�D�ELW�RI�VRFLDO�VFLHQFH�UHVHDUFK�LQWR�
ZKDW�PRWLYDWHV�SHRSOH�WR�WDNH�EHWWHU�FDUH�RI�WKHPVHOYHV��
1RZ�PXFK�RI�WKDW�UHVHDUFK�LV�ˉQGLQJ�H[SUHVVLRQ�LQ�PRELOH�
DSSV�� 7KDWȠV� WKH� EHDXW\� RI� D� WHFKQRORJ\� WKDW� IROORZV� XV�
DOO� GD\� ORQJ�� WR�ZRUN�� WR� SOD\� DQG� DW� KRPH��0DQ\� SHRSOH�
HYHQ� UHSRUWHGO\� VOHHS� ZLWK� WKHLU� PRELOH� SKRQHV�� 6R�
WKLV� PRELOH� WHFKQRORJ\� EHFRPHV� DQ� LGHDO� SODWIRUP� IRU�
KHOSLQJ� XV� FKDQJH� RXU� KDELWV�� RXU� OLIHVW\OHV�� 7KURXJK�
FUHDWLQJ�PHVVDJHV� RXU�PRELOH� SKRQHV� FDQ� SURPSW� XV� WR�
GR�FHUWDLQ�WKLQJV�OLNH�H[HUFLVH�RU�WDNH�RXU�PHGLFLQH��RIIHU�
XV� HQFRXUDJHPHQW� WR� GR� WKLQJV� OLNH� VWRS� VPRNLQJ� DQG�
OHFWXUH�XV�RQ�WKH�FRQVHTXHQFHV�RI�HDWLQJ�WKDW�WKLUG�«FODLU��
$FWXDOO\��LW�VRXQGV�NLQG�RI�DQQR\LQJ�WR�PH��EXW�VRPH�SHRSOH�
DSSDUHQWO\�OLNH�LW�

2QH� RI� WKH� NH\V� WR� XQGHUVWDQGLQJ� WKLV� FDWHJRU\� LV� WR�
UHFRJQL]H� WKDW� WKH� DSS� PXVW� VWRS� VKRUW� RI� ȢSURYLGLQJ�
VSHFLˉF�WUHDWPHQW�RU�WUHDWPHQW�VXJJHVWLRQV�ȣ�8QIRUWXQDWHO\��
WKH� JXLGDQFH� SURYLGHV� QR� H[SODQDWLRQ� EH\RQG� WKDW�� %XW�
WKHUH� GRHV� VHHP� WR� EH� D� GLVWLQFWLRQ� EHWZHHQ� FRDFKLQJ�
DQG� UHPLQGLQJ� RQ� WKH� RQH� KDQG�� DQG� GLDJQRVLV� DQG�
WUHDWPHQW� RQ� WKH� RWKHU�� 3UHVXPDEO\� DQ� DSS� WKDW� DOORZV�
WKH� FRQVXPHU� WR� HQWHU� D� OLVW� RI� V\PSWRPV� DQG� EH� WROG�
WKDW�VKH�KDV�D�PLJUDLQH�LV�RXWVLGH�RI�VLPSOH�FRDFKLQJ�DQG�
UHPLQGLQJ��+RZHYHU�� ,� LPDJLQH�D�JUD\�DUHD�ZKHUH�DQ�DSS�
ZDQWV�WR�DPSOLI\�LWV�PHVVDJH�E\�QRW�MXVW�UHPLQGLQJ�PH��EXW�
FDXWLRQLQJ�PH� WKDW�P\� EHKDYLRU�PLJKW� OHDG� WR� D� FHUWDLQ�
disease such as hypertension.
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2. Patient trackers

:H�QHHG�GDWD�WR�PDNH�GHFLVLRQV��VR�,�WUXO\�
believe that apps that allow us to collect 
data on ourselves during the day allow us 
WR� PDNH� PXFK� PRUH� HIIHFWLYH� GHFLVLRQV�
DERXW�IXWXUH�EHKDYLRU��)RU�H[DPSOH��SHRSOH�
ZKR� FDUHIXOO\� PDQDJH� WKHLU� EXGJHWV��
NHHSLQJ�WUDFN�RI�DOO�RI�WKHLU�H[SHQVHV��RIWHQ�
VHHP�WR�PDNH�EHWWHU�SXUFKDVLQJ�GHFLVLRQV�
GRZQ�WKH�URDG��/LNHZLVH��SHRSOH�ZKR�WUDFN�
ZKDW�WKH\�HDW��KRZ�PXFK�H[HUFLVH�WKH\�JHW��
KRZ�PXFK�VOHHS�WKH\�JHW�DQG�VR�IRUWK�FDQ�
PDNH�EHWWHU�GHFLVLRQV�GRZQ�WKH�URDG�

%XW� WKLV� JRHV� EH\RQG� VLPSOH� OLIHVW\OH�
GHFLVLRQV�� 3HRSOH� ZKR� WUDFN� WKHLU� EORRG�
SUHVVXUH��ZHLJKW�� GUXJ� LQWDNH� WLPHV�� VWUHVV�
DQG� RWKHU� IDFWRUV� FDQ� GR� D� EHWWHU� MRE�
ERWK� LQ� PDNLQJ� WKHLU� RZQ� JHQHUDO� KHDOWK�
GHFLVLRQV��EXW�DOVR�LQ�FRPPXQLFDWLQJ�PRUH�
accurately with their doctors.

$V�DOZD\V��WKHUH�LV�D�OLPLW�WR�WKLV�FDWHJRU\��
,Q� WKLV� SDUWLFXODU� FDVH�� )'$� ZDQWV� WR�
PDNH� VXUH� WKDW� VXFK� DSSV� GRQȠW� GULIW� LQWR�
ȢSURYLGLQJ� UHFRPPHQGDWLRQV� WR� DOWHU�
or change your previously prescribed 
WUHDWPHQW� RU� WKHUDS\�ȣ� 6R� WKLV� FDWHJRU\�
LQYROYHV� PRVWO\� SDVVLYH� GDWD� FROOHFWLRQ��
DQG� SUHVXPDEO\� GLVSOD\� LQ� XVHIXO� IRUPDWV�
OLNH�JUDSKLQJ�DQG�WUHQGLQJ��%XW�ZKDW�WKHVH�
DSSV� VKRXOG�QRW� GR� LV� WDNH� D� VWHS� IXUWKHU�
DQG�UHFRPPHQG�FKDQJHV�WR�WKHUDS\��

7KLV� OLPLWDWLRQ� LV� VRPHZKDW� GLIˉFXOW� WR�
PDQDJH�EHFDXVH�LWȠV�KDUG�WR�NQRZ�ZKHWKHU�D�
JLYHQ�SDWLHQW�ZRXOG�EH�IROORZLQJ�D�GRFWRUȠV�
WUHDWPHQW� SODQ�� 7KH� OLPLWDWLRQ� VHHPV� WR�
WXUQ�RQ�VRPHWKLQJ�WKDW� WKH�GHYHORSHU�QRW�
RQO\�GRHVQȠW�FRQWURO�EXW�GRHVQȠW�HYHQ�NQRZ��
ZKHWKHU� WKH� SDWLHQW� KDV� UHFHLYHG� VSHFLˉF�
DGYLFH� IURP� D� GRFWRU�� ,� VXSSRVH� RQH� ZD\�
WR�DGGUHVV�WKLV�LV�WR�FRQVWDQWO\�LQIRUP�WKH�
SDWLHQW�WKURXJK�UHPLQGHUV�WKDW�WKH\�VKRXOG�
DOZD\V�IROORZ�WKH�GRFWRUȠV�RUGHUV�RYHU�WKH�
VRIWZDUH��$�PRUH�FRQVHUYDWLYH�URXWH�ZRXOG�
EH� WR� QRW� PDNH� UHFRPPHQGDWLRQV� DW� DOO��
EXW� WKDW� ZRXOG� VHHP� RYHUO\� FRQVHUYDWLYH��
7KLV� LV� DQ� DPELJXLW\� WKDW�ZLOO� QHHG� WR� EH�
ZRUNHG�RXW�DV�ZH�JR�IRUZDUG�

3. Access to contextually relevant information

+RSHIXOO\� \RX� UHPHPEHU� WKDW� RQH� RI� WKH� FDWHJRULHV� RI� QRQPHGLFDO� GHYLFHV� GLVFXVVHG�
DERYH�ZDV�WKRVH�DSSV�XVHG�IRU�DFFHVVLQJ�JHQHUDO�LQIRUPDWLRQ�VXFK�DV�WKH�NLQG�SURYLGHG�E\�
:HE0'��RU�WKH�0D\R�&OLQLF��7KHUH�DOVR�ZDV�D�VLPLODU�FDWHJRU\�IRU�SURIHVVLRQDO�LQIRUPDWLRQ�
WKDW�H[HPSWHG�VXFK�WKLQJV�DV�SURYLGLQJ�HOHFWURQLF�FRSLHV�RI�PHGLFDO�UHIHUHQFH�ERRNV��

7KLV�VXEFDWHJRU\�LQ�WKH�HQIRUFHPHQW�GLVFUHWLRQ�FDWHJRU\�LV�GLIIHUHQW��LQGHHG��FORVHU�WR�WKH�
ERUGHU��LQ�WKDW�WKLV�FDWHJRU\�LV�IRFXVHG�RQ�DSSV�WKDW�DOORZ�D�SDWLHQW�RU�D�GRFWRU�WR�JHW�PRUH�
IRFXVHG��PRUH�VSHFLˉF�LQIRUPDWLRQ�UHOHYDQW�WR�WKH�KHDOWK�QHHGV�RI�D�SDUWLFXODU�SDWLHQW��7KLV�
VXEFDWHJRU\�VWDUWV� WR�EXWW�XS�DJDLQVW�ZKDW�)'$�ZRXOG�FDOO�&'6��EHFDXVH� LW�EHJLQV� WR�EH�
PRUH�VSHFLDOL]HG��OHVV�JHQHUDO�

)'$� GHˉQHV� WKLV� FDWHJRU\� DV� DQ� DSS� WKDW� DOORZV� WKH� XVHU� WR� ˉQG�ȢFRQWH[WXDOO\�UHOHYDQW�
LQIRUPDWLRQ� Ȩ� E\� PDWFKLQJ� SDWLHQW�VSHFLˉF� LQIRUPDWLRQ� Ȩ� WR� UHIHUHQFH� LQIRUPDWLRQ�
URXWLQHO\�XVHG�LQ�FOLQLFDO�SUDFWLFH�Ȩ�WR�IDFLOLWDWH�D�XVHUȠV�DVVHVVPHQW�RI�D�VSHFLˉF�SDWLHQW�ȣ�
7KDWȠV�UHDOO\�FRPSOLFDWHG��DQG�)'$�DFWXDOO\�VSHQGV�YHU\�OLWWOH�WLPH�H[SODLQLQJ�LW��$JDLQ��WKLV�
LV�EHFDXVH�RI�SROLWLFV��7KLV�SDUWLFXODU�FDWHJRU\�LV�DQ�HOHPHQW�RI�&'6��DQG�DV�)'$�KDV�VDLG��LWȠV�
NHHSLQJ�LWV�SRZGHU�GU\�ZLWK�UHJDUG�WR�&'6�IRU�WKH�PRPHQW�ZKLOH�LW�ZRUNV�ZLWK�WKH�RWKHU�
IHGHUDO�DJHQFLHV�ȝ�21&�DQG�)&&��6R�LQVWHDG�WKH\�OD\�RXW�WKH�EDVLF�IUDPHZRUN��EXW�WKHQ�GRQȠW�
H[SODLQ�LW��7KDWȠV�D�SLW\�

,�ZLOO�WU\�WR�WHDVH�WKLV�GHˉQLWLRQ�DSDUW�VRPHZKDW�EHFDXVH�LW�LV�YHU\�LPSRUWDQW��)RU�VLPSOLFLW\��
,�GHOHWHG�SRUWLRQV�RI�WKH�VHQWHQFH�WR�PDNH�LW�PRUH�XQGHUVWDQGDEOH��EXW�OHWȠV�JR�EDFN�DQG�ˉOO�
LQ�VRPH�RI�WKH�GHWDLOV�,�RPLWWHG�

)LUVW��SDWLHQW�VSHFLˉF�LQIRUPDWLRQ�DSSDUHQWO\�PHDQV�ȢGLDJQRVLV��WUHDWPHQWV��DOOHUJLHV��VLJQV�
RU�V\PSWRPV�ȣ�7KDWȠV�SUHWW\�EURDG��DQG�LQGHHG�WKRVH�DUH�RQO\�H[DPSOHV�DQG�QRW�PHDQW�WR�
OLPLW�WKH�VFRSH�RI�SDWLHQW�VSHFLˉF�LQIRUPDWLRQ��6R�DSSDUHQWO\�ZHȠUH�WDONLQJ�DERXW�QHDUO\�DQ\�
W\SH�RI�PHGLFDO�LQIRUPDWLRQ�WKDW�LV�VSHFLˉF�WR�D�JLYHQ�SDWLHQW�

6HFRQG�� UHIHUHQFH� LQIRUPDWLRQ� URXWLQHO\� XVHG� LQ� FOLQLFDO� SUDFWLFH� DSSDUHQWO\�PHDQV� VXFK�
things as practice guidelines.

6R�ZH�VWDUW� WR� VHH�ZKDW�)'$� LQWHQGV� WR� LQFOXGH� LQ� WKLV� FDWHJRU\��7KH\�ZRXOG� LQFOXGH�DQ�
DSS�WKDW�WDNHV�WKDW�SDWLHQW�VSHFLˉF�LQIRUPDWLRQ��DQG�WKURXJK�DOJRULWKPV��LGHQWLˉHV�VSHFLˉF�
UHOHYDQW�PHGLFDO�JXLGHOLQHV�WKDW�WKH�GRFWRU�RU�SDWLHQW�VKRXOG�FRQVXOW��6R�WKHVH�DSSV�DUH�
PRUH� WDLORUHG�DQG� LQ�D� VHQVH�PRUH�YDOXDEOH� WKDQ�DQ�DSS� WKDW� VLPSO\�DOORZV�\RX� WR�SXOO�
XS� VSHFLˉF� UHIHUHQFH�PDWHULDO� WKDW�\RX�SUREDEO\� DOUHDG\�KDYH� UHDG��7KLV� DSS� VSHFLDOL]HV�
LQ�PDNLQJ� WKH� DVVRFLDWLRQ� EHWZHHQ� WKH� SDWLHQW� LQIRUPDWLRQ� DQG� WKH� FOLQLFDO� JXLGHOLQHV��
,QGHHG��RQH�RI� WKH� WZR�H[DPSOHV�)'$�SURYLGHV� LV�DQ�DSS� WKDW�XVHV�D�SDWLHQWȠV�GLDJQRVLV�
WR�SURYLGH�D�FOLQLFLDQ�ZLWK�EHVW�SUDFWLFH� WUHDWPHQW�JXLGHOLQHV� IRU� FRPPRQ� LOOQHVVHV� OLNH�
LQˊXHQ]D�

7KLV� LV�VLJQLˉFDQW��DQG�ZHOFRPHG��7KHUH� LV�D�PRYHPHQW� LQ�KHDOWKFDUH�WR�KHOS�GRFWRUV�E\�
SXOOLQJ�XS�UHOHYDQW�FOLQLFDO�JXLGHOLQHV�WR�HQVXUH�WKDW�WKH�GRFWRUV�FDQ�HPSOR\�EHVW�SUDFWLFHV�
DW�WKH�SRLQW�RI�WKHLU�GHFLVLRQ�PDNLQJ��7KLV�KDV�WUHPHQGRXV�LPSOLFDWLRQV�IRU�LPSURYLQJ�WKH�
TXDOLW\�RI�KHDOWKFDUH��DQG�,�PXVW�FRQJUDWXODWH�)'$�IRU�ZDQWLQJ�WR�HQFRXUDJH�WKLV�WUHQG�

II. Which Apps Does FDA Regulate? (continued...)

Enforcement discretion (continued...)

Jose Bolanos MD
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II. Which Apps Does FDA Regulate? (continued...)

4. Patient communication and telemedicine

)RU� YDULRXV� UHDVRQV� QRW� WKH� OHDVW� RI� ZKLFK� LV�
UHLPEXUVHPHQW�� FRPPXQLFDWLRQ� ZLWK� GRFWRUV� KDV� EHHQ�
ODUJHO\� VWXFN� LQ� WKH� GDUN� DJHV�� %XW� WKDW� LV� VWDUWLQJ� WR�
FKDQJH�� DQG�)'$� FOHDUO\�GRHV�QRW�ZDQW� WR� VWDQG� LQ� WKH�
ZD\�RI�WKDW�FKDQJH�

7HOHPHGLFLQH� LV� HYROYLQJ� LQWR� D� PXFK� EURDGHU� FRQFHSW�
WKDQ�LW�ZDV����\HDUV�DJR��,Q�WKH�ROG�GD\V�LW�ZDV�SULPDULO\�
IRFXVHG�RQ�VLPSO\�KHOSLQJ�SHRSOH�LQ�UXUDO�DUHDV�JHW�DFFHVV�
WR�VSHFLDOLVWV�KXQGUHGV�RI�PLOHV�DZD\��,W�DOVR�HPSKDVL]HG�
SHHU�WR�SHHU�FROODERUDWLRQ�RYHU�JHRJUDSKLFDO�GLIIHUHQFHV��
1RZ� WHOHPHGLFLQH� PHDQV� XVH� RI� GLIIHUHQW� PRGHOV� IRU�
physician patient encounters, where patients don’t need 
WR� EH� SK\VLFDOO\� SUHVHQW� ZLWK� WKHLU� SK\VLFLDQ� IRU�PDQ\�
URXWLQH�PDWWHUV�

)'$ȠV� SRVWXUH� LV� GHVLJQHG� WR� IDFLOLWDWH� WKLV� ODUJHU� XVH�
RI� WHOHPHGLFLQH� WKDW� XOWLPDWHO\� ZLOO� LPSURYH� FDUH� E\�
HQFRXUDJLQJ� PRUH� FRQVXOWDWLRQV� ZLWK� GRFWRUV�� 7KLV�� LQ�
WXUQ�� ZLOO� LQFUHDVH� SDWLHQW� FRPSOLDQFH� DQG� HQKDQFH�
early and preventative care in particular, while perhaps 
VLPXOWDQHRXVO\� UHGXFLQJ� WKH� FRVW� RI� FDUH� RYHUDOO� E\�
PDNLQJ�WKH�HQFRXQWHUV�PRUH�HIˉFLHQW�

,Q� WKLV� DUHD�� WKHUH� KDYH� EHHQ� VRPH� QDJJLQJ� UHJXODWRU\�
TXHVWLRQV�DERXW� WKH�XVH�RI� VRPH�YHU\�EDVLF� WHFKQRORJ\�
VXFK�DV�FDPHUDV��IRU�H[DPSOH��WR�DOORZ�IRU�UHPRWH�YLHZLQJ�
E\�D�GRFWRU�RI� VNLQ� OHVLRQV�RU�ZRXQGV��DQG� IRU�YLGHR� WR�
KHOS� D� GRFWRU� LQ� DQ� RYHUDOO� DVVHVVPHQW� RI� WKH� SDWLHQW��
&ODLPV�WKDW�WHFKQRORJ\�FRXOG�EH�XVHG�LQ�WKLV�PDQQHU�UDQ�
D�VXEVWDQWLDO�ULVN�RI�PDNLQJ�WKH�WHFKQRORJLHV�VXEMHFW�WR�
)'$�UHTXLUHPHQWV�

,Q� WKLV� QHZ� SRVLWLRQ�� )'$� VHHPV� WR� EH� OLEHUDWLQJ�PXFK�
RI� WKLV� WHFKQRORJ\� IURP� DFWLYH� )'$� UHJXODWLRQ�� )'$�
VHHPV� WR�EH� VD\LQJ� WKDW� VR� ORQJ� DV� WKHVH� WHFKQRORJLHV�
DUH� VLPSO\� XVHG� LQ� JHQHUDO� FRPPXQLFDWLRQ�� DOEHLW� LQ� D�
PHGLFDO�FRQWH[W��WKDW�WKH�DJHQF\�ZLOO�FRQVLGHU�WKHP�WR�EH�
LQ�HQIRUFHPHQW�GLVFUHWLRQ�

Enforcement discretion (continued...)

7KHUH� LV�� KRZHYHU�� DQ� LPSRUWDQW� OLPLWDWLRQ� WR� WKLV�� )'$� H[SUHVVO\� VD\V� WKDW�
WKH� SURPRWLRQDO� PDWHULDOV� IRU� WKHVH� WHFKQRORJLHV� FDQQRW� SURPRWH� WKH�
WHFKQRORJLHV�IRU�D�PHGLFDO�XVH�� ,� UHDOO\�ZLVK�)'$�KDG�EHHQ�FOHDUHU�KHUH��2Q�
WKH�RQH�KDQG��LVQȠW�SURPRWLQJ�D�FDPHUD�RU�YLGHR�FDSDELOLW\�IRU�XVH�LQ�D�PHGLFDO�
HQFRXQWHU�D�ȢPHGLFDO�XVHȣ"��,ȠP�DIUDLG�ZH�KDYH�WR�GR�D�IDLU�DPRXQW�RI�UHDGLQJ�
between the lines here.

,�ZRXOG�VD\�WKDW�FODLPV�RI�VSHFLˉF�XWLOLW\�WR�FOLQLFDO�FRQGLWLRQV�PD\�PDNH�WKH�
SURGXFW�UHJXODWHG��0D\EH�DQ�H[DPSOH�ZRXOG�KHOS�H[SODLQ�WKH�GLIIHUHQFH�

7KH� GLIIHUHQFH� LV� WKDW� WKH� VHFRQG� RI� WKRVH� WZR� FODLPV� GUDZV� D� VSHFLˉF�
FRQQHFWLRQ�EHWZHHQ�WKH�XVH�RI�WKH�FDPHUD�DQG�D�VSHFLˉF�RXWFRPH��DSSURSULDWH�
GLDJQRVLV� RI� SRVVLEOH� PHODQRPD�� ,� WKLQN� )'$� LV� VD\LQJ�� DSURSRV� WR� RXU�
GLVFXVVLRQ�RI�LQWHQGHG�XVHV�DERYH��WKDW�WKH\�ZLOO�DOORZ�JHQHUDO�WHOHPHGLFLQH�
FODLPV��H�J��WKH�XVH�RI�WHFKQRORJ\�LQ�FRPPXQLFDWLQJ�LQ�D�PHGLFDO�FRQWH[W��EXW�
WKDW� VSHFLˉF� FOLQLFDO� FODLPV�ZLOO� VWLOO� WULJJHU�)'$� UHJXODWLRQ��7KLV� LV� DQRWKHU�
DUHD�ZKHUH�ZH�ZLOO� KDYH� WR�ZDWFK� WR� VHH� KRZ�)'$� LQWHUSUHWV� WKLV� FDWHJRU\�
RYHU�WLPH�

2YHU� WLPH�� ZH� ZLOO� DOVR� QHHG� WR� VRUW� RXW� KRZ� WKLV� HQIRUFHPHQW� GLVFUHWLRQ�
FDWHJRU\�EXWWV�XS�DJDLQVW�WKH�0''6�FDWHJRU\��2QH�RI�WKH�QHZ�DUHDV�IRU�DSSV�
LV�XVLQJ�WKH�FDPHUD�IXQFWLRQ�EDVLFDOO\�LV�D�VFDQQHU�WR�FDSWXUH�PHGLFDO�GHYLFH�
GDWD�DQG�WUDQVPLW�LW�WR�SK\VLFLDQV��2EYLRXVO\�RI�D�JHQHUDO�SXUSRVH�VPDUWSKRQH�
LV�XVHG�IRU�WKLV��WKHUH�LV�QR�LVVXH�EHFDXVH�WKH�VPDUW�SKRQH�KDV�D�YHU\�JHQHUDO�
LQWHQGHG�XVH��%XW�OHWȠV�VD\�D�GHYHORSHU�FUHDWHV�D�VSHFLˉF�DSS�WKDW�PDNHV�XVH�
RI�WKH�FDPHUD�WR�WUDQVPLW�PHGLFDO�GHYLFH�GDWD�DV�D�SDUW�RI�D�V\VWHP�HVSHFLDOO\�
GHVLJQHG�IRU�WKDW�SXUSRVH��'RHV�WKLV�HQIRUFHPHQW�GLVFUHWLRQ�FDWHJRU\�FUHDWH�D�
ORRSKROH�LQ�WKH�0''6�FODVVLˉFDWLRQ"

:LWK�WKLV�DSS��D�SDWLHQW�FDQ�XVH�WKH�FDPHUD�
RQ�KHU�PRELOH�SKRQH�WR�WDNH�SLFWXUHV�RI�KHU�
VNLQ�WR�VKDUH�ZLWK�KHU�GHUPDWRORJLVW�DV�SDUW�
RI�D�YLUWXDO�H[DPLQDWLRQ��WKHUHE\�PDNLQJ�
KHDOWK�FDUH�PRUH�FRQYHQLHQW�IRU�WKH�SDWLHQW�

(QIRUFHPHQW�
discretion

:LWK�WKLV�DSS��D�SDWLHQW�FDQ�XVH�WKH�FDPHUD�
RQ�KHU�PRELOH�SKRQH�WR�WDNH�SLFWXUHV�RI�KHU�
VNLQ�WR�VKDUH�ZLWK�KHU�GHUPDWRORJLVW��VR�WKDW�
KHU�GHUPRWRORJLVW�FDQ�DVVHVV�DQ\�OHVLRQV�IRU�
SRVVLEOH�PHODQRPD�

)'$�UHJXODWHG
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II. Which Apps Does FDA Regulate? (continued...)

Enforcement discretion (continued...)

5. Simple, professional calculators

,Q�GHˉQLQJ�WKH�VFRSH�RI�FDOFXODWRUV�WKDW�)'$�ZLOO�WUHDW�XQGHU�
WKH�HQIRUFHPHQW�GLVFUHWLRQ�FDWHJRU\��)'$�UHSHDWHGO\�XVHV�WKH�
ZRUG�ȢVLPSOHȣ�� ,� KDYH� WR� DGPLW�� ZKLOH� ,� XQGHUVWDQG� WKH� ORJLF�
DQG� WKH� LQWHQW�� ,� WKLQN� WKH� XVH� RI� WKH�ZRUG�ȢVLPSOHȣ� LV� D� ELW�
WRR� VXEMHFWLYH��:KDW�PLJKW� VHHP� VLPSOH� WR� \RX�PLJKW� VHHP�
H[WUHPHO\�FRPSOH[�WR�PH�

)'$�GRHV�WU\�WR�GHˉQH�WKH�WHUP�ZLWK�UHVSHFW�WR�WZR�REMHFWLYH�
FULWHULD��6SHFLˉFDOO\��)'$�VD\V�WKDW�DQ�DSS�LV�VLPSOH�LI�LW�LV�����
WDXJKW� LQ�PHGLFDO� VFKRROV� DQG� ���� URXWLQHO\� XVHG� LQ� FOLQLFDO�
SUDFWLFH��2ND\��WKDW�KHOSV�VRPH�

$W�WKHLU�KHDUW��WKHVH�FDOFXODWRUV�DUH�OLNH�DQ\�RWKHU�FDOFXODWRUV�
XVHG� LQ� PDWK� DQG� VFLHQFH�� :KLOH� WKH\� DUH� H[SUHVVHG� LQ� WKH�
FOLQLFDO�FRQWH[W��WKH�KHDUW�RI�WKH�WHFKQRORJ\�LV�WKH�H[HFXWLRQ�RI�
D�PDWKHPDWLFDO�IRUPXOD��6R�WKH�LQWHQW�RI�WKHVH�DSSV�LV�PHUHO\�
WR�KHOS�WKH�XVHU�DYRLG�D�PDWKHPDWLFDO�PLVWDNH��7KHVH�GR�QRW�
UHDOO\�EULQJ�DQ\�DGGLWLRQDO�LQWHOOLJHQFH�WR�WKH�FOLQLFDO�GHFLVLRQ�
PDNLQJ�SURFHVV�RWKHU�WKDQ�WKH�DYRLGDQFH�RI�PDWK�HUURUV�

:KHQ�,�WDON�WR�SHRSOH�DERXW�WKLV�� LW�VHHPV�WKH�PRVW�HIIHFWLYH�
H[SODQDWLRQ� )'$� SURYLGHG� LV� WKH� QXPHURXV� H[DPSOHV� WKDW�
LOOXVWUDWH�ZKDW�WKH\�LQWHQG�WR�LQFOXGH��7KH�H[DPSOHV�DUH�

ȧ��%RG\�PDVV�LQGH[
ȧ��7RWDO�ERG\�ZDWHU�XUHD�YROXPH�RI�GLVWULEXWLRQ
ȧ��0HDQ�DUWHULDO�SUHVVXUH
ȧ��*ODVFRZ�FRPD�VFDOH�VFRUH
ȧ��$3*$5�VFRUH
ȧ��1,+�VWURNH�VFDOH
ȧ��'HOLYHU\�GDWH�HVWLPDWRU

0RVW� SHRSOH�� E\� WKH� WLPH� ZH� JHW� WR� WKH� H[DPSOHV�� IHHO� OLNH�
WKH\� XQGHUVWDQG� DW� OHDVW� JHQHUDOO\�ZKDW� )'$� LQWHQGV�� %XW�� LI�
you have a calculator that is on the bubble, you can always 
FRQVXOW�)'$�WKURXJK�WKHLU�HPDLO�V\VWHP�HVSHFLDOO\�VHW�XS�IRU�
WKLV�HQIRUFHPHQW�GLVFUHWLRQ�FDWHJRU\�

6. Connections to EHRs

7KH� IHGHUDO� JRYHUQPHQW� KDV� VSHQW� ELOOLRQV� RI� GROODUV� RYHU�
WKH� ODVW� IHZ� \HDUV� WU\LQJ� WR� HQFRXUDJH� KHDOWKFDUH� SURYLGHUV�
WR�PDNH�PHDQLQJIXO�XVH�RI�HOHFWURQLF�KHDOWK�UHFRUGV��7KH�ODVW�
WKLQJ� )'$�ZDQWV� WR� GR� LV� VWDQG� LQ� WKH�ZD\� RI� WKDW� SURJUHVV��
7KH�EHQHˉWV�RI�JUHDWHU�DGRSWLRQ�RI�HOHFWURQLF�KHDOWK�UHFRUGV�
DUH�VR�VXEVWDQWLDO�WKDW�LPSRVLQJ�)'$�UHJXODWLRQ�DV�DQ�REVWDFOH�
WR� WKDW� HQKDQFHG� XVH� ZRXOG� EH� D� EDG� SROLF\� FKRLFH�� )'$�
UHFRJQL]HV�WKDW�

6R�ZKLOH�)'$�KDV�UHSHDWHGO\�VDLG�WKDW�LW�LV�SUHVHQWO\�SXWWLQJ�HOHFWURQLF�
KHDOWK� UHFRUGV� LQ� WKH� HQIRUFHPHQW�GLVFUHWLRQ� FDWHJRU\�� QRZ� WKH\�KDYH�
H[SDQGHG�WKDW�WR�VRIWZDUH�DSSV�XVHG�WR�DFFHVV�WKH�LQIRUPDWLRQ�LQ�WKH�
(+5��7KDWȠV�D�ORJLFDO�H[WHQVLRQ�

$W� WKH� VDPH� WLPH�� )'$� VHHPV� SUHWW\� FOHDU� WKDW� WKH\� DUH� OLPLWLQJ� WKLV�
HQIRUFHPHQW� GLVFUHWLRQ� WR� DSSV� ZKLFK� ȢDOORZ� LQGLYLGXDOV� WR� YLHZ�
RU� GRZQORDG� (+5�GDWD�ȣ� �7KDWȠV� D� SUHWW\� SDVVLYH� XVH�� ,W� VKRXOG� QRW� EH�
FRQIXVHG�� IRU� H[DPSOH�� IRU� DQ� DSS� WKDW� DQDO\]HV� WKH� GDWD�� $V� ,� KDYH�
VDLG� EHIRUH�� GLVSOD\� DQG� DQDO\VLV� DUH� IXQGDPHQWDOO\� GLIIHUHQW� DQG�
KDYH� IXQGDPHQWDOO\� GLIIHUHQW� ULVN� SURˉOHV�� 6R� WKLV� H[WHQVLRQ� RI� WKH�
HQIRUFHPHQW�GLVFUHWLRQ�PXVW�EH�XQGHUVWRRG�WR�DSSO\�WR�WKRVH�DSSV�WKDW�
engage in passive display without analysis.

Summary of the enforcement discretion category

$W� DQ� HYHQ� KLJKHU� OHYHO�� VHYHUDO� RI� WKRVH� HQIRUFHPHQW� GLVFUHWLRQ�
FDWHJRULHV� LQYROYHG� LQ� SDWLHQW� HPSRZHUPHQW�� 7KHUH� LV� ZLGHVSUHDG�
UHFRJQLWLRQ� DFURVV� WKH� IHGHUDO� JRYHUQPHQW� WKDW� RQH� RI� WKH� EHVW�ZD\V�
WR�UHDOO\�KHOS�LPSURYH�WKH�KHDOWK�RI�$PHULFDQV�LV�WR�HPSRZHU�WKHP�WR�
GR� D� EHWWHU� MRE� RI�PDQDJLQJ� WKHLU� RZQ� KHDOWK��:H� IDFH� HSLGHPLFV� RI�
FKURQLF� GLVHDVH�� DQG�ZH� QHHG� WR� ˉQG� D� QHZ�PRGHO� WKDW�ZLOO� EH�PRUH�
HIIHFWLYH�LQ�VWHPPLQJ�WKRVH�HSLGHPLFV��3DWLHQW�HPSRZHUPHQW�VHHPV�WR�
RIIHU�JUHDW�SURPLVH��DQG�WKH�)'$�GRHV�QRW�ZDQW�WR�VWDQG�LQ�WKH�ZD\�RI�
WKLV�PRYHPHQW�

$W�WKDW�VDPH�KLJK�OHYHO��WKH�ˉUVW��WKLUG�DQG�ˉIWK�FDWHJRULHV�DUH�DOO�ˊDYRUV�
RI�&'6��7KH� IDFW� WKDW�DOO� WKUHH�RI� WKHVH�FDWHJRULHV�DUH� LQ�HQIRUFHPHQW�
GLVFUHWLRQ�UHYHDOV�DQ�LQWHQW�DW�)'$�WR�WUHDG�OLJKWO\�LQ�WKLV�EURDG�FDWHJRU\��
This is good news indeed.

Resolving the ambiguities

)'$� UHFRJQL]HV� WKDW� LW� LV� KDUG� WR� EH� YHU\� SUHFLVH� DQG� FRPSUHKHQVLYH�
LQ� LWV� H[SODQDWLRQ� RI� ZKDW� LV� LQFOXGHG� LQ� WKLV� HQIRUFHPHQW� GLVFUHWLRQ�
FDWHJRU\�LQ�D�VWDWLF�JXLGDQFH��,QQRYDWRUV�ZLOO�FRQWLQXH�WR�FRPH�XS�ZLWK�
QHZ�LGHDV�IRU�KRZ�WR�FUHDWH�DSSV�WKDW�DGG�YDOXH�LQ�ZD\V�WKDW�ZH�KDYHQȠW�
SUHYLRXVO\� FRQWHPSODWHG�� 6R� WR� LWV� FUHGLW�� )'$� KDV� QRW� RQO\� LQFOXGHG�
D� OLEHUDO� QXPEHU� RI� H[DPSOHV� WKURXJKRXW� WKH� JXLGDQFH� GRFXPHQW��
EXW� DOVR� FUHDWHG� D�PHFKDQLVP� IRU� LQQRYDWRUV� WR� JHW� KRSHIXOO\� WLPHO\�
IHHGEDFN�RQ�ZKHWKHU�QHZ�DSSV�IDOO�ZLWKLQ�RU�ZLWKRXW�WKH�HQIRUFHPHQW�
discretion category. 

6SHFLˉFDOO\�� )'$� KDV� PHFKDQLVP� IRU� FRQWDFWLQJ� WKH� DJHQF\� YLD� HPDLO�
RU� E\� SKRQH� WR� GLVFXVV� QHZ� LGHDV� IRU� DSSV� DQG� KRZ� WKH\� PLJKW� EH�
FDWHJRUL]HG��7R�HQVXUH�D�OHYHO�SOD\LQJ�ˉHOG�DQG�WUDQVSDUHQF\��WKH�DJHQF\�
has also indicated that it will continuously update a webpage with 
QHZ�H[DPSOHV� RI� DSSV� WKDW� DUH� SODFHG� LQ� WKLV� HQIRUFHPHQW� GLVFUHWLRQ�
category.
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7KLV� LV� D� XVHIXO� DQG� IDLU� ZD\� WR� KDQGOH� WKLV�
LVVXH�� EXW� FRPSDQLHV� QHHG� WR� XQGHUVWDQG�
WKH� RSHQ� SXEOLF� QDWXUH� RI� WKLV� SURFHVV�� ,I�
\RX� KDYH� VRPH� FOHYHU� QHZ� LGHD� IRU� DQ� DSS�
DQG� \RX� FRQVXOW� )'$� DQG� WKH\� JLYH� \RX� D�
GHFLVLRQ� RQ� ZKHWKHU� LWȠV� LQ� WKH� HQIRUFHPHQW�
GLVFUHWLRQ� FDWHJRU\� DUH� QRW�� WKDW� DSS�PD\� EH�
VXPPDUL]HG�RQ�WKHLU�ZHESDJH��7KXV�LW�FUHDWHV�
DQ�LQWHUHVWLQJ�GLOHPPD�UHJDUGLQJ�WKH�RSWLPDO�
WLPLQJ�RI�FRQVXOWLQJ�WKH�DJHQF\��,I�\RX�FRQVXOW�
WKHP� YHU\� HDUO\� \RX� FDQ� SRWHQWLDOO\� VDYH�
\RXUVHOI�D�ORW�RI�WLPH�DQG�KDVVOH�GHSHQGLQJ�RQ�
WKH�DQVZHU��%XW�\RX�PD\�DOVR�EH�WHOHJUDSKLQJ�
WR� \RXU� FRPSHWLWRUV� D� SRWHQWLDOO\� FOHYHU� LGHD�
IRU�D�QHZ�DSS��

7KHUH� LV� DQ� RSSRUWXQLW\� IRU� D� PRUH� SULYDWH�
DVVHVVPHQW�� )'$� KDV� D� SURFHVV� FDOOHG� D�
����J�� VXEPLVVLRQ� ZKHUH� \RX� FDQ� JHW� D�
concrete answer to your question privately. 
8QIRUWXQDWHO\�� LW� WDNHV� )'$� W\SLFDOO\� ��� GD\V�
DQG�HYHQ�PRUH�WR�UHVSRQG�WR�VXFK�D�UHTXHVW��

)URP� WKH� )'$ȠV� YDQWDJH�SRLQW�� WKH\� REYLRXVO\�
ZDQW� WR� NHHS� WKH� SOD\LQJ� ˉHOG� DV� OHYHO� DV�
SRVVLEOH�E\�WUHDWLQJ�HYHU\RQH�LQ�WKH�VDPH�DQG�
E\� VKDULQJ� LPSRUWDQW� LQIRUPDWLRQ� DERXW� KRZ�
they are applying the rules.

Questions left open

,�GRQȠW�WKLQN�DQ\RQH�H[SHFWHG�WKH�ˉQDO�PRELOH�
PHGLFDO�DSS�JXLGDQFH�WR�DQVZHU�HYHU\�TXHVWLRQ�
UHODWHG�WR�PRELOH�KHDOWK��,Q�SDUW�WKDWȠV�EHFDXVH�
the questions are constantly changing, but it’s 
DOVR�EHFDXVH�)'$�GLG�QRW�WU\�WR�DQVZHU�HYHU\�
TXHVWLRQ� LQ� WKLV� RQH� GRFXPHQW�� (YHQ� VR�� ,�
WKRXJKW�LW�PLJKW�EH�XVHIXO�KHUH�WR�VXPPDUL]H�
VRPH�RI�WKH�ODUJHU�RSHQ�TXHVWLRQV�WKDW�UHPDLQ�
to be addressed.

1. Clinical Decision Support Software

,� KDYH� QRWHG� WKURXJKRXW� WKH� FRXUVH� RI� WKLV�
FKDSWHU� WKDW� RQH� RI� WKH� ELJ� RSHQ� TXHVWLRQV��
E\� GHVLJQ�� LV� WKH� VFRSH� RI� )'$� UHJXODWLRQ� RI�
FOLQLFDO�GHFLVLRQ�VXSSRUW�VRIWZDUH��$QG�LQGHHG��
,�WKLQN�LWȠV�VXFK�D�ELJ�WRSLF�WKDW�,�KDYH�ZULWWHQ�
an entire chapter below on it.

II. Which Apps Does FDA Regulate? (continued...)

Resolving the Ambiguities (continued...) 2. Hardware

)'$�ZDV�YHU\�FOHDU�LQ�WKH�VFRSH�RI�WKLV�JXLGDQFH�GRFXPHQW�WKDW�LW�ZDV�IRFXVLQJ�RQ�
WKH�DSSV��%XW�REYLRXVO\�PDQ\�SHRSOH�DUH�LQWHUHVWHG�LQ�WKH�KDUGZDUH�DVVRFLDWHG�ZLWK�
PRELOH�KHDOWK��6R�,�GHGLFDWHG�WKH�QH[W�FKDSWHU�RQ�WKLV�WRSLF�

3. Wellness versus disease

,Q�FKDSWHU���RQ� LQWHQGHG�XVH�� ,�H[SODLQHG�WKDW� WKH�VWDWXWH� IRFXVHV�RQ�GLVHDVH��DQG�
GRHV�QRW� UHJXODWH� LQWHQGHG�XVH�FODLPV� WKDW� UHODWH� WR�ZHOOQHVV�� ,� IXUWKHU�H[SODLQHG�
WKDW�WKLV�LV�D�WHUULEO\�LPSRUWDQW�LVVXH�IRU�P+HDOWK��EHFDXVH�D�KXJH�QXPEHU�RI�DSSV�
relate to wellness rather than health. But alas, the dividing line between wellness 
DQG�GLVHDVH�LV�QRW�D�FOHDU�RQH��6R�PXFK�VR��WKDW�)'$�KDV�DQQRXQFHG�SODQV�WR�GHYHORS�
a separate guidance on this topic.

)RUWXQDWHO\��ZKLOH�ZH�ZDLW�IRU�)'$�WR�GHYHORS�LWV�QHZ�JXLGDQFH�RQ�ZHOOQHVV�YHUVXV�
GLVHDVH�� WKH�ˉQDO�PRELOH�PHGLFDO�DSS�JXLGDQFH�GLG�SURYLGH�VRPH� LQVLJKW� LQWR� WKLV�
WRSLF��7KH�LQVLJKW�LVQȠW�IRXQG�LQ�WKH�H[SODQDWLRQV�RI�ZKDW�)'$�UHJXODWHV��EXW�UDWKHU�LQ�
WKH�DSSHQGLFHV�ZKHUH�)'$�SURYLGHV�H[DPSOHV��)'$�KDV�DQ�HQWLUH�VHFWLRQ�RQ�H[DPSOHV�
RI�ZHOOQHVV�UHODWHG�DSSV�WKDW�ZRXOG�QRW�EH�UHJXODWHG��

7KRVH�H[DPSOHV�IRFXV�RQ�RQH�SDUWLFXODU�IXQFWLRQDOLW\�DVVRFLDWHG�ZLWK�ZHOOQHVV��WKDW�
LV�WUDFNLQJ�LPSRUWDQW�LQIRUPDWLRQ�WR�KHOS�SHRSOH�PDLQWDLQ�KHDOWKLHU�OLYHV��$FFRUGLQJ�
WR� DSSHQGL[�%�ZKLFK� OLVWV� WKH� DSSV� IRXQG� LQ� WKH� HQIRUFHPHQW� GLVFUHWLRQ� FDWHJRU\��
WUDFNLQJ� WKH� IROORZLQJ� LQIRUPDWLRQ� UHQGHUV� DQ� DSS� LQ� WKH� HQIRUFHPHQW� GLVFUHWLRQ�
category:

3URYLGH�WRROV�WR�SURPRWH�RU�HQFRXUDJH�KHDOWK\�HDWLQJ��H[HUFLVH��
ZHLJKW�ORVV�RU�RWKHU�DFWLYLWLHV�JHQHUDOO\�UHODWHG�WR�D�KHDOWK\�OLIHVW\OH�
RU�ZHOOQHVV�

3URYLGH�GLHWDU\�ORJV��FDORULH�FRXQWHUV�RU�PDNH�GLHWDU\�VXJJHVWLRQV�

3URYLGH�PHDO�SODQQHUV�DQG�UHFLSHV�

7UDFN�JHQHUDO�GDLO\�DFWLYLWLHV�RU�PDNH�H[HUFLVH�RU�SRVWXUH�VXJJHVWLRQV�

7UDFN�D�QRUPDO�EDE\ȠV�VOHHSLQJ�DQG�IHHGLQJ�KDELWV�

$FWLYHO\�PRQLWRU�DQG�WUHQG�H[HUFLVH�DFWLYLW\�

+HOS�KHDOWK\�SHRSOH�WUDFN�WKH�TXDQWLW\�RU�TXDOLW\�RI�WKHLU�QRUPDO�
VOHHS�SDWWHUQV�

3URYLGH�DQG�WUDFN�VFRUHV�IURP�PLQG�FKDOOHQJLQJ�JDPHV�RU�JHQHULF�
ȢEUDLQ�DJHȣ�WHVWV�

3URYLGH�GDLO\�PRWLYDWLRQDO�WLSV��H�J���YLD�WH[W�RU�RWKHU�W\SHV�RI�
PHVVDJLQJ��WR�UHGXFH�VWUHVV�DQG�SURPRWH�D�SRVLWLYH�PHQWDO�RXWORRN�

8VH�VRFLDO�JDPLQJ�WR�HQFRXUDJH�KHDOWK\�OLIHVW\OH�KDELWV�

&DOFXODWH�FDORULHV�EXUQHG�LQ�D�ZRUNRXW�

:HOO��WKDWȠV�D�VWDUW��%XW�LWȠV�LPSRUWDQW�WR�UHFRJQL]H�WKDW�WKH�IXQFWLRQDOLW\�SHUPLWWHG�LQ�
HQIRUFHPHQW�GLVFUHWLRQ�LV�VLPSO\�WUDFNLQJ��DSSHQGL[�%�VD\V�QRWKLQJ�DERXW�DQDO\VLV�RU�
PDNLQJ�UHFRPPHQGDWLRQV�IRU�KRZ�WR�OLYH�D�KHDOWKLHU�OLIH��6R�WKHUH�LV�PXFK�ZRUN�WR�EH�
GRQH�LQ�JHWWLQJ�)'$�FODULˉFDWLRQ�
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4. The interplay between the new guidance and old 
regulations like MDDS

0RVW�SHRSOH�NQRZ�KRZ�WR�SOD\�WKH�JDPH�URFN��SDSHU��VFLVVRUV��
7KH� JDPH� ZRUNV� DQG� LV� XQGHUVWDQGDEOH� EHFDXVH� WKHUH�
DUH� FOHDU� UXOHV� DERXW� ZKDW� EHDWV� ZKDW�� URFN� EHDWV� VFLVVRUV��
VFLVVRUV�EHDWV�SDSHU��DQG�SDSHU�EHDWV�URFN��,I�ZH�GLGQȠW�KDYH�
WKRVH�UXOHV��WKH�JDPH�ZRXOGQȠW�PDNH�DQ\�VHQVH�

,ȠP� DIUDLG� )'$ȠV� XVH� RI� JXLGDQFH� WR� DGGUHVV� WKHVH� LVVXHV� RI�
PRELOH�KHDOWK�KDV�FUHDWHG�D�ELW�RI�D�FRQXQGUXP�ZLWK�UHJDUG�
to interpreting these rules. In law school, they teach you that 
WKH� &RQVWLWXWLRQ� LV� VXSUHPH�� EHORZ� WKDW� DUH� FRQJUHVVLRQDO�
statutes, below those are agency regulations, and at the 
ERWWRP� RI� WKH� KHDS� LV� DJHQF\� JXLGDQFH� ZKLFK� LV� SXUHO\�
HGXFDWLRQDO� LQ� QDWXUH�� 7KH� SUREOHP� LV� WKDW� )'$� VHHPV� WR�
EH� XVLQJ� JXLGDQFH� LQ� HIIHFW� WR� RYHUUXOH� UHJXODWLRQV�� ,ȠP� QRW�
JRLQJ�WR�FRPSODLQ�EHFDXVH�,�OLNH�WKH�RXWFRPH��6R�SOHDVH�GRQȠW�
WHOO�WKLV�WR�)'$��EXW�WKH�JXLGDQFH�FDQȠW�EH�XVHG�WR�RYHUUXOH�D�
regulation.

At a practical level this insistence on using the easier to 
FUHDWH� JXLGDQFH� LQ� SUHIHUHQFH� RYHU� WKH� PRUH� GLIˉFXOW� WR�
FUHDWH� UHJXODWLRQV�PHDQV� WKDW�ZH�KDYH�D�ELW�RI�D�FKDOOHQJH�
LQ� LQWHUSUHWLQJ� WKH� ODZ�� )RU� H[DPSOH�� PHGLFDWLRQ� UHPLQGHUV�
ZKLFK�DUH�LGHQWLˉHG�E\�D�VSHFLˉF�SURGXFW�FRGH�ȝ�1;4�ȝ�DQG�
FRYHUHG� E\� D� VSHFLˉF� UHJXODWLRQ� IRXQG� DW� ��� &)5� ���������
DUH� QRZ� SODFHG� LQ� HQIRUFHPHQW� GLVFUHWLRQ�� FRQWUDU\� WR� WKH�
UHJXODWLRQ�� ,� ORYH� ZKDW� )'$� LV� WU\LQJ� WR� GR�� EXW� MXVW� ZLVK�
WKH\�ZRXOG�XSGDWH�WKH�UHJXODWLRQV��7U\LQJ�WR�DFFRPSOLVK�WKLV�
through guidance is really not the right way to do it.

$W� OHDVW� LQ� WKDW� H[DPSOH� WKH� )'$� LQWHQW� WR� RYHUUXOH� WKH�
UHJXODWLRQ� LV� FOHDU�� 6R� LQ� WKDW� VHQVH�� LWȠV� XQDPELJXRXV��
DOWKRXJK� D� FRXUW� ZRXOG� FHUWDLQO\� KDYH� WURXEOH� ˉJXULQJ� RXW�
ZKLFK�WR�IROORZ��%XW�RQ�D�GHHSHU�OHYHO�,ȠP�FRQFHUQHG�WKDW�)'$�
LV�HIIHFWLYHO\�XSGDWLQJ�D� ORW�RI�GLIIHUHQW�UHJXODWLRQV�ZLWKRXW�
EHLQJ�QHDUO\�VR�FOHDU��)RU�H[DPSOH��,ȠP�FRQFHUQHG�WKDW�QRW�DOO�
RI�WKH�JXLGDQFH�LV�FRQVLVWHQW�ZLWK�WKH�0''6�UHJXODWLRQ��7KH�
0''6� UHJXODWLRQ� LQGLFDWHV� WKDW� WUHQGLQJ�ZRXOG� IDOO� RXWVLGH�
RI� 0''6� DQG� ZRXOG� EH� FRQVLGHUHG� D� KLJKHU� ULVN� IHDWXUH��
SRWHQWLDOO\� FODVV� ,,�� +RZHYHU� WKH� JXLGDQFH� �HQIRUFHPHQW�
discretion, category #2) indicates that trending would be 
VXEMHFW�WR�HQIRUFHPHQW�GLVFUHWLRQ��+RZ�GR�ZH�UHFRQFLOH�WKHVH�
WZR� DSSURDFKHV"�0RUH� JHQHUDOO\�� ZKHUH� WKH� )'$ȠV� LQWHQW� WR�
RYHUUXOH� D� UHJXODWLRQ� LV� QRW� FOHDU�� )'$ȠV� VWUDWHJ\� PDNHV� LW�
SDUWLFXODUO\�GLIˉFXOW�WR�SXW�\RXU�IDLWK�PHUHO\�LQ�WKH�JXLGDQFH�
over the regulation.

5. Drawing the line between software modules, regulated versus 
unregulated

6RSKLVWLFDWHG�VRIWZDUH�RIWHQ�FRQVLVWV�RI�LQGHSHQGHQW�PRGXOHV�WKDW�
IXQFWLRQ� VHSDUDWHO\� DQG� DV� SDUW� RI� RYHUDOO� VRIWZDUH� SURJUDPV�� ,Q�
IDFW�� WKH� )HGHUDO�$YLDWLRQ�$GPLQLVWUDWLRQ� �)$$�� FXUUHQWO\� DSSURYHV�
UHXVDEOH�VRIWZDUH�PRGXOHV�RU�UHXVDEOH�VRIWZDUH�FRPSRQHQWV��56&���
DOORZLQJ�IRU�UHXVH�RI�D�*36�VRIWZDUH�PRGXOH��IRU�H[DPSOH��7KH�)$$�
KDV� XVHG� WKLV� DSSURDFK� LQ� DOO� W\SHV� RI� DYLDWLRQ� V\VWHPV�� LQFOXGLQJ�
WKRVH� LQ� WKH� KLJKHVW� ULVN� FODVVLˉFDWLRQ�� $FFRUGLQJ� WR� WKH� )$$�� LI�
SURSHUO\�SODQQHG�DQG�SDFNDJHG��VRIWZDUH�OLIH�F\FOH�GDWD��LQFOXGLQJ�
VRIWZDUH� FRGH�� FDQ� EH� UHXVHG� IURP� RQH� SURMHFW� WR� WKH� QH[W�� ZLWK�
PLQLPDO�UHZRUN��

0RELOH�DSSOLFDWLRQV�VLPLODUO\�DUH�PDGH�XS�RI�GLVWLQFW�PRGXOHV�IURP�
D�YDULHW\�RI�VRXUFHV��EXW�)'$�GRHV�QRW�KDYH�D�SROLF\�RI�DOORZLQJ�HDV\�
PL[LQJ�DQG�PDWFKLQJ�RI�PRGXOHV��VRPH�UHJXODWHG�DQG�VRPH�QRW��

7KH�(XURSHDQ�&RPPLVVLRQ�UHFHQWO\�GLVWLQJXLVKHG�EHWZHHQ�PRGXOHV�
WKDW�KDYH�D�PHGLFDO�SXUSRVH�DQG�WKRVH�WKDW�GR�QRW�DQG�DFNQRZOHGJHG�
WKDW� QRQ�PHGLFDO� GHYLFH� PRGXOHV� DUH� QRW� VXEMHFW� WR� WKH� PHGLFDO�
GHYLFHV� UHTXLUHPHQWV�� 7KH� JXLGDQFH� UHTXLUHV� WKH� PDQXIDFWXUHU� WR�
LGHQWLI\�WKH�ERXQGDULHV�EHWZHHQ�WKH�PHGLFDO�DQG�QRQ�PHGLFDO�XVH�
PRGXOHV�EDVHG�RQ�WKH�PRGXOHȠV�LQWHQGHG�XVH�

,Q� FRQWUDVW�� WKH� )'$� UHJXODWHV� PHGLFDO� GHYLFH� VRIWZDUH� SURJUDPV�
RU� DSSV� DV� D� VLQJOH� SURGXFW�� ,W� YLHZV� VRIWZDUH� DV� RQH� V\VWHP� DQG�
DSSOLHV� WKH� KLJKHVW� DSSOLFDEOH� UHJXODWRU\� FODVVLˉFDWLRQ� WR� DOO�
PRGXOHV�LQFOXGHG�LQ�VRIWZDUH�

7KH� FXUUHQW� UHJXODWRU\� DSSURDFK� GRHV� QRW� VWUDWLI\� IXQFWLRQDOLW\�
ZLWKLQ� D� VRIWZDUH� DSS� EDVHG� RQ� WKH� ULVN� DVVRFLDWHG� ZLWK� VSHFLˉF�
IXQFWLRQDO�PRGXOHV��7KLV�FUHDWHV�D�VLJQLˉFDQW�UHJXODWRU\�EXUGHQ�DQG�
UHVWULFWV�WKH�XVH�RI�UHXVDEOH�PRGXOHV�LQ�LQQRYDWLYH�VRIWZDUH�GHVLJQV��

)RU� H[DPSOH�� DQ� DSS� FRXOG� LQFOXGH� D� PRGXOH� WR� IDFLOLWDWH� WKH�
GRZQORDG�RI�LQIRUPDWLRQ�IURP�D�PHGLFDO�GHYLFH��H�J��EORRG�SUHVVXUH�
FXII�RU�EORRG�JOXFRVH�PRQLWRU���7KH�DSS�FRXOG�DOVR�LQFOXGH�D�PRGXOH�
WR�JHQHUDWH�JUDSKLFDO� UHSRUWV�WR�VKRZ�WKH�GDWD�UHFHLYHG�RYHU�WLPH�
DQG�D�GDWDEDVH�PRGXOH�WR�VWRUH�WKH�LQIRUPDWLRQ��7KH�DSS�FRXOG�DOVR�
LQFRUSRUDWH�D�FDOHQGDU�PRGXOH��DOORZLQJ�WKH�XVHU�WR�DGG�UHPLQGHUV�
IRU�DSSRLQWPHQWV��ZKHQ�WHVWV�ZHUH�WDNHQ��HWF��)URP�D�VRIWZDUH�GHVLJQ�
SHUVSHFWLYH��WKH�PRGXOHV�FDQ�EH�GHVLJQHG�ZLWK�ORJLFDO�VHSDUDWLRQ�WR�
FRPSDUWPHQWDOL]H� ULVNV� ZLWKLQ� HDFK� PRGXOH�� RQO\� FRPPXQLFDWLRQ�
OLQNDJHV�DUH�H[SRVHG�WR�WKH�RWKHU�PRGXOHV��7KH�GHVLJQ�HVWDEOLVKHV�
FRQˉGHQFH� WKDW� WKH� ULVNV� DUH� PLWLJDWHG� IRU� LQIRUPDWLRQ� VKDUHG�
EHWZHHQ�PRGXOHV�

II. Which Apps Does FDA Regulate? (continued...)

Questions left open (continued...)



FDA REPORT  | 23© Copyright 2013 Chester Street Publishing, Inc. All Rights Reserved.

mobi health news

8QGHU�WKH�FXUUHQW�UHJXODWRU\�IUDPHZRUN�� LI�RQH�RI�WKH�PRGXOHV�LQ�WKH�
H[DPSOH� RI� WKH� EORRG� JOXFRVH� DSS� LV� FODVVLˉHG� DV� &ODVV� ,,�� WKH� RWKHU�
PRGXOHV� VXFK�DV� WKH� FDOHQGDU�PLJKW� DOVR�EH� FODVVLˉHG�DV�&ODVV� ,,�� ,Q�
P\�RSLQLRQ��WKDWȠV�RYHUNLOO��,W�PHDQV�WKDW�DQ\�WLPH�WKH�GHYHORSHU�RI�WKDW�
FDOHQGDU�PRGXOH�ZDQWV�WR�XSGDWH�LW��IRU�H[DPSOH�WR�PDNH�LW�ZRUN�ZLWK�
)DFHERRN��WKH\�PD\�QHHG�WR�JHW�)'$�FOHDUDQFH�

,�DP�KRSHIXO�WKDW�WKLV�LV�DQ�LVVXH�WKDW�)'$�ZLOO�WDFNOH�LQ�WKH�IXWXUH�

Conclusion

,ȠG�OLNH�WR�JR�EDFN�WR�ZKHUH�,�VWDUWHG�ZLWK�WKLV�FDWHJRU\��)XQGDPHQWDOO\��
LWȠV� SUHWW\� VLPSOH�� )'$� UHJXODWHV�PRELOH� DSSV� WKDW�GR� WKH� VDPH� WKLQJ�
DV� PHGLFDO� GHYLFHV� WKH� DJHQF\� KDV� DOZD\V� UHJXODWHG�� (YHU� VLQFH� WKH�
�����0HGLFDO�'HYLFH�$PHQGPHQWV��)'$�KDV�UHJXODWHG�EORRG�SUHVVXUH�
FXIIV�� ((*� PDFKLQHV�� XULQDO\VLV� HTXLSPHQW�� DQG� GHYLFHV� IRU� YLHZLQJ�
UDGLRORJLFDO� LPDJHV�� 1RZ� WKDW� DOO� RI� WKRVH� WKLQJV� FDQ� EH� GRQH� RQ� D�
PRELOH�SKRQH�RU�WDEOHW��)'$�UHJXODWHV�WKH�VRIWZDUH�XVHG�WR�DFFRPSOLVK�
WKRVH�IXQFWLRQV��

7R�EH�VXUH��WKHUH�DUH�VRPH�QHZ�IXQFWLRQDOLWLHV�ȝ�FDSDELOLWLHV�WKDW�KDYH�
QHYHU�H[LVWHG�EHIRUH��7KH�VFRSH�RI�)'$�UHJXODWLRQ�ZLWK�UHJDUG�WR�WKRVH�
new capabilities will be discerned by applying the basic statutory 
SULQFLSOHV� WR�GHWHUPLQH�ZKHWKHU� WKH�DUWLFOH� LQYROYHV�DQ� LQWHQGHG�XVH�
RI� WKH� NLQG� GHVFULEHG� LQ� WKH� VWDWXWH�� %XW� LQ� DGGLWLRQ� WR� WKH� DQDO\VLV��
GHYHORSHUV�PD\�ZLVK�WR�FRQˉUP�WKHLU�DVVHVVPHQWV�XVLQJ�WKH�)'$ȠV�QHZ�
G\QDPLF�JXLGDQFH�DSSURDFK��,�IRU�RQH�LQWHQG�WR�ZDWFK�WKH�)'$�ZHESDJH�
FORVHO\� WR� VHH� ZKDW� QHZ� DSSV� WKH� DJHQF\� SXWV� LQ� WKH� HQIRUFHPHQW�
discretion category.

Questions left open (continued...)

II. Which Apps Does FDA Regulate? (continued...)
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7KH�VFRSH�RI�WKH�ˉQDO�PRELOH�PHGLFDO�DSS�JXLGDQFH�
LV� H[DFWO\� WKDW�� PRELOH� PHGLFDO� DSSV�� 7KH� JXLGDQFH�
was never intended to address hardware. Perhaps 
VRPHGD\� )'$�ZLOO� SXW� RXW� D� JXLGDQFH� RQ� KDUGZDUH��
EXW�,�ZRXOGQȠW�FRXQW�RQ�LW�DQ\WLPH�VRRQ��6R�ZH�QHHG�
WR�PDNH�WKH�EHVW�RI�ZKDW�ZH�KDYH��

)RUWXQDWHO\��WKH�JXLGDQFH�GRHV�JLYH�XV�VHYHUDO�FOXHV�
DV�WR�KRZ�)'$�DSSURDFKHV�KDUGZDUH��,ȠG�OLNH�WR�EUHDN�
this discussion down into two general categories 
���� PRELOH� SKRQHV� DQG� RWKHU� PRELOH� GHYLFHV� DQG�
���� DFFHVVRULHV� WKDW�PLJKW� FRQQHFW� ZLWK� WKH�PRELOH�
phones.

Mobile phones and other mobile devices

$IWHU� KDYLQJ� MXVW� VDLG� WKDW� )'$� GRHV� QRW� DGGUHVV�
hardware in its guidance, there is a single sentence 
WKDW� LV� YHU\� LPSRUWDQW�� 2Q� SDJH� �� RI� WKH� JXLGDQFH��
)'$�H[SODLQV�� �Ȣ8QGHU� WKLV�JXLGDQFH��)'$�ZRXOG�QRW�
UHJXODWH� WKH�VDOH�RU�JHQHUDO�FRQYHQWLRQDO� FRQVXPHU�
XVH�RI�VPDUWSKRQHV�RU� WDEOHWV�ȣ� �7KDWȠV�DQ�H[WUHPHO\�
LPSRUWDQW� VWDWHPHQW� E\� )'$�� EXW� QRW� WR� EH� D� SDUW\�
SRRSHU��,�QHHG�WR�H[SODLQ�ZKDW�WKDW�VWDWHPHQW�DFWXDOO\�
PHDQV��LQFOXGLQJ�LWV�OLPLWV��7KDW�VWDWHPHQW�PHDQV�)'$�
ZLOO� QRW� UHJXODWH�PRELOH� SKRQHV�� XVXDOO\�� 'RQȠW� \RX�
MXVW�KDWH�WKDW�ZRUG�ȢXVXDOO\�ȣ�%URDGO\�VSHDNLQJ��WKHUH�
DUH�WKUHH�FLUFXPVWDQFHV�ZKHQ�)'$�ZRXOG�UHJXODWH�D�
PRELOH�SKRQH�

1. Medical device claims

5HFDOO� LQ� FKDSWHU� ��ZKHUH� ,� H[SODLQHG� WKDW�ZKHWKHU�
VRPHWKLQJ� FRQVWLWXWHV� D� PHGLFDO� GHYLFH� WXUQV�
SULQFLSDOO\� RQ� LWV� LQWHQGHG� XVH�� 5HPHPEHU� DOVR�
WKDW� ,� H[SODLQHG� WKDW� QHDUO\� DQ\WKLQJ�� LQFOXGLQJ� D�
SRSVLFOH�VWLFN�RU�P\�VKRH�IRU�WKDW�PDWWHU��FDQ�EHFRPH�
D� PHGLFDO� GHYLFH� LI� WKH� VHOOHU� SURPRWHV� LW� IRU� XVH��
ORRVHO\�VSHDNLQJ��LQ�WKH�GLDJQRVLV��FXUH��PLWLJDWLRQ�RU�
WUHDWPHQW�RI�GLVHDVH�RU�RWKHU�FRQGLWLRQV��

,Q�LWV�VWDWHPHQW�UHJDUGLQJ�PRELOH�SKRQHV��)'$�LV�VD\LQJ�WKDW�PHUHO\�KDYLQJ�DQ�
LQWHQGHG� XVH� WR� KRVW� D�PRELOH�PHGLFDO� DSS�ZLOO� QRW�PDNH� WKH�PRELOH� SKRQH�
DQ� )'$� UHJXODWHG�PHGLFDO� GHYLFH�� DW� OHDVW� LQ� WKH� KDQGV� RI� WKH�PRELOH� SKRQH�
VHOOHU��7KDWȠV�D�XVHIXO�VWDWHPHQW��*HWWLQJ�WKDW�FODULW\�UHDOO\�KHOSV�PRELOH�SKRQH�
PDQXIDFWXUHUV�

%XW� WKDW� LV�QRW�DQ�XQTXDOLˉHG� VWDWHPHQW� WKDW�D�PRELOH�SKRQH�ZLOO�QHYHU�EH�D�
PHGLFDO�GHYLFH��,I�WKH�PRELOH�SKRQH�PDQXIDFWXUHU�GHFLGHV�WR�SURPRWH�LWV�PRELOH�
SKRQHV�VRPHKRZ�GLUHFWO\�IRU�XVH�LQ�GLDJQRVLQJ�RU�WUHDWLQJ�GLVHDVH��WKH�PRELOH�
SKRQH�FRPSDQ\�PD\�FURVV�WKH�OLQH�LQWR�UHJXODWHG�WHUULWRU\��)'$�MXVW�VDLG�WKDW�WKH�
PHUH�XVH�E\�FXVWRPHUV�ZLWK�PRELOH�PHGLFDO�DSSV�GRHV�QRW�WUDQVIRUP�WKH�SKRQH�
LQWR�D�PHGLFDO�GHYLFH�DV�VROG�E\�LWV�PDQXIDFWXUHU��

,QWHQGHG�XVH�LV�LQFUHGLEO\�LPSRUWDQW�WR�XQGHUVWDQG�IRU�WKLV�FKDSWHU�RQ�KDUGZDUH��
,Q� SDUWLFXODU�� ,� ZRXOG� GLUHFW� \RX� WR� WKH� HQG� RI� FKDSWHU� �� ZKHUH� ,� GLVFXVV� WKH�
GLIIHUHQW� W\SHV� RI� LQWHQGHG� XVHV�� 2QH� RI� WKH� DUHDV� ZKHUH� PRELOH� SKRQH�
PDQXIDFWXUHUV�FRXOG�UXQ�DPRN�DQG�ˉQG�WKHPVHOYHV�UHJXODWHG� LV� LI� WKH\�GHSDUW�
IURP� WKH� JHQHUDO� LQWHQGHG� XVHV� RI� FRPPXQLFDWLQJ� DQG� FRPSXWLQJ� SRZHU�� DQG�
GLYH�WRR�GHHSO\�DQG�WRR�VSHFLˉFDOO\�LQWR�PHGLFDO�DSSOLFDWLRQV��(YHQ�LI�WKH�PRELOH�
SKRQH�KDV�QR�SDUWLFXODU�IHDWXUHV�WKDW�DUH�XQLTXHO\�PHGLFDO��LI�WKH�PRELOH�SKRQH�
PDQXIDFWXUHU�WKURXJK�LWV�SURPRWLRQ�PDNHV�FODLPV�DERXW�WKH�XWLOLW\�RI�LWV�PRELOH�
SKRQH� DV� VRPHKRZ� HVSHFLDOO\�ZHOO�VXLWHG� IRU� VRPH�PHGLFDO� SXUSRVH�� LW� FRXOG�
FURVV� WKH� OLQH� LQWR� UHJXODWHG� WHUULWRU\�� 7KH�PRELOH� SKRQH�PDQXIDFWXUHUV� QHHG�
WR�UHPHPEHU�WR�NHHS�WKHLU�FODLPV�JHQHUDO��HQFRPSDVVLQJ�D�ZLGH�YDULHW\�RI�XVHV�
ERWK�PHGLFDO�DQG�QRQPHGLFDO�

2. Design features

,W� LVQȠW� MXVW� PDUNHWLQJ� FODLPV� WKDW� PLJKW� JHW� D� PRELOH� SKRQH� PDQXIDFWXUHU�
LQWR� UHJXODWHG� WHUULWRU\��'HVLJQ�GHFLVLRQV�FRXOG�DOVR�FDXVH�D�SKRQH� WR�EHFRPH�
UHJXODWHG��,ȠOO�RIIHU�D�IHZ�SRVVLELOLWLHV�KHUH�

)LUVW�� LWȠV� SRVVLEOH� WKDW� D� PRELOH� SKRQH� PDQXIDFWXUHU�� ZDQWLQJ� WR� SXUVXH� D�
EXVLQHVV� VWUDWHJ\� RI� H[FOXGLQJ� FRPSHWLWRUV� IURP� FHUWDLQ� VRIWZDUH� SURGXFWV��
ZRXOG�GHVLJQ�ERWK�D�PRELOH�DSS�DQG�D�PRELOH�SKRQH�KDQGVHW�WR�EH�LQWHUWZLQHG�
LQ�D�SURSULHWDU\�ZD\��,I�D�PRELOH�PHGLFDO�DSS�LV�EDVLFDOO\�GHVLJQHG�WR�ZRUN�ZLWK�
RQO\�RQH�SKRQH�� WKH�DVVRFLDWHG� LQWHJUDWLRQ�PLJKW� LQGLFDWH� WKDW� WKH�SKRQH�DQG�
WKH�DSS�DUH�LQVHSDUDEOH�DQG�WKHUHIRUH�WKH�PRELOH�SKRQH�WRR�ZRXOG�EH�UHJXODWHG�

6HFRQG�� ULJKW� QRZ�PRELOH� SKRQHV� FRPH�ZLWK� FHUWDLQ� W\SLFDO� KDUGZDUH�EXLOW�LQ�
VXFK� DV� D� FDPHUD�� D�PLFURSKRQH� DQG� DQ� DFFHOHURPHWHU�� %XW� OHWȠV� VD\� D�PRELOH�
SKRQH�PDQXIDFWXUHU�EHFDPH�HQDPRUHG�RI�WKH�PHGLFDO�PDUNHW�DQG�VWDUWHG�WR�DGG�
FHUWDLQ�DFFHVVRULHV�WKDW�UHDOO\�RQO\�KDG�D�PHGLFDO�SXUSRVH��7KDW�ZRXOG�FDXVH�WKH�
KDQGVHW�WR�EHFRPH�LWVHOI�D�UHJXODWHG�PHGLFDO�GHYLFH�

III. What about Hardware?
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7KLUG�� LWȠV� SRVVLEOH� WKDW� HLWKHU� KDUGZDUH� RU� WKH� RSHUDWLQJ� V\VWHP� ZRXOG� EH�
GHVLJQHG� LQ� VXFK� D� ZD\� VR� DV� WR� PHHW� VSHFLDOL]HG� PHGLFDO� VWDQGDUGV�� 7KH�
IHDWXUHV� RI� WKH�PRELOH� SKRQH� DGGHG� WR� FRPSO\� ZLWK� WKRVH� VSHFLDO� PHGLFDO�
GHYLFH�VWDQGDUGV�HYLGHQFH�DW�OHDVW�VRPH�LQWHQW�IRU�WKH�SURGXFW�WR�EH�XVHG�DV�
D�PHGLFDO�GHYLFH�VSHFLˉFDOO\��7KHUH�LVQȠW�D�WKHRU\�E\�ZKLFK�\RX�ORRN�DW�DOO�WKH�
GLIIHUHQW�IXQFWLRQDOLWLHV�RI�D�PRELOH�SKRQH�DQG�WKH�PDMRULW\�UXOH��,I�\RX�DGG�D�
VLQJOH�PHGLFDO�GHYLFH�IXQFWLRQDOLW\�WR�D�PRELOH�SKRQH�WKDW�VLQJOH�IXQFWLRQDOLW\�
JHWV� UHJXODWHG�� 7KDW� VDLG�� ,ȠP� KRSLQJ� WKDW� VRPHGD\� )'$� LVVXHV� JXLGDQFH� WR�
WKH� HIIHFW� WKDW� PHUHO\� FRPSO\LQJ� ZLWK� FHUWDLQ� PHGLFDO� VWDQGDUGV� GRHV� QRW�
FDXVH�D�SURGXFW�WR�EH�UHJXODWHG��,�WKLQN�)'$�VKRXOG�WDNH�WKDW�GLUHFWLRQ�XQGHU�
HQIRUFHPHQW�GLVFUHWLRQ��EXW�)'$�KDV�QRW�FOHDUO\�VWDWHG�LW�\HW�

)RXUWK��FRQVLGHU�ZKDW�ZRXOG�KDSSHQ�LI�D�PRELOH�SKRQH�PDQXIDFWXUHU�SURPRWHV�
LWV� SKRQHV� IRU� XVH� LQ� WKH� GLDJQRVLV� RU� WUHDWPHQW� RI� GLVHDVH� EHFDXVH� WKH\�
FRQWDLQ�FHUWDLQ�KDUGZDUH�RU�VRIWZDUH�IHDWXUHV�WKDW�PDNH�WKH�SKRQHV�HVSHFLDOO\�
VXLWDEOH�IRU�KRVWLQJ�FHUWDLQ�NLQGV�RI�PRELOH�PHGLFDO�DSSV��7KH\�PLJKW�JHW�DZD\�
ZLWK� WKDW�ZLWKRXW�PDNLQJ� WKH�SKRQH�D�PHGLFDO�GHYLFH��EXW� LWȠV�QRW� FOHDU��2Q�
WKH�RQH�KDQG��WKH\�DUH�VSHFLˉFDOO\�FODLPLQJ�VRPH�VRUW�RI�VSHFLDO�FRPSDWLELOLW\�
ZLWK�PHGLFDO�DSSV��EXW�RQ�WKH�RWKHU�KDQG�LW�VWLOO�IDLUO\�JHQHUDO�FODLP��,�FRXOG�
VHH�)'$�ORRNLQJ�WKH�RWKHU�ZD\�XQGHU�HQIRUFHPHQW�GLVFUHWLRQ�EXW�WKH\�KDYHQȠW�
said that yet.

7KHVH�DUH� MXVW�D� IHZ�RI� WKH�H[DPSOHV�RI� VFHQDULRV�ZKHUH� WKH�PRELOH�SKRQH�
FRXOG�LQGHHG�EH�UHJXODWHG�WKURXJK�GHVLJQ�FKRLFHV��7KH�ERWWRP�OLQH�LV��LI�\RX�
JLYH�WKH�PRELOH�SKRQH�D�XQLTXHO\�PHGLFDO�IXQFWLRQ��HYHQ�LI�LW�UHWDLQV�DOO�RI�LWV�
RWKHU�IXQFWLRQDOLW\��\RX�KDYH�DUJXDEO\�PDGH�WKH�SKRQH�LQWR�D�PHGLFDO�GHYLFH�

3. Mobile phone as component

,Q�WKH�SUHYLRXV�WZR�GLVFXVVLRQV��,ȠYH�WDONHG�DERXW�ZKHWKHU�WKH�PRELOH�SKRQH�
PLJKW� EH� D�PHGLFDO� GHYLFH� DV� LW� OHDYHV� WKH� KDQGV� RI� WKH�PDQXIDFWXUHU�� %XW�
WKHUH�LV�DQ�DGGLWLRQDO�TXHVWLRQ��,V�WKH�PRELOH�SKRQH�FRQVLGHUHG�D�FRPSRQHQW�
RI�D�PHGLFDO�GHYLFH�LQ�WKH�KDQGV�RI�WKH�FXVWRPHU"

,Q� LWV�JXLGDQFH��)'$�VD\V�� �Ȣ:KHQ�PRELOH�PHGLFDO�DSSV�DUH� UXQ�RQ�D�PRELOH�
SODWIRUP�� WKH� PRELOH� SODWIRUP� LV� WUHDWHG� DV� D� FRPSRQHQW� RI� WKH� PRELOH�
PHGLFDO�DSSȠV�LQWHQGHG�XVH�ȣ��,�DP�UHDOO\�QRW�HYHQ�VXUH�ZKDW�WKDW�VD\V��EXW�LI�LW�
VXJJHVWV�WKDW�WKH�SKRQH�LV�D�FRPSRQHQW��,�GLVDJUHH��2I�FRXUVH�\RX�QHHG�WR�DOVR�
XQGHUVWDQG�WKDW�,�GRQȠW�PDNH�WKH�UXOHV��EXW�WKDW�LV�P\�RSLQLRQ�IRU�ZKDW�LWȠV�ZRUWK��
6RPHWKLQJ�FDQ�RQO\�EH�D�FRPSRQHQW�ZKHQ�LW�LV�DGGHG�WR�RWKHU�FRPSRQHQWV�WR�
XOWLPDWHO\�SURGXFH�D�ˉQLVKHG�PHGLFDO�GHYLFH�LQ�WKH�KDQGV�RI�D�PDQXIDFWXUHU��
:KHQ�D�FXVWRPHU�MRLQV�WZR�DUWLFOHV��WKDW�LV�QRW�PDQXIDFWXULQJ�DQG�LW�GRHVQȠW�
PDNH� HLWKHU� DUWLFOH� LQWR� D� FRPSRQHQW��7\SLFDOO\�ZKHQ� D� FXVWRPHU� MRLQV� WZR�
WKLQJV��WKDWȠV�WKH�GHˉQLWLRQ�RI�DQ�DFFHVVRU\��EXW�)'$ȠV�FRQXQGUXP�LV�WKDW�FDOOLQJ�
WKH�SKRQH�DQ�DFFHVVRU\�ZRXOG�PHDQ�WKDW�WKH�SKRQH�ZDV�UHJXODWHG�DW�WKH�WLPH�
LW�OHIW�WKH�PRELOH�SKRQH�PDQXIDFWXUHUȠV�KDQGV��)'$�REYLRXVO\�GRHVQȠW�ZDQW�WR�
FDOO�D�PRELOH�SKRQH�D�PHGLFDO�GHYLFH�ZKHQ�LW�OHDYHV�WKH�PDQXIDFWXUHUȠV�KDQGV�
�DQG� ,�DJUHH� WKDW� LWȠV�QRW�DQ�DFFHVVRU\���%XW�DW� WKH�VDPH� WLPH��)'$�VHHPV� WR�
UHDOO\�ZDQW�WR�FDOO�WKH�SKRQH�UHJXODWHG�LQ�WKH�KDQGV�RI�WKH�FXVWRPHU��6R�WKH\�
PLVXVH�RI�WKH�WHUP�FRPSRQHQW�DQG�FDOO�WKH�SKRQH�D�FRPSRQHQW�

,Q� P\� DQDO\VLV� �DQG� ,� IHHO� SUHWW\� FRPIRUWDEOH� ZLWK�
WKLV��� WKH� PRELOH� PHGLFDO� DSS� ZRXOG� EH� D� PHGLFDO�
GHYLFH� DQG� WKH� PRELOH� SKRQH� RQ� ZKLFK� LW� RSHUDWHV�
ZRXOG�VLPSO\�EH�SDUW�RI�WKH�HQYLURQPHQW�LQ�ZKLFK�WKH�
PHGLFDO� GHYLFH�RSHUDWHV��$V� VXFK�� WKH�PRELOH�PHGLFDO�
DSS�PDQXIDFWXUHU�LV�REOLJDWHG�WR�PDNH�VXUH�WKDW�LWV�DSS�
ZLOO�RSHUDWH�LQ�WKH�HQYLURQPHQWV�ZKLFK�LW�UHFRPPHQGV�
or that can reasonably be anticipated. In this case, that 
HQYLURQPHQW� ZRXOG� EH� D� FRPELQDWLRQ� RI� KDUGZDUH�
DQG� VRIWZDUH� �IRU� H[DPSOH�� WKH� RSHUDWLQJ� V\VWHP���
7KH� DSS�PDQXIDFWXUHU� QHHGV� WR� WHVW� DQG�YDOLGDWH� WKH�
DSS� DV�ZRUNLQJ� LQ� WKH� UHFRPPHQGHG� DQG� DQWLFLSDWHG�
HQYLURQPHQWV�

,ȠP� QRW� VXUH� WKDW�P\� GLVDJUHHPHQW�ZLWK� )'$�PDWWHUV�
YHU\� PXFK�� EHFDXVH� WKH� DJHQF\� FRQFHGHV� WKDW�� � ȢWKH�
PRELOH� SODWIRUP� PDQXIDFWXUHU� LV� H[HPSW� IURP� WKH�
4XDOLW\�6\VWHP�UHJXODWLRQ�DQG�UHJLVWUDWLRQ�DQG�OLVWLQJ�
UHTXLUHPHQWV�ȣ� %XW� LW� VWLOO� FRQFHUQV�PH� WKDW� IRU� VRPH�
UHDVRQ�)'$�IHHOV�LQFOLQHG�WR�FDOO�WKH�PRELOH�SKRQH�DQG�
WKH�RSHUDWLQJ�V\VWHP�ȢFRPSRQHQWVȣ�RI�D�PHGLFDO�GHYLFH�

Attachments to mobile phones

:KDW� GR�ZH� NQRZ� DERXW� WKH� UHJXODWRU\� VWDWXV� RI� WKH�
VWXII� WKDW� SOXJV� LQWR� WKH� SKRQH"� 8QIRUWXQDWHO\�� WKH�
ˉQDO�00$�JXLGDQFH�GRHV�QRW�SURYLGH�PXFK�LQVLJKW�LQWR�
ZKHQ� DQG� KRZ� DWWDFKPHQWV�PLJKW� EH� UHJXODWHG�� )'$�
GHFODUHG�VXFK�LVVXHV�WR�EH�RXW�RI�VFRSH�IRU�WKLV�JXLGDQFH�
GRFXPHQW��,Q�VSHHFKHV��)'$�KDV�H[SODLQHG�WKDW�WKH\�DUH�
GHYHORSLQJ� D� VHSDUDWH� JXLGDQFH� GRFXPHQW� WR� FRYHU�
WKHVH�DFFHVVRULHV��EXW�WKDW�FRXOG�WDNH�VRPH�WLPH��6R�,�
ZLOO�KDYH�WR�GUDZ�XSRQ�RWKHU�JXLGDQFH�GRFXPHQWV�DQG�
UHJXODWRU\�SURQRXQFHPHQWV�WR�VHH�ZKDW�ZH�FDQ�OHDUQ�

,ȠG� OLNH�WR�VWDUW� WKLV�SDUW�RI� WKH�DQDO\VLV�E\�GLVFXVVLQJ�
D� ELW� GHHSHU� WKH� VWDWXWRU\� GLIIHUHQFH� EHWZHHQ� DQ�
DFFHVVRU\�DQG�D�FRPSRQHQW�

,Q�WKH�DUHD�RI�PRELOH�KHDOWK�WHFKQRORJ\��LWȠV�LPSRUWDQW�
WR�XQGHUVWDQG�WKDW�ERWK�DQ�DFFHVVRU\�DQG�D�FRPSRQHQW�
RI�D�PHGLFDO�GHYLFH�DUH�WKHPVHOYHV�UHJXODWHG�PHGLFDO�
GHYLFHV�� )XUWKHU�� WKH� GLIIHUHQFH� EHWZHHQ� DQ� DFFHVVRU\�
DQG� D� FRPSRQHQW� LV� ZKR� EX\V� LW�� (QG�XVHUV� EX\�
DFFHVVRULHV�� ZKLOH� PDQXIDFWXUHUV� EX\� FRPSRQHQWV��
7KXV� WKH� H[DFW� VDPH� SLHFH� RI� HTXLSPHQW� FRXOG� EH�
HLWKHU�DQ�DFFHVVRU\�RU�D�FRPSRQHQW�GHSHQGLQJ�RQ�WKH�
target purchaser. 

III. What about Hardware? (continued...) 

Mobile phones and other mobile devices (continued...)
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'HFLGLQJ�ZKHWKHU�VRPHWKLQJ�LV�DQ�DFFHVVRU\�
RU� D� FRPSRQHQW� PDNHV� D� ELJ� GLIIHUHQFH� LQ�
WHUPV�RI�DSSOLFDEOH�UHJXODWRU\�UHTXLUHPHQWV��
&RPSRQHQWV� DUH� H[HPSW� IURP� PRVW� )'$�
UHJXODWRU\� UHTXLUHPHQWV��ZLWK� WKH� UHJXODWRU\�
EXUGHQV� EHLQJ� ERUQH� E\� WKH� ˉQLVKHG� GHYLFH�
PDQXIDFWXUHU��$FFHVVRULHV��RQ�WKH�RWKHU�KDQG��
VLQFH�WKH\�JR�ULJKW�WR�WKH�HQG�XVHU��PXVW�PHHW�
WKH�)'$� UHTXLUHPHQWV�EHIRUH� WKH\� OHDYH� WKH�
KDQGV� RI� WKH� DFFHVVRU\�PDQXIDFWXUHU�� 7KHVH�
GLIIHUHQFHV� DUH� VXPPDUL]HG� LQ� WKH� ˉJXUH�
below. 

7KH� OHYHO� RI� UHJXODWLRQ� LPSRVHG� E\� )'$� RQ�
DQ�DFFHVVRU\�RU�FRPSRQHQW�LV�GHWHUPLQHG�E\�
WKH�SDUHQW�GHYLFH�WR�ZKLFK�LW�UHODWHV��6R�LI�WKH�
DFFHVVRU\�UHODWHV�WR�D�KLJK�ULVN�GHYLFH��VD\�DQ�
LPSODQWDEOH� FDUGLDF� GHˉEULOODWRU�� LW� ZLOO� EH�
VXEMHFW� WR�D�KLJK� OHYHO�RI� UHJXODWLRQ�HYHQ� LI�
WKH� DFFHVVRU\� LV� UHODWLYHO\� EHQLJQ� LQ� DQG� RI�
LWVHOI�

7KLV� DSSURDFK� ZRXOG� VHHP� WR� UHJXODWH�
DFFHVVRULHV� RQFH� UHPRYHG�� WZLFH� UHPRYHGȞ
LQGHHG�� WKH�ZKROH� IDPLO\� WUHH�ȝ�DW� WKH�VDPH�
OHYHO� DV� WKH� ȢSDUHQWȣ� GHYLFH�� 7KH� DJHQF\ȠV�
WKHRU\� LV� VLPSO\�� LI� DQ� DFFHVVRU\� EUHDNV�� WKH�
ULVN� WR� WKH� SDWLHQW�ZRXOG� EH� WKH� VDPH� DV� LI�
WKH�SDUHQW�PHGLFDO�GHYLFH�EURNH�

/HWȠV� WDNH� DV� DQ� H[DPSOH�� KHDGSKRQHV��
+HDGSKRQHV� REYLRXVO\� KDYH� D� YHU\� JHQHULF�
XVH�� OLVWHQLQJ� WR� VRXQG� IURP� D� SOD\HU� RI�
VRPH�VRUW��%XW�OHWȠV�VD\�WKDW�KHDGSKRQHV�DUH�
VSHFLˉFDOO\� SURPRWHG� WR� EH� XVHG� WRJHWKHU�
ZLWK� D� PRELOH� PHGLFDO� DSS�� /HWȠV� VD\� WKH�
PRELOH�PHGLFDO�DSS�XVHV�VRXQGV�DV�WKHUDS\�IRU�
treating individuals with disorders including 
DXWLVP�� ,Q� WKH� IDFH� RI� VSHFLˉF� SURPRWLRQ� RI�
WKH� KHDGSKRQHV� IRU� WKDW� PHGLFDO� XVH�� WKH�
KHDGSKRQHV�ZRXOG�EH�UHJXODWHG�WR�WKH�VDPH�
level as the underlying app.

:LWK�WKDW�DV�JHQHUDO�EDFNJURXQG�RQ�DFFHVVRU\�
UHJXODWLRQ��OHWȠV�DQDO\]H�WKH�SRWHQWLDO�UDQJH�RI�
KDUGZDUH�WKDW�FDQ�DWWDFK�WR�D�PRELOH�SKRQH��
DQG�ORRN�DW�ZKDW�WKH�OLNHO\�UHJXODWRU\�VWDWXV�
RI� WKRVH� DWWDFKPHQWV� ZLOO� EH�� ,� KDYH� FRPH�
XS�ZLWK�DW�OHDVW�WKUHH�GLIIHUHQW�FDWHJRULHV�RI�
DWWDFKPHQWV�

III. What about Hardware? (continued...) 

Attachments to mobile phones (continued...)

���$WWDFKPHQWV�ZLWK�VSHFLˉF�PHGLFDO�IXQFWLRQDOLW\�

7KHUH� LV� D� JURZLQJ�PDUNHW� RI� VSHFLDOL]HG�PHGLFDO� DWWDFKPHQWV� WKDW� FDQ� SOXJ� LQWR� D�
SKRQH� WKDW� WR�PDNH� LW� IXQFWLRQ� DV� D�PHGLFDO� GHYLFH��:H� GLVFXVVHG� WKHVH� DFFHVVRULHV�
LQ� FKDSWHU� �� LQ� UHODWLRQ� WR� WKH� DVVRFLDWHG� DSSV�� EXW� KHUH�ZH� IRFXV� RQ� WKH� KDUGZDUH��
([DPSOHV�ZRXOG�EH�DWWDFKPHQWV�OLNH�D�EORRG�JOXFRVH�VWULS�UHDGHU�RU�(&*�HOHFWURGHV�

%DVHG� RQ� WKH� GHVFULSWLRQ� RI� WKLV� FDWHJRU\�� ,� KRSH� E\� QRZ� \RX� FDQ� JXHVV� WKDW� WKHVH�
devices will be regulated. That should be pretty obvious. 

,�ZRXOG�SUHGLFW�WKDW�VRPH�RI�WKH�PHGLFDO�DWWDFKPHQWV�ZLOO�IDOO�LQWR�WKH�0''6�FDWHJRU\�
EHFDXVH�WKH\�ZLOO�EH�XVHG�LQ�WKH�GLVSOD\��WUDQVIHU�RU�VWRUDJH�RI�PHGLFDO�GHYLFH�GDWD��0RVW�
SHRSOH� WKLQN�RI�0''6�DV�VRIWZDUH��EXW� WKH�FODVVLˉFDWLRQ�DOVR�FRYHUV�KDUGZDUH�� ,Q� WKH�
)'$�V\VWHP��VXFK�GHYLFHV�DUH�FODVV�,��H[HPSW�IURP�SUHPDUNHW�QRWLˉFDWLRQ�EXW�VXEMHFW�WR�
WKH�TXDOLW\�V\VWHP�UHTXLUHPHQWV�

)DOOLQJ�RXWVLGH�WKH�0''6�FODVVLˉFDWLRQ�KDV�WZR�SRWHQWLDOO\�RSSRVLWH�FRQVHTXHQFHV��2Q�
WKH� RQH� KDQG�� IDOOLQJ� RXWVLGH�PLJKW�PHDQ� WKDW� WKH� SURGXFW� LV� QRW� UHJXODWHG� E\� )'$�
DW�DOO��3HUKDSV� LWȠV�EHFDXVH�WKH�DFFHVVRU\� LV�D�JHQHULF�DFFHVVRU\�RI� WKH�W\SH�GHVFULEHG�
LQ� WKH�QH[W�VHFWLRQ��2Q�WKH�RWKHU�KDQG�� IDOOLQJ�RXWVLGH�WKH�0''6�FODVVLˉFDWLRQ�PLJKW�
PHDQ�WKDW�WKH�SURGXFW�LV�D�FODVV�,,�RU�,,,�PHGLFDO�GHYLFH��D�YHU\�GLIIHUHQW�RXWFRPH��7KLV�
ZRXOG� EH� EHFDXVH�� IRU� H[DPSOH�� WKH� DFFHVVRU\� SURYLGHV� IXQFWLRQDOLW\� EH\RQG� PHUHO\�
WUDQVPLWWLQJ��GLVSOD\LQJ�RU�VWRULQJ�PHGLFDO�GHYLFH�GDWD�

Element 
of device 
definition

Finished stand 
alone parent 

device
Accessory Component

Definition

$�PHGLFDO�GHYLFH�
LQ�ILQLVKHG�IRUP��
ready to use 
perhaps with 
accessories, 
LQWHQGHG�IRU�VDOH�
to the end user

An article intended 
IRU�XVH�LQ�RU�ZLWK�
D�ILQLVKHG�PHGLFDO�
GHYLFH��LQWHQGHG�IRU�
use by the end user

An article intended 
IRU�XVH�LQ�RU�ZLWK�
D�ILQLVKHG�PHGLFDO�
device, intended 
IRU�XVH�E\�D�
PDQXIDFWXUHU

FDA clearance 
required?

<HV��XQOHVV�H[HSW�
IURP�FOHDUDQFH

<HV��XQOHVV�H[HPSW�
IURP�FOHDUDQFH

No

GMPs 
required?

<HV��XQOHVV�
H[HPSW�IURP�
*03V

<HV��XQOHVV�H[HPSW�
IURP�*03V

No, but quality 
PXVW�EH�DVVXUHG�WR�
WKH�VDWLVIDFWLRQ�RI�
WKH�ILQLVKHG�GHYLFH�
PDQXIDFWXUHU

Figure 1. Types of devices
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2. Generic accessories.

%\� QRZ� \RXȠUH� SUREDEO\� JHWWLQJ� SUHWW\� VLFN� RI� PH�
WDONLQJ� DERXW� WKH� GLIIHUHQFH� EHWZHHQ� JHQHUDO� YHUVXV�
D�VSHFLˉF�LQWHQGHG�XVHV��%XW�WKDW�FRQFHSW�LV�LPSRUWDQW�
WR�WKH�KDUGZDUH�WKDW�DWWDFKHV�WR�D�SKRQH��,I�,�DWWDFK�D�
JHQHUDO�SXUSRVH�� VXSSOHPHQWDO� GLVSOD\� XQLW�� )'$� GRHV�
QRW� UHJXODWH� WKH� DWWDFKPHQW� VR� ORQJ� DV� ,� RQO\� PDNH�
WKRVH�JHQHUDO�FODLPV��,I�,�FODLP�WKDW�WKH�GLVSOD\�XQLW�LV�
HVSHFLDOO\�VXLWHG��IRU�H[DPSOH��EHFDXVH�RI�UHVROXWLRQ�RU�
VRPH�RWKHU�IHDWXUH�WR�VKRZ�XOWUDVRXQG�LPDJHV�� ,�KDYH�
MXVW�PDGH�LW�LQWR�D�PHGLFDO�GHYLFH��

,Q�WKH�SUHFHGLQJ�VHFWLRQ��,�GLVFXVVHG�WKH�OLNHOLKRRG�WKDW�
FHUWDLQ�DFFHVVRULHV�ZRXOG�TXDOLI\�DV�0''6�EHFDXVH�WKH\�
ZRXOG� EH� LQWHQGHG� IRU� XVH� LQ� WKH� VWRUDJH�� WUDQVIHU� RU�
GLVSOD\�RI�PHGLFDO�GHYLFH�GDWD��%XW�LI�\RX�WKLQN�DERXW�LW��
LI�,�VHOO�D�FRPPRQ�FDEOH�SHUKDSV�ZLWK�D�86%�FRQQHFWRU�
on one end and an Apple Lightning connector on the 
RWKHU�� DQG� ,� MXVW� VD\� LWȠV� IRU� FRQQHFWLQJ� VWXII� WR� \RXU�
L3KRQH��WKDW�FDEOH�ZLOO�QRW�EH�0''6�EHFDXVH�,�KDYH�QRW�
FODLPHG�DQ\� VSHFLˉF�PHGLFDO� IXQFWLRQ�� 6R� LWȠV� SRVVLEOH�
WKDW� E\� VWD\LQJ� DW� D� KLJK� HQRXJK� OHYHO� RI� JHQHUDOLW\�
PDQ\�DFFHVVRULHV�FDQ�HVFDSH�UHJXODWLRQ�DOWRJHWKHU�

3. Wellness sensors like heart rate and weight scales

)RU�GHFDGHV��)'$�KDV�SHUPLWWHG�HOHFWURQLFV�FRPSDQLHV�
WR� SURGXFH� DQG� VHOO� YDULRXV� NLQGV� RI� VHQVRUV� XVHG� E\�
SHRSOH�WR�PDQDJH�WKHLU�KHDOWK�DQG�ZHOOQHVV��([DPSOHV�
LQFOXGH�D�FRPPRQ�EDWKURRP�VFDOH��KHDUW�UDWH�PRQLWRU�
used by athletes during training, and an activity or sleep 
WUDFNHU��7KHVH�VHQVRUV�DUH�HDVLO\�DQG�FKHDSO\�DYDLODEOH�
through retailers.

/HWȠV�VD\�D�PRELOH�PHGLFDO�DSS�GHYHORSHU�VHOOV�DQ�DSS�
WKDW� UHTXLUHV� WKH� FXVWRPHU� WR� JR� RXW� DQG� EX\� RQH� RI�
WKHVH� VHQVRUV� DQG� XVH� LW� LQ� WDQGHP�ZLWK� WKH� DSS�� %\�
GHˉQLWLRQ��EHFDXVH�,�XVH�WKH�WHUP�PRELOH�PHGLFDO�DSS��
,ȠP�UHIHUULQJ�WR�WKH�YDULHW\�RI�DSSV�WKDW�)'$�UHJXODWHV��
VR�LW�PXVW�KDYH�DQ�LQWHQGHG�XVH�LQ�WKH�FXUH��PLWLJDWLRQ��
WUHDWPHQW� RU� GLDJQRVLV� RI� GLVHDVH� RU� RWKHU� FRQGLWLRQV�
(loosely stated).

,I� WKH� DSS� PDNHU� GRHV� WKDW� XQLODWHUDOO\� ZLWK� QR�
LQYROYHPHQW�RI� WKH�VHQVRU�PDQXIDFWXUHU�� WKH� LQWHQGHG�
XVH�RI�WKH�VHQVRU�GRHV�QRW�FKDQJH�LQ�WKH�KDQGV�RI�WKH�

III. What about Hardware? (continued...) 

VHQVRU�PDQXIDFWXUHU�ZKHQ�LW�VHOOV�WKH�VHQVRU�WR�WKH�FXVWRPHU��7KH�VHQVRU�
PDQXIDFWXUHU� LQWHQGV� WKH� JHQHULF� ZHOOQHVV� XVH� IRU� LWV� VHQVRU�� -XVW� DV� ,�
DUJXHG�IRU�WKH�PRELOH�SKRQH�VFHQDULR�DERYH��,�ZRXOG�VD\�WKDW�WKH�VHQVRU�LV�
QRW�HYHQ�DQ�DFFHVVRU\�RU�D�FRPSRQHQW�RI�D�PHGLFDO�GHYLFH��5DWKHU�LW�LV�MXVW�
SDUW�RI�WKH�HQYLURQPHQW�LQ�ZKLFK�WKH�PRELOH�PHGLFDO�DSS�ZLOO�RSHUDWH��)RU�
LWV�SDUW��WKH�GHYHORSHU�RI�WKH�PRELOH�PHGLFDO�DSS�QHHGV�WR�SURYH�WKDW�WKH�
DSS�ZLOO�SHUIRUP�VDIHO\�DQG�HIIHFWLYHO\�XVLQJ�D�JHQHULF��RII�WKH�VKHOI�VHQVRU�

(YHQ� LI� WKH� PRELOH� PHGLFDO� DSS� GHYHORSHU� JRHV� VR� IDU� DV� WR� VSHFLI\� D�
VSHFLˉF�EUDQG�RI� VHQVRU� WR�XVH��ZKHQ� WKH� VHQVRU�PDQXIDFWXUHU� VHOOV� WKDW�
VSHFLˉF�VHQVRU�LW�LV�VWLOO�QRW�D�PHGLFDO�GHYLFH��,W�LV�WKH�VHQVRU�PDQXIDFWXUHUȠV�
LQWHQGHG�XVH�IRU�LWV�VHQVRU�LW�VHOOV�WKDW�PDWWHUV��DW�OHDVW�ZKLOH�WKH�VHQVRU�LV�
VWLOO�LQ�WKH�VHQVRU�PDQXIDFWXUHUȠV�KDQGV�

%XW�OHWȠV�VD\�WKH�VHQVRU�PDQXIDFWXUHU�DQG�WKH�DSS�PDQXIDFWXUHU�FROODERUDWH�
LQ� VRPH� ZD\�� ˉUVW� PD\EH� WR� WHVW� WR� PDNH� VXUH� WKDW� WKH� VHQVRU� DQG� WKH�
DSS�ZRUN�ZHOO� WRJHWKHU�� DQG� WKHQ� OLNHZLVH�HQJDJH� LQ� VRPH� OHYHO�RI� MRLQW�
SURPRWLRQ�IRU�WKH�XVH�RI�WKH�WZR�DUWLFOHV�WRJHWKHU��%RRP��7KH�OLQH�KDV�EHHQ�
FURVVHG��7KH� VHQVRU� LV� QRZ�DQ�DFFHVVRU\� WR� WKH�PRELOH�PHGLFDO� DSS�� DQG�
UHJXODWHG�LQ�WKH�VDPH�PDQQHU�

,�WROG�\RX�WKH�FRQFHSW�RI�LQWHQGHG�XVH�LV�LPSRUWDQW�
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8QIRUWXQDWHO\�� WKHUH� LV� DQ� HQRUPRXV� KROH� LQ� )'$ȠV� ˉQDO� PRELOH� PHGLFDO� DSS�
JXLGDQFH� GRFXPHQW�� 7KDW� KROH� LV� WKH� GHˉQLWLRQ� RI� FOLQLFDO� GHFLVLRQ� VXSSRUW�
VRIWZDUH��7KHUH�LVQȠW�RQH�

7KDWȠV� D� SUREOHP�� EHFDXVH� &'6� LV� RQH� RI� RQO\� WKUHH� ˊDYRUV� RI� )'$� UHJXODWHG�
PRELOH�DSSV��DQG�PD\�\HW�SURYH�WR�EH�WKH�ELJJHVW�RI�WKH�WKUHH��)'$�JRHV�WKURXJK�
D�ORW�RI�YHUEDO�PDQHXYHULQJ�RQ�WKH�RQH�KDQG�WR�H[SODLQ�WKDW�WKHUH�LV�WKLV�FDWHJRU\�
RI�FOLQLFDO�GHFLVLRQ�VXSSRUW�VRIWZDUH��EXW�RQ�WKH�RWKHU�KDQG�QRW�GHˉQH�LW�

,�H[SODLQHG�LQ�&KDSWHU���ZK\�WKH�)'$�IHOW�LW�QHFHVVDU\�WR�RPLW�WKH�NH\�GHˉQLWLRQ��
&'6� KDV� EHHQ� ORQJ� XQGHˉQHG� LQ� )'$� ODQG�� DQG� LQ� ����� )'$� DQQRXQFHG� LWV�
LQWHQWLRQ�WR�GHYHORS�D�JXLGDQFH�GRFXPHQW�GHˉQLQJ�WKH�W\SHV�RI�&'6�WKDW�)'$�
UHJXODWHV�� ,QGHHG�� LQ� 6HSWHPEHU� ������ ZKHQ� )'$� KHOG� LWV� KHDULQJ� RQ� PRELOH�
PHGLFDO�DSSV��WKH�DJHQF\�WDFNHG�RQ�DQ�H[WUD�PRUQLQJ�WR�FRYHU�&'6�VSHFLˉFDOO\��
And we have been waiting ever since to see the proposed guidance.

6LQFH� WKHQ�� LQ� WKH� VXPPHU� RI� ����� &RQJUHVV� SDVVHG� WKH� )RRG� DQG� 'UXJ�
$GPLQLVWUDWLRQ� 6DIHW\� DQG� ,QQRYDWLRQ� $FW� �)'$6,$��� ,Q� VHFWLRQ� ���� RI� WKDW�
OHJLVODWLRQ�� &RQJUHVV� GLUHFWHG� )'$� WR� ZRUN� ZLWK� 21&� DQG� )&&� WR� ZULWH� D�
FRPSUHKHQVLYH� UHJXODWRU\� VWUDWHJ\� IRU� DOO� KHDOWK� LQIRUPDWLRQ� WHFKQRORJ\��
LQFOXGLQJ�PRELOH�PHGLFDO�DSSV��7KDW�UHSRUW�LV�GXH�WR�&RQJUHVV�E\�-DQXDU\������

$W�D�UHFHQW�PHHWLQJ��'U�� -HII�6KXUHQ��WKH�'LUHFWRU�RI�WKH�&HQWHU�IRU�'HYLFHV�DQG�
5DGLRORJLFDO�+HDOWK�RI�)'$��ZDV�DVNHG�KRZ�WKH�DJHQF\�SODQV�WR�DGGUHVV�WKH�&'6�
LVVXH��+H�H[SODLQHG�WKDW�WKH�DJHQF\ȠV� LQWHQWLRQ�LV�WR�FROODERUDWH�ZLWK�21&�DQG�
)&&�WR�DQDO\]H�WKH�&'6�LVVXH�DV�D�SDUW�RI�GUDIWLQJ�WKH�)'$6,$�VHFWLRQ�����UHSRUW��
+H�H[SODLQHG� WKDW� LQ�DGGLWLRQ� WR� WKH� UHSRUW� WR�&RQJUHVV��ZKLFK�ZLOO� WDON�DERXW�
&'6�EXW�RQO\�DV�RQH�HOHPHQW�RI�DQ�RYHUDOO�+,7�VWUDWHJ\��)'$�PD\�SXEOLVK�D�&'6�
SURSRVDO�RU�SHUKDSV�MXVW�D�FRQFHSW�SDSHU�DIWHU�-DQXDU\������WR�JHW�SXEOLF�LQSXW�

:KLOH�,�DP�GLVDSSRLQWHG�E\�WKH�GHOD\��WKLV�DSSURDFK�PDNHV�VHQVH�EHFDXVH�&'6��LQ�
FRQWUDVW�WR�PRVW�RI�WKH�RWKHUV�WKLQJV�)'$�UHJXODWHV��LV�RIWHQ�GLUHFWO\�LQWHUZRYHQ�
ZLWK�WKH�HOHFWURQLF�KHDOWK�UHFRUG��7KXV�21&��DQG�WR�D�OHVVHU�H[WHQW�)&&��KDYH�DQ�
LQWHUHVW�LQ�&'6��(QVXULQJ�WKDW�IHGHUDO�SROLF\�LV�DV�FRRUGLQDWHG�DV�SRVVLEOH�DPRQJ�
the agencies will certainly help industry.

,Q� WKH� PHDQWLPH�� WKHUHȠV� WKLV� GDUQ� KROH� LQ� WKH� PRELOH� PHGLFDO� DSS� JXLGDQFH�
GRFXPHQW��$QG�HYHQ�FRPH�-DQXDU\��ZH�DUH�QRW�OLNHO\�WR�JHW�GHˉQLWLYH�DQVZHUV�EXW�
RQO\�SHUKDSV�PRUH�TXHVWLRQV�IURP�WKH�DJHQF\��6R�ZKDW�GR�ZH�GR�LQ�WKH�PHDQWLPH��
EHIRUH�)'$�VSHDNV�PRUH�GHˉQLWLYHO\�RI�LWV�UHJXODWRU\�DSSURDFK�WR�&'6"

IV. The CDS Conundrum

Current FDA policy on CDS

:KDW� GR� ZH� NQRZ� LQ� DGYDQFH� RI� )'$ȠV� -DQXDU\�
UHSRUW"�7XUQV�RXW��ZH�NQRZ�TXLWH�D�ELW��&RQVLGHU�WKH�
IROORZLQJ�IRXU�VRXUFHV�RI�LQWHOOLJHQFH�

1. The statute

2ND\��WKHUHȠV�KRQHVWO\�QRW�D�ZKROH�ORW�ZH�FDQ�JOHDQ�
IURP�WKH�VWDWXWH�LWVHOI��RWKHU�WKDQ�WKH�IDFW�WKDW�)'$�
KDV� DXWKRULW\� WR� UHJXODWH� VRIWZDUH� WKDW� LV� LQWHQGHG�
IRU� XVH� LQ� WKH� GLDJQRVLV� RU� WUHDWPHQW� RI� GLVHDVHV�
RU�RWKHU� FRQGLWLRQV�� ,ȠP�SDUDSKUDVLQJ�D�ELW�� EXW� ,ȠYH�
FRYHUHG�WKDW�VHYHUDO�WLPHV�DOUHDG\�

$W�D�YHU\�IXQGDPHQWDO�OHYHO��WKRXJK��LW�LV�LPSRUWDQW�WR�
DSSUHFLDWH�WKDW�DV�ZLWK�PRELOH�PHGLFDO�DSSV��WKLV�LV�D�
FDVH�RI�)'$�QHHGLQJ�WR�FODULI\�LWV�H[LVWLQJ�UHJXODWRU\�
SROLF\��DV�RSSRVHG�WR�D�QHZ�DUHD�WKH�)'$�LV�WKLQNLQJ�
DERXW� UHJXODWLQJ�� ,QGHHG�� DV� ,� VKRZ�EHORZ��)'$�KDV�
UHJXODWHG�VHYHUDO�FDWHJRULHV�RI�&'6�VLQFH������

,Q�FRQWUDVW�ZLWK�PRELOH�PHGLFDO�DSSV��WKRXJK��WKLV�LV�
GLIIHUHQW� EHFDXVH� )'$ȠV� UHJXODWLRQ� RI� WKLV� FDWHJRU\�
KDV�QHYHU�EHHQ�FOHDU�IRU�YHU\�PDQ\�IRUPV�RI�&'6��,Q�
WKH� FDVH� RI� PRELOH� PHGLFDO� DSSV�� UHDOO\� DOO� )'$� LV�
VD\LQJ� LV� WKDW� WKH\� UHJXODWH� DSSV� WKDW� IXQFWLRQ� WKH�
VDPH� DV� D� WUDGLWLRQDO�PHGLFDO� GHYLFH�� 6R� LI� DQ� DSS�
SHUIRUPV�XULQDO\VLV�DQG�LI�)'$�WUDGLWLRQDOO\�UHJXODWHG�
WKH�PDFKLQHV� WKDW� GLG� XULQDO\VLV�� )'$�ZLOO� UHJXODWH�
WKH�DSS��7KDWȠV�D�SUHWW\�PRGHVW�UHYHODWLRQ��

,Q� WKH� FDVH� RI� &'6�� IRU� GHFDGHV� LQGXVWU\� KDV� EHHQ�
DVNLQJ� )'$� WR� FODULI\� WKH� W\SHV� RI� VRIWZDUH� )'$�
UHJXODWHV�� DQG� WKH� DJHQF\� KDV� XWWHUO\� IDLOHG� WR� GR�
LW� H[FHSW� LQ� D� IHZ� YHU\� QDUURZ� FDWHJRULHV� VXFK� DV�
FDOFXODWRUV�DQG�FRPSXWHU�DLGHG�GLDJQRVLV��6R�WKHUHȠV�
QR� VLPSOH� H[SODQDWLRQ� KHUH�� UDWKHU� )'$� WUXO\� LV�
articulating new interpretive rules.
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2. FDA comments: September 2011 hearing.

$V� ,� PHQWLRQHG� DERYH�� )'$� KHOG� D� KDOI� GD\�
KHDULQJ� RQ� WKH� WRSLF� RI� &'6� LQ� 6HSWHPEHU�
������,I�\RX�DUH�LQWHUHVWHG�LQ�WKLV�WRSLF��,�KLJKO\�
UHFRPPHQG� \RX� JR� WR� WKH� )'$� ZHEVLWH� DQG�
UHDG� WKH� WUDQVFULSW�� 7KHUH� ZDV� TXLWH� D� ELW� RI�
GLVFXVVLRQ��$W�WKH�ULVN�RI�RYHUVLPSOLI\LQJ�WKLQJV��
,ȠG�OLNH�WR�SUHVHQW�D�FRXSOH�RI�WDNHDZD\V�WKDW�,�
JRW�RXW�RI�WKH�KHDULQJ�

)LUVW��DW�OHDVW�RQH�)'$�VSHDNHU�VHHP�WR�VXJJHVW�
WKDW� &'6� ZDV� FKDUDFWHUL]HG� E\� D� WKUHH�VWHS�
process.

6WHS� RQH� LV� WKH� FROOHFWLRQ� RI� GDWD�� TXLWH�
IUDQNO\� QHDUO\� DQ\� GDWD�� )'$� GLG� QRW� VHHP� WR�
FDUH�WRR�PXFK�ZKHWKHU�LW�ZDV�PHGLFDO�GHYLFH�
GDWD�� HQYLURQPHQWDO� GDWD�� GHPRJUDSKLF� GDWD�
RU� DQ\� RWKHU� GDWD� WKDW� PLJKW� EH� UHOHYDQW� WR�
LQIRUP�FOLQLFDO�GHFLVLRQ�PDNLQJ��,�GR�WKLQN�WKDW�
ORJLFDOO\� WKHUH� KDV� WR� EH� WZR� GLIIHUHQW� W\SHV�
RI�GDWD�XVHG��2QH�W\SH�RI�GDWD�ZRXOG�UHODWH�WR�
WKH�SDWLHQW��DQG�WKH�RWKHU�W\SH�RI�GDWD�ZRXOG�
UHODWH�WR�PHGLFDO�OHDUQLQJ�RI�VRPH�VRUW��&OHDUO\�
WKLV� VRUW� RI� PHGLFDO� GDWD� PLJKW� EH� VLPSO\�
LQKHUHQW� RU� HPEHGGHG� LQ� WKH� DQDO\VLV� WKDW�
FRPHV�LQ�VWHS�WZR��%XW�WKH�ZKROH�SRLQW�RI�&'6�
LV�WR�WDNH�SDWLHQW�VSHFLˉF�LQIRUPDWLRQ�DQG�WKHQ�
DSSO\�PRUH�JHQHUDOL]HG�PHGLFDO�NQRZOHGJH�

6WHS� WZR� LV� WKH� DQDO\VLV� RI� WKDW� GDWD�� +HUH�
DJDLQ� )'$� GLGQȠW� VHHP� WRR� SDUWLFXODU� DERXW�
ZKDW� NLQG� RI� DQDO\VLV� PLJKW� EH� SHUIRUPHG��
:KHWKHU�LWȠV�VLPSOH�GDWDEDVH�ORRNXSV�RU�PRUH�
HODERUDWH�DOJRULWKPV��)'$�VHHPHG�WR�VZHHS�LW�
DOO�LQWR�WKLV�FDWHJRU\�RI�&'6�

6WHS� WKUHH� ZDV� WKH� SURGXFWLRQ� RI� D� SDWLHQW�
VSHFLˉF�� DFWLRQDEOH� UHFRPPHQGDWLRQ�� 1RZ�
WKHUH� DUH� ˉQDOO\� VRPH� ZRUGV� WKDW� OLPLW�
WKH� VFRSH� RI� WKLV� FDWHJRU\�� 3DWLHQW� VSHFLˉF�
LV� SUREDEO\� VHOI�HYLGHQW�� EXW� WR� PH� LW�
GLVWLQJXLVKHV� WKLV� W\SH� RI� VRIWZDUH� IURP�
VRIWZDUH� WKDW� PLJKW�� IRU� H[DPSOH�� PDNH�
SRSXODWLRQ�EDVHG�UHFRPPHQGDWLRQV�IRU�SXEOLF�
KHDOWK� RIˉFLDOV�� $FWLRQDEOH�� DV� ,� XQGHUVWRRG�
WKDW� WHUP��PHDQV� VSHFLˉF�HQRXJK� LQ� WKH� IRUP�
RI� WKH� UHFRPPHQGDWLRQ� WR� SURPSW� DFWLRQ�� ,I�
WKH�RXWSXW�RI�WKH�VRIWZDUH�LV�VLPSO\�D�ODXQGU\�
OLVW� RI� SRVVLELOLWLHV� DQG� WKH� VRIWZDUH� OHDYHV�
HYHU\WKLQJ�WR�WKH�KXPDQ�GHFLVLRQ�PDNHU��VXFK�
output would not be actionable.

IV. The CDS Conundrum (continued...) 

7KXV�� DV� ,� JDWKHU� LW�� WKH� )'$ȠV� FRQFHSW� RI� &'6� LQ� JHQHUDO� LV� WKDW� LW� KDV� WR� SURGXFH� D�
UHFRPPHQGDWLRQ� WKDW�PLJKW� VD\� VRPHWKLQJ� OLNH��0U��7KRPSVRQ�� \RX� SUREDEO\� KDYH� D�
PLJUDLQH��2U�0U��7KRPSVRQ��WDNH�WZR�DVSLULQ�DQG�FDOO�D�GRFWRU�LQ�WKH�PRUQLQJ��%XW�LQ�DQ\�
HYHQW��WKH�RXWSXW�ZRXOG�EH�D�VSHFLˉF�UHFRPPHQGDWLRQ�IRU�WKH�VSHFLˉF�SDWLHQW�

7R� EH� FOHDU�� )'$� ZDVQȠW� VXJJHVWLQJ� WKDW� WKLV� LV� WKH� GHˉQLWLRQ� RI� ZKDW� )'$� VKRXOG�
UHJXODWH��EXW�UDWKHU�WKH�VWDUWLQJ�SRLQW�RI�WKH�GHˉQLWLRQ�IRU�&'6��$V�LQ�00$��)'$�KDV�VDLG�
WKDW�LW�RQO\�ZLVKHV�WR�UHJXODWH�WKH�ULVNLHVW��DQG�QRW�WR�LPSHGH�WKH�GHYHORSPHQW�RI�ORZ�
ULVN�VRIWZDUH�

'LDJUDPPDWLFDOO\��,�YLVXDOL]HG�WKH�)'$�GHˉQLWLRQ�RI�&'6�LQ�LOOXVWUDWLRQ����EHORZ�

$IWHU� )'$�SUHVHQWHG� LWV� EDVLF� IUDPHZRUN� RQ�ZKDW� LW� WKRXJKW� &'6�PHDQW�� WKH� DJHQF\�
WKHQ�SURYLGHG�VRPH�H[DPSOHV�DV�LQ�LOOXVWUDWLRQ����EHORZ��)XUWKHU��WKH�DJHQF\�ZDQWHG�WR�
PDNH�WKH�SRLQW�WKDW�&'6�H[LVWV�DORQJ�D�UDWKHU�ZLGH�ULVN�FRQWLQXXP��DQG�WKDW�VRPH�&'6�
LV�PXFK�ULVNLHU�WKDQ�RWKHUV��7KH�IROORZLQJ�DUH�WKH�H[DPSOHV�,�KHDUG�SUHVHQWHG�DW�WKH�
6HSWHPEHU������KHDULQJ�

Information

ȧ� 'DWD�IURP�D�
PHGLFDO�GHYLFH 

ȧ� (QYLURQPHQWDO�GDWD�
(e.g. pollen count, 
WHPS�� 

ȧ� 'HPRJUDSKLF�GDWD�
�H�J��DJH��VH[��VRFLR�
HFRQRPLF�VWDWXV�

Conversion

ȧ� $OJRULWKPV��ˉ[HG�RU�
iterative) 

ȧ� )RUPXODH 

ȧ� 'DWDEDVH�ORRN�XSV�
RU�FRPSDULVRQV 

ȧ� Rules or 
associations

Clinical Decision

ȧ� 3DWLHQW�VSHFLˉF 

ȧ� Actionable result

Illustration 1. What do we know today on CDS?

Illustration 2. Examples of CDS software

6HSWHPEHU������SUHOLPLQDU\�GHˉQLWLRQ�RI�&'6

Low Risk                                                  High Risk

BMI 
Calculator

Radiation dose
calculator

0HGLFDO�LPDJH�DQDO\]HU�IRU�
GLVHDVH�DQRPDO\�GHWHFWLRQ

&DQFHU�WUHDWPHQW
UHFRPPHQGDWLRQ

&RPSOH[�DQDO\]HU�IRU�
untrained user

7UHQGLQJ�DOJRULWKP�IRU�
GHWHUPLQLQJ�QH[W�FOLQLFDO�DFWLRQ

Medication
UHPLQGHU

'UXJ�GUXJ�LQWHUDFWLRQ�
DOOHUJ\�YHULILFDWLRQ
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:KLOH� WKLV� LQIRUPDWLRQ� LV�QRZ�RYHU� WZR�\HDUV�ROG�� IURP�HYHU\WKLQJ� ,ȠYH�KHDUG�)'$�ZRXOG�
FRQWLQXH� WR� UHJDUG� WKHVH� PDWHULDOV� DV� DFFXUDWH� RQ� WKHVH� EDVLF� FRQFHSWV�� ,� ˉQG� LW� YHU\�
LQWHUHVWLQJ� WKDW� RXW� RI� WKH� H[DPSOHV� JLYHQ� LQ� 6HSWHPEHU� ������ WKH�00$� JXLGDQFH� MXVW�
UHOHDVHG�SODFHG�WKH�%0,�FDOFXODWRU�DQG�PHGLFDWLRQ�UHPLQGHU�LQ�WKH�HQIRUFHPHQW�GLVFUHWLRQ�
category. More on that below.

���)'$�FODVVLˉFDWLRQ�UHJXODWLRQV�

$V�,�VDLG�LQ�WKH�FRQWH[W�RI�WKH�VWDWXWRU\�GLVFXVVLRQ�DERYH��)'$�GRHV�KDYH�H[LVWLQJ�VWDWXWRU\�
DXWKRULW\�WR�UHJXODWH�DW�OHDVW�FHUWDLQ�FDWHJRULHV�RI�&'6��,QGHHG��WKH\�ORQJ�KDYH��7KHUH�DUH�
VHYHUDO�GLIIHUHQW�)'$�FODVVLˉFDWLRQV� IRU�VRIWZDUH�WKDW�ZRXOG�IDOO� LQWR�WKH�&'6�FDWHJRU\�� ,�
SLFNHG�MXVW�RQH��FDOFXODWRUV��DQG�UDQ�D�VHDUFK�WR�VHH�KRZ�PDQ\�GLIIHUHQW�FDOFXODWRUV�)'$�KDV�
DOUHDG\�FODVVLˉHG��7KH�UHVXOWV�DUH�LQ�WKH�IROORZLQJ�LOOXVWUDWLRQ�

IV. The CDS Conundrum (continued...) 

Current FDA policy on CDS (continued...)

2WKHU�FRPPRQ�IRUPV�RI�&'6�WKDW�)'$�KDV�DFWLYHO\�UHJXODWHG�IRU�D�ORQJ�WLPH�LQFOXGH�VXFK�
DUHD�DV�FRPSXWHU�DLGHG�GLDJQRVLV��7KDWȠV�VRIWZDUH�D�UDGLRORJLVW�XVHV�WR�KHOS�KHU�HYDOXDWH�
D� GLJLWDO� PHGLFDO� LPDJH� WR� VHH� ZKHUH� SRWHQWLDO� WXPRUV� DQG� RWKHU� DEQRUPDOLWLHV� PLJKW�
EH� IRXQG�� 7KH� VRIWZDUH� VFDQV� WKH� LPDJH� DQG� WKHQ� SHUKDSV� XVHV� FRORU� WR� KLJKOLJKW� WKH�
DEQRUPDOLWLHV��GUDZLQJ�WKH�DWWHQWLRQ�RI�WKH�UDGLRORJLVW�

6R�� LI�\RX�KDYH�DQ�DSS� WKDW�VHUYHV�DV�D�PHGLFDO�FDOFXODWRU�RU�KHOSV� WR�HYDOXDWH�D�GLJLWDO�
LPDJH�RU�IUDQNO\�DQ\�RWKHU�W\SH�RI�&'6��\RX�PLJKW�LQYHVW�VRPH�WLPH�ORRNLQJ�DW�WKH�H[LVWLQJ�
FDWHJRULHV�RI�)'$�UHJXODWLRQ�WR�GHWHUPLQH�ZKHWKHU�)'$�DOUHDG\�UHJXODWHV�\RXU�DSS�

4. September 2013 MMA guidance

7KURXJKRXW�FKDSWHU����DV�,�ZDV�ORRNLQJ�DW�HDFK�RI�WKH�FDWHJRULHV�RI�PRELOH�DSSV��LQFOXGLQJ�
WKRVH�WKDW�DUH�UHJXODWHG��WKRVH�WKDW�DUH�QRW�DQG�WKRVH�WKDW�DUH�LQ�HQIRUFHPHQW�GLVFUHWLRQ��,�
PDGH�QRWH�RI�ZKHUH�)'$�DGGUHVVHG�&'6�HYHQ�LI�WKH\�GLGQȠW�FDOO�LW�WKDW�E\�QDPH��,�GRQȠW�ZDQW�
WR�UHSHDW�DOO�RI�WKDW�KHUH��EXW�UDWKHU�,�ZLOO�GLUHFW�\RXU�DWWHQWLRQ�WR�WKH�IROORZLQJ�

Medical devices

:LWK� UHJDUG� WR� DSSV� )'$� UHJXODWHV�� WKH�
JXLGDQFH� VSHFLˉFDOO\� FDOOV� RXW� WKH� &'6�
FDWHJRU\�� DOWKRXJK� XQIRUWXQDWHO\� QRW� E\�
QDPH�� DV� D� W\SH� RI� DSS� WKH� DJHQF\� GRHV�
indeed regulate. The agency included a 
YHU\�EULHI�KLJK�OHYHO�GHˉQLWLRQ�RI�&'6��DQG�
WKHQ�JDYH�WKH�H[DPSOH�RI�FRPSXWHU�DLGHG�
diagnosis.

Nonmedical devices

:LWK�UHJDUG�WR�DSSV�)'$�GRHV�QRW�UHJXODWH��
in the third category regarding apps that 
IDFLOLWDWH� SDWLHQW� DFFHVV� WR� LQIRUPDWLRQ��
,� SRLQWHG� RXW� WKDW� )'$� ZDV� FDUHIXO� WR�
GLVWLQJXLVK�WKLV�FDWHJRU\�IURP�&'6�

Enforcement discretion

:LWK� UHJDUG� WR� DSSV� WKDW� )'$� SODFHV� LQ�
HQIRUFHPHQW� GLVFUHWLRQ�� ,� SRLQWHG� RXW�
WKDW� WKH� ˉUVW�� WKLUG� DQG� ˉIWK� FDWHJRULHV�
DOO� UHODWHG� WR� &'6�� )XUWKHU�� LQ� WKLV� VDPH�
YHLQ�� $SSHQGL[� %� ZKLFK� LV� D� OLVW� RI� DSSV�
VXEMHFW�WR�HQIRUFHPHQW�GLVFUHWLRQ�LQFOXGHV�
QXPHURXV�H[DPSOHV�RI�&'6�

$FWXDOO\�� IRU� D� JXLGDQFH� GRFXPHQW� ZKLFK�
SURIHVVHV� QRW� WR� DGGUHVV� &'6�� WKH� ˉQDO�
JXLGDQFH� VXUH� GRHV� SURYLGH� D� ORW� RI�
LQIRUPDWLRQ�DERXW�LW�

Summary of what we’ve learned

/HWȠV� WDNH� D� ORRN� DW� DOO� RI� WKLV� WRJHWKHU��
ZKDW�GRHV�LW�WHOO�XV"

)LUVW�� REYLRXVO\�� LW� JLYHV� XV� VRPH� VSHFLˉF�
VRIWZDUH� W\SHV� WKDW� )'$� FRQVLGHUV� ZLWKLQ�
its regulatory oversight. This includes 
WKLQJV� OLNH� FRPSXWHU�DLGHG� GHVLJQ� DQG�
radiation dosage calculators.
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6HFRQG��ZH�NQRZ�WKDW�)'$ȠV�LQFOLQHG�WR�SXW�LQ�HQIRUFHPHQW�
GLVFUHWLRQ� D� YDULHW\� RI� ORZ� ULVN� &'6� LQFOXGLQJ� URXWLQH�
GUXJ� UHPLQGHUV�DQG�VLPSOH�FDOFXODWRUV� IRU� VXFK� WKLQJV�
DV�%0,�� /LNHZLVH�� )'$ȠV� LQFOLQHG� WR�SXW� LQ� HQIRUFHPHQW�
GLVFUHWLRQ� WKRVH� DSSV� ZKLFK� DUH� UHDOO\� PRUH� DERXW�
PRWLYDWLQJ�SHRSOH�WKDQ�DFWXDOO\�GLDJQRVLQJ�RU�WUHDWLQJ�
SHRSOH�� )XUWKHU�� )'$� LV� LQFOLQHG� WR� SXW� LQ� HQIRUFHPHQW�
GLVFUHWLRQ�DSSV�WKDW�VLPSO\�SXOO�XS�FRQWH[WXDOO\�UHOHYDQW�
LQIRUPDWLRQ� OLNH� WUHDWPHQW� JXLGHOLQHV� DVVRFLDWHG� ZLWK�
the patient’s particular disease.

7KLUG�� D� ELW� PRUH� EURDGO\�� ZH� VHH� )'$� IRFXVLQJ� RQ�
VRIWZDUH�WKDW�JLYHV�VSHFLˉF�UHFRPPHQGDWLRQV�IRU�VSHFLˉF�
SDWLHQWV�� DV� RSSRVHG� WR� DFFHVVLQJ� JHQHUDO� LQIRUPDWLRQ�
HYHQ� LI� WKH� VRIWZDUH� VHOHFWHG� WKH� LQIRUPDWLRQ�EHFDXVH�
LWȠV�UHOHYDQW�WR�D�VSHFLˉF�SDWLHQW�

)RXUWK��ZH� VHH�D� VHQVLWLYLW\� WR� UHSODFLQJ� WKH�SK\VLFLDQ�
DV� RSSRVHG� WR� DLGLQJ� WKH� SDWLHQW� RU� D� SK\VLFLDQ�PRUH�
JHQHUDOO\��7KLV�)'$�FRQFHUQ�FRPHV�LQWR�SOD\�SDUWLFXODUO\�
ZLWK�FRQVXPHU�GLUHFWHG�DSSV�ZKHUH�D�SDWLHQW�PLJKW�UHO\�
RQ�WKH�VRIWZDUH�UDWKHU�WKDQ�VHHN�D�PHGLFDO�SURIHVVLRQDO�

)LIWK��ZH�VHH�WKH�FRQFHSW�RI�VLPSOLFLW\��ZKHUH�)'$�FDOOV�
RXW� YHU\� EDVLF� FDOFXODWLRQV� WKDW� DUH� WDXJKW� LQ�PHGLFDO�
VFKRRO� DQG� WKDW� XVH� ZHOO�DFFHSWHG� FRQWHQW�� 6RIWZDUH�
WKDW� PHUHO\� IDFLOLWDWHV� FDOFXODWLRQV� RU� DFFHVV� WR� VXFK�
LQIRUPDWLRQ�VHHPV�WR�JHW�PXFK�PRUH�UHOD[HG�WUHDWPHQW�
IURP�)'$�

6L[WK��VWXG\LQJ�ZKDW�)'$�SXWV�LQ�HQIRUFHPHQW�GLVFUHWLRQ�
LV�UHYHDOLQJ�ERWK�IRU�ZKDW�WKH\�LQFOXGH��EXW�DOVR�IRU�ZKDW�
WKH\�GR�QRW�LQFOXGH��7R�P\�VXUSULVH��)'$�GRHV�QRW�LQFOXGH�
VWUDLJKW� XS� VRIWZDUH� WKDW� PDNHV� UHFRPPHQGDWLRQV� WR�
SK\VLFLDQV�LQ�ORZ�ULVN�DUHDV�RWKHU�WKDQ�EDVLF�FDOFXODWRUV�
DQG� DSSV� WKDW� SXOO�XS� FOLQLFDO� JXLGHOLQHV�� ,I� WKDW�
PHDQV� VXFK� VRIWZDUH� WKDW� PDNHV� UHFRPPHQGDWLRQV�
WR� SK\VLFLDQV� EH\RQG� VLPSOH� FDOFXODWLRQV� RU� DFFHVVLQJ�
JXLGHOLQHV�LV�LQGHHG�VXEMHFW�WR�)'$�UHJXODWLRQ��WKDW�ZLOO�
EH�D�SUREOHP��

,�DP�KRSLQJ�WKDW�LV�QRW�ZKDW�LW�PHDQV��EXW�UDWKHU�)'$�LV�
VLPSO\�NHHSLQJ�LWV�SRZGHU�GU\�ZKLOH�WKH\�JR�WKURXJK�WKH�
collaborative process with the other agencies.

:KLOH�ZH�KDYH�WKRVH�JHQHUDO�SULQFLSOHV��REYLRXVO\�WKRVH�
FUHDWH� DV�PDQ\�TXHVWLRQV� DV� WKH\� DQVZHU�� VR� ,� VXVSHFW�
PDQ\�SHRSOH�ZLOO�EH�LQWHUHVWHG�WR�VHH�ZKDW�)'$�FRPHV�
XS�ZLWK�LQ�-DQXDU\�

Summary of what we’ve learned (continued...)

IV. The CDS Conundrum (continued...) 

CDS coalition proposal

'XULQJ�WKLV� WLPH�ZKHQ�WKH�DJHQFLHV�DUH�FRQVLGHULQJ�RSWLRQV� IRU� UHJXODWRU\�
DSSURDFKHV�WR�&'6��D�FRDOLWLRQ�,�UHSUHVHQW��FOHYHUO\�FDOOHG�WKH�&'6�&RDOLWLRQ��
KDV� VSHQW� DOPRVW� �� \HDUV� GHYHORSLQJ� LGHDV� DURXQG�ZD\V� WR� GUDZ� WKH� OLQH�
EHWZHHQ� UHJXODWHG� DQG� XQUHJXODWHG� &'6�� 7KXV�� WR� EH� WUDQVSDUHQW�� ,� PXVW�
DFNQRZOHGJH�D�VHOI�LQWHUHVW�LQ�ZKDW�,ȠP�DERXW�WR�VKDUH�

7KURXJK� WKDW� ZRUN�� ZH� KDYH� FRPH� XS� ZLWK� VRPH� LGHDV� IRU� ZD\V� WKDW� ZH�
UHFRPPHQG�)'$�JR�EH\RQG�PHUHO\�FRQVLGHULQJ�WKH�ULVN�DVVRFLDWHG�ZLWK�WKH�
GLVHDVH�DW� LVVXH�DQG� WKH� UROH� WKDW� VRIWZDUH�SOD\V� LQ�GLDJQRVLQJ�RU�PDNLQJ�
WUHDWPHQW� UHFRPPHQGDWLRQV� ZLWK� UHJDUG� WR� WKDW� GLVHDVH�� :H� EHOLHYH�� DQG�
KDYH�FRPPXQLFDWHG�WR�)'$��WKDW�WKH�DJHQF\�RXJKW�WR�DOVR�H[DPLQH�FORVHO\�
WKH�UHODWLRQVKLS�EHWZHHQ�WKH�VRIWZDUH�DQG�WKH�XVHU��,Q�D�SKUDVH��ZH�EHOLHYH�
WKDW�RQO\�VRIWZDUH�WKDW�FUHDWHV�ȢVXEVWDQWLDO�GHSHQGHQFHȣ�RQ�WKH�VRIWZDUH�E\�
WKH�XVHU�PHULWV�)'$�UHJXODWLRQ��,I�WKH�XVHU�LV�QRW�VXEVWDQWLDOO\�GHSHQGHQW�RQ�
WKH�VRIWZDUH��)'$�UHJXODWLRQ�ZRXOG�VHHP�WR�EH�RYHUNLOO�

&RQFHLYHG�DQRWKHU�ZD\��WKLV� LV�WKH�GLIIHUHQFH�EHWZHHQ�����RQ�WKH�RQH�KDQG�
PHUH� LQIRUPDWLRQ�WKDW�D�SHUVRQ�FRXOG�JHW� IURP�WKH� OLEUDU\�RU�RWKHU�VRXUFH��
DQG� ���� RQ� WKH� RWKHU� KDQG� D� PHGLFDO� GHYLFH� WKDW� GLUHFWO\� SOD\V� D� UROH� LQ�
GLDJQRVLV�RU�WUHDWPHQW��'HSHQGHQFH�RQ�WKH�VRIWZDUH�LV�WKH�GLIIHUHQFH�

6R�RXU�SURSRVHG�GHˉQLWLRQ�RI�ȢUHJXODWHG�&'6ȣ� LV�&'6� WKDW� FDXVHV� WKH�XVHU�
WR�EH�VXEVWDQWLDOO\�GHSHQGHQW��1RZ�\RX�PLJKW�EH�ZRQGHULQJ�ZK\�WKH�KHFN�
LW�WRRN�XV�WZR�\HDUV�WR�ˉJXUH�WKDW�RXW��$FWXDOO\�PRVW�RI�WKDW�WLPH�ZH�VSHQW�
ZULWLQJ�SURSRVHG�JXLGHOLQHV�WR�GHWHUPLQH�ZKHWKHU�WKH�XVHU�LV�VXEVWDQWLDOO\�
GHSHQGHQW�RQ�WKH�VRIWZDUH��7KHVH�JXLGHOLQHV�IRFXV�RQ�WKUHH�FULWHULD��,I�&'6�
VRIWZDUH�PHHWV�WKHVH�WKUHH�FULWHULD��WKH�XVHU�LV�QRW�VXEVWDQWLDOO\�GHSHQGHQW�
RQ�WKH�VRIWZDUH�DQG�WKHUHIRUH�WKH�VRIWZDUH�VKRXOG�QRW�EH�UHJXODWHG�

1. The software is transparent. This refers to how easy it is for the user to 
understand the basis for the software recommendation. Does the software in 
a meaningful way reveal the underlying data it considered, the source of its 
clinical analysis, and the context and clinical logic of its recommendation?

���7KH�XVHU�LV�FRPSHWHQW�WR�PDNH�WKH�FOLQLFDO�GHFLVLRQ��,V�WKH�XVHU�TXDOLˉHG�
– through training or professional experience – to understand and critically 
evaluate the software recommendations and make the decision?

���7KH�XVHU�KDV� WLPH� WR� UHˊHFW��'RHV� WKH�XVHU�KDYH�HQRXJK� WLPH� WR� UHˊHFW�
and/or challenge the software recommendation?

6R�LI�WKRVH�WKUHH�FRQGLWLRQV�H[LVW��WKH�XVHU�LV�QRW�VXEVWDQWLDOO\�GHSHQGHQW�RQ�
WKH�VRIWZDUH�DQG�WKH�VRIWZDUH�LV�QRW�DFWLQJ�DV�D�PHGLFDO�GHYLFH�DQG�XQGHU�
our proposal should not be regulated. 

%HORZ�WKH�FRDOLWLRQ�JLYHV�D�OLWWOH�ELW�PRUH�GHVFULSWLRQ�DQG�FRQWH[W�IRU�WKHVH�
WKUHH�IDFWRUV��7KLV�LV�D�VXPPDU\�RI�DERXW����SDJHV�RI�JXLGHOLQHV�
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1. Transparency of CDS Software

7UDQVSDUHQF\�UHTXLUHV�FODULW\�ZLWK�UHJDUG�WR�IRXU�W\SHV�
RI�LQIRUPDWLRQ�

a. The intended use

6RIWZDUH� VKRXOG� H[SODLQ� LWV� UROH� LQ� WKH� GHFLVLRQ�
PDNLQJ�SURFHVV��VLWXDWLRQV�ZKHUH�VRIWZDUH�VKRXOG�QRW�
EH�XVHG��ZKR�VKRXOG�XVH�LW�ȝ�GRFWRU��QXUVH��FRQVXPHU��
HWF��ȝ�DQG�ZKHUH� LW�VKRXOG�EH�XVHG�ȝ�KRVSLWDO��KRPH��
etc.

b. Information that is entered into the software

(LWKHU� PDQXDOO\� RU� DXWRPDWLFDOO\�� WKH� XVHU� HQWHUV�
LQIRUPDWLRQ� DERXW� WKH� SDWLHQW� LQWR� WKH� VRIWZDUH��
7KH� VRIWZDUH�PXVW� DOVR� FRQWDLQ� FOLQLFDO� LQIRUPDWLRQ�
RI� VRPH� VRUW�� IRU� H[DPSOH� FOLQLFDO� JXLGHOLQHV� RU�
DOJRULWKPV�EDVHG�RQ�FOLQLFDO�NQRZOHGJH��7KH�VRIWZDUH�
PXVW�UHYHDO�WR�WKH�XVHU�DW�OHDVW�LQ�JHQHUDO�WHUPV�WKH�
LQIRUPDWLRQ�� ERWK� SDWLHQW� VSHFLˉF� DQG� FOLQLFDO�� RQ�
ZKLFK�LWV�UHFRPPHQGDWLRQ�LV�EDVHG�

c. Recommendation

7KH� VRIWZDUH� VKRXOG� UHYHDO� LWV� IXOO� UHFRPPHQGDWLRQ�
UHJDUGLQJ� ZKDW� WKH� GLDJQRVLV� RU� WUHDWPHQW� VKRXOG�
EH�� 6RPHWLPHV� WKH� SDWLHQW� VSHFLˉF� LQSXWV� RU� FOLQLFDO�
NQRZOHGJH� GR� QRW� OHDG� WR� D� VLQJOH� UHFRPPHQGDWLRQ�
ZLWK�PXFK�FHUWDLQW\��VR�WKH�VRIWZDUH�KDV�WR�EH�DEOH�WR�
FRPPXQLFDWH�WKH�OLPLWV�RI�LWV�UHFRPPHQGDWLRQV�

d. The rationale

7KH� VRIWZDUH� VKRXOG� H[SODLQ� KRZ� LW� UHDFKHG� LWV�
UHFRPPHQGDWLRQ�� :KDWȠV� LPSRUWDQW� LV� WKH� FOLQLFDO�
WKRXJKW� SURFHVV�� QRW� WKH�PHFKDQLFV� RI� WKH� VRIWZDUH��
,Q�WKLV�ZD\��WKH�VRIWZDUH�RXJKW�WR�URXJKO\�PLPLF�KRZ�
FROOHDJXHV� ZRXOG� FRQVXOW� ZLWK� HDFK� RWKHU�� RIIHULQJ�
WKH�FOLQLFDO�UDWLRQDOH�IRU�WKHLU�FRQFOXVLRQV�QRW�MXVW�WKH�
conclusions.

2. Competent human intervention

&RPSHWHQW� KXPDQ� LQWHUYHQWLRQ� PHDQV� WKH� LQWHQGHG�
XVHU� �KHDOWKFDUH� SURIHVVLRQDO� RU� FRQVXPHU�� LV�
FRPSHWHQW� WR� XVH� WKH� VRIWZDUH�� 0RUH� VSHFLˉFDOO\�� LW�
PHDQV� WKDW� WKH� LQWHQGHG�XVHU� LV� FRPSHWHQW� WR�PDNH�
WKH�XQGHUO\LQJ�FOLQLFDO�GHFLVLRQ��,I�WKH�HQG�XVHU�LV�IXOO\�

IV. The CDS Conundrum (continued...) 

WUDLQHG� DQG� H[SHULHQFHG� LQ� WKH� W\SH� RI� GHFLVLRQ� WKDW� QHHGV� WR� EH�PDGH�� WKH�
VRIWZDUH�DFWV�PHUHO\�DV�D�FRQYHQLHQW�DLG�WR�V\QWKHVL]H�WKH�UHOHYDQW�LQIRUPDWLRQ��
7KXV�WKHUH�FDQ�EH�&'6�WKDW�VXSSRUWV�GHFLVLRQV�PDGH�E\�FRQVXPHUV�DV�ZHOO�DV�
&'6� WKDW� VXSSRUWV� WKH�GHFLVLRQV�RI�H[SHUW�SK\VLFLDQV��7KH�NH\� LV�PDNLQJ�VXUH�
WKDW�WKH�LQWHQGHG�XVHU�LV�ZHOO�TXDOLˉHG�WR�PDNH�WKH�GHFLVLRQ��

���7LPH�WR�UHˊHFW

$GHTXDWH�WLPH�WR�UHˊHFW�PHDQV�WKH�&'6�VRIWZDUH� LV� LQWHQGHG�WR�EH�XVHG� LQ�D�
VHWWLQJ� WKDW�DOORZV� WKH�XVHU� VXIˉFLHQW� WLPH� WR�HYDOXDWH�DQG�FRQVLGHU� WKH�&'6�
UHFRPPHQGDWLRQ�EHIRUH�PDNLQJ�WKH�SDUWLFXODU�GHFLVLRQ��7R�GHWHUPLQH�ZKHWKHU�
DGHTXDWH�WLPH�IRU�UHˊHFWLRQ�H[LVWV��ZH�QHHG�WR�FRQVLGHU�WZR�GLIIHUHQW�IDFWRUV�

7KH�ˉUVW�LV�WKH�DPRXQW�RI�WLPH�DYDLODEOH�LQ�WKH�DQWLFLSDWHG�FDUH�VHWWLQJ��ZLWK�WKH�
DQWLFLSDWHG�FOLQLFDO�FRQGLWLRQ��7UHDWPHQW�RI�D�JXQVKRW�ZRXQG�LQ�DQ�HPHUJHQF\�
GHSDUWPHQW�DOORZV�OHVV�WLPH�WR�UHˊHFW�WKDQ�D�YLVLW�ZLWK�D�SDWLHQW�ZLWK�GLDEHWHV�
LQ�WKH�GRFWRUȠV�RIˉFH��

7KH� RWKHU� IDFWRU� LV� WKH� FRPSOH[LW\� RI� WKH� GHFLVLRQ� WR� EH� PDGH�� 7KH� FOLQLFDO�
GHFLVLRQ�FDQ�EH�VLPSOH��PRGHUDWH�RU�FRPSOH[��7KLV�FRPSOH[LW\�GHSHQGV�RQ�KRZ�
PDQ\�HOHPHQWV�WKH�XVHU�PXVW�FRQVLGHU�LQ�RUGHU�WR�PDNH�WKH�GHFLVLRQ�

6R� LQ� GHWHUPLQLQJ� RYHUDOO� WKH� DGHTXDF\� RI� WKH� WLPH� IRU� UHˊHFWLRQ�� ZH� PXVW�
FRQVLGHU�WKH�FRPSOH[LW\�RI�WKH�GHFLVLRQ�LQ�OLJKW�RI�WKH�DQWLFLSDWHG�DYDLODEOH�WLPH��
$Q�ȢDGHTXDWHȣ�DPRXQW�RI�WLPH�PHDQV�WKDW�WKH�DQWLFLSDWHG�WLPH�IRU�UHˊHFWLRQ�LV�
LQGHHG�VXIˉFLHQW��JLYHQ�WKH�FRPSOH[LW\�RI�WKH�GHFLVLRQ��IRU�WKH�FRPSHWHQW�KXPDQ�
GHVFULEHG�DERYH�WR�PDNH�D�FRQˉGHQW�GHFLVLRQ�ZLWK�WKH�DLG�RI�WKH�VRIWZDUH��EXW�
DOORZLQJ�QHHGHG�WLPH�IRU�DSSURSULDWH�FKDOOHQJH�WR�WKH�VRIWZDUH��

Conclusion

&'6�LV�SRWHQWLDOO\�D�ELJ�FDWHJRU\��7KHUH�DUH�PDQ\�DSSV�WKDW�GR�QRW�FRQQHFW�ZLWK�
DQ\�VSHFLDO�KDUGZDUH�EXW�LQVWHDG�VLPSO\�XVH�WKH�FRPSXWLQJ�SRZHU�RI�WKH�PRELOH�
SKRQH�WR�GR�UHPDUNDEOH�WKLQJV�ZLWK�GDWD��7KLV�LV�RQH�RI�WKH�PRUH�H[FLWLQJ�DUHDV�
RI�PRELOH�PHGLFDO�DSSV��VR�ZH�ZLOO�EH�ZDWFKLQJ�ZLWK�JUHDW�LQWHUHVW�WR�VHH�ZKDW�
)'$�GRHV�LQ�-DQXDU\������

$W� WKH� VDPH� WLPH�� ZH� GR� NQRZ� TXLWH� D� ELW� DOUHDG\� DERXW� KRZ� )'$� UHJXODWHV�
FHUWDLQ�FDWHJRULHV�RI�&'6��7KH�DJHQF\�KDV�FOHDUO\�VLJQDOHG�WKDW�VRPH�RI�WKH�ORZ�
ULVN�FDWHJRULHV�EHORQJ�LQ�WKH�HQIRUFHPHQW�GLVFUHWLRQ�FDWHJRU\��:KDW�ZH�DUH�OHVV�
VXUH�DERXW�LV�PHGLXP�ULVN�&'6��7KH�KLJK�ULVN�&'6�LV�DOUHDG\�FODVVLˉHG�LQ�PRVW�
FDVHV�DV�D�PHGLFDO�GHYLFH�

0DQ\�RI� WKH�VWDNHKROGHUV�KRSH�WKDW�)'$�EURDGHQV� LWV� WKLQNLQJ�ZLWK� UHJDUG� WR�
IDFWRUV�WKDW�VKRXOG�GHWHUPLQH�ZKHWKHU�&'6�JHWV�UHJXODWHG�E\�)'$��6SHDNLQJ�RQ�
EHKDOI�RI�WKH�&'6�&RDOLWLRQ��ZH�KRSH�)'$�FRQVLGHUV�ZKHWKHU�WKH�VRIWZDUH�FUHDWHV�
VXEVWDQWLDO�GHSHQGHQFH� LQ� LWV�XVHUV�� ,I�D�XVHU� LVQȠW�VXEVWDQWLDOO\�GHSHQGHQW�RQ�
WKH� VRIWZDUH�� WKH� VRIWZDUH� EHFRPHV� OLNH� DQ\� RWKHU� NQRZOHGJH� EDVH�� VLPSO\�
DQRWKHU�OHDUQLQJ�DLG�LQ�WKH�TXLYHU�RI�WKH�FDUHJLYHU�



FDA REPORT  | 33© Copyright 2013 Chester Street Publishing, Inc. All Rights Reserved.

mobi health news

,ȠP� JRLQJ� WR� NHHS� WKLV� FKDSWHU� VKRUW� DQG� VZHHW�� LQ� ODUJH� SDUW�
EHFDXVH�,�LQWHQG�WR�UHVHUYH�WZR�RI�WKH�PRUH�LQWHUHVWLQJ�TXHVWLRQV�
IRU� VXEVHTXHQW� FKDSWHUV�� ,Q� WKLV� FKDSWHU�� ,ȠP� JRLQJ� WR� FRYHU�
ZKDW� WKH� 00$� JXLGDQFH� VD\V� DERXW� ZKLFK� RUJDQL]DWLRQV� ZLOO�
EH� UHJXODWHG�� DQG� ZKLFK� ZLOO� QRW�� %XW� ,ȠP� JRLQJ� WR� UHVHUYH� IRU�
VXEVHTXHQW�FKDSWHUV�����WKH�FLUFXPVWDQFHV�XQGHU�ZKLFK�)'$�ZLOO�
UHJXODWH�D�KHDOWKFDUH�SURYLGHU�DQG�����KRZ�WR�VKLIW�WKH�UHJXODWRU\�
EXUGHQ�RQ�WR�VRPHRQH�HOVH�

App developers get regulated

7KH�SULPDU\�)'$�UHJXODWRU\�REOLJDWLRQV�ZLOO�W\SLFDOO\�IDOO�RQ�WKH�
DSS� GHYHORSHU�� ,� UHDOL]H� WKDWȠV� DQ� DPELJXRXV� VHQWHQFH� EHFDXVH�
LQ� WKLV� YLUWXDO� ZRUOG� PDQ\� DSSV� DUH� GHYHORSHG� E\� D� JURXS� RI�
RUJDQL]DWLRQV�ZRUNLQJ�WRJHWKHU�

,�FRXOG�WRUWXUH�\RX�ZLWK�D�ORQJ�DQG�FRPSOH[�DQDO\VLV�RI�DOO�RI�WKH�
WHUPV�LQ�WKH�VWDWXWHV�DQG�UHJXODWLRQV�LQ�RUGHU�WR�VKRZ�\RX�KRZ�
DOO�RI�WKLV�ˉWV�WRJHWKHU��EXW�,ȠP�ROG�DQG�LPSDWLHQW��VR�,�WKRXJKW�,�
ZRXOG�MXVW�FXW�WR�WKH�FKDVH��7KH�SULPDU\�)'$�UHJXODWLRQV�ZLOO�IDOO�
RQ�WKH�RUJDQL]DWLRQ�WKDW�

���&RQWUROV�WKH�SURGXFW�VSHFLˉFDWLRQV��DQG

2. Controls the marketing claims made about the product

,Q� )'$ȠV� WHUPLQRORJ\� WKDW� RUJDQL]DWLRQ� JRHV� E\� YDULRXV� QDPHV��
LQFOXGLQJ� PDQXIDFWXUHU� DQG� VSHFLˉFDWLRQ� GHYHORSHU�� %XW� \RX�
GRQȠW� QHHG� WR� UHPHPEHU� DQ\� RI� WKDW�� -XVW� ˉJXUH� RXW� ZKR� GRHV�
WKRVH�WZR�WKLQJV��DQG�WKDWȠV�WKH�RUJDQL]DWLRQ�UHVSRQVLEOH�IRU�)'$�
FRPSOLDQFH�

Perhaps you’re wondering why that is the rule, why those two 
WKLQJV"�,WȠV�EHFDXVH�WKRVH�WZR�DFWLYLWLHV�DUH�WKH�IRFDO�SRLQW�RI�WKH�
UHJXODWRU\� UHTXLUHPHQWV�� &RQWUROOLQJ� WKH� SURGXFW� VSHFLˉFDWLRQV�
PHDQV� WKDW� \RXU� RUJDQL]DWLRQ� LV� DW� WKH� WRS� RI� WKH� KHDS� IURP� D�
SURGXFW� SURGXFWLRQ� VWDQGSRLQW�� ,W�PHDQV�\RXȠUH� WKH� ERVV� RI� WKH�
PDQXIDFWXULQJ��<RX�FRQWURO�ZKDW�)'$�FDUHV�PRVW�DERXW�IURP�WKH�
VWDQGSRLQW� RI� DVVXULQJ� VDIHW\� DQG� HIIHFWLYHQHVV�� DQG� WKH� PRVW�
LPSRUWDQW�HOHPHQW�IURP�WKH�VWDQGSRLQW�RI�D�TXDOLW\�V\VWHP�

V. Who Does FDA Regulate?

&RQWUROOLQJ�WKH�FODLPV�PDGH�DERXW�WKH�SURGXFW�
LV� RI� HTXDO� LPSRUWDQFH�� EHFDXVH� DV� ,ȠYH� VDLG�
SUREDEO\����WLPHV�VR�IDU�LQ�WKLV�ERRN��LQWHQGHG�
XVH� LV� WKH� NH\� WR� WKH� OHYHO� RI� UHJXODWRU\�
UHTXLUHPHQWV� LPSRVHG�� DQG� D� NH\� GHWHUPLQDQW�
RI�WKH�VDIHW\�DQG�HIIHFWLYHQHVV�RI�WKH�SURGXFW��
,Q�D�YHU\�UHDO�VHQVH��)'$�UHJXODWHV�WKH�LQWHQGHG�
use, so whoever controls that intended use is 
VTXDUHO\�LQ�)'$ȠV�VLWHV�

3HUKDSV�VRPH�6PDUW�$OHF�RXW�WKHUH�LV�WKLQNLQJ��
ZHOO� %UDG�� ZKDW� KDSSHQV� LI� WZR� GLIIHUHQW�
RUJDQL]DWLRQV� FRQWURO� WKRVH� WZR� GLIIHUHQW�
WKLQJV"� 7R� WKDW� TXHVWLRQ� ,� ZRXOG� UHVSRQG�� ,�
UHDOO\� KRSH� QRW�� +RZ� FRXOG� RQH� RUJDQL]DWLRQ�
FRQWURO� WKH� PDUNHWLQJ� FODLPV�� EXW� QRW� KDYH�
FRQWURO�RYHU�WKH�QDWXUH�RI�WKH�SURGXFW�WKH\�DUH�
PDUNHWLQJ"�,W�ZRXOG�EH�XWWHUO\�G\VIXQFWLRQDO�IRU�
RQH�RUJDQL]DWLRQ�WR�PRQNH\�DURXQG�ZLWK�ZKDW�
WKH� SURGXFW� LV�� ZKLOH� D� VHSDUDWH� RUJDQL]DWLRQ�
ZRUNLQJ� LQGHSHQGHQWO\� GHFLGHV� ZKDW� FODLPV�
WR� PDNH� DERXW� WKH� SURGXFWȠV� SHUIRUPDQFH��
3URGXFW� VSHFLˉFDWLRQV� DQG� SURGXFW� FODLPV� DUH�
LQH[WULFDEO\� WLHG�� VR� LW�GDUQ�ZHOO�EHWWHU�EH� WKH�
VDPH� RUJDQL]DWLRQ� FRQWUROOLQJ� ERWK�� 0D\EH�
LQ� UHDOLW\� LW� LV� D� SDUWQHUVKLS� RI� WZR� ZKHUH�
WKH\� GHFLGH� WRJHWKHU�� EXW� P\� FRUSRUDWH� ODZ�
EDFNJURXQG� WHOOV� PH� WKDW� D� SDUWQHUVKLS� LV� LQ�
IDFW� RQH�RUJDQL]DWLRQ�� 6R� WDNH� WKDW� DQ\�6PDUW�
$OHFV�� �6RUU\�� ,ȠYH�EHHQ�ZULWLQJ�IRU�ˉYH�VWUDLJKW�
days.)

Organizations getting a free pass

,� KDYH� WR� VD\� WKDW� DV� ,� UHDG� WKH� ˉQDO� 00$�
JXLGDQFH�� )'$� LV� EHLQJ� SUHWW\� SUDFWLFDO� LQ�
OLPLWLQJ� WKH� REOLJDWLRQV� RI� RWKHU� SRWHQWLDOO\�
UHVSRQVLEOH�SDUWLHV��/HWȠV�ORRN�DW�D�IHZ�GLVFXVVHG�
in the guidance.
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App stores

&DOO� WKHP� GLVWULEXWRUV� RU� FDOO� WKHP� UHWDLOHUV��
these are typically virtual stores that sell the 
DSSV�� 7KLQN� Ȣ*RRJOH� SOD\�ȣ� ȢL7XQHV� VWRUH�ȣ� DQG�
Ȣ%ODFN%HUU\�$SS�:RUOGȣ��)'$�VKRZV�DQ�LQWHQW�WR�
tread lightly here.

%HIRUH� GLVFXVVLQJ� WKH� DSS� VWRUHV� VSHFLˉFDOO\��
,ȠG�OLNH�WR�JLYH�\RX�VRPH�EDFNJURXQG�RQ�ZKDW�
WKH�VWDWXWH�DXWKRUL]HV�)'$�WR�GR�ZLWK�UHVSHFW�
WR�GLVWULEXWRUV�DQG�UHWDLOHUV��8QGHU�WKH�VWDWXWH��
)'$�KDV�DXWKRULW\�WR�UHJXODWH�DQ\�RUJDQL]DWLRQ�
LQ�LQWHUVWDWH�FRPPHUFH�WKDW�GHDOV�LQ�UHJXODWHG�
DUWLFOHV�VXFK�DV�PHGLFDO�GHYLFHV��$V�D�SUDFWLFDO�
PDWWHU�� )'$� JHQHUDOO\� GRHVQȠW� SD\� WRR� PXFK�
DWWHQWLRQ� WR� WKH� IRONV� ORZ�GRZQ� LQ� WKH� FKDLQ�
RI� GLVWULEXWLRQ�� H[FHSW� WKDW� WKH\� H[SHFW� WZR�
WKLQJV�RXW�RI�WKHVH�RUJDQL]DWLRQV�

)LUVW�� WKH\� H[SHFW� WKHP� WR� XVH� ZKDW� DUH�
JHQHUDOO\� UHIHUUHG� WR� DV� JRRG� GLVWULEXWLRQ�
SUDFWLFHV��<RX�ZRQȠW�ˉQG�WKHVH�SUDFWLFHV�LQ�DQ\�
UHJXODWLRQ��EXW�UDWKHU�WKHVH�FRQFHSWV�DUH�PRUH�
IRONORUH�� %XW� WKH� SRLQW� LV� WKDW� )'$� H[SHFWV� D�
distributor to handle regulated articles in a 
ZD\� WKDW� GRHV� QRW� FDXVH� WKHP� WR� EH�� WR� XVH�
WKH� WHFKQLFDO� VWDWXWRU\� WHUPV�� ȢDGXOWHUDWHG� RU�
PLVEUDQGHG�ȣ�

7\SLFDOO\� DGXOWHUDWLRQ� PHDQV� WKDW� VRPHKRZ�
WKH� SURGXFW� KDV� EHHQ� UHQGHUHG� XQˉW�� :LWK�
IRRG� DQG� GUXJV�� \RX� FDQ� LPDJLQH� WKDW� WKHVH�
UHTXLUHPHQWV� LQYROYH� D� FHUWDLQ� OHYHO� RI�
cleanliness as well as perhaps control over 
WHPSHUDWXUH� DQG� KXPLGLW\�� ,I� D� GLVWULEXWRU� LV�
GHDOLQJ�ZLWK�D�PHGLFDO�GHYLFH�WKDW�LV�VHQVLWLYH�
WR� WKH� HQYLURQPHQW�� WKH� PHGLFDO� GHYLFH�
GLVWULEXWRU� ZRXOG� OLNHZLVH� QHHG� WR� VWRUH� WKH�
product in a way that does not cause it to 
EHFRPH�OHVV�VDIH�RU�HIIHFWLYH�

7\SLFDOO\� PLVEUDQGHG� UHIHUV� WR� WKH� ZD\�
SURGXFWV� DUH� SURPRWHG�� ,I� D� GLVWULEXWRU� RU�
UHWDLOHU� EX\V� SURGXFWV� IRU� UHVDOH�� DQG� WKHQ�
FKDQJHV�WKH�FODLPV�PDGH�DERXW�WKH�SURGXFWV��
the distributor or retailer is responsible 
IRU� WKRVH� QHZ� FODLPV�� 7KDW� PHDQV� WKH\� DUH�
UHVSRQVLEOH�WR�)'$�IRU�HQVXULQJ�DQ\�UHJXODWRU\�
FRPSOLDQFH�QHFHVVDU\�IRU�WKRVH�QHZ�FODLPV�

V. Who Does FDA Regulate? (continued...) 

7KH�VHFRQG�WKLQJ�WKDW�GLVWULEXWRUV�DQG�UHWDLOHUV�DUH�UHVSRQVLEOH�IRU�LV�KHOSLQJ�WR�IDFLOLWDWH�
D�UHFDOO�RU�FRUUHFWLYH�DFWLRQ�ZKHQ�QHFHVVDU\�WR�SURWHFW�WKH�SXEOLF�KHDOWK��6R�LI�D�SURGXFW�
LV�IRXQG�WR�EH�ˊDZHG��DQG�HYLGHQFH�VXJJHVWV�WKDW�WKH�ˊDZ�FRXOG�EH�SXWWLQJ�SHRSOH�DW�
ULVN�� WKH� GLVWULEXWRUV� DQG� UHWDLOHUV� DUH� H[SHFWHG� WR� FRRSHUDWH� ZLWK� WKH�PDQXIDFWXUHU�
LQ�FRUUHFWLQJ� WKH�SUREOHP��KRZHYHU� WKDW� LV�EHVW�GRQH��6RPHWLPHV� LWȠV�E\� UHFDOOLQJ� WKH�
SURGXFW��EXW�VRPHWLPHV�LWȠV�E\�ˉ[LQJ�WKH�SURGXFW�LQ�WKH�KDQGV�RI�WKH�FXVWRPHU��,Q�WKH�
FDVH�RI�VRIWZDUH��WKLV�PLJKW�PHDQ�HQVXULQJ�WKH�GLVWULEXWLRQ�RI�DQ�DSSURSULDWH�SDWFK�IRU�
WKH�VRIWZDUH�

:LWK�WKDW�DV�EDFNJURXQG��OHWȠV�UHWXUQ�WR�ZKDW�WKH�JXLGDQFH�VD\V�DERXW�DSS�GLVWULEXWRUV��,Q�
WKH�ˉQDO�JXLGDQFH��)'$�VD\V��Ȣ)'$�GRHV�QRW�FRQVLGHU�HQWLWLHV�WKDW�H[FOXVLYHO\�GLVWULEXWH�
PRELOH�PHGLFDO�DSSV��VXFK�DV�WKH�RZQHUV�DQG�RSHUDWRUV�RI�WKH�ȢL7XQHV�$SS�VWRUHȣ�RU�WKH�
Ȣ$QGURLG�PDUNHW�ȣ�WR�EH�PHGLFDO�GHYLFH�PDQXIDFWXUHUV�ȣ�:HOO�RI�FRXUVH�QRW��

7R� JR� EDFN� WR� WKH� ˉUVW� VHFWLRQ�� WKHVH� DSS� GLVWULEXWRUV� GR� QRW� FRQWURO� WKH� SURGXFW�
VSHFLˉFDWLRQV�RU�WKH�PDUNHWLQJ�FODLPV��:KLOH�WKH\�PLJKW�KDYH�WHUPV�RI�XVH�WKDW� OLPLW�
ZKDW�FDQ�EH�VDLG�WKURXJK�WKH�VLWH�DQG�ZKDW�SURGXFWV�FDQ�EH�VROG��WKDWȠV�QRW�WKH�VDPH�DV�
FRQWUROOLQJ�KRZ�DQ�LQGLYLGXDO�SURGXFW�LV�GHVLJQHG�RU�PDUNHWHG��7KDW�LV�MXVW�VHWWLQJ�XS�
SDUDPHWHUV�IRU�ZKR�FDQ�SDUWLFLSDWH�RQ�WKH�VLWH�

,�ZRXOG�QRWH�WKDW�LQ�WKH�UHOHYDQW�SDVVDJH�)'$�XVHV�WKH�ZRUG�ȢH[FOXVLYHO\ȣ�WR�PRGLI\�WKH�
WHUP�ȢGLVWULEXWLQJ�ȣ��%\�DGGLQJ�WKDW�ZRUG��)'$�LV�OHDYLQJ�WKH�GRRU�RSHQ�WR�UHJXODWLQJ�DQ�
RUJDQL]DWLRQ�WKDW�JRHV�EH\RQG�PHUH�GLVWULEXWLRQ�LQWR�FRQWUROOLQJ�VSHFLˉFDWLRQV�DQG�WKH�
FODLPV�DVVRFLDWHG�ZLWK�WKH�SURGXFW��,�ZRXOG�IXUWKHU�SRLQW�RXW�WKDW�)'$�LV�PHUHO\�VWDWLQJ�
WKH�REYLRXV��WKDW�WKHVH�RUJDQL]DWLRQV�DUH�QRW�PDQXIDFWXUHUV��%XW�DV�,�H[SODLQHG�DERYH��
they are distributors and distributors do have obligations under the statute.

Mobile phone Manufacturers

,Q�FKDSWHU����,�GLVFXVV�)'$�UHJXODWLRQ�RI�KDUGZDUH��DQG�LQ�SDUWLFXODU�WKH�PRELOH�SKRQH�
LWVHOI��0RVW�RI�WKH�WLPH�WKH�PRELOH�SKRQH�ZLOO�QRW�EH�UHJXODWHG�VR�ORQJ�DV�WKH�PRELOH�
SKRQH�PDQXIDFWXUHU�PDLQWDLQV�DQ�LQWHQGHG�XVH�WKDW�LV�JHQHUDO��IRU�H[DPSOH�DOO�RI�WKH�
XVHV� IRU�ZKLFK� D� VPDUW� SKRQH� W\SLFDOO\� LV� VXLWDEOH�ZLWKRXW� DQ\� VSHFLDO� HPSKDVLV� RQ�
VSHFLˉF�PHGLFDO�DSSOLFDWLRQV�

$VVXPLQJ� WKH�PDQXIDFWXUHU�PDLQWDLQV� WKDW� JHQHUDO� LQWHQGHG� XVH�� WKH�PRELOH� SKRQH�
LV�QRW�UHJXODWHG�DQG�WKXV�WKH�PRELOH�SKRQH�PDQXIDFWXUHU�QHHG�QRW�FRPSO\�ZLWK�VXFK�
WKLQJV�DV�WKH�TXDOLW\�V\VWHP�UHTXLUHPHQWV�

Mobile operators and other internet service providers

)'$�PDNHV� LW�TXLWH� FOHDU� WKDW� WKH\�KDYH�QR�SODQV� WR� UHJXODWH� WKRVH�ZKR�SURYLGH� WKH�
FRPPXQLFDWLRQV�FRQQHFWLYLW\�RQO\��$JDLQ�� WKLV� LV�EHFDXVH�WKRVH�RUJDQL]DWLRQV�KDYH�DQ�
LQWHQGHG�XVH�IRU�WKHLU�SURGXFWV�WKDW�LV�YHU\�JHQHUDO�LQFOXGLQJ�DOO�FRPPXQLFDWLRQ�QHHGV��
7KH\�DUH�QRW�SURPRWLQJ�WKHLU�VHUYLFHV�DV�VRPHKRZ�XQLTXHO\�WDLORUHG�RU�VXLWDEOH�IRU�WKH�
SXUSRVHV�OLVWHG�LQ�WKH�VWDWXWRU\�GHˉQLWLRQ�RI�D�PHGLFDO�GHYLFH��1RWKLQJ�VKRFNLQJ�KHUH�

Jose Bolanos MD
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V. Who Does FDA Regulate? (continued...) 

IT tool providers

)'$�DOVR�FDOOV�RXW�D�ZLGH�YDULHW\�RI�RWKHU�SURYLGHUV�RI�JHQHUDO�,7�VHUYLFHV�DQG�
WRROV��LQFOXGLQJ�SURYLGHUV�RI�

����*HQHUDO�SXUSRVH�FRPSXWHU�RU�LQIRUPDWLRQ�WHFKQRORJ\

����:HE�KRVWLQJ�VHUYLFHV�IRU�FRQWHQW�RU�VRIWZDUH�DSSOLFDWLRQ

����&XVWRPHU�VXSSRUW�VHUYLFHV

����'DWD�FHQWHU�KRVWLQJ�VHUYLFHV

����&ORXG�KRVWLQJ�VHUYLFHV

����$SSOLFDWLRQ�KRVWLQJ�VHUYLFHV

����6RIWZDUH�GHYHORSPHQW�NLWV

7KH�NH\�HOHPHQW�LQ�DOO�RI�WKHVH�FDVHV�LV�D�JHQHUDO�LQWHQGHG�XVH�WKDW�FRYHUV�
D� EURDG� UDQJH� RI� ,7� DSSOLFDWLRQV�� RQO\� RQH� RI�ZKLFK� LV� KHDOWK�� +RZHYHU�� LW�
LV� LPSRUWDQW� WKDW� HYHQ�ZLWKLQ� WKH�JHQHUDO� XVH�� WKH�SURYLGHUV� GR�QRW�PDNH�
VSHFLˉF� FODLPV� DVVRFLDWHG� ZLWK� WKH� XVHV� WKDW� ZRXOG� WULJJHU� WKH� PHGLFDO�
GHYLFH�GHˉQLWLRQ��7KH�DELOLW\�WR�PDNH�D�JHQHUDO�FODLP�LV�QRW�D�OLFHQVH�WR�PDNH�
D�ZLGH�YDULHW\�RI�VSHFLˉF�PHGLFDO�FODLPV�

)'$�KDV�D� VRPHZKDW�RXWGDWHG�JXLGDQFH�RQ�JHQHUDO�YHUVXV� VSHFLˉF� FODLPV�
ZKLFK�H[SODLQV�WKDW�WKH�DELOLW\�WR�PDNH�D�JHQHUDO�FODLP�GRHV�QRW�QHFHVVDULO\�
PHDQ�D�FRPSDQ\�FDQ�PDNH�DQ\�VSHFLˉF�FODLP�WKDW�ORJLFDOO\�ˉWV�ZLWKLQ�LW��7KH�
SROLF\�UHDVRQ�EHKLQG�WKDW�SRVLWLRQ�LV�WKDW�VSHFLˉF�FODLPV�RIWHQ�UDLVH�VSHFLˉF�
LVVXHV�RI�VDIHW\�DQG�HIIHFWLYHQHVV�WKDW�PD\�QRW�KDYH�EHHQ�HYDOXDWHG�DV�D�SDUW�
RI�WKH�GHFLVLRQ�PDNLQJ�UHJDUGLQJ�WKH�JHQHUDO�FODLP�

$Q� H[DPSOH� ZRXOG� SUREDEO\� PDNH� WKDW� PRUH� XQGHUVWDQGDEOH�� ,� PD\� EH�
DXWKRUL]HG�E\�)'$�WR�VHOO�D�VFDOSHO��ZLWK�WKH�JHQHUDO�FODLP�WKDW�LW�FXWV�WLVVXH��
+RZHYHU��EHLQJ�DEOH�WR�PDNH�WKDW�JHQHUDO�FODLP�WKDW�LW�FXWV�WLVVXH�GRHV�QRW�
JLYH�PH�DXWKRULW\�WR�FODLP�WKDW�WKH�VFDOSHO�LV�LGHDOO\�VXLWHG�IRU�D�FHUWDLQ�NLQG�
RI�RSHQ�KHDUW�VXUJHU\��DQG�WKHQ�SURYLGH�GHWDLOV�DV�WR�KRZ�WR�XVH�WKH�VFDOSHO�
LQ� WKDW� RSHQ�KHDUW� VXUJHU\��7KDW�PRUH� VSHFLˉF� XVH� UDLVHV�PDQ\� DGGLWLRQDO�
VDIHW\�DQG�HIIHFWLYHQHVV� LVVXHV�ZKLFK�ZRXOG�QRW�KDYH�EHHQ�HYDOXDWHG�DQG�
YDOLGDWHG�DV�D�SDUW�RI�SUHSDULQJ�WR�PDNH�D�JHQHUDO�FODLP�WKDW�WKH�VFDOSHO�FXWV�
WLVVXH��%RWWRP�OLQH��WKH�DELOLW\�WR�PDNH�D�JHQHUDO�FODLP�GRHV�QRW�DXWRPDWLFDOO\�
DXWKRUL]H�\RX�WR�PDNH�DQ\�VSHFLˉF�FODLPV�WKDW�IDOO�ORJLFDOO\�ZLWKLQ�LW�

Jose Bolanos MD
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0RELOH� DSSV� VHHP� DOO� WKH� UDJH� LQ� WKH� SKDUPDFHXWLFDO� LQGXVWU\�� 7KHUH� DUH�
SUHVHQWO\� RYHU� ���� RI� WKHP� SXEOLFO\� DYDLODEOH�� %DVHG� RQ� ZKDW� ,ȠP� KHDULQJ�
IURP�SKDUPDFHXWLFDO�FRPSDQLHV��WKDWȠV�RQO\�D�VPDOO�QXPEHU�FRPSDUHG�WR�WKH�
DSSV�LQ�GHYHORSPHQW�

7KHUHȠV�EHHQ�D�GHEDWH�JRLQJ�RQ�LQ�WKH�8.�DERXW�ZKHWKHU�SKDUPDFHXWLFDO�DSSV�
DUH�PHGLFDO�GHYLFHV�XQGHU�(8� ODZ��$� FRQVXOWLQJ�ˉUP�FDOOHG�%OXHOLJKW�	�G��
VXJJHVWHG�LQ�D�-DQXDU\������UHSRUW�WKDW�PDQ\�KHDOWK�UHODWHG�DSSV�DUH�LQGHHG�
PHGLFDO�GHYLFHV��6SHFLˉF�WR�SKDUPDFHXWLFDO�DSSV��WKH�UHSRUW�VXJJHVWV�WKDW�DW�
OHDVW�LQ�WKH�8.�ȢLI�\RXU�DSS�ZLOO�EH�DVVRFLDWHG�ZLWK��FRQWULEXWHV�WR�RU�PDNHV�D�
FOLQLFDO�GHFLVLRQ��DVVXPH�WKDW�LW�ZLOO�EH�FODVVLˉHG�DV�D�PHGLFDO�GHYLFHȨ�ȣ�7KH�
UHSRUW�VWLUUHG�TXLWH�D�FRQWURYHUV\�DPRQJ�FKDPSLRQV�RI� LQQRYDWLRQ�DQG�IUHH�
speech.

,Q� WKH�86�� SKDUPDFHXWLFDO� FRPSDQLHV� KDYH�EHJXQ� WR� IRFXV� RQ� WKHVH� LVVXHV�
IRU�D�FRXSOH�UHDVRQV��)LUVW��)'$�KHOG�D�SXEOLF�KHDULQJ�LQ�0DUFK������WR�WDNH�
WHVWLPRQ\�RQ�ZKHWKHU�JUHDWHU�UHOLDQFH�RQ�SDWLHQW�GHFLVLRQ�VXSSRUW�VRIWZDUH�
FRXOG� DOORZ� FHUWDLQ� GUXJV� WR� VZLWFK� IURP� SUHVFULSWLRQ� VWDWXV� WR� RYHU�WKH�
FRXQWHU��7KDW�SURPSWHG�FRPSDQLHV� WR�ZRQGHU�KRZ�VXFK�VRIWZDUH�ZRXOG�EH�
regulated. 

And second, given the technology trends and the opportunities to enhance 
SDWLHQW� FDUH�� SKDUPDFHXWLFDO� FRPSDQLHV� DQG� KHDOWKFDUH� SURYLGHUV� DOLNH�
KDYH� EHHQ� LQWHUHVWHG� LQ� LGHQWLI\LQJ� DOO� WKH� SRVVLEOH� XVHV� IRU� PRELOH� DSSV�
in connection with drug therapy. Much creativity and energy is going into 
LGHQWLI\LQJ�WKH�EHVW�XVHV�IRU�SKDUPDFHXWLFDO�PRELOH�DSSV�

6WUDQJHO\�� WKRXJK�� )'$ȠV� ˉQDO� JXLGDQFH� RQ�PRELOH�PHGLFDO� DSSV� VD\V� OLWWOH�
DERXW�DSSV�XVHG�IRU�SKDUPDFHXWLFDOV��6XEVWDQWLYHO\��LQ�WKH�HQWLUH�GRFXPHQW��
GUXJ�UHODWHG�DSSV�DUH�RQO\�PHQWLRQHG�D�KDQGIXO�RI�WLPHV��PRVWO\�LQ�SDVVLQJ�
RU�LQ�PLQRU�H[DPSOHV�

,Q�WKH�ˉUVW�VHYHUDO�FKDSWHUV��,�ODLG�RXW�WKH�EDVLFV�RI�)'$�UHJXODWLRQ�RI�P+HDOWK��
*LYHQ�KRZ�OLWWOH�GLVFXVVLRQ�WKHUH�LV�RI�SKDUPDFHXWLFDOV�LQ�WKH�ˉQDO�JXLGDQFH��
ZH�KDYH�WR�XVH�UHDVRQLQJ�WR�GLVFHUQ�KRZ�)'$�UHJXODWHV�SKDUPDFHXWLFDO�DSSV��
,ȠP�KRSLQJ�WKDW�)'$�DGGV�FODULˉFDWLRQ�LQ�WKLV�DUHD�DV�WLPH�JRHV�E\�

VI. FDA Regulation of Pharmaceutical Apps

Regulatory categories

7KH� VWDUWLQJ� SRLQW� LV� WR� XQGHUVWDQG� WKH� IRXU�
GLIIHUHQW� SRVVLEOH� UHJXODWRU\� FDWHJRULHV� LQWR� ZKLFK�
SKDUPDFHXWLFDO�DSSV�PLJKW�ˉW��7KRVH�FDWHJRULHV�DUH�

1. Heaven on earth, a.k.a. unregulated apps. 

-XVW�DERXW�HYHU\RQH�ZDQWV�WKHLU�DSS�WR�EH�XQUHJXODWHG��
$QG�8WRSLD�LW� LV��%XW��QRW�WR�EH�D�GRZQHU�� ,�QHHG�WR�EH�
FOHDU� WKDW� WKLV� MXVW� PHDQV� XQUHJXODWHG� E\� )'$�� 0RVW�
DSSV� ZRXOG� VWLOO� EH� UHJXODWHG� E\� WKH� )HGHUDO� 7UDGH�
&RPPLVVLRQ�� DQG� LQGHHG� LW� ZDV� WKH� )7&� WKDW� EURXJKW�
RQH�RI� WKH�ˉUVW�HQIRUFHPHQW�DFWLRQV�DJDLQVW�D�PRELOH�
DSS� GHYHORSHU�� )XUWKHU�� QHDUO\� DOO� DSSV� ZRXOG� EH�
VXEMHFW� WR� VWDWH� UHJXODWRUV�� /DQKDP�$FW� FKDOOHQJHV�E\�
FRPSHWLWRUV��DQG�WRUW�ODZ�LI�WKH\�KXUW�VRPHERG\��6R�LWȠV�
SUREDEO\� VWLOO� D� JRRG� LGHD� LI� DSS� GHYHORSHUV� H[HPSW�
IURP�)'$�QRQHWKHOHVV�WHVW�WKHLU�DSSV�WR�PDNH�VXUH�WKH\�
ZRUN�

2. Drug labeling. 

)'$� ODZ�PDNHV� LW� FOHDU� WKDW� LQIRUPDWLRQ� SURYLGHG� E\�
D� SKDUPDFHXWLFDO� FRPSDQ\� LQ� VXSSRUW� RI� LWV� GUXJV�
TXDOLˉHV�DV�D�UHJXODWHG�GUXJ�ODEHOLQJ�HYHQ� LI� LW� LV�QRW�
SK\VLFDOO\�QHDU�WKH�GUXJ�LWVHOI��*HQHUDOO\�WKHUH�DUH�WZR�
NLQGV�RI�ODEHOLQJ�

Prescribing information,� ZKLFK� DOVR� LV� VRPHWLPHV�
UHIHUUHG� WR� DV� SURGXFW� ODEHOLQJ� RU� D� SDFNDJH�
LQVHUW�� SURYLGHV� FDUHIXOO\� FUDIWHG� LQIRUPDWLRQ�
UHJDUGLQJ� LQVWUXFWLRQV� IRU� XVH�� 7KLV� LQIRUPDWLRQ� LV�
KLJKO\� UHJXODWHG�� DQG� IRU� QHZ� SUHVFULSWLRQ� GUXJV�
LV� WKH� VXEMHFW� RI� PXFK� QHJRWLDWLRQ� EHWZHHQ� WKH�
PDQXIDFWXUHU�DQG�WKH�DJHQF\�

a. 
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VI. FDA Regulation of Pharmaceutical Apps (continued...) 

2. Drug labeling. �FRQWLQXHG���� 

Promotional labeling,�ZKLFK�LV�XVHG�WR�KHOS�VHOO�WKH�GUXJ��7KLV�NLQG�RI�ODEHOLQJ�
FRPHV�LQ�DOO�GLIIHUHQW�VKDSHV�DQG�VL]HV�IURP�EURFKXUHV�DQG�ERRNOHWV��YLGHRWDSHV��
UHIULJHUDWRU� PDJQHWV�� FXSV� DQG� RWKHU� JLYHDZD\V� WR� YLUWXDOO\� DQ\WKLQJ� HOVH�
ZKHUH� D� SKDUPDFHXWLFDO� FRPSDQ\� WULHV� WR� FRQYH\� D�PHVVDJH� DERXW� LWV� GUXJV��
7KHUH�DUH�GLIIHUHQW�OHYHOV�RI�SURPRWLRQDO�ODEHOLQJ��DQG�IRU�H[DPSOH�D�UHPLQGHU�
DGYHUWLVHPHQW�LV�LQWHQGHG�PHUHO\�WR�FRQYH\�WKH�EUDQG�QDPH��$�IXOO�GLVFXVVLRQ�RI�
WKH�FRQWRXUV�DQG�VFRSH�RI�SURPRWLRQDO�ODEHOLQJ�LV�ZHOO�EH\RQG�RQ�WKLV�ERRN��EXW�
VXIˉFH�LW�WR�VD\�WKDW�DSSV�DQG�RWKHU�VRIWZDUH�XVHG�WR�FRQYH\�LQIRUPDWLRQ�DERXW�
a prescription drug will typically be at least regulated as drug labeling. As such, 
LW�ZLOO�EH�UHJXODWHG��ZKLFK�PD\�LQFOXGH��DW�D�PLQLPXP��SURYLGLQJ�IXOO�SUHVFULELQJ�
LQIRUPDWLRQ�DQG�SHUKDSV�QHHG�WR�EH�ˉOHG�ZLWK�)'$�DW�WLPH�RI�ˉUVW�XVH�

3. Medical device. 

<HV��,�VDLG�D�PHGLFDO�GHYLFH��,Q�FKDSWHU����,�H[SODLQHG�WKH�PHGLFDO�GHYLFH�GHˉQLWLRQ�
DG�QDXVHXP��DQG� ,�GRQȠW�ZDQW� WR�JR� WKURXJK�DOO� WKDW�DJDLQ��%DVLFDOO\� VRIWZDUH�� LI�
LQWHQGHG�IRU�D�PHGLFDO�SXUSRVH�LQ�WKH�WUHDWPHQW�RU�GLDJQRVLV�RI�GLVHDVH��FDQ�EH�D�
PHGLFDO�GHYLFH��/HWȠV�ORRN�DW�WKH�WKUHH�EDVLF�FDWHJRULHV�FRYHUHG�LQ�FKDSWHU���

FDA regulated.�7KH�PDLQ�SRVVLELOLW\�IRU�)'$�UHJXODWLRQ�ZRXOG�VHHP�WR�FRPH�LQ�
WKH�FDWHJRU\�RI�&'6��,�VD\�WKLV�EHFDXVH�PDQ\�RI�WKH�SKDUPDFHXWLFDO�DSSV�ZLWK�
ZKLFK� ,� DP� IDPLOLDU� H[LVW� LQ� RUGHU� WR� JLYH� HLWKHU� SURIHVVLRQDOV� RU� SDWLHQWV� D�
EHWWHU�XQGHUVWDQGLQJ�RI�KRZ�WR�GHWHUPLQH�LI��ZKHQ��KRZ�DQG�LQ�ZKDW�GRVDJH�WR�
WDNH�WKH�GUXJV��,�ZLOO�JHW�LQWR�WKLV�PRUH�EHORZ�

Enforcement discretion.� +HUH� WKH� JXLGDQFH� FRQWDLQV� VRPH� JRRG� QHZV� ZLWK�
UHJDUG�WR�WKUHH�GLIIHUHQW�NLQGV�RI�SKDUPDFHXWLFDO�DSSV��

Medication reminders.� (YHQ� WKRXJK� PHGLFDWLRQ� UHPLQGHUV� KDYH� EHHQ�
H[SOLFLWO\�UHJXODWHG�IRU�TXLWH�VRPH�WLPH��WKH�JXLGDQFH�VHHPV�WR�RYHUUXOH����
&)5�VHFWLRQ����������WR�GHFODUH�WKDW�WKH�PHGLFDWLRQ�UHPLQGHU�LQWHQGHG�WR�
KHOS�WKH�SDWLHQW�DGKHUH�WR�D�SUHGHWHUPLQHG�PHGLFDWLRQ�GRVDJH�VFKHGXOH�
ZRXOG�IDOO�LQ�WKH�HQIRUFHPHQW�GLVFUHWLRQ�FDWHJRU\�

Medication trackers.�)'$�DOVR� LQGLFDWHV�WKDW�DQ�DSS�XVHG�E\�D�SDWLHQW� WR�
WUDFN�GUXJ�LQWDNH�WLPHV�ZRXOG�OLNHZLVH�IDOO�ZLWKLQ�HQIRUFHPHQW�GLVFUHWLRQ�

Drug interaction lookup tools.� 6LPLODUO\�� )'$� LQGLFDWHV� WKDW� DSSV� XVHG�
IRU� GUXJ�GUXJ� LQWHUDFWLRQ� RU� GUXJ�DOOHUJ\� ORRNXS� WRROV� OLNHZLVH� IDOO� LQ�
HQIRUFHPHQW�GLVFUHWLRQ�

Unregulated. ,Q�WKLV�FDWHJRU\��)'$�SXW�DSSV�XVHG�IRU�VKRSSLQJ�IRU�GUXJV�ȝ�DSSV�
WKDW�PLJKW�KHOS�ZLWK�SULFH�FRPSDULVRQV�DQG�SKDUPDF\�ORFDWLRQ�

)XUWKHU�� RQ� 0D\� ���� ����� 'U�� 6KXUHQ�
RI� )'$� JDYH� D� VSHHFK� DW� D� &DSLWRO� +LOO�
EULHˉQJ� ZKHUH� KH� UHYHDOHG� D� OLWWOH� ELW� RI�
WKHLU� WKLQNLQJ�� ,Q� KLV� VSHHFK�� 'U�� 6KXUHQ�
H[SODLQHG�WKDW�FHUWDLQ�ORZ�ULVN�&'6�ZRXOG�
OLNHO\�QRW�EH�UHJXODWHG��DQG�LQ�DGGLWLRQ�WR�
VRPH� RI� WKH� LWHPV� DOUHDG\�PHQWLRQHG�� KH�
LQFOXGHG� ,9� GUXJ� GRVH� FDOFXODWRUV� �H�J���
IRU� FDOFXODWLQJ�GULS� UDWHV���%HFDXVH� LW�ZDV�
D� VSHHFK�� ZH� GRQȠW� KDYH� PXFK� GHWDLO� RQ�
VSHFLˉFDOO\� WKH� VFRSH�RI� WKRVH� FDWHJRULHV��
,ȠP� ZRQGHULQJ� ZKHWKHU� WKH� ,9� FDOFXODWRU�
was not included in the MMA guidance 
because it will be addressed in the 
XSFRPLQJ�&'6�JXLGDQFH�

4. Combination products. 

7KLV� FDWHJRU\�RQO\�DSSOLHV� LI� WKH�DSS�ˉUVW�
LV� D� PHGLFDO� GHYLFH�� ,I� WKDWȠV� WUXH�� DQG� LI�
WKH� DSS� FURVV�UHIHUHQFHV� D� GUXJ� WR� EH�
XVHG� ZLWK� WKH� DSS�� DQG� LI� OLNHZLVH� WKH�
GUXJ� FURVV�UHIHUHQFHV� WKH� DSS� WR� EH� XVHG�
together, that creates what is called a 
FRPELQDWLRQ�SURGXFW��%HORZ�,ȠOO�JLYH�VRPH�
H[DPSOHV� RI� FRPELQDWLRQ� SURGXFWV�� EXW�
IRU� WKH� PRPHQW� LW� LV� VLPSO\� LPSRUWDQW�
WR� XQGHUVWDQG� WKDW� LI� DQ� DSS� DQG� WKH�
GUXJ� WRJHWKHU� FRQVWLWXWH� D� FRPELQDWLRQ�
SURGXFW�� WKDW� PHDQV� WKH� )'$� UHJXODWRU\�
SURFHVV�JHWV�D�ELW�PRUH�FRPSOH[��/LWHUDOO\�
LW�PHDQV�WKDW�WZR�GLIIHUHQW�FHQWHUV�DW�)'$�
get involved in regulating the product, 
the drug people and the device people. 
)'$�KDV�SXW�LQ�SODFH�VRPH�SURFHGXUHV�IRU�
WU\LQJ� WR� LPSURYH� WKH� FRRUGLQDWLRQ�RI� WKH�
reviews between those two centers, but it 
is not without its challenges.

2ND\�� WKDWȠV� WKH� EDFNJURXQG�� 1RZ� OHWȠV�
JHW� WR� WKH� LQWHUHVWLQJ�VWXII�� WKH�DSSV��7KH�
HDVLHVW� ZD\� WR� RUJDQL]H� WKLV� SDUW� RI� WKH�
discussion is to divide the apps between 
WKRVH� IRU� SURIHVVLRQDOV� DQG� WKRVH� IRU�
patients.

b. 

b. 

c. 

a. 

i.

ii.

iii.
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Apps for healthcare professionals

7KHUH� DUH� D� WRQ� RI� GLIIHUHQW� DSSV� IRU�
SURIHVVLRQDOV� WKDW� UHODWH� WR� SKDUPDFHXWLFDOV��
DQG� ,� WKRXJKW� ,� ZRXOG� MXVW� SLFN� D� IHZ� RI� WKH�
PRUH�FRPPRQ�FDWHJRULHV�WR�GLVFXVV�

1. Drug labeling

,ȠOO�JR�RXW�RQ�D�OLPE�DQG�VD\�WKDW�D�GUXJ�ODEHOLQJ�
DSS� RUGLQDULO\� ZRXOG� IDOO� LQWR� WKH� UHJXODWRU\�
FDWHJRU\� IRU� ȢGUXJ� ODEHOLQJ�ȣ� � ,I� DQ� DSS� LV� DQ�
HOHFWURQLF�YHUVLRQ�RI�WKH�DSSURYHG�GUXJ�ODEHOLQJ��
WKH� )'$� UHTXLUHPHQWV� IRU� GUXJ� ODEHOLQJ� DSSO\��
LQFOXGLQJ�� IRU� FHUWDLQ� SURGXFWV�� VXEPLVVLRQ�
WR� )'$� WKDW� WKH� WLPH� RI� ˉUVW� XVH�� DQG� DOO� WKH�
RWKHU� UXOHV� DURXQG� WKH� FRQWHQW� LWVHOI�� )RU� WKH�
PRVW�SDUW��)'$�GRHVQȠW�DOORZ�PDQXIDFWXUHUV� WR�
PHVV�DURXQG�ZLWK�WKH�SDFNDJH�LQVHUW��DQG�WKHUH�
DUH� PDQ\�� PDQ\� UHVWULFWLRQV� RQ� SURPRWLRQDO�
labeling. The good news is drug labeling apps 
JHQHUDOO\� VKRXOG� QRW� EH� PHGLFDO� GHYLFHV�� 7KH�
ˉQDO�00$�JXLGDQFH�VD\V�)'$�GRHV�QRW�UHJXODWH�
PRELOH� DSSV� WKDW� DUH� HOHFWURQLF� ȢFRSLHVȣ� RI�
PHGLFDO� WH[WERRNV�� WHDFKLQJ� DLGV� RU� UHIHUHQFH�
PDWHULDOV�� 7KHVH� W\SHV� RI� DSSV� GR� QRW� FRQWDLQ�
DQ\�SDWLHQW�VSHFLˉF� LQIRUPDWLRQ�� 6R� DV� ORQJ� DV�
WKH�GUXJ�ODEHOLQJ�DSS�GRHVQȠW�DGG�IXQFWLRQDOLW\�
OLNH�D�GRVDJH�FDOFXODWRU�RU�GHFLVLRQ�VXSSRUW��LWȠV�
just drug labeling.

2. Drug dosage calculators

+HUH� ,� ZLVK� ,� KDG� EHWWHU� LQVLJKW� WR� RIIHU� \RX��
7KH� RQO\� WKLQJ� ,� UHDOO\� NQRZ� LV� WKDW� QRW� DOO�
drug dosage calculators are created equally. 
2Q� WKH� RQH� KDQG�� 'U�� 6KXUHQ� LQ� KLV� VSHHFK�
FDOOHG� RXW� ,9� GUXJ� GRVH� FDOFXODWRUV� DV� OLNHO\�
WR� EH� XQUHJXODWHG��7KDWȠV� WHUULˉF�� EXW� WKH� WRSLF�
ZDV� FRQVSLFXRXVO\� RPLWWHG� IURP� WKH� ˉQDO�
JXLGDQFH�� )XUWKHU�� LQ� 6HSWHPEHU� ������ LQ� D�
VSHHFK� RQ� FOLQLFDO� GHFLVLRQ� VXSSRUW� VRIWZDUH��
WKH�DJHQF\�LGHQWLˉHG�UDGLDWLRQ�GRVH�FDOFXODWRUV�
DQG�VRIWZDUH�XVHG�WR�GHWHUPLQH�FKHPRWKHUDS\�
DV� KLJK� ULVN� &'6�� )XUWKHU�� DV� VWDWHG� LQ� WKH�
GUDIW� 00$� JXLGDQFH�� ȢWKH� )'$� KDV� SUHYLRXVO\�
FODVVLˉHG�VRIWZDUH� WKDW�FDOFXODWHV�D�GUXJ�GRVH�
EDVHG� RQ� D� SDWLHQWV� KHLJKW�� ZHLJKW�� PDVV�� DQG�
RWKHU� SDWLHQW�VSHFLˉF� LQIRUPDWLRQ� DV� D� Ȣ'UXJ�
'RVH�&DOFXODWRUȣ�XQGHU����&)5����������ȣ�7KDW�

VI. FDA Regulation of Pharmaceutical Apps (continued...) 

Function

&RPPXQLFDWLRQ

0DQDJHPHQW

7UDFNLQJ

'DWD�&ROOHFWLRQ

Storage

Regulatory Implications

(OHFWURQLF�5HFRUGV��(OHFWURQLF�
6LJQDWXUHV�����&)5�3DUW����
,QYHVWLJDWRU�UHFRUG�NHHSLQJ�
DQG�UHFRUG�UHWHQWLRQ�����&)5�
3DUW��������
3URWHFWLRQ�RI�+XPDQ�
6XEMHFWV�����&)5�3DUW����

(OHFWURQLF�5HFRUGV��
(OHFWURQLF�6LJQDWXUHV
,QYHVWLJDWRU�UHFRUG�NHHSLQJ�
and record retention

(OHFWURQLF�5HFRUGV��
(OHFWURQLF�6LJQDWXUHV
3URWHFWLRQ�RI�+XPDQ�
6XEMHFWV�F*03�
����&)5�3DUWV�����DQG�����

(OHFWURQLF�5HFRUGV��
(OHFWURQLF�6LJQDWXUHV
3URWHFWLRQ�RI�+XPDQ�
Subjects

(OHFWURQLF�5HFRUGV��
(OHFWURQLF�6LJQDWXUHV
,QYHVWLJDWRU�UHFRUG�NHHSLQJ�
and record retention

Description

Apps allow parties to:

&RPPXQLFDWH�DW�ZLOO
6\QFK�DQG�WUDQVPLW�GDWD�DQG�
GRFXPHQWDWLRQ��&5)V��GUXJ�ORJV��HWF��
Share notes and calendars
6FKHGXOH�DSSRLQWPHQWV

$SSV�FDQ�SURYLGH�PRQLWRUV�DQG�
investigators with:

7R�GR�OLVWV�DQG�RWKHU�JXLGHV�
WR�WULDO�UXOHV�DQG�PDQDJHPHQW
Audit trails through data 
DQG�WLPH�VWDPSLQJ

Apps can assist investigators in 
WUDFNLQJ�WDVNV�E\�

&UHDWLQJ�IRUPV��H�J���VFUHHQLQJ�
DQG�HQUROOPHQW��GUXJ�UHJLPHQV��
ordering supplies, etc.) 
Printing labels and handling 
LQIRUPDWLRQ�IRU�ELRORJLFDO�VDPSOHV

$SSV�SURPSW�SDWLHQWV�WR�UHFRUG�UHTXLUHG�
FOLQLFDO�GDWD�DQG�LQIRUPDWLRQ�LQ�
SUHVFULEHG��FRPPRQ��HOHFWURQLF�IRUPDWV��

(QDEOHV�TXLFN��WLPHO\�DQG�HDV\�
WUDQVPLVVLRQ�RI�GDWD�WR�FHQWUDO�
UHSRVLWRU\�IRU�DQDO\VLV��UHDFWLRQ�
DQG�WULDO�DGMXVWPHQW��
&DQ�IXOˉOO�FRPSOLDQFH�UHT�

6WRUH�D�YDULHW\�RI�WULDO�GRFXPHQWV�RQ�
LQYHVWLJDWRUVȠ�PRELOH�GHYLFHV�IRU�HDV\�
UHIHUHQFH��LQFOXGLQJ��

Protocols and potential violations
Clinical practice tutorials
5XOHV�IRU�VDPSOH�KDQGOLQJ
,QFOXVLRQ�H[FOXVLRQ�FULWHULD
$QQRWDWHG�&5)�WHPSODWHV

FODVVLˉFDWLRQ�LQFOXGHV�PRVWO\�LQVXOLQ�FDOFXODWRUV��DQG�SODFHV�WKHP�LQ�FODVV�,,��ZKLFK�LV�
IRU�PRGHUDWH�ULVN�GHYLFHV�WKDW�W\SLFDOO\�UHTXLUH�SUHPDUNHW�FOHDUDQFH�IURP�)'$��%XW�LQ�
WKH�ˉQDO�JXLGDQFH��WKH�WRSLF�ZDV�FRPSOHWHO\�RPLWWHG��6R�EDVLFDOO\�,�GRQȠW�NQRZ�ZKDW�WR�
WHOO�\RX�H[FHSW�VRPH�DUH�UHJXODWHG�DQG�VRPH�DUHQȠW��+RSHIXOO\�WKH�&'6�JXLGDQFH�ZLOO�
address this issue.

Diagram 1. Possible Regulatory Categories for Patient Apps
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3. Drug/drug interactions

7KH�ˉQDO�JXLGDQFH�H[SODLQV�WKDW�PRVW�DSSV�RU�RWKHU�VRIWZDUH�WKDW�ORRN�IRU�GUXJ�
GUXJ�LQWHUDFWLRQV�ZLOO�QRW�EH�UHJXODWHG�XQGHU�WKH�DJHQF\ȠV�HQIRUFHPHQW�GLVFUHWLRQ��
:H�GR�QRW�KDYH�D�ORW�RI�GHWDLOV�RQ�WKDW��VR�ZH�ZLOO�KDYH�WR�SOD\�WKDW�RQH�E\�HDU�

4. Decision support apps

,Q�FKDSWHU���,�H[SODLQ�)'$ȠV�DSSURDFK�WR�GHFLVLRQ�VXSSRUW�VRIWZDUH��:H�QHHG�WR�ZDLW�
DQG�VHH�ZKDW�)'$�SXEOLVKHV�DV�D�GUDIW�KRSHIXOO\� LQ�-DQXDU\�������$OO� LQGLFDWLRQV�
SRLQW� WR� )'$� WDNLQJ� D� VLPLODU� DSSURDFK� WR� WKH� RQH� WKH\� WRRN�ZLWK�PRELOH� DSSV�
ZKHUH� WKH\� VWUDWLˉHG� WKH� W\SHV� RI� VRIWZDUH� EDVHG� RQ� ULVN� DQG� SURSRVHG� RQO\� WR�
UHJXODWH�WKH�ULVNLHVW��$V�WR�ZKHUH�WKH\�GUDZ�WKDW�OLQH��WKDW�ZLOO�EH�WKH�LQWHUHVWLQJ�
part.

5. Clinical trial management

$V� ,� XQGHUVWDQG� LW�� WKHUH� DUH� D� ZKROH� VOHZ� RI� DSSV� EHLQJ� GHYHORSHG� IRU� PDQ\�
GLIIHUHQW�IXQFWLRQDOLWLHV�IRU�GUXJ�FOLQLFDO�WULDOV��7R�FUHDWH�WKH�FKDUW�IHDWXUHG�RQ�WKH�
SUHYLRX� VSDJH�� ,� ERUURZHG� WKH� FDWHJRUL]DWLRQ� RI� WKHVH� DSSV� WKDW�ZDV� GHYHORSHG�
LQ�� Ȣ2SSRUWXQLWLHV�� $GYDQFLQJ� 7KH� 3KDUPDFHXWLFDO� ,QGXVWU\� 7KURXJK� 0RELOH�
7HFKQRORJLHV��$Q�$UF6WUHDP�6ROXWLRQV�:KLWHSDSHU�ȣ�)UDQNO\��DOO�RI�WKH�IXQFWLRQDOLWLHV�
KDYH� SRWHQWLDOO\� DSSOLFDEOH� )'$� UHTXLUHPHQWV�� )'$� GRHV� RIIHU� D� VSHFLˉF� ELW� RI�
LQVLJKW� LQ� LWV� UHFHQW� PRELOH� PHGLFDO� DSS� JXLGDQFH�� ,Q� SDUWLFXODU�� )'$� REVHUYHV�
Ȣ0RELOH�DSSV�XVHG�IRU�GDWD�FROOHFWLRQ�LQ�FOLQLFDO�VWXGLHV��VXFK�DV�HOHFWURQLF�3DWLHQW�
5HSRUWHG�2XWFRPHV��H352��DSSV��DUH�QRW�FRQVLGHUHG�RQ�LWV�RZQ�D�PRELOH�PHGLFDO�
DSS��+RZHYHU��PDQXIDFWXUHUV�DQG�XVHUV�RI�WKLV�W\SH�RI�PRELOH�DSS�VKRXOG�VHH�)'$ȠV�
GUDIW�JXLGDQFH�UHODWHG�WR�XVH�RI�FRPSXWHUV�LQ�FOLQLFDO�WULDOV��ȟ(OHFWURQLF�6RXUFH�'DWD�
LQ�&OLQLFDO�,QYHVWLJDWLRQV�Ƞ����LVVXHG�RQ�1RYHPEHU����������ȣ

6. Adverse event data management

)UDQNO\��QR�RQH�VKRXOG�DFFXVH�)'$�RI�QRW�EHLQJ�KLS��1RW�RQO\�DUH�WKH\�PDNLQJ�PDMRU�
IRUD\V�LQWR�VRFLDO�PHGLD�ȝ�\RX�FDQ�ORRN�DW�WKHLU�)OLFNU�SDJH�DQG�VHH�SLFWXUHV�RI�DOO�
WKH�ORYHO\�LWHPV�WKDW�DUH�EHLQJ�UHFDOOHG�ȝ�EXW�WKH\ȠYH�DOVR�GHYHORSHG�WKHLU�RZQ�DSS��
,Q�$SULO�������)'$�DQQRXQFHG�WKH�DYDLODELOLW\�RI�LWV�QHZ�0HG:DWFKHU�0RELOH�$SS��
0HG:DWFKHU� ȢDOORZV� LQGLYLGXDOV� WR� VXEPLW� YROXQWDU\� UHSRUWV� RI� VHULRXV� PHGLFDO�
GHYLFH�SUREOHPV�WR�WKH�)'$�XVLQJ�D�VPDUW�SKRQH�RU�WDEOHW��7KH�DSS�PDNHV�LW�HDVLHU�
DQG�IDVWHU�IRU�KHDOWKFDUH�SURIHVVLRQDOV��SDWLHQWV�DQG�FDUHJLYHUV�WR�VHQG�YROXQWDU\�
UHSRUWV� RI� PHGLFDO� GHYLFH� SUREOHPV� WR� WKH� )'$�� FRPSDUHG� WR� WKH� WUDGLWLRQDO�
UHSRUWLQJ�PHWKRGV���PDLO��SKRQH�RU�RQOLQH��7KH�0HG:DWFKHU�DSS�DOORZV�XVHUV� WR�
XSORDG�SKRWRJUDSKV�RI�PHGLFDO�GHYLFHV��ZKLFK�FDQ�KHOS�LGHQWLI\�YLVLEOH�SUREOHPV�
ZLWK�WKH�GHYLFH��VXFK�DV�EUHDNDJH�RU�FRUURVLRQ�ȣ��$FWXDOO\�WKDW�VRXQGV�SUHWW\�FRRO��,�
ZRQGHU�LI�LWȠV�D�PHGLFDO�GHYLFH��0DNHV�\RX�ZRQGHU�ZKR�ZRXOG�UHJXODWH�LW"

7. EHR functionality

)'$�KDV�VDLG�RYHU�DQG�RYHU�DJDLQ�WKDW�LW�LV�XVLQJ�LWV�HQIRUFHPHQW�GLVFUHWLRQ�WR�QRW�
UHJXODWH�(+5V��,Q�WKH�̄ QDO�JXLGDQFH��)'$�JRHV�D�VWHS�IXUWKHU�WR�VD\�WKDW�WKH\�ZLOO�QRW�
UHJXODWH�WKRVH�DSSV�WKDW�DOORZ�DFFHVV�WR�(+5V��7KDW�VHHPV�FOHDU��7KH�DPELJXLWLHV�
DULVH�ZKHQ�DQ�DSS�JRHV�EH\RQG�WKH�IXQFWLRQDOLW\�RI�PHUHO\�VWRULQJ�DQG�UHWULHYLQJ�
GDWD� HQWHUHG� PDQXDOO\� EDVHG� RQ� D� KHDOWKFDUH� SURIHVVLRQDOȠV� REVHUYDWLRQV�� )RU�

H[DPSOH�� D� VRIWZDUH� DSS� WKDW� VWRUHV� GDWD� IURP�
D�PHGLFDO�GHYLFH� LV� LWVHOI�D�PHGLFDO�GHYLFH��DQG�
JRHV� XQGHU� WKH� QDPH� RI� PHGLFDO� GHYLFH� GDWD�
V\VWHP�� RU� 0''6�� )XUWKHU�� IXQFWLRQDOLW\� WKDW�
JRHV�EH\RQG�PHUH�VWRUDJH�DQG�UHWULHYDO� WR�DGG�
DQ�DQDO\WLFDO�SLHFH�FDQ�EH�&'6��6R�LQ�WKH�IXWXUH�
it will be interesting to see how broadly or 
QDUURZO\�)'$�LQWHUSUHWV�WKLV�FDWHJRU\�

,WȠV�KDUG�WR�PDNH�DQ\�JHQHUDOLWLHV�UHJDUGLQJ�WKHVH�
DSSV�WR�EH�XVHG�E\�KHDOWKFDUH�SURIHVVLRQDOV��EXW�
FHUWDLQO\� VRPH�RI� WKHP�DGGUHVV�XVHV� WKDW�FDUU\�
ZLWK�WKHP�PXFK�ULVN��EXW�RQ�WKH�RWKHU�KDQG�E\�
GHˉQLWLRQ�WKH\�LQYROYH�D�KHDOWKFDUH�SURIHVVLRQDO�
WUDLQHG� LQ� WKH� VXEMHFW�PDWWHU��7KLV� DUHD� VKRXOG�
EH�VLJQLˉFDQWO\�FODULˉHG�ZKHQ�)'$�SXEOLVKHV�LWV�
JXLGDQFH�RQ�&'6��SHUKDSV�HDUO\�LQ������

Apps for patients

8VXDOO\�DSSV�IRU�SDWLHQWV�DGGUHVV�OHVV�LPSRUWDQW�
subjects, but on the other hand involve people 
ZKR�PD\�KDYH�YHU\�OLWWOH�WUDLQLQJ�RU�H[SHUWLVH�LQ�
WKH� WDVN�DW�KDQG��%DODQFLQJ� WKRVH�RXW�� LW� VHHPV�
DV� WKRXJK� WKHVH� DSSV� SUHVHQW� D�ZLGH� UDQJH� RI�
ULVN�� 6RPH�RI� WKH� DSSV�GLVFXVVHG�DERYH� FDQ�EH�
WDUJHWHG�DW�SDWLHQWV��IRU�H[DPSOH�&'6�DSSV�WKDW�
KHOS�SDWLHQWV�PDNH�VHOI�GLDJQRVLV�RU�WKHUDSHXWLF�
GHFLVLRQV�� ,� ZRQȠW� UHSHDW� DQ\� RI� WKRVH� WRSLFV�
KHUH��,QVWHDG�,ȠOO�JR�WKURXJK�D�IHZ�DSSV�WKDW�DUH�
uniquely tailored to patients.

���3XEOLF�WRLOHW�ˉQGHUV

,ȠP� RYHU� ���� VR� ,� UHDOO\� OLNH� WKH� VRXQG� RI� WKLV�
DSS�� 3ˉ]HU� FOHYHUO\� GHYHORSHG� WKLV� DSS� ZKHUH�
WKH� XVHU� FRPPXQLW\� FDQ� QRWH� WKH� ORFDWLRQ� RI�
EDWKURRPV�DQG� UDWH� WKHP�EDVHG�RQ�FOHDQOLQHVV�
DQG� RWKHU� IDFWRUV�� 3ˉ]HU� ODXQFKHG� WKH� DSS� IRU�
,VUDHO��ZKHUH�,�XQGHUVWDQG�LW�FDQ�EH�YHU\�GLIˉFXOW�
WR�ˉQG�D�SXEOLF�UHVWURRP��:K\�3ˉ]HU"�,�VXSSRVH�
LW�PLJKW�KDYH�VRPHWKLQJ�WR�GR�ZLWK�WKH�IDFW�WKDW�
WKH\� KDYH� D� GUXJ� IRU� RYHUDFWLYH� EODGGHU�� 6R� LI�
WKLV�DSS�ZHUH�LQWURGXFHG�LQWR�WKH�8QLWHG�6WDWHV��
which it was not, the question would be whether 
WKH� DSS� FRQVWLWXWHG� SURPRWLRQDO� ODEHOLQJ� IRU�
WKH�DVVRFLDWHG�GUXJ��6RPHWLPHV�WKH�FRQQHFWLRQ�
between the drug and the supposed labeling 
FDQ�EH�SUHWW\�UHPRWH�

VI. FDA Regulation of Pharmaceutical Apps  
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2. Drug reminders

7KHUH� DUH� PDQ\� GLIIHUHQW� DSSV� WKDW� SURYLGH� GUXJ�
UHPLQGHU� IXQFWLRQDOLW\�� DQG� WKH� IXQFWLRQDOLW\� FDQ� EH�
EDVHG� RQ� GLIIHUHQW� WHFKQRORJLHV�� 6RPH� FDQ� EH� MXVW� D�
PDQXDO� SURJUDPPLQJ� DQ� DSS� WR� DODUP�DW� D� JLYHQ� WLPH��
ZKLOH� RWKHUV� PLJKW� EH� UHPLQGHUV� VHQW� E\� WKH� KHDOWK�
SURIHVVLRQDO�� ,Q�DQ\�HYHQW�� LI� WKH\ȠUH� OLNH�DQ�DODUP�FORFN�
WKDW�VLPSO\� UHPLQGV�\RX�WKDW� LWȠV� WLPH�WR�GR�VRPHWKLQJ��
WKDWȠV� SUHWW\� ORZ� ULVN�� DQG� DV� H[SODLQHG� DERYH�� WKH� ˉQDO�
JXLGDQFH� SXW� WKHVH� LQ� WKH� HQIRUFHPHQW� GLVFUHWLRQ�
FDWHJRU\� LI� WKH\� VLPSO\� DOHUW� WKH� XVHU� WR� WDNH�PHGLFLQH�
DW� D� SUHVHW� WLPH�� ,I� WKH� DSS� LV� EUDQGHG� WR�ZRUN�ZLWK� D�
SDUWLFXODU� GUXJ�� LWȠV� SUHWW\� HDV\� WR� IDOO� LQWR� WKH� GUXJ�
labeling category.

3. Drug tracking logs

&RPSOLDQFH�ZLWK�PHGLFDWLRQ�UHJLPHQV�LV�D�ELJ�LVVXH�IRU�
D� ORW� RI� SDWLHQWV�� DQG� GRFWRUV� ZDQW� DV� PXFK� REMHFWLYH�
HYLGHQFH�DV�WKH\�FDQ�REWDLQ��6R�LW�FDQ�EH�TXLWH�XVHIXO�IRU�
SDWLHQWV�WR�NHHS�WUDFN�RI�ZKDW�GUXJV�WKH\�WDNH�DQG�ZKHQ��
$V�H[SODLQHG�DERYH��VLPSOH�DSSV�XVHG�IRU�UHFRUGLQJ�ZKHQ�
GUXJV� DUH� WDNHQ� IDOO� LQWR� WKH� HQIRUFHPHQW� GLVFUHWLRQ�
FDWHJRU\��,I�WKH�DSSV�JHW�PRUH�HODERUDWH�WKDQ�WKDW��ZH�DUH�
into a gray area.

4. Smart Pill Apps

%\�QRZ�PRVW�SHRSOH�DUH�ZHOO�DZDUH�RI�WKH�DELOLW\�WR�XVH�
WHFKQRORJ\� WR� YHU\� SUHFLVHO\�PHDVXUH� WKH� H[DFW� WLPH� D�
SLOO�LV�LQJHVWHG��IRU�SXUSRVHV�RI�WUDFNLQJ�GUXJ�FRPSOLDQFH��
,W�VKRXOG�FRPH�DV�QR�VXUSULVH�WKDW�WKH�VRIWZDUH�XVHG�WR�
PDQDJH�WKDW�WHFKQRORJ\�ZLOO�DW�OHDVW�EH�D�PHGLFDO�GHYLFH��
LI�QRW�DOVR�LQ�VRPH�FDVHV�SDUW�RI�D�FRPELQDWLRQ�SURGXFW�

5. Apps That Are a Condition of Drug Sale

3XEOLF�KHDOWK�RIˉFLDOV�KDYH�ORQJ�EHHQ�WU\LQJ�WR�ˉJXUH�RXW�
ZD\V�WR�LPSURYH�PHGLFDWLRQ�DGKHUHQFH��)RU�D�YDULHW\�RI�
UHDVRQV��SHRSOH�MXVW�GRQȠW�WDNH�WKHLU�PHGLFLQH��6RPHWLPHV�
LWȠV�EHFDXVH�WKH�UHJLPHQ�IRU�WDNLQJ�WKH�PHGLFLQH�LV�SUHWW\�
GDUQ� FRPSOLFDWHG�� DQG� VRPHWLPHV� LWȠV� EHFDXVH� SHRSOH�
MXVW� GRQȠW� ZDQW� WKH� KDVVOH� DQG� WKH� FRVW� RI� JHWWLQJ� WKH�
SUHVFULSWLRQ� LQ� WKH� ˉUVW� SODFH�� )'$� EHOLHYHV� DSSV� FDQ�
KHOS�ZLWK�WKDW��$SSV�WKDW�XVH�ZKDW�ZRXOG�DPRXQW�WR�&'6�
IXQFWLRQDOLW\�FDQ�KHOS�SHRSOH�GHFLGH�ZKHWKHU�WKH\�QHHG�
PHGLFDWLRQV� IRU� FHUWDLQ� FRPPRQ� DQG� FKURQLF� GLVHDVHV�
VXFK�DV�KLJK�FKROHVWHURO�RU�KLJK�EORRG�SUHVVXUH��)XUWKHU��
as discussed above, apps can help instruct people on 
KRZ� WR� SURSHUO\� WDNH� WKHLU� PHGLFDWLRQV�� 7KHUH� LV� VR�
PXFK�SRWHQWLDO�KHUH�WKDW�)'$�LV�DFWXDOO\�WKLQNLQJ�DERXW�
VZLWFKLQJ� FHUWDLQ� FRPPRQ� PHGLFDWLRQV� IRU� FKURQLF�
GLVHDVHV� IURP� SUHVFULSWLRQ� VWDWXV� WR� RYHU�WKH�FRXQWHU��

VI. FDA Regulation of Pharmaceutical Apps (continued...) 

EXW�RQ�WKH�FRQGLWLRQ�WKDW�WKH�SDWLHQW�PDNHV�XVH�RI�WKH�VRIWZDUH��,Q�)'$ȠV�HDUO\�
WKLQNLQJ�� WKH�VRIWZDUH�PLJKW�EH�DYDLODEOH�DW� WKH�SKDUPDF\�RU� WKURXJK�VRPH�
RWKHU�PHDQV��)'$�KHOG�D�KHDULQJ�RQ�WKLV�WRSLF�RQ�0DUFK�����������DQG�VRXJKW�
FRPPHQWV�� )URP�D� UHJXODWRU\� VWDQGSRLQW�� VRIWZDUH�XVHG� LQ� WKLV�PDQQHU�PD\�
YHU\�ZHOO�FRQVWLWXWH�HLWKHU�GUXJ�ODEHOLQJ�RU�D�PHGLFDO�GHYLFH��IRU�H[DPSOH�&'6��
,I�LW�LV�&'6��LWȠV�TXLWH�OLNHO\�WKDW�WKH�GUXJ�DQG�GHYLFH�SDLU�ZRXOG�EH�FRQVLGHUHG�
D�FRPELQDWLRQ�SURGXFW�

7KLV�LV�D�ORW�RI�LQIRUPDWLRQ��VR�,�WKRXJKW�,�ZRXOG�VXPPDUL]H�LW�LQ�WKH�IROORZLQJ�
FKDUW� VKRZLQJ� WKH� SRVVLEOH� UHJXODWRU\� FDWHJRULHV� IRU� WKHVH� W\SHV� RI� SDWLHQW�
apps.

Conclusion

7KH�SRVVLELOLWLHV�IRU�XVLQJ�DSSV�WR�LPSURYH�WKH�GHOLYHU\�RI�SKDUPDFHXWLFDO�FDUH�
VHHPV�DOPRVW�HQGOHVV��7KH�PRELOH�PHGLFDO�DSS�JXLGDQFH�ZDV�D�SRVLWLYH�VWHS�
IRUZDUG� LQ� WKDW� LW� FOHDUO\� SODFHG� LQ� HQIRUFHPHQW� GLVFUHWLRQ� VHYHUDO� SRSXODU�
FDWHJRULHV�RI�SKDUPDFHXWLFDO�DSSV��8QIRUWXQDWHO\��VRPH�RI�WKH�PRUH�LPSRUWDQW�
XVHV�RI�DSSV�ZHUH�QRW�DGGUHVVHG��DQG�KRSHIXOO\�ZLOO�EH�WKH�IRFXV�RI�WKH�&'6�
SURSRVDO�\HW�WR�FRPH�IURP�)'$�

Diagram 2. Possible Regulatory Categories for Patient Apps
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8S�WR�WKLV�SRLQW�LQ�WKH�ERRN��,ȠYH�PRVWO\�IRFXVHG�RQ�ZKHWKHU�RU�QRW�DQ�DSS�RU�D�SLHFH�
RI�KDUGZDUH�LV�UHJXODWHG�E\�)'$��1RZ�,ȠP�JRLQJ�WR�VKLIW�JHDUV�DQG�VWDUW�WR�DGGUHVV��
IRU�VRIWZDUH�DQG�KDUGZDUH�WKDW�LV�UHJXODWHG��WKH�)'$�UHTXLUHPHQWV�WKDW�ZRXOG�DSSO\��
$W�D�KLJK�OHYHO��WKRVH�UHTXLUHPHQWV�LQFOXGH�JHWWLQJ�FOHDUDQFH�RU�DSSURYDO�IURP�)'$��
PDQXIDFWXULQJ�WKH�SURGXFW�DFFRUGLQJ�WR�WKH�TXDOLW\�V\VWHP�UHTXLUHPHQWV��UHSRUWLQJ�
DGYHUVH�HYHQWV��DQG�UHJLVWHULQJ�\RXU�PDQXIDFWXULQJ�IDFLOLW\��,ȠOO�WDNH�WKRVH�RQH�E\�RQH�

Premarket clearance or approval 

,Q� FRQWUDVW� WR� FRPSRQHQWV� WKDW� DUH� VLPSO\� VROG� WR� DQRWKHU�PDQXIDFWXUHU��PHGLFDO�
GHYLFHV� DQG� DFFHVVRULHV� VROG� WR� HQG� XVHUV� PD\� UHTXLUH� VRPH� IRUP� RI� SUHPDUNHW�
FOHDUDQFH�RU�DSSURYDO��2QFH�\RX�NQRZ�\RX�KDYH�DQ�)'$�UHJXODWHG�GHYLFH��VRIWZDUH�RU�
KDUGZDUH��RU�DQ�DFFHVVRU\��KHUHȠV�KRZ�\RX�ˉJXUH�RXW�LI�FOHDUDQFH�LV�UHTXLUHG�

Step one

)LJXUH�RXW�WKH�PRVW�DSSURSULDWH�FODVVLˉFDWLRQ�IRU�\RXU�SURGXFW�

7KHUH� LV� D� ELW� RI� ERWK� DUW� DQG� VFLHQFH� WR� WKLV�� )'$� KDV� SXEOLVKHG� DERXW� ������
FODVVLˉFDWLRQ� UHJXODWLRQV�� (DFK� RI� WKRVH� UHJXODWLRQV� KDV� D� GHVFULSWLRQ� RU�
ȢLGHQWLˉFDWLRQȣ� RI� WKH� W\SHV� RI� GHYLFHV� FRYHUHG� E\� WKDW� UHJXODWLRQ�� )'$� KDV� D�
VHDUFKDEOH� GDWDEDVH� RI� WKHVH� UHJXODWLRQV� DFFHVVLEOH� WKURXJK� WKHLU� ZHEVLWH�� 6RPH�
KDUGZDUH� DQG� VRIWZDUH� DUH� VR� LPSRUWDQW� WKDW� )'$� KDV� VHSDUDWHO\� FODVVLˉHG� WKHP��
DQG� \RX� FDQ� ˉQG� WKHP� GLUHFWO\� WKURXJK� VHDUFKLQJ�� 7KH� UHJXODWLRQV� DUH� RUJDQL]HG�
E\�FOLQLFDO�DSSOLFDWLRQ�VR�DOO�RI�WKH�RUWKRSHGLF�GHYLFHV��IRU�H[DPSOH��DUH�LQ�RQH�SDUW�
RI� WKH� UHJXODWLRQV�� <RX�PLJKW� JHW� OXFN\� DQG� ˉQG� RQH� WKDW� GLUHFWO\� GHVFULEHV� \RXU�
SURGXFW��$�TXLFN�VHDUFK�RI�WKH�UHJXODWLRQV�UHYHDOHG�WKDW�WKH�ZRUG�ȢFRPSXWHUȣ�DSSHDUV�
LQ� ���� UHJXODWLRQV��ȢVRIWZDUHȣ� LQ� ���� DQG�ȢQHWZRUNȣ� LQ� ����7KHUH� LV�� IRU� H[DPSOH�� D�
FODVVLˉFDWLRQ�IRU�UHPRWH�PHGLFDWLRQ�PDQDJHPHQW�V\VWHPV�LQ����&)5����������

$V�RI� WKH�SXEOLFDWLRQ�RI� WKLV�ERRN��)'$�KDV�FOHDUHG�RYHU�����DSSV�� ,�NHHS�D� OLVW�RI�
WKHP��DQG�LI�\RX�DUH�LQ�WKLV�LQGXVWU\��\RX�RXJKW�WR�DV�ZHOO��)'$�KDV�VWDUWHG�NHHSLQJ�
D� ZHESDJH� ZLWK� H[DPSOH� PRELOH� DSSV� WKH� DJHQF\� KDV� FOHDUHG�� EXW� WKHLU� OLVW� LV�
LQFRPSOHWH��,WȠV�MXVW�H[DPSOHV��.QRZLQJ�WKH�UDQJH�RI�ZKDW�)'$�LV�FOHDULQJ�LV�LPSRUWDQW�
EHFDXVH�LI�VRPHRQH�HOVH�KDV�DOUHDG\�JRWWHQ�WKH�FOHDUDQFH�IRU�D�VLPLODU�W\SH�DSS��WKDW�
ZLOO�JLYH�\RX�D�URDGPDS�IRU�KRZ�WR�FODVVLI\�\RXU�SURGXFW�

VII. FDA Compliance for Regulated Apps and Accessories

,I� \RX� FDQȠW� ˉQG� D� FODVVLˉFDWLRQ� WKDW� GLUHFWO\�
describes your product, perhaps it’s because 
)'$� FRQVLGHUV� \RXU� SURGXFW� WR� EH� PHUHO\� DQ�
DFFHVVRU\� WR� D� ȢSDUHQWȣ� GHYLFH�� ,ȠOO� JLYH� \RX�
DQ�H[DPSOH�� ,Q������)'$� FOHDUHG� DQ�XSGDWHG�
YHUVLRQ�RI�WKH�3RO\WHO�JOXFRVH�PHWHU�DFFHVVRU\��
ZKLFK� LV� D� VPDOO� PRGXOH� WKDW� SOXJV� LQWR� WKH�
SRUW� RI� D� JOXFRVH� PHWHU�� UHFHLYHV� GDWD� IURP�
WKH� PHWHU� DQG� WUDQVIHUV� LW� ZLUHOHVVO\� WR� DQ�
,QWHUQHW� FDSDEOH� FRPPXQLFDWLRQ� GHYLFH� OLNH�
D� PRELOH� SKRQH� RU� DQ� $37�� ,Q� FOHDULQJ� WKH�
GHYLFH��)'$�DJUHHG�ZLWK�LWV�FODVVLˉFDWLRQ�LQ����
&)5� ���������� ZKLFK� FRYHUV� DOO� JOXFRVH� WHVW�
V\VWHPV��LQFOXGLQJ�WKH�ȢSDUHQWȣ�JOXFRVH�PHWHUV�

Step two

5HDG� WKH� VHFRQG� KDOI� RI� WKH� FODVVLˉFDWLRQ�
UHJXODWLRQ� WR� VHH� KRZ� )'$� UHJXODWHV� WKDW�
particular article.

)'$� DVVLJQV� HDFK� SURGXFW� LQWR� RQH� RI� WKUHH�
FODVVLˉFDWLRQV��FOHYHUO\�FDOOHG�FODVV�,��,,�DQG�,,,��
&ODVV� ,� GHYLFHV� UHSUHVHQW� WKH� OHDVW� ULVN��ZKLOH�
class III represent the greatest. Associated with 
WKRVH� FODVVLˉFDWLRQV� DUH� VSHFLˉF� UHJXODWRU\�
UHTXLUHPHQWV�� 0DQ\� FODVV� ,� GHYLFHV� ZLOO� EH�
H[HPSW� IURP� SUHPDUNHW� FOHDUDQFH�� DQG� VRPH�
SURGXFWV�ZLOO�EH�H[HPSW�IURP�RWKHU�UHJXODWRU\�
UHTXLUHPHQWV� WKDW� ,ȠOO� GHVFULEH� LQ� D� PLQXWH��
6RPH�FODVV�,�DQG�PRVW�FODVV�,,�GHYLFHV�UHTXLUH�
ˉOLQJ� D� SUHPDUNHW� QRWLˉFDWLRQ� �RU� ����N���
ZLWK�)'$��7KHVH�VXEPLVVLRQV�DUH�PDQDJHDEOH�
GRFXPHQWV� WKDW� FRPSDUH� WKH� QHZ� GHYLFH� WR�
WKRVH�ODZIXOO\�RQ�WKH�PDUNHW��7KH�VSHFLˉF�GDWD�
UHTXLUHPHQWV�DUH�GLVFXVVHG�EHORZ�
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VII. FDA Compliance for Regulated Apps and Accessories (continued...) 

7KH� KLJKHVW� ULVN� GHYLFHV�ȝ� FODVV� ,,,�ȝ� XVXDOO\�
UHTXLUH� SUHPDUNHW� DSSURYDO� �30$�� IURP� )'$��
ZKLFK� FDQ� FRVW� KXQGUHGV� RI� WKRXVDQGV� RI�
GROODUV� LI� QRW� PLOOLRQV�� 0RVW� DSSV� ZLOO� QRW�
EH� LQ� WKDW� FODVVLˉFDWLRQ�� XQOHVV� WKH\� DUH� DQ�
DFFHVVRU\�WR�D�KLJK�ULVN�GHYLFH��,I�\RXU�GHYLFH�LV�
FODVVLˉHG�DV�DQ�DFFHVVRU\��LW�LV�VXEMHFW�WR�DOO�RI�
WKH�UHJXODWRU\�UHTXLUHPHQWV�DSSOLFDEOH�WR�WKH�
parent device.

Step three

5HVHDUFK�WKH�UHTXLUHPHQWV�

)'$� KDV� SXEOLVKHG� VFDGV� RI� JXLGDQFH�
GRFXPHQWV� RQ� LWV� ZHEVLWH� WKDW� FRYHU� PDQ\�
GLIIHUHQW� DVSHFWV� RI� WKH� WHFKQRORJLHV� WKH\�
UHJXODWH�� ,WȠV� LPSRUWDQW� \RX� ˉQG� DOO� RI� WKHVH�
VR�FDOOHG� ȢVSHFLDO� FRQWUROVȣ� EHFDXVH� \RXȠOO�
QHHG�WR�PDNH�VXUH�WKDW�\RXU�SURGXFW�FRPSOLHV�
with those technical standards.

$IHZ�H[DPSOHV�LQFOXGH�

*XLGDQFH�IRU�,QGXVWU\�ȝ�:LUHOHVV�0HGLFDO�
7HOHPHWU\�5LVNV�DQG�5HFRPPHQGDWLRQV�

*XLGDQFH�IRU�,QGXVWU\��)'$�5HYLHZHUV�DQG�
&RPSOLDQFH�RQ�2II�7KH�6KHOI�6RIWZDUH�
8VH�LQ�0HGLFDO�'HYLFHV�

*HQHUDO�3ULQFLSOHV�RI�6RIWZDUH�
9DOLGDWLRQ��)LQDO�*XLGDQFH�IRU�,QGXVWU\�
DQG�)'$�6WDII�

*XLGDQFH�IRU�WKH�&RQWHQW�RI�3UHPDUNHW�
6XEPLVVLRQV�IRU�6RIWZDUH�&RQWDLQHG�LQ�
0HGLFDO�'HYLFHV�

&\EHUVHFXULW\�IRU�1HWZRUNHG�0HGLFDO�
'HYLFHV�&RQWDLQLQJ�2II�WKH�6KHOI��276��
6RIWZDUH�

'HYLFH�VSHFLˉF�JXLGDQFH��H�J��JOXFRVH�
PRQLWRUV�

Step four

Consider your options.

(YHQ�RQFH�\RX�NQRZ�KRZ�D�GHYLFH�LV�FODVVLˉHG�DQG�WKH�VSHFLˉF�UHJXODWRU\�UHTXLUHPHQWV��
\RX�PD\�ZHOO�KDYH�RSWLRQV�IRU�KRZ�\RX�JHW�PDUNHWLQJ�FOHDUDQFH��/HWȠV�VD\�\RXU�GHYLFH�
LV� LQ�FODVV� ,,��DQG�VRPH�VRUW�RI�SUHPDUNHW�QRWLˉFDWLRQ�RU�VR�FDOOHG�����N�� LV� UHTXLUHG��
����N�V�FRPH�LQ�ORWV�RI�GLIIHUHQW�ˊDYRUV��LQFOXGLQJ�WUDGLWLRQDO��VSHFLDO�DQG�DEEUHYLDWHG��
)RU� VRPH�� DV� DQ� DOWHUQDWLYH� WR� ˉOLQJ� DW� WKH� )'$�� \RX� FDQ� VHHN� WR� KDYH� \RXU� GHYLFH�
UHYLHZHG�E\�DQ�LQGHSHQGHQW�WKLUG�SDUW\�ZKR�WKHQ�FHUWLˉHV�LWV�UHYLHZ�WR�WKH�)'$��*RLQJ�
WKURXJK�HDFK�RI� WKRVH�RSWLRQV� LV�EH\RQG� WKH� VFRSH�RI� WKLV�DUWLFOH��EXW� LWȠV� LPSRUWDQW�
WR� XQGHUVWDQG� WKDW� \RX� KDYH� RSWLRQV�� ,� KDYH� WULHG� WR� LOOXVWUDWH� WKH�PDMRU� RSWLRQV� LQ�
'LDJUDP���EHORZ�

6WHS�ˉYH

'HWHUPLQH�WKH�W\SH�RI�HYLGHQFH�QHHGHG�IRU�)'$�FOHDUDQFH�

(YHQ�PRUH� FKRLFHV� QHHG� WR� EH�PDGH� KHUH��7KH� DPRXQW� DQG� W\SH� RI� GDWD� QHHGHG� WR�
VHFXUH�FOHDUDQFH�GHSHQGV�GLUHFWO\�RQ�WKH�W\SHV�RI�FODLPV�\RX�ZDQW�WR�PDNH��,Q�PDQ\�
FDVHV��DV�H[SODLQHG� LQ�FKDSWHU����\RX�PLJKW�KDYH� WKH�RSWLRQ� WR�PHUHO\�PDNH�D�ȢWRROȣ�
FODLP�� D� FODLP� WKDW� \RXU� SURGXFW� VLPSO\� GRHV� D� VSHFLˉF� IXQFWLRQ�� ,Q� WKH� DFFHVVRU\�
H[DPSOH�,�JDYH�DERYH�UHJDUGLQJ�WKH�3RO\WHO�SURGXFW��WKH�FRPSDQ\�PDNHV�D�WRRO�FODLP�
WKDW�LWV�DUWLFOH�PHUHO\�FRQQHFWV�RQH�PHGLFDO�GHYLFH�WR�WKH�,QWHUQHW��

ȧ

ȧ

ȧ

ȧ

ȧ

ȧ

Diagram 1. Some major pathways to market for IT devices
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<RX�PLJKW� SUHIHU� WR�PDNH� DQ� RXWFRPH� W\SH�
FODLP�� D� FODLP� WKDW� \RXU� GHYLFH� ZLOO� KHOS�
WUHDW� RU� GLDJQRVH� D� VSHFLˉF� GLVHDVH� RU�
FRQGLWLRQ��)RU�H[DPSOH��Ȣ8VLQJ�WKLV�GHYLFH�WR�
WUDQVPLW�\RXU�EORRG�JOXFRVH�UHDGLQJV�WR�\RXU�
SK\VLFLDQ� W\SLFDOO\� DOORZV� IRU� EHWWHU� FRQWURO�
RI�GLDEHWHV�DQG�ZLOO�KHOS�\RX�ZHDQ�\RXUVHOI�
RI�GHSHQGHQF\�RQ�LQVXOLQ�ȣ�

7KH� W\SHV� RI� GDWD� \RX� QHHG� WR� SURYLGH� )'$�
ZLOO� GHSHQG� RQ� ZKLFK� W\SH� RI� FODLP� \RX�
PDNH� DQG� LQGHHG� RQ� WKH� H[DFW� ZRUGLQJ� RI�
WKH�FODLP��7\SLFDOO\��\RX�FRXOG�VXSSRUW�D�WRRO�
W\SH�FODLP�ZLWK�EHQFK�WHVWLQJ�RU�RWKHU�QRQ�
clinical evaluation. Basically you need to 
SURYH� WKDW�\RXU� WRRO�ZRUNV�� ,I�\RX�FKRRVH� WR�
PDNH� RXWFRPH� EDVHG� FODLPV�� \RXȠOO� QHHG� WR�
prove that the device indeed achieves those 
RXWFRPHV�� 7KDWȠV� PXFK� KDUGHU�� DQG� UHTXLUHV�
testing in a clinical setting. 

,I� \RX� DUH� IROORZLQJ� WKH� ����N�� SDWKZD\��
WKH� IXQGDPHQWDO� VWDQGDUG� LV� ZKHWKHU� \RXU�
device is substantially equivalent to other 
ODZIXO� GHYLFHV�� 6R� PRVW� VXEPLVVLRQV� IROORZ�
D� FRPSDUDWLYH� IRUPDW� ZKHUH� WKH� VXEPLWWHU�
FRPSDUHV� KLV� GHYLFH� WR� RWKHUV� LQ� WKH�
PDUNHWSODFH�

:LWK�UHJDUG�WR�WKH�W\SH�RI�HYLGHQFH�UHTXLUHG��
WKHUH�DUH�PDQ\�RSHQ�TXHVWLRQV�DW�WKLV�SRLQW��
)RU� H[DPSOH�� ZKDW� GRHV� DQ� DSS� GHYHORSHU�
QHHG�WR�VKRZ�ZLWK�UHJDUG�WR�WKH�VXLWDELOLW\�RI�
WKH�XQGHUO\LQJ�PRELOH�SODWIRUP"

VII. FDA Compliance for Regulated Apps and Accessories (continued...) 

Apps where the classification is not clear

/HWȠV� VD\�\RX� WU\� WR�XVH�P\�ˉYH�VWHS�SURFHVV�DERYH��EXW�\RX�JHW�VWXFN�RQ� WKH�YHU\�ˉUVW�
VWHS��<RX�DUH�VWXFN�EHFDXVH�WKHUH�GRHV�QRW�VHHP�WR�EH�FOHDU�)'$�FODVVLˉFDWLRQ�IRU�\RXU�
VRIWZDUH��:KDW�GR�\RX�GR"�8QIRUWXQDWHO\��\RX�DUH�LQ�D�JUD\�DUHD��DQG�\RX�DUH�QRW�DORQH�

7KH� )'$ȠV� ˉQDO� PRELOH� PHGLFDO� DSS� JXLGDQFH� VWDUWV� XV� ZHOO� GRZQ� WKH� SDWK� RI�
understanding which apps are regulated, and which are not. But it doesn’t address, even 
VOLJKWO\��WKH�TXHVWLRQ�RI�ZKHQ�D�SDUWLFXODU�DSS�VXEMHFW�WR�)'$�RYHUVLJKW�PXVW�EH�FOHDUHG�
SULRU�WR�PDUNHWLQJ��,ȠP�DIUDLG�ZH�ZLOO�KDYH�WR�ZDLW�IXUWKHU�IRU�WKH�DQVZHU�WR�WKDW�

:KDW� DUH� VRIWZDUH� FRPSDQLHV� VXSSRVHG� WR� GR� LQ� WKH�PHDQWLPH"�:KDW� ˉWV�ZLWKLQ� WKLV�
UHJXODWHG� EXW� H[HPSW� IURP� SUHPDUNHW� QRWLˉFDWLRQ� FDWHJRU\"�7KH� EHVW� DQ\RQH� FDQ� GR�
ULJKW�QRZ� LV� ORRN�DW�D�YDULHW\�RI� ULVN� IDFWRUV� WR�ˉJXUH�RXW�ZKLFK�VLGH�RI� WKH�SUHPDUNHW�
FOHDUDQFH�OLQH�DJDLQ�DQ�DSS�IDOOV��%DVHG�RQ�)'$�FRPPHQWV�DQG�DFWLRQV�RYHU�WKH�ODVW����
\HDUV��,�ZRXOG�SURSRVH�WKH�IROORZLQJ�OLVW�RI�IDFWRUV�EH�FRQVLGHUHG�

:KHWKHU�WKH�DSS�LV�LQWHQGHG�RU�GHVLJQHG�WR�SURYLGH�DQ\�UHDO�WLPH��DFWLYH��RU�
RQOLQH�SDWLHQW�PRQLWRULQJ�IXQFWLRQV��

7KH�FDSDELOLW\�WR�GLVSOD\��FUHDWH��RU�GHWHFW�DODUP�FRQGLWLRQV��RU�DFWXDOO\�VRXQG�
DQ�DODUP��RU�WKH�FDSDELOLW\�WR�FUHDWH�DODUPV�WKDW�DUH�QRW�DOUHDG\�SUHVHQW�IURP�
WKH�FRQQHFWHG�PHGLFDO�GHYLFHV��

7KH� VHULRXVQHVV� RI� WKH� SDUWLFXODU� GLVHDVH� RU� FRQGLWLRQ� ZKLFK� WKH� DSS�
LV� LQWHQGHG� WR� GLDJQRVH�� FXUH�� PLWLJDWH�� WUHDW� RU� SUHYHQW� DQG� KRZ� WKH�
VRIWZDUH�FRQWULEXWHV� WR� WKH�XVHUȠV�GHFLVLRQ�PDNLQJ� IRU�GLDJQRVLV�RU� FOLQLFDO�
PDQDJHPHQW�RI�WKH�SDWLHQW��([DPSOH�� ,V�WKH�DSS�GHVLJQHG�WR�FDOO�DWWHQWLRQ�
WR�LPPLQHQW�KD]DUG�FRQGLWLRQV�RU�GRHV�WKH�DSS�SURYLGH�ORQJ�WHUP�VWRUDJH�IRU�
GLDJQRVWLF�LQIRUPDWLRQ"

7KH�DPRXQW�RI�WLPH�DYDLODEOH�EHIRUH�XVLQJ�WKH�LQIRUPDWLRQ�SURYLGHG�E\�WKH�
DSS�� L�H� �� WKH� WLPH� XQWLO� D� WKHUDSHXWLF� RU� DGGLWLRQDO� GLDJQRVWLF� LQWHUYHQWLRQ�
PXVW� EH� LPSOHPHQWHG� E\� WKH� KHDOWK� FDUH� SURYLGHU� DIWHU� WKH� UHVXOWV� RI� WKH�
VRIWZDUH� KDYH� EHHQ� SURYLGHG�� ([DPSOH�� DSS� SURYLGHV� DQ� (.*� UHDGLQJ� DQG�
DQDO\VLV�SDFNDJH�ZKRVH�RXWSXW�LV�Ȣ6+2&.�12:ȣ�RU�GRHV�LW�SURYLGH�D�SURSRVHG�
UHDGLQJ�ZLWK�QRWDWLRQ�WKDW�WKH�UK\WKP�LWVHOI�VKRXOG�EH�FKHFNHG"�

:KHWKHU� WKH� GDWD� RXWSXW� LV� SURYLGHG� RU� PDQLSXODWHG� LQ� D� QRYHO� RU� QRQ�
WUDGLWLRQDO� PDQQHU�� RU� ZKHWKHU� GHFLVLRQ� WUHHV� ZLWKLQ� WKH� DSS� GHSDUW� IURP�
FXVWRPDU\� XVH�� ([DPSOH�� 'RHV� WKH� DSSȠV� DOJRULWKPV�� SDUDPHWHUV�� LQWHUQDO�
GHFLVLRQ�WUHHV��RU�RWKHU�RXWSXW�PDQLSXODWLRQV�GHSDUW�IURP�FXVWRPDU\�XVH�RU�
WUDGLWLRQDO�GDWD�SUHVHQWDWLRQ"�

:KHWKHU�WKH�DSS�SURYLGHV�LQGLYLGXDOL]HG�SDWLHQW�FDUH�UHFRPPHQGDWLRQV��H�J���
ZKHWKHU�DSS�VXJJHVWV�RU�UHFRPPHQGV�VSHFLˉF�WUHDWPHQW�IRU�D�VSHFLˉF�SDWLHQW��
([DPSOH��+RZ�VSHFLˉF�LV�WKH�DSSȠV�RXWSXW�ZLWK�UHJDUG�WR�SDUWLFXODU�SDWLHQWV"�
,V� WKH�DSS�SURYLGLQJ�JHQHUDO�DGYLFH�RU� LQIRUPDWLRQ�� OLNH�D� OLEUDU\��DUWLFOH��RU�
WH[WERRN��RU�LV�WKH�DSS�GHVLJQHG�WR�SURYLGH�D�VSHFLˉF�UHFRPPHQGDWLRQ�IRU�D�
VSHFLˉF�SDWLHQW�ZKRVH�LQGLYLGXDO�GDWD�KDYH�EHHQ�HQWHUHG�DV�LQSXW"�

ȧ

ȧ

ȧ

ȧ

ȧ

ȧ
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:KHWKHU� WKH�PHFKDQLVP�E\�ZKLFK� WKH� DSS�DUULYHV� DW� D� GHFLVLRQ� LV� KLGGHQ�RU�
WUDQVSDUHQW�� L�H� �� GRHV� WKH� SURGXFW� XVH� XQGLVFORVHG� SDUDPHWHUV� RU� LQWHUQDO�
GHFLVLRQ� WUHHV� RU� RWKHU�PHFKDQLVPV� WKDW� DUH� QRW� DYDLODEOH� IRU� UHYLHZ� E\� WKH�
KHDOWK�FDUH�SURIHVVLRQDO��([DPSOH��+RZ�WUDQVSDUHQW�LV�WKH�DSSȠV�PDQLSXODWLRQ�
WR� WKH� LQWHQGHG� XVHU� FRPPXQLW\"� ,QFOXGHG� LQ� WUDQVSDUHQF\� LV� WKH� H[WHQW� WR�
ZKLFK� OLPLWDWLRQV� RQ� WKH� SURFHVV� DUH�PDGH� NQRZQ� WR� WKH� XVHU�� VXFK� DV� GDWD�
FRQWUDFWLRQ��GHOHWLRQ��HGLWLQJ��RU�VLPSOLˉFDWLRQ��$OVR��KRZ�DUH�FRPSDULVRQV�PDGH�
WR�QRUPDWLYH�GDWDEDVHV�DQG�KRZ�DUH�QRUPDWLYH�GDWDEDVHV�FUHDWHG"

,Q� WKH�SDVW�� ,�KDYH�YDOLGDWHG� WKDW�ZLWK�SHRSOH�DW�)'$��7KDW�VDLG�� WKLV� LV�DQ�HYROYLQJ�DUHD�
DQG�ZH�ZLOO�KDYH�WR�FRQWLQXH�WR�ZDWFK�)'$�WR�VHH�ZKDW�WKH\�GR�LQ�WKH�DEVHQFH�RI�ZULWWHQ�
JXLGDQFH��0\�KRSH�LV�WKDW�ZH�PLJKW�JHW�ZULWWHQ�JXLGDQFH��EXW�,�ZRXOGQȠW�FRXQW�RQ�LW�YHU\�
soon.

Apps requiring validation

$�����N��VXEPLVVLRQ�IRU�DQ�DSS�ZLOO�QHHG�WR�EH�EDVHG�RQ�DQ�DSSURSULDWH�OHYHO�RI�YDOLGDWLRQ�
IRU� WKH� VRIWZDUH�� ,I� WKH� DSS� LV� DQ� DFFHVVRU\�� WKH� SDUHQW� GHYLFH� GHWHUPLQHV� WKH� OHYHO� RI�
YDOLGDWLRQ�UHTXLUHG��,I�QRW�DQ�DFFHVVRU\��WR�GHWHUPLQH�WKH�YDOLGDWLRQ�UHTXLUHG��\RX�ZLOO�QHHG�
WR�ˉJXUH�RXW�ZKHWKHU�)'$�FODVVLˉHV�WKH�VRIWZDUH�DV�ȢPDMRUȣ��ȢPRGHUDWHȣ�RU�ȢPLQRUȣ�ȢOHYHO�RI�
FRQFHUQ�ȣ

,WȠV�PDMRU�LI�WKH�VRIWZDUH�GLUHFWO\�DIIHFWV�WKH�SDWLHQW�RU�DQ\RQH�HOVH�VXFK�WKDW�
D�IDLOXUH�FRXOG�UHVXOW�LQ�GHDWK�RU�VHULRXV�LQMXU\�

,WȠV�PRGHUDWH�LI�WKH�LQMXULHV�ZRXOG�EH�QRQVHULRXV�

$Q�DSSȠV�ULVN�DQG�WKH�DVVRFLDWHG�ȢOHYHOȣ�GHWHUPLQH�

WKH�GHSWK�DQG�GHJUHH�RI�KD]DUG�DQDO\VLV�DQG�PLWLJDWLRQ�WKDW�LV�H[SHFWHG�

WKH�GHSWK�DQG�GHJUHH�RI�GRFXPHQWDWLRQ�

ZKDW�QHHGV�WR�EH�VXEPLWWHG�YV��PHUHO\�GRFXPHQWHG�

WKH�ULJRU�DSSOLHG�WR�WKH�YHULˉFDWLRQ�DQG�YDOLGDWLRQ�RI�WKH�VRIWZDUH�

WKH�GHJUHH�WR�ZKLFK�WKH�GHYLFH�PDQXIDFWXUHUȠV�VRIWZDUH�GHYHORSPHQW�
SURFHVV�LV�VFUXWLQL]HG

,Q� DGGLWLRQ� WR� WKH� SUHPDUNHW� FOHDUDQFH� RU� DSSURYDO� TXHVWLRQ�� GHYLFHV�PXVW� FRPSO\�ZLWK�
RWKHU�)'$�UHTXLUHPHQWV��DV�GHVFULEHG�LQ�WKH�QH[W�VHFWLRQ�

Quality system requirements 

7KH�RWKHU�ELJ�KXUGOH�LV�HQVXULQJ�FRPSOLDQFH�
ZLWK� WKH� TXDOLW\� V\VWHP� UHJXODWLRQV�� $V�
WKH� QDPH� VXJJHVWV�� WKHVH� UHTXLUHPHQWV�
DUH� IRFXVHG� RQ� HQVXULQJ� PDQXIDFWXUHUV�
SURGXFH� TXDOLW\� SURGXFWV� FRPPHQVXUDWH�
ZLWK� WKH� ULVNV� DVVRFLDWHG� ZLWK� XVLQJ� WKH�
GHYLFH�� 6R� WKH� H[DFW� QDWXUH� RI� WKH� TXDOLW\�
V\VWHP� ZLOO� GHSHQG� RQ� WKH� LQWHQGHG� XVH�
RI� WKH�DUWLFOH��)RU� FRPSDQLHV� WKDW�DUH� ,62�
������ FHUWLˉHG�� EHFRPLQJ� FRPSOLDQW�ZLWK�
WKH�TXDOLW\�V\VWHP�UHJXODWLRQV� LV�PRVWO\�D�
PDWWHU�RI�FUHDWLQJ�GRFXPHQWDWLRQ�V\VWHPV�
VR� WKDW� \RX� FDQ� SURYH� \RXU� FRPSOLDQFH��
0RUH� VXEVWDQWLDO� FKDQJHV� DUH� UHTXLUHG� LI�
WKH�FRPSDQ\�LV�RQO\�,62������FHUWLˉHG��

,Q� LWV� ˉQDO� PRELOH� PHGLFDO� DSS� JXLGDQFH��
)'$�DVVHUWV�WKDW�WKH�PDMRULW\�RI�WKH�TXDOLW\�
V\VWHP� UHTXLUHPHQWV� ȢDUH� FRQVLVWHQW�
ZLWK� FRPPRQO\� XVHG� DQG� DFFHSWHG� JRRG�
VRIWZDUH� GHYHORSPHQW� SUDFWLFHV�� VXFK� DV�
WKRVH� IURP� WKH� ,QVWLWXWH� RI� (OHFWULFDO� DQG�
(OHFWURQLFV� (QJLQHHUVȠ� �,(((��� 6RIWZDUH�
(QJLQHHULQJ�%RG\�RI�.QRZOHGJH��6:(%2.���
DQG�&DUQHJLH�0HOORQ�6RIWZDUH�(QJLQHHULQJ�
Institute’s Capability Maturity Model 
,QWHJUDWLRQ��&00,��PHWKRGV�ȣ

2QH� RI� WKH�PRVW� IUHTXHQW� TXHVWLRQV� ,� JHW�
LV� KRZ� WR� FRPSO\� ZLWK� WKH� IXOO� UDQJH� RI�
TXDOLW\�V\VWHP�UHTXLUHPHQWV�ZKHQ�VRPH�RI�
WKHP�VHHP�DSSOLFDEOH�WR�KDUGZDUH�EXW�QRW�
VRIWZDUH�� ,Q� LWV�ˉQDO�JXLGDQFH��)'$�DJUHHV�
WKDW�Ȣ&HUWDLQ�SRUWLRQV�RI�WKH�46�UHJXODWLRQ�
WKDW� DSSO\� WR� PHGLFDO� GHYLFH� KDUGZDUH�
(such as the production and process 
FRQWUROV� RXWOLQHG� LQ� ��� &)5� �������� PD\�
QRW�FOHDUO\�DSSO\� WR�PRELOH�PHGLFDO�DSSV�ȣ�
,Q� WKHVH� FDVHV�� D� FRPSDQ\� QHHG� RQO\�
FRPSO\� ZLWK� WKH� UHTXLUHPHQWV� WKDW� DSSO\�
to the particular operations in which the 
FRPSDQ\� HQJDJHV�� 6HFWLRQ� ������ RI� WKH�
TXDOLW\� V\VWHP� UHJXODWLRQV� VWDWHV� WKDW�
ȢLI� D� PDQXIDFWXUHU� HQJDJHV� LQ� RQO\� VRPH�
RSHUDWLRQV� VXEMHFW� WR� WKH� UHTXLUHPHQWV�
in this part, and not in others, that 
PDQXIDFWXUHU�QHHG�RQO\�FRPSO\�ZLWK�WKRVH�
UHTXLUHPHQWV�DSSOLFDEOH�WR�WKH�RSHUDWLRQV�
LQ�ZKLFK�LW�LV�HQJDJHG�ȣ

VII. FDA Compliance for Regulated Apps and Accessories (continued...) 
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7KHVH� TXDOLW\� V\VWHP� UHJXODWLRQV� DSSO\� FUDGOH�WR�JUDYH�� VR� WKH� PLQXWH� \RX� EHJLQ�
WKH� GHVLJQ� SURFHVV�� WKH� GHVLJQ� FRQWUROV�PXVW� EH� REVHUYHG��'HVLJQ� FRQWUROV� VSHFLI\�
WKH�SURFHVV�XVHG�DQG�WKH�UHFRUGV�WR�EH�FUHDWHG�GXULQJ�WKH�GHVLJQ��GHYHORSPHQW��DQG�
PDQXIDFWXULQJ�VFDOHXS�RI�D�GHYLFH��7KH\�H[WHQG�DOO�WKH�ZD\�WR�SRVWPDUNHW�LVVXHV�VXFK�
DV� FRPSODLQW� KDQGOLQJ�� ULVN�PDQDJHPHQW�� DQG� IDLOXUH� DQDO\VLV� DQG� IHHGEDFN� WR� WKH�
GHVLJQ�DQG�PDQXIDFWXULQJ�RUJDQL]DWLRQV��

,Q�WKH�PHGLFDO�GHYLFH�ZRUOG��FRPSRQHQW�VXSSOLHUV�DUH�H[HPSW�IURP�WKHVH�UHJXODWRU\�
UHTXLUHPHQWV�

%HLQJ�H[HPSW�IURP�WKH�UHTXLUHPHQWV�GRHVQȠW�PHDQ�WKH�FRPSRQHQWV�QHHG�QRW�EH�KLJK�
TXDOLW\��EXW�UDWKHU�LW�PHDQV�WKDW�WKH�ˉQLVKHG�GHYLFH�PDQXIDFWXUHU�KDV�WKH�UHJXODWRU\�
EXUGHQ� RI� DVVXULQJ� WKH� TXDOLW\� RI� WKH� FRPSRQHQWV� LW� XVHV��:KLOH� WKLV� FRXOG�PHDQ�
LQFRPLQJ�LQVSHFWLRQV�RI�UDZ�PDWHULDOV��FRPSRQHQWV�DQG�VXEDVVHPEOLHV��LW�PRUH�RIWHQ�
PHDQV�WKDW�D�GHYLFH�PDQXIDFWXUHU�PXVW�DSSO\�WKH�QHFHVVDU\�FRQWUROV�RQ�D�VXSSOLHU�
E\�VXSSOLHU�EDVLV�WR�PDNH�VXUH�WKDW�DQ\�FRQWUROV�WKH�VXSSOLHU�LV�PLVVLQJ��WKH�GHYLFH�
PDQXIDFWXUHU�SURYLGHV�

Reporting adverse events and product fixes

$V�NLQG�RI�D�EHOW�DQG�VXVSHQGHUV�� LQ�DGGLWLRQ� WR� UHTXLULQJ�SUHPDUNHW� UHYLHZ�RI� WKH�
SURGXFW� DQG� LPSRVLQJ� TXDOLW\� V\VWHP� UHTXLUHPHQWV�� )'$� H[SHFWV� FRPSDQLHV� WR� EH�
YLJLODQW�IRU�UHSRUWV�RI�SHRSOH�JHWWLQJ�KXUW�RU�SURGXFWV�PDOIXQFWLRQLQJ��,Q�VRPH�FDVHV�
WKRVH�LQFLGHQWV�PLJKW�ULVH�WR�WKH�OHYHO�RI�QHHGLQJ�WR�EH�UHSRUWHG�WR�)'$��7KHVH�VR�
FDOOHG�0HGLFDO�'HYLFH�5HSRUWV�DUH�WLPH�VHQVLWLYH��DQ�DVVHVVPHQW�LV�GXH�LQ�D�PDWWHU�
RI�GD\V�RU�ZHHNV���DQG�UHTXLUH�WKH�FRPSDQ\�WR�KDYH�LQ�SODFH�V\VWHPV�IRU�UHYLHZLQJ�
DOO� UHOHYDQW� LQFRPLQJ� LQIRUPDWLRQ� WR� DVVHVV� WKH� SRWHQWLDO� RI� HDFK� UHSRUW� WR� EH�
FDWHJRUL]HG�DV�DQ�$GYHUVH�(YHQW��

7KH�EDVLF� WULJJHU� IRU� WKH�REOLJDWLRQ� WR�ˉOH� WKH� UHSRUW� LV�ȢZKHQHYHU� WKH\� UHFHLYH�RU�
RWKHUZLVH�EHFRPH�DZDUH�RI� LQIRUPDWLRQ�� IURP�DQ\�VRXUFH�� WKDW�UHDVRQDEO\�VXJJHVWV�
WKDW�D�GHYLFH�WKH\�PDUNHW�PD\�KDYH�FDXVHG�RU�FRQWULEXWHG�WR�D�GHDWK�RU�VHULRXV�LQMXU\��
RU�KDV�PDOIXQFWLRQHG�DQG�WKH�GHYLFH�RU�D�VLPLODU�GHYLFH�WKDW�WKH\�PDUNHW�ZRXOG�EH�
OLNHO\�WR�FDXVH�RU�FRQWULEXWH�WR�D�UHSRUWDEOH�GHDWK�RU�VHULRXV�LQMXU\�LI�WKH�PDOIXQFWLRQ�
ZHUH�WR�UHFXU�ȣ�8QIRUWXQDWHO\��WKDW�EURDG�VWDQGDUG�UHTXLUHV�D�ORW�RI�LQWHUSUHWDWLRQ�E\�
WKH�PDQXIDFWXUHU�

,I�WKH�FRPSDQ\�GHFLGHV�WR�WDNH�FRUUHFWLYH�DFWLRQ��LQ�VRPH�FDVHV�WKH�FRPSDQ\�QHHGV�
WR�QRWLI\�)'$��$FFRUGLQJ� WR� WKH�PRELOH�PHGLFDO�DSS�JXLGDQFH��ȢPRELOH�PHGLFDO�DSS�
PDQXIDFWXUHUV�DUH�UHTXLUHG�WR�SURPSWO\�UHSRUW��ZLWKLQ����ZRUNLQJ�GD\V�IURP�WKH�WLPH�
WKH�FRUUHFWLRQ�LV�LQLWLDWHG��WR�WKH�)'$�FHUWDLQ�DFWLRQV�FRQFHUQLQJ�GHYLFH�FRUUHFWLRQV�DQG�
UHPRYDOV�IRU�WKH�PRELOH�PHGLFDO�DSS��6SHFLˉFDOO\��PRELOH�PHGLFDO�DSS�PDQXIDFWXUHUV�
DUH�UHTXLUHG�WR�UHSRUW�WR�)'$�DQ\�FRUUHFWLRQV�PDGH�WR�D�PRELOH�PHGLFDO�DSS�WR�UHGXFH�
D� ULVN� WR� KHDOWK� SRVHG�E\� WKH�PRELOH�PHGLFDO� DSS�RU� WR� UHPHG\� D�YLRODWLRQ�RI� WKH�
)'	&�$FW�FDXVHG�E\�WKH�PRELOH�PHGLFDO�DSS�ZKLFK�PD\�SUHVHQW�D�ULVN�WR�KHDOWK�

VII. FDA Compliance for Regulated Apps and Accessories (continued...) 

7KH� UHSRUWLQJ� UHTXLUHPHQW� GRHV� QRW� H[WHQG� WR�
DOO� PRGLˉFDWLRQV� WR� PRELOH� PHGLFDO� DSSV�� )RU�
H[DPSOH�� FHUWDLQ� DFWLRQV� WKDW� ZRXOG� LPSURYH�
WKH� TXDOLW\� RI� D� PRELOH� PHGLFDO� DSS� EXW� WKDW�
ZRXOG�QRW� UHGXFH�D� ULVN� WR�KHDOWK�SRVHG�E\� WKH�
PRELOH� PHGLFDO� DSS� RU� UHPHG\� D� YLRODWLRQ� RI�
WKH� )'	&�$FW� DUH� QRW� UHTXLUHG� WR� EH� UHSRUWHG�
XQGHU����&)5�������E�����,I�WKHUH�LV�QRW�D�ȢULVN�WR�
KHDOWKȣ�LQYROYHG��D�UHSRUW�WR�)'$�LV�QRW�UHTXLUHG��
EXW�WKH�PRELOH�PHGLFDO�DSS�PDQXIDFWXUHU�PXVW�
NHHS� D� UHFRUG� RI� WKH� FRUUHFWLRQ��$Q� H[DPSOH� RI�
VXFK�DFWLRQ�WDNHQ�E\�WKH�PDQXIDFWXUHU�FRXOG�EH�
FKDQJHV�PDGH�WR�FRUUHFW�D�GHIHFW�WKDW�FUHDWHV�D�
QXLVDQFH�IRU�WKH�XVHU�EXW�GRHV�QRW�SUHVHQW�D�ULVN�
WR�WKH�KHDOWK�RI�WKH�XVHU�RU�SDWLHQW�ȣ

,W�DOO�VRXQGV�NLQG�RI�SDLQIXO��DQG�LW�GRHV�UHTXLUH�
having a process in place and training your 
SHRSOH� WR� IROORZ� LW�� 2QFH� LWȠV� LQ� SODFH�� KRZHYHU��
PRVW�FRPSDQLHV�ˉQG�LW�WR�EH�PDQDJHDEOH�

Testing your app to make sure it works

,WȠV� TXLWH� FRPPRQ� LQ� WKH� DSS� ZRUOG� IRU�
GHYHORSHUV�WR�UHOHDVH�HDUO\��EHWD�YHUVLRQV�RI�WKHLU�
DSSV� LQ� RUGHU� WR� JHW� IHHGEDFN� IURP� XVHUV��7KDW�
PDNHV�VHQVH��DQG�LWȠV�D�YHU\�ZRUWKZKLOH�H[HUFLVH��
%XW�LQ�WKH�ZRUOG�RI�PHGLFDO�GHYLFHV��UHOHDVLQJ�D�
UHJXODWHG�DSS�IRU�XVHU�H[SHULHQFH�FUHDWHV�ULVN��%\�
GHˉQLWLRQ��)'$�RQO\� UHJXODWHV�DSSV�WKDW�VHUYH�D�
PHGLFDO�SXUSRVH��ZKHUH�LI�WKH�DSS�GRHVQȠW�ZRUN�
VRPHRQH� FRXOG�JHW�KXUW� RU� DW� OHDVW� VXIIHU� IURP�
DQ�LQHIIHFWLYH�SURGXFW�

7KDWȠV�ZK\�WKH�)'$�KDV�VSHFLˉF�UHTXLUHPHQWV�IRU�
LQYHVWLJDWLQJ�ZKHWKHU�HDUO\�YHUVLRQV�RI�PHGLFDO�
GHYLFHV�ZRUN�SURSHUO\��7KHVH�UHTXLUHPHQWV�FDQ�EH�
IRXQG�LQ�)'$ȠV�,QYHVWLJDWLRQDO�'HYLFH�([HPSWLRQ�
UHJXODWLRQV�� ,I� DQ� DSS� LV� ZKDW� )'$�ZRXOG� UHIHU�
WR� DV� ȢD� QRQVLJQLˉFDQW� ULVN� GHYLFHȣ� �DQG� PRVW�
DSSV� ZLOO� LQGHHG� IDOO� LQWR� WKDW� FDWHJRU\��� WKH�
UHTXLUHPHQWV� DUH� IDLUO\� PRGHVW�� 7KH� WZR�
ELJJHVW�UHTXLUHPHQWV�DUH�WKDW�\RX�FRQGXFW�\RXU�
HYDOXDWLRQ� XQGHU� WKH� RYHUVLJKW� RI� D� KHDOWKFDUH�
institution’s Institutional Review Board, or IRB, 
DQG� WKDW� \RX� HQVXUH� WKDW� \RX� KDYH� LQIRUPHG�
FRQVHQW� IURP� DQ\� SDWLHQW� ZKRVH� LQIRUPDWLRQ�
PLJKW�EH�LQYROYHG�LQ�WKH�VWXG\��VXEMHFW�WR�D�IHZ�
H[FHSWLRQV��

Quality systems requirements (continued...)

Jose Bolanos MD


Jose Bolanos MD
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VII. FDA Compliance for Regulated Apps and Accessories (continued...) 

Other regulatory requirements 

)'$�KDV�D�YDULHW\�RI�RWKHU�UHTXLUHPHQWV�WKDW�PD\�DSSO\��
LQFOXGLQJ� VXFK� WKLQJV� DV� UHJLVWHULQJ� PDQXIDFWXULQJ�
IDFLOLWLHV�� OLVWLQJ� WKH� SURGXFWV� PDQXIDFWXUHG�� H[SRUW�
DQG� LPSRUW�UHVWULFWLRQV��DQG�ODEHOLQJ�DQG�DGYHUWLVLQJ�
UHTXLUHPHQWV��)'$�DOVR�KDV�D�YDULHW\�RI�UHTXLUHPHQWV�
WKDW�DSSO\�WR�SRVW�PDUNHW�GLVWULEXWLRQ�WR�HQVXUH�WKDW�
SURGXFWV� FDQ� EH� LGHQWLˉHG� DQG� WUDFHG� EDFN�� 7KHVH�
UHTXLUHPHQWV� DUH� SUHWW\� ERULQJ� DQG� DOVR� W\SLFDOO\�
IDLUO\�VWUDLJKWIRUZDUG��VR�,�ZRXOG�UHIHU�\RX�WR�WKH�)'$ȠV�
ZHEVLWH�IRU�WKH�GHWDLOV�

Conclusion 

7KRVH� DUH� WKH� EDVLF� )'$� UHTXLUHPHQWV� WKDW� DSSO\�
WR� EULQJLQJ� DQ� DSS� WR� PDUNHW� LQ� WKH� P+HDOWK� ˉHOG��
8QGRXEWHGO\�� WR� WKRVH� QRW� DFFXVWRPHG� WR� WKH� )'$�
UHJXODWHG� ZRUOG�� WKRVH� KXUGOHV� PLJKW� VHHP� KLJK�� ,Q�
WKH�QH[W�FKDSWHU��ZHȠOO�WDFNOH�WKH�EHQHˉWV�DQG�EXUGHQV�
RI� JRLQJ� WKURXJK� WKRVH� DGPLWWHGO\� ULJRURXV� )'$�
UHTXLUHPHQWV�IURP�D�EXVLQHVV�VWDQGSRLQW��,Q�SDUWLFXODU�
ZHȠOO�IRFXV�RQ�WKH�FRPSHWLWLYH�DGYDQWDJHV�WKDW�FDQ�EH�
GHULYHG� IURP� HQWHULQJ� WKH� UHJXODWHG� VSDFH�� ZHLJKHG�
DJDLQVW�WKH�FRVW�RI�DFKLHYLQJ�WKRVH�DGYDQWDJHV�

7KHUH� LV� QR� GRXEW� WKDW� WKHVH� UHTXLUHPHQWV� FDQ� EH�
TXLWH�EXUGHQVRPH��%XW�WR�VWDWH�WKH�REYLRXV��WKRXVDQGV�
RI�FRPSDQLHV�KDYH�IRXQG�LW�SRVVLEOH�DQG�ZRUWKZKLOH�
WR�HQWHU�WKH�PHGLFDO�GHYLFH�UHDOP��
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$W� WKH� ULVN� RI� LQVXOWLQJ� P\� QHZ� IULHQGV� LQ� 6LOLFRQ� 9DOOH\�� ,� VXEPLW� WKDW�
WUDGLWLRQDOO\�XQUHJXODWHG� ,7� FRPSDQLHV�PD\�ZDQW� WR�DGRSW�D�GLIIHUHQW�YLHZ�RI�
IHGHUDO�UHJXODWLRQ��2YHU�WKH�ODVW�FRXSOH�\HDUV��,ȠYH�KDG�WKH�RSSRUWXQLW\�WR�REVHUYH�
ˉUVWKDQG� WKH� FXOWXUH� FODVK� DV� IUHH�VSLULWHG�� OLEHUWDULDQ� 6LOLFRQ� 9DOOH\� PHHWV�
5RFNYLOOH��0DU\ODQG��WKH�KRPH�RI�WKH�GHFLGHGO\�PRUH�EXWWRQHG�GRZQ�8�6��)RRG�
	�'UXJ�$GPLQLVWUDWLRQ��5DWKHU�WKDQ�ˊHHLQJ�LQ�IHDU�RI�WKH�IHGHUDO�EXUHDXFUDF\��,�
ZRXOG�DUJXH�WKDW�DW�OHDVW�VRPH�,7�FRPSDQLHV�VKRXOG�FRQVLGHU�HPEUDFLQJ�IHGHUDO�
UHJXODWRUV��:HOO��PD\EH�VWDUW�ZLWK�DW�OHDVW�VKDNLQJ�KDQGV��

:LWK�WKH�EDVLF�IUDPHZRUN�EHKLQG�XV��LQ�WKLV�FKDSWHU�ZH�ZLOO�H[SORUH�WKH�EXUGHQV�
DQG�EHQHˉWV�RI�HQWHULQJ�)'$�UHJXODWHG�WHUULWRU\��<HV��,�VDLG�EHQHˉWV�

It’s okay to consider the benefits of federal regulation limiting 
competition 

$V� ,ȠYH� OHDUQHG� UHFHQWO\� ZRUNLQJ�ZLWK� 6LOLFRQ�9DOOH\� FRPSDQLHV�� ,7� FRPSDQLHV�
JHQHUDOO\� VHHP� WR� ORYH�QRWKLQJ�PRUH� WKDQ�D�JRRG�� FRPSHWLWLYH��EDUH�NQXFNOHG�
ˉJKW�ZLWK� WKHLU� FRPSHWLWRUV�� DQG� DEKRU� WKH� ˉUVW� KLQW� RI� DUWLˉFLDO� UHVWUDLQWV� RQ�
FRPSHWLWLRQ��HVSHFLDOO\�WKRVH�IURP�WKH�JRYHUQPHQW��,Q�WKH�,7�LQGXVWU\��FRRSHUDWLRQ�
DURXQG�WKH�GHYHORSPHQW�RI�LQGXVWU\�VWDQGDUGV�VHWV�WKH�UXOHV�RI�HQJDJHPHQW�IRU�
WKH�PDUNHW�� DQG� WKHQ� HYHU\RQH� FRPSHWHV� LQWHQVHO\� EDVHG� RQ� WKRVH� UXOHV� DQG�
H[HFXWLRQ�RI�WKHLU�EXVLQHVV�SODQ��,QQRYDWLRQ�FDQ�ˊRXULVK��ZLWK�XSVWDUWV�DSSHDULQJ�
DQG� FKDOOHQJLQJ� ELJ�� HVWDEOLVKHG� FRPSDQLHVȠ� GRPLQDQFH� RI� DQ\� SDUWLFXODU�
SRUWLRQ�RI�WKH�EXVLQHVV��7KH�ELJ�FRPSDQLHV�DFFHSW� LW�EHFDXVH�WKH\�DUH�PRYLQJ�
DJJUHVVLYHO\�WRR��DGMDFHQW�PDUNHWV�FDQ�EH�SUHWW\�DWWUDFWLYH�LI�LW�DSSHDUV�WKHUH�LV�
PRQH\�WR�EH�PDGH�E\�RIIHULQJ�D�IDVWHU��EHWWHU��FKHDSHU�DOWHUQDWLYH�WR�WKH�FXUUHQW�
PDUNHW�OHDGHUV��7KH�JRDO�RI�XQUHVWULFWHG�FRPSHWLWLRQ�LV�JUHDW��DQG�XQGRXEWHGO\�
EHQHˉWV� FXVWRPHUV� LQ� WHUPV�RI�SURGXFLQJ�SURGXFWV� WKDW� WKH\�ZDQW�DW� WKH�EHVW�
possible prices. 

+RZHYHU�� DV� ,7� FRPSDQLHV� FRQVLGHU� HQWHULQJ� WKH� KHDOWK� PDUNHW�� WKH\� QHHG� WR�
DSSUHFLDWH� WKH� GLIIHUHQFHV�� ,Q� WUDGLWLRQDO� ,7� DQG� WHOHFRPPXQLFDWLRQV� PDUNHWV��
LI�D�SURGXFW�GRHVQȠW�ZRUN��VXFK�DV�D�VHUYHU�FUDVKLQJ��SHRSOH�FDQ�EHFRPH�UHDOO\�
DQQR\HG� ZKHQ� WKH\� FDQȠW� FKHFN� WKHLU� HPDLO� IURP� WKHLU� PRELOH� SKRQH� HYHU\�
VHFRQG�� ,QFRQYHQLHQW� DQG� VRPHZKDW� FRVWO\�� IRU� VXUH�� EXW� DOO�PLJKW�EH� IRUJLYHQ�
RQFH� WKH� VHUYHU� LV� EDFN�XS� DQG� UXQQLQJ�� ,I� LW� KDSSHQV�ZLWK� DQ\� IUHTXHQF\�� WKH�
FRPSDQ\�WKDW�SURGXFHG�WKH�WHFKQRORJ\�ZLOO�JHW�D�UHSXWDWLRQ�IRU�SRRU�UHOLDELOLW\��
DQG�PD\�JR�RXW�RI�EXVLQHVV��

VIII. Should mHealth Companies Welcome FDA regulation?

%XW� FRPSDQLHV� LQ� WKH� KHDOWK� VSDFH� WKDW� SURGXFH�
PHGLFDO�GHYLFHV��XVLQJ�PDQ\�RI�WKH�VDPH�FRPSRQHQWV�
DV� ZKDW� JRHV� LQWR� WKH� HPDLO� VHUYHU�� IDFH� D� PXFK�
GLIIHUHQW�SUREOHP�VHW�� ,I� WKHLU�SURGXFW�GRHVQȠW�ZRUN�
consistently and reliably, they can hurt people, or 
even cause their deaths. So we don’t, and can’t, rely 
VLPSO\� RQ� FRPSHWLWLRQ� WR�ZHHG� RXW� WKH� JRRG� IURP�
WKH�EDG��,QVWHDG��WKH�JRYHUQPHQW�UHJXODWHV�WKHP�

7KDWȠV� PRUH� WKDQ� MXVW� D� OHJDO� IUDPHZRUN�� WKDWȠV�
D� SKLORVRSK\� IRU� KRZ� WKH� PDUNHWSODFH� LQ� KHDOWK�
ZRUNV��<RX�FDQ� WKLQN�RI� IHGHUDO� UHJXODWLRQ�DV� MXVW�D�
EXQFK�RI�KHDOWK� DQG� VDIHW\� ODZV� WKDW�SUHVFULSWLYHO\�
require that you do this and not do that, but it’s 
PRUH� DFFXUDWH� WR� WKLQN� DERXW� IHGHUDO� UHJXODWLRQ� DV�
VD\LQJ� ZH� RQO\� ZDQW� FRPSDQLHV� ZLOOLQJ� WR� LQYHVW�
WKH�VLJQLˉFDQW�UHVRXUFHV�UHTXLUHG�WR�JHW�WKH�SURGXFW�
ULJKW�WKH�ˉUVW�WLPH�WKH\�HQWHU�WKH�PDUNHW��DQG�WR�WDNH�
WKH� ULVN�RI� IDLOXUH� WR�PHHW�KLJK� VWDQGDUGV�RI� VDIHW\�
DQG�HIIHFWLYHQHVV��

7R�SXW�LW�LQ�EXVLQHVV�VFKRRO�WHUPV��IHGHUDO�UHJXODWLRQ�
DPRXQWV�WR�D�VLJQLˉFDQW�EDUULHU�WR�HQWU\�IRU�WKH�KHDOWK�
PDUNHWV��$QG�WKDW�LV�TXLWH�GHOLEHUDWH��)'$�ODZ�PHDQV�
“don’t enter this business unless you’re willing to do 
LW� ULJKW�ȣ� $QG�� DV� FODVVLF� HFRQRPLF� WKHRU\� VXJJHVWV��
FRPSDQLHV� WKDW� DUH� ZLOOLQJ� DQG� DEOH� WR� LQYHVW� WKH�
DGGLWLRQDO� UHVRXUFHV� UHTXLUHG� DQG� WDNH� JUHDWHU� ULVN�
get rewarded with greater return. That’s as it should 
EH��WR�SURWHFW�WKH�SXEOLF�IURP�XQVDIH�SURWHFWV�DQG�WR�
IXUWKHU�WKH�SXEOLF�KHDOWK�E\�HQFRXUDJLQJ�FRPSDQLHV�
WR�LQYHVW�LQ�PHGLFDO�LQQRYDWLRQ��,Q�WKDW�ODWHU�UHJDUG��
)'$� ODZ� UHZDUGV� LQQRYDWLRQ� LQ� D� PDQQHU� VLPLODU�
WR� WKH� SDWHQW� ODZV�� :H� VLPSO\� GR� QRW� ZDQW� DOO�
FRPSDQLHV�WR�EH�DEOH�WR�PDNH�KHDOWK�FDUH�SURGXFWV��
:H�FKRRVH�WR�LPSRVH�PXFK�KLJKHU�VWDQGDUGV�LQ�WKDW�
ˉHOG�� DQG� IRU� FRPSDQLHV� ZLOOLQJ� DQG� DEOH� WR� PHHW�
WKRVH�VWDQGDUGV�ZH�DOORZ�WKHP�WR�HDUQ�D�SRWHQWLDOO\�
higher return.
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Benefits and Burdens of FDA Regulation 

/HWȠV� EULQJ� LW� GRZQ� IURP� WKH� �������� IW�� YLHZ� DQG�
JHW�PRUH�VSHFLˉF�DERXW�KRZ�HQWHULQJ�)'$�UHJXODWHG�
VSDFH�DIIHFWV�ERWK�WKH�FRPSDQ\ȠV�FRVW�VWUXFWXUH�DQG�
RSSRUWXQLWLHV�WR�HDUQ�D�KLJKHU�UHWXUQ��)RU�D�VSHFLˉF�
FRPSDQ\��WKLV�ZRXOG�UHTXLUH�D�IDLUO\�GHWDLOHG�DQDO\VLV��
EXW� OHW� PH� SURYLGH� \RX� ZLWK� DQ� RYHUYLHZ� KHUH�� 7R�
FRQGXFW� WKLV� DQDO\VLV�� ,ȠYH� FKRVHQ� WKH� FRPSHWLWLYH�
VWUDWHJ\� IUDPHZRUN� GHYHORSHG� E\� 3URI�� 0LFKDHO�
3RUWHU� DW� WKH� +DUYDUG� %XVLQHVV� 6FKRRO�� ,WȠV� IDPLOLDU�
WR�PDQ\�DQG�UHDVRQDEO\�ZHOO�VXLWHG�WR�DVVHVVLQJ�WKH�
LPSDFW� RI� D� UHJXODWRU\� VFKHPH� RQ� D� EXVLQHVV�� ,Q� D�
SDLU�RI� URXJKO\�����SDJH�ERRNV��3URI��3RUWHU�GHWDLOV�
DQ�HQWLUH�PHWKRGRORJ\� IRU�FRQVLGHULQJ�D�FRPSDQ\ȠV�
VWUDWHJLF�RSWLRQV�LQ�OLJKW�RI�WKH�PDUNHWV�DQG�EXVLQHVV�
HQYLURQPHQW�LQ�ZKLFK�WKH\�RSHUDWH��,ȠOO�IRFXV�RQ�WZR�
tools he uses in his analysis.

FDA regulatory impact on the value chain 

,Q� KLV� YDOXH� FKDLQ� WRRO�� 3URI�� 3RUWHU� IRFXVHV� RQ� WKH�
LQGLYLGXDO� ˉUP�� DQG� KRZ� WKH� ˉUP� FUHDWHV� YDOXH�� ,Q�
'LDJUDP� �� EHORZ�� 3URI�� 3RUWHU� VKRZV� FRQFHSWXDOO\�
DORQJ� WKH� ERWWRP� WKH� VHTXHQFH� RI� VWHSV� QHFHVVDU\�
to produce a product, and in the rows at the top the 
RYHUKHDG�QHFHVVDU\�IRU�WKH�ˉUP�WR�IXQFWLRQ�

7KH� VSHFLˉF� DFWLYLWLHV� WKDW� WKH� FRPSDQ\� VHOHFWV�
WR� HQJDJH� LQ� GLUHFWO\� GHWHUPLQH� LWV� SURˉW� PDUJLQ��
&HUWDLQ�DFWLYLWLHV�DUH�KLJK�YDOXH�DQG�SURGXFH�KLJKHU�
PDUJLQV�� ZKLOH� RWKHUV� QRW� VXUSULVLQJO\� DUH� ORZHU�� $�
ˉUPȠV�FRPSHWLWLYH�DGYDQWDJH�GHULYHV�IURP�LWV�DELOLW\�
WR� VHOHFW� DQG� H[HFXWH� WKH�PRVW� KLJKO\�YDOXH�DGGHG�
IXQFWLRQV��

0XFK�PRUH�FRXOG�EH�VDLG��EXW�OHWȠV�PRYH�RQ�WR�ORRN�
DW� KRZ� )'$� UHJXODWLRQ� LPSDFWV� WKH� YDOXH� FKDLQ��
7R� FRQYH\� WKLV� LPSDFW� DW� D� KLJK�OHYHO�� ,ȠYH� GUDZQ�
WKH� LQWHQVLW\� PDS� LQFOXGHG� DV� 'LDJUDP� �� EHORZ��
7R� XQGHUVWDQG� DQ� LQWHQVLW\� PDS�� WKLQN� 1DWLRQDO�
*HRJUDSKLF�PDJD]LQH�DQG�D�PDS�VKRZLQJ�SRSXODWLRQ�
density through colors. I’ve borrowed that approach 
KHUH�WR�VKRZ�WKH�LQWHQVLW\�RI�)'$�UHJXODWLRQ�RQ�HDFK�
RI�WKH�GLIIHUHQW�HOHPHQWV�RI�WKH�YDOXH�FKDLQ�DQDO\VLV��

7KLV� LV� D� ELW� VXEMHFWLYH�� VR� RWKHUV�PLJKW� GLVDJUHH�� ,�
DOVR� PDGH� DQ� DVVXPSWLRQ� WKDW� WKH� FRPSDQ\� KDV� D�
EDVLF�,62������W\SH�TXDOLW\�V\VWHP�DOUHDG\��

+HUHȠV�KRZ�,�FDPH�XS�ZLWK�WKH�LQWHQVLWLHV�GHSLFWHG�

FDA Approval.�2QH�RI� WKH�PRVW�FKDOOHQJLQJ�VWHSV�RI�)'$�UHJXODWLRQ� LV�VHFXULQJ�
SUHPDUNHW�FOHDUDQFH�RU�DSSURYDO��WKHUH�LV�QR�ȢEHWD�WHVWLQJȣ�DOORZHG�LQ�KHDOWKFDUH��
<RX� FDQȠW� RIIHU� VRPHRQH� WKH� FKDQFH� WR� VLJQ� XS� IRU� D� GLVFRXQW� LI� WKH\� KHOS� \RX�
WHVW�WKH�SURGXFW�ˉUVW�WR�VHH�LI�LW�ZRUNV�DV�\RX�LQWHQGHG��)RU�DQ�LQQRYDWLYH�GHYLFH��
WKDW�UHTXLUHV�VXEVWDQWLDO�HIIRUW�WR�GHVLJQ�DQG�WKHQ�WHVW�WKH�GHYLFH�WR�HQVXUH�WKDW�
LW� PHHWV� LWV� LQWHQGHG� XVH� VDIHO\� DQG� HIIHFWLYHO\�� DQG� SHUKDSV� KLJKO\� UHJXODWHG�
FOLQLFDO� WULDOV�� ,Q� WKH�GLDJUDP�� ,� VXJJHVW� WKDW� WKH�HIIHFWV�RI� WKLV� UHTXLUHPHQW�DUH�
IHOW�DV�D�SDUW�RI�YDOLGDWLRQ�DQG�GHVLJQ�FRQWUROV��DV�ZHOO�DV�LQ�WKH�UHJXODWLRQ�RI�WKH�
FODLPV�WKDW�FDQ�EH�PDGH��

Marketing Regulation.� ,Q� DGGLWLRQ� WR� )'$� UXOHV� UHJDUGLQJ� VHFXULQJ� DSSURYDO� RI�
VSHFLˉF�FODLPV��RWKHU�IHGHUDO�DQG�VWDWH�UHJXODWRUV�LPSRVH�VWULQJHQW�UHTXLUHPHQWV�
RQ�WKH�PDUNHWLQJ�IXQFWLRQ��7KXV�IHGHUDO�UHJXODWLRQ�LV�SHUKDSV�PRVW�LQWHQVHO\�IHOW�
LQ� WKH�PDUNHWLQJ� IXQFWLRQ�RI� WKH� FRPSDQ\��$JDLQ�� WKLV�ZLOO� IHHO� TXLWH� IRUHLJQ� LQ�
6LOLFRQ�9DOOH\��ZKHUH�EDWWOHV�EHWZHHQ�Ȣ0DUNHWHFWXUHVȣ�ZDJH�DOPRVW�GDLO\��

VIII. Should mHealth Companies Welcome FDA regulation? (continued...) 

Diagram 1. Value Chain Activities

Diagram 2. FDA Impact on Value Chain Activities
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,Q� WKH� SRVW�PDUNHW� VHUYLFLQJ� IXQFWLRQ�� FRPSDQLHV� LQ� WKH�
PHGLFDO� GHYLFH� ˉHOG� PXVW� DGRSW� V\VWHPV� GHVLJQHG� WR�
YLJLODQWO\� ZDWFK� IRU� DQG� UHSRUW� DQ\� SUREOHPV�� DQG� WDNH�
SHUKDSV�VLJQLˉFDQW�FRUUHFWLYH�DFWLRQ�ZKHQ�SUREOHPV�DULVH��

,Q�WKH�TXDOLW\�V\VWHP�DUHD��FRPSDQLHV�WKDW�DUH�FHUWLˉHG�WR�
,62�VWDQGDUGV�ZLOO�KDYH�WKH�PRVW�QHZ�ZRUN�WR�GR�LQ�WKH�
design control and validation areas. 

,Q� WKH� PRGHVW� LPSDFW� FDWHJRU\�� WKH� TXDOLW\� V\VWHP�
UHTXLUHPHQWV� ZLOO� UHTXLUH� WKDW� WKH� GHYLFH� PDQXIDFWXUHU�
WDNH� JUHDWHU� PHDVXUHV� WR� DVVXUH� WKH� TXDOLW\� RI� LQSXWV�
EHLQJ� VXSSOLHG�� 7KLV� ZLOO� LQFOXGH� SHULRGLF� DXGLWLQJ� RI�
VXSSOLHUV� WR� HQVXUH� WKHLU� V\VWHPV� DUH� UREXVW� HQRXJK��
7KH� ZLGH� VSUHDG� GHFLVLRQ� WR� RXWVRXUFH� DQG� RII�VKRUH�
FXVWRPHU�VHUYLFH�IXQFWLRQV��SUHYDOHQW�LQ�,7��ZRXOG�KDYH�WR�
EH�FRQVLGHUHG�LQ�OLJKW�RI�WKHVH�UHTXLUHPHQWV��7KH\�FRXOG�
VWLOO� EH� GRQH�� EXW� GRLQJ� VR� FRXOG� WDNH� ORQJHU�� EH� PRUH�
LQYROYHG��DQG�DFWXDOO\�HQG�XS�FRVWLQJ�PRUH�WKDQ�NHHSLQJ�
LW�LQ�KRXVH��

7KH� FKDQJHV� QHFHVVDU\� LQ� WKH� DFWXDO� SURGXFWLRQ� RI� WKH�
SURGXFWV� DUH� SHUKDSV� OHDVW� EXUGHQVRPH� IRU� D� FRPSDQ\�
WKDW�LV�,62�FRPSOLDQW��,Q�JHQHUDO��DOO�RI�WKRVH�PHDVXUHV�

,PSRVH�DGGHG�FRVW��

/HQJWKHQ�OHDG�WLPHV�LQ�SURGXFW�GHYHORSPHQW��

$GG�FRPSOH[LW\��

&DQ� EH� GLIˉFXOW� WR� LPSOHPHQW� IURP� D� FXOWXUDO�
VWDQGSRLQW� IRU� D� FRPSDQ\� XQDFFXVWRPHG� WR� WKDW�
HQYLURQPHQW� EHFDXVH� WKH\� UHTXLUH� GLVFLSOLQH� DQG�
rigor. 

$QG�RI�FRXUVH�PXOWLSO\�WKH�SDSHUZRUN�

,Q� WKHLU� DQDO\VLV� RI� WKH� RSSRUWXQLW\� KHDOWK� PDUNHWV�
SUHVHQW�� PDQ\� FRPSDQLHV� JR� QR� IXUWKHU� WKDQ� WKLV�� %XW�
WKLV� LV� H[DFWO\�ZKHUH� VRPH� FRPSDQLHV� VKRXOG�SHUVHYHUH�
LQ� WKHLU� DVVHVVPHQWV�� DQG� FRQVLGHU� WKH� G\QDPLFV� RI� WKH�
PHGLFDO�GHYLFH�PDUNHW�SODFH��

VIII. Should mHealth Companies Welcome FDA regulation? (continued...) 

FDA regulatory impact on competitive forces 

,Q�'LDJUDP��� EHORZ�� 3URI�� 3RUWHU� GHSLFWV� WKH� ˉYH� IRUFHV� WKDW� LQ� KLV�PRGHO�
GULYH�WKH�LQGXVWU\�G\QDPLFV��7KRVH�ˉYH�IRUFHV�LQFOXGH�

Threat that new companies will enter the market 

Threat that new products will become substitutes for marketed products 

Bargaining power of suppliers 

Bargaining power of customers 

Competitive rivalry within the industry itself

FDA regulatory impact on the value chain (continued...)

1.

2.

3.

4.

5.

Diagram 3. Five forces: impact of FDA regulation
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VIII. Should mHealth Companies Welcome FDA regulation? (continued...) 

7KH� GHJUHHV� RI� WKRVH� WKUHDWV� DQG� SRZHUV� GHWHUPLQH� WKH�
DELOLW\�RI�WKH�FRPSDQ\�WR�HDUQ�D�SURˉW��:LWK�UHJDUG�WR�WKH�
WKUHDW� WKDW� QHZ� FRPSDQLHV� ZLOO� HQWHU� WKH� PDUNHW�� 3URI��
3RUWHU�LGHQWLˉHV�VHYHUDO�EDUULHUV�WR�HQWU\��DQG�RQH�RI�WKHP�
LV�JRYHUQPHQW�SROLF\�RU�UHJXODWLRQ��

$VVHVVLQJ� WKH� ˉYH� FRPSHWLWLYH� IRUFHV�� LQ� VRPH� FDVHV� WKH�
DQDO\VLV�UHYHDOV�VRPH�LQWHUHVWLQJ�RSSRUWXQLWLHV��,Q�GLDJUDP�
��� DJDLQ� XVLQJ� DQ� LQWHQVLW\� PDS� ZKHUH� GDUNHU� \HOORZ�
UHSUHVHQWV�PRUH�FRPSHWLWLRQ��,�VXJJHVW�ZKHUH�,�SHUFHLYH�WKH�
JUHDWHVW� VRXUFHV�RI� FRPSHWLWLRQ� WR� UHVLGH� IRU� WKH�PHGLFDO�
device industry generally. 

,Q�WKH�LQGXVWULHV�UHJXODWHG�E\�)'$��WKH�JUHDWHVW�FRPSHWLWLRQ�
WHQGV�WR�EH�IURP�HVWDEOLVKHG�̄ UPV�LQ�WKH�VDPH�LQGXVWU\��7KLV�
LV� WUXH� IRU� WKH� VLPSOH� UHDVRQ� WKDW� HQWHULQJ� WKH� UHJXODWHG�
LQGXVWU\� RIWHQ� UHTXLUHV� D� YHU\� VLJQLˉFDQW� LQYHVWPHQW� WR�
FUHDWH� WKH� LQQRYDWLRQV� DQG� HVWDEOLVK� WKH� PDQXIDFWXULQJ�
V\VWHPV�QHFHVVDU\�WR�SURGXFH�WKHP��DV�ZHOO�DV�FRQVLGHUDEOH�
OHDG� WLPH� WR� JHW� WKURXJK� WKH� )'$� FOHDUDQFH� RU� DSSURYDO�
SURFHVV�� 7KXV� WKH� WKUHDW� RI� QHZ� HQWUDQWV� LV� ORZHU� WKDQ�
WKH� FRPSHWLWLRQ� FUHDWHG�E\�H[LVWLQJ�ˉUPV� WKDW�KDYH�ZHOO�
HVWDEOLVKHG� V\VWHPV� LQ� SODFH� IRU� EULQJLQJ� QHZ� UHJXODWHG�
SURGXFWV� WR� PDUNHW�� ,QGHHG� D� FRPSDQ\ȠV� DELOLW\� WR� FRSH�
ZLWK� WKH� UHJXODWHG� HQYLURQPHQW� EHFRPHV� D� NH\� DVVHW��
GHWHUPLQLQJ�FRPSHWLWLYH�DGYDQWDJH��

7KHUH�LV�DQ�LPSRUWDQW�OLPLWDWLRQ�WR�WKLV��KRZHYHU��&RPSDQLHV�
WKDW� IROORZ� WKH� SUHPDUNHW� FOHDUDQFH� URXWH�� LI� WKH\� GRQȠW�
KDYH� SDWHQW� RU� RWKHU� LQWHOOHFWXDO� SURSHUW\� SURWHFWLRQ� IRU�
WKHLU� SURGXFWV�� PLJKW� ˉQG� WKDW� RWKHU� HVWDEOLVKHG� GHYLFH�
FRPSDQLHV� FDQ� TXLFNO\� IROORZ� WKHP� WKURXJK� WKH� )'$�
FOHDUDQFH�SURFHVV��7KLV� LV� VRPHWLPHV� UHIHUUHG� WR�DV�D�ˉUVW�
PRYHU� GLVDGYDQWDJH�� )XUWKHU�� WKH� ODZV� DGPLQLVWHUHG� E\�
WKH�)'$�GR�QRW�FUHDWH�DQ\�SULYDWH�FDXVH�RI�DFWLRQ�WKDW�DQ�
LQGLYLGXDO�FRPSDQ\�FDQ�XVH�WR� IRUFH�FRPSHWLWRUV� WR�DELGH�
E\� WKH� ODZ�� )'$� LV� VROHO\� UHVSRQVLEOH� IRU� HQIRUFHPHQW�
RI� LWV� ODZV�� DQG� LI� WKH� DJHQF\� LVQȠW� SD\LQJ� DWWHQWLRQ� RU�
VLPSO\� GRHVQȠW� KDYH� WKH� QHHGHG� UHVRXUFHV�� OHVV� UHSXWDEOH�
FRPSHWLWRUV�PLJKW�JHW�DZD\�ZLWK�WDNLQJ�VKRUWFXWV�

FDA regulatory impact on competitive forces (continued...)
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0RVW�SHRSOH�NQRZ�WKH�GLIIHUHQFH�EHWZHHQ�
WD[� DYRLGDQFH� DQG� WD[� HYDVLRQ�� 7D[�
DYRLGDQFH� LV� WKH� ODZIXO� SODQQLQJ� RI� VXFK�
things as charitable contributions to 
PLQLPL]H� WD[HV�� ZKLOH� WD[� HYDVLRQ� LV� WKH�
XQODZIXO� DQG� XVXDOO\� GHFHLWIXO� DFWLRQV�
WDNHQ� WR� KLGH� LQFRPH�� ,Q� WKLV� FKDSWHU�� ,�
ZLOO� VKDUH� VRPH� WLSV� IRU� WKH� DYRLGDQFH� RI�
)'$� UHJXODWLRQ�� QRW� WKH� HYDVLRQ� RI� )'$�
regulation. 

7KH� ˉUVW� VHYHUDO� FKDSWHUV� LQ� WKLV� UHSRUW�
dealt with understanding the scope and 
QDWXUH�RI�)'$�UHJXODWLRQ�IRU�P+HDOWK��DQG�
the last chapter advanced the notion that 
,7� FRPSDQLHV� ZDQWLQJ� WR� PDNH� PRQH\� LQ�
KHDOWK�RXJKW�WR�FRQVLGHU�HQWHULQJ�WKH�)'$�
UHJXODWHG� ]RQH�� 1RQHWKHOHVV�� VXEMHFWLQJ�
\RXU�FRPSDQ\�WR�)'$�UHJXODWLRQ�LV�QRW�IRU�
everyone, so this chapter is designed to 
help those who have decided to stay out 
RI�WKH�SURGXFWLRQ�RI�)'$�UHJXODWHG�DSSV��,Q�
SDUWLFXODU�� ,� H[SODLQ� IRXU� ZD\V� WR� FRQQHFW�
WR� KHDOWK� PDUNHWV�� DQG� WKH� SOXVHV� DQG�
PLQXVHV�RI�HDFK�VXFK�DSSURDFK�

The binary misunderstanding 

6RPH� ,7� FRPSDQLHV� QHZ� WR� WKH� KHDOWK�
ˉHOG� VHHP� WR� PLVXQGHUVWDQG� WKH� QDWXUH�
RI� )'$� UHJXODWLRQ�� DQG� WKLQN� RI� LW� DV� DOO�
RU� QRWKLQJ�� ,Q� RWKHU� ZRUGV�� D� FRPSDQ\� LV�
HLWKHU� D� PDQXIDFWXUHU� RI� PHGLFDO� GHYLFHV�
DQG� VXEMHFW� WR� WKH� IXOO� SDQRSO\� RI� )'$�
UHTXLUHPHQWV�� RU� WKH\ȠUH� QRW� DQG� OLNHZLVH�
DUH�QRW�VXEMHFW�WR�DQ\�)'$�UHVWULFWLRQV��%XW�
that’s not an accurate depiction. 

,QVWHDG�� FRPSDQLHV� VKRXOG� WKLQN� RI� )'$�
UHJXODWLRQ� DV� D� FRQWLQXXP�� 'LDJUDP� ��
LOOXVWUDWHV� WKH� WZR�H[WUHPHV�DQG�D� IHZ�RI�
the cases in between. 

2Q� WKH� IDU� ULJKW� VLGH�� WKH�GLDJUDP�GHSLFWV�
WKH� WUDGLWLRQDO� PDQXIDFWXUHU� RI� ˉQLVKHG�
PHGLFDO� GHYLFHV� WKDW� LV� LQGHHG� VXEMHFW� WR�

IX. How to Avoid mHealth Regulation

DOO�RI�WKH�)'$�UHTXLUHPHQWV�IRU�PHGLFDO�GHYLFHV��(YHQ�KHUH��WKRXJK��WKHUH�DUH�GLIIHUHQW�OHYHOV�
RI�)'$�UHTXLUHPHQWV�GHSHQGLQJ�RQ�WKH�QRYHOW\�DQG�ULVN�DVVRFLDWHG�ZLWK�D�SDUWLFXODU�GHYLFH��
$V�RXWOLQHG�LQ�WKH�VHFRQG�FKDSWHU��GHYLFHV�DUH�FODVVLˉHG�LQWR�WKUHH�GLIIHUHQW�FODVVLˉFDWLRQV��
DQG�WKH�W\SHV�DQG�EXUGHQV�RI�)'$�UHJXODWLRQV�YDU\�FRQVLGHUDEO\��&ODVV�,,,�PHGLFDO�GHYLFHV�
LQFOXGH�VXFK�WKLQJV�DV�SDFHPDNHUV��HPERG\�WKH�JUHDWHVW�ULVN�DQG�WKXV�PXVW�PHHW�WKH�PRVW�
GHPDQGLQJ� UHTXLUHPHQWV�� &ODVV� ,� GHYLFHV� LQFOXGH� VXFK� WKLQJV� DV� WRQJXH� GHSUHVVRUV� DQG�
KDYH�YHU\�PLQLPDO�)'$�UHTXLUHPHQWV��,QGHHG��PRVW�FODVV�,�GHYLFHV�GR�QRW�HYHQ�QHHG�WR�EH�
DSSURYHG�E\�)'$��DQG�WKH�TXDOLW\�V\VWHP�UHTXLUHPHQWV�PLJKW�EH�YHU\�EDVLF��0DQ\�PRELOH�
PHGLFDO�DSSV�PLJKW�IDOO�LQWR�FODVV�,�RU�FODVV�,,��$OO�RI�WKLV�ZDV�FRYHUHG�LQ�PXFK�JUHDWHU�GHWDLO�
in the second chapter.

2Q�WKH�IDU�OHIW�VLGH��WKH�GLDJUDP�LQFOXGHV�XQUHJXODWHG�DUWLFOHV�VXFK�DV�SHUVRQDO�FRPSXWHUV�
WKDW�FRQWDLQ�QR�PHGLFDO�UHIHUHQFHV�DW�DOO�DQG�RYHU�ZKLFK�)'$�KDV�QR�UHJXODWRU\�DXWKRULW\��
,WȠV�WKH�VWXII�LQ�WKH�PLGGOH�WKDW�LV�LQWHUHVWLQJ�IRU�P+HDOWK�SXUSRVHV��

7KH�FDVHV�LQ�WKH�PLGGOH�LQFOXGH��IRU�H[DPSOH��FRPSDQLHV�WKDW�PHUHO\�PDNH�FRPSRQHQWV�IRU�
RWKHUV�WR�XVH�LQ�PDQXIDFWXULQJ�PHGLFDO�GHYLFHV��GLVWULEXWRUV�RI�̄ QLVKHG�SURGXFW�WKDW�KDYH�QR�
FRQWURO�RYHU�WKH�SURPRWLRQDO�FODLPV�RU�WKH�GHVLJQ�VSHFLˉFDWLRQV�RI�WKH�GHYLFH��DQG�FRQWUDFW�
PDQXIDFWXUHUV� WKDW�PDNH� ˉQLVKHG�PHGLFDO� GHYLFHV� DW� WKH� GLUHFWLRQ� RI� DQRWKHU� FRPSDQ\��
7KHVH�GLIIHUHQW�IXQFWLRQDO�UHVSRQVLELOLWLHV�DOO�KDYH�QDUURZHU�VHWV�RI�)'$�UHTXLUHPHQWV�WKDW�
DSSO\� WR� WKHP�� GLUHFWO\� RU� LQGLUHFWO\�� ,WȠV� LPSRUWDQW� WR� XQGHUVWDQG� WKH� UDQJH� RI� SRVVLEOH�
UHODWLRQVKLSV�EHIRUH�WDONLQJ�DERXW�ZD\V�WR�UHGXFH�RU�DYRLG�)'$�UHTXLUHPHQWV��DQG�H[DFWO\�
ZKDW�WKDW�PHDQV�

Diagram 1. Continuum of potential involvement in the device industry
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Four ways to connect to the health market while reducing or avoiding FDA requirements 

%HIRUH�,�JR�WKURXJK�WKH�IRXU�VWUDWHJLHV�� LW�SUREDEO\�JRHV�ZLWKRXW�VD\LQJ�WKDW�HDFK�RQH�LV�SUHGLFDWHG�RQ�WKH�FRPSDQ\�LPSOHPHQWLQJ�WKH�
VWUDWHJ\�LQ�JRRG�IDLWK��$Q\WKLQJ�OHVV�SRWHQWLDOO\�EHFRPHV�)'$�ODZ�HYDVLRQ��UDWKHU�WKDQ�DYRLGDQFH��

2ND\��VR�KHUH�WKH\�DUH��

IX. How to Avoid mHealth Regulation (continued...) 

In the last couple years as I’ve been 
ZDWFKLQJ� ZKDWȠV� FRPLQJ� RXW� RI� 6LOLFRQ�
9DOOH\�� ,ȠP� VHHLQJ� D� WUHPHQGRXV� QXPEHU�
RI� KDUGZDUH� DQG� VRIWZDUH� SURGXFWV� WKDW�
probably could be sold as unregulated 
DUWLFOHV�� EXW� ZKHUH� WKH� PDQXIDFWXUHU��
SRVVLEO\� TXLWH� LQDGYHUWHQWO\�� LV� PDNLQJ�
FODLPV� WKDW� ZRXOG� FDXVH� )'$� WR� UHJXODWH�
WKHP�� )'$� LV� VWUHWFKHG� SUHWW\� WKLQ� WKHVH�
days, so they aren’t watching everything 
FRPLQJ�RXW�RI�WKH�,7�LQGXVWU\��EXW�VRPHGD\�
,� VXVSHFW�)'$�ZLOO�JHW�PRUH�DFWLYH� LQ� WKLV�
space. 

7KHUH� DUH� OLPLWV� WR� WKLV� VWUDWHJ\�� $V� ,�
H[SODLQHG�LQ�WKH�ˉUVW�FKDSWHU��,�FDQȠW�PDNH�
D�SDFHPDNHU��IRU�H[DPSOH��DQG�WU\�WR�SDVV�LW�
RII�DV�D�VLPSOH��JHQHULF�SLHFH�RI�HOHFWULFDO�
HTXLSPHQW�� ,Q� GHVLJQLQJ� WKH� SDFHPDNHU��
,ȠYH� GRQH� WRR� PXFK� WR� PDNH� WKH� GHVLJQ�
VSHFLˉF� WR�D�PHGLFDO�XVH� WR� ODWHU�GLVFODLP�
WKDW�XVH��5HPHPEHU�LQWHQGHG�XVH�LV�MXGJHG�
E\� ZRUGV�� DFWLRQV�� DQG� LQ� VRPH� FDVHV��
LQDFWLRQ��,I�\RXȠUH�LQWHUHVWHG�LQ�WKLV�VWUDWHJ\��
\RX�RXJKW� WR�JR�EDFN�DQG� UHYLHZ� WKH�ˉUVW�
FKDSWHU�RI�WKLV�UHSRUW�

$� QXPEHU� RI� VWDUWXSV� LQ� P+HDOWK� KDYH�
FRPH� XS� ZLWK� YHU\� LQQRYDWLYH� EXVLQHVV�
SODQV� WKDW� SXW� WKHP� VTXDUHO\� LQ� WKH� JUD\�
DUHD� EHWZHHQ� PHGLFDO� DQG� QRQPHGLFDO�
LQWHQGHG� XVHV�� )RU� H[DPSOH�� WKHUH� DUH�
FRPSDQLHV� GHYHORSLQJ� VWUDWHJLHV� IRU�
UHPRWH�PRQLWRULQJ� RI� SHRSOH�� UDWKHU� WKDQ�
their disease or condition. There are gray 
DUHDV� EHWZHHQ� ZHOOQHVV� SURJUDPV� DQG�
GLVHDVH� SURJUDPV� ZKHUH� )'$� QHHGV� WR�
give industry clearer guidance. Obesity, as 
D� GLVHDVH�� LV� RIWHQ� GLIˉFXOW� WR� GLVWLQJXLVK�
IURP� JHQHUDO� SK\VLFDO� FRQGLWLRQLQJ��
8QIRUWXQDWHO\��,�VXVSHFW�ZH�ZLOO�DOO�QHHG�WR�
IHHO�RXU�ZD\�DORQJ�LQ�WKH�GDUN�IRU�WKH�WLPH�
EHLQJ�XQWLO�WKH�)'$�UHOHDVHV�QHZ�JXLGDQFH�
on disease versus wellness. 

Strategy 1: avoid medical devices and their 
accessories. 

About now you’re wondering whether this 
FKDSWHU� LV� ZRUWK� UHDGLQJ�� EXW� VWLFN� ZLWK�
PH�IRU�D�VHFRQG��WKHUHȠV�D�PRUH�VXEWOH�DQG�
SURIRXQG�REVHUYDWLRQ� WR�EH�PDGH�� ,Q�\RXU�
PLQG��JR�EDFN�WR�FKDSWHU���RQ�LQWHQGHG�XVH��
,�ZHQW�WKURXJK�DQ�H[DPSOH�RI�D�VWLFN��DQG�
KRZ� LW� FRXOG�EH� HLWKHU� D� SRSVLFOH� VWLFN� RU�
a pediatric tongue depressor, depending 
RQ� ZKDW� FODLPV� WKH� FRPSDQ\� FKRRVHV� WR�
PDNH��0\�SRLQW� LV� WKDW� LQ�PDQ\� FDVHV�� WKH�
GHVLJQ�RI� WKH�SURGXFW�GRHV�QRW�GHWHUPLQH�
its regulatory status, but rather the 
SURPRWLRQDO�FODLPV�GHWHUPLQH�LWV�VWDWXV��6R�
LI�\RXU�FRPSDQ\�FDQ� UHDFK� LWV�FRPPHUFLDO�
REMHFWLYHV� ZLWKRXW� PHGLFDO� FODLPV�� DQG� LI�
WKH� SURGXFW� KDV� OHJLWLPDWH� DQG� PDWHULDO�
QRQPHGLFDO� XVHV�� \RX� PLJKW� EH� DEOH� WR�
DYRLG�)'$� UHJXODWLRQ�E\�DYRLGLQJ�PHGLFDO�
FODLPV��IRU�H[DPSOH�E\�PDNLQJ�YHU\�JHQHUDO�
FODLPV��

7KH�PRELOH� SKRQH� LWVHOI� LV� DQ� H[DPSOH��$�
PRELOH�SKRQH�FDQ�EH�SURPRWHG�PHUHO\�DV�
D� PRELOH� SKRQH�� DQG� QR� )'$� FRPSOLDQFH�
LVVXHV� ZLOO� DULVH�� %XW� DV� H[SODLQHG� LQ�
&KDSWHU� �� LI� WKH� PDQXIDFWXUHU� RI� WKH�
PRELOH� SKRQH� VWDUWV� WR� PDNH� FODLPV� WKDW�
WKH� SKRQH� LV� VXLWDEOH� VSHFLˉFDOO\� IRU�
KHDOWKFDUH�DSSOLFDWLRQV��WKH�PRELOH�SKRQH�
PDQXIDFWXUHU� UXQV� WKH� YHU\� UHDO� ULVN� RI�
WXUQLQJ� LWV� VLPSOH�SKRQH� LQWR� D� UHJXODWHG�
PHGLFDO�GHYLFH��

5HPHPEHU� IURP� WKH� ˉUVW� FKDSWHU�
WKDW� WKH� PDQXIDFWXUHU� PLJKW� JHW� LQWR�
WURXEOH� PDNLQJ� FODLPV� WKDW� LWV� SURGXFW�
LV� VSHFLˉFDOO\� LQWHQGHG� WR� DFFRPSDQ\� D�
PHGLFDO� GHYLFH�� 7KDW� PD\� YHU\� ZHOO� PDNH�
WKH� SURGXFW� DQ� DFFHVVRU\� WR� WKH� PHGLFDO�
GHYLFH��ZKLFK�PDNHV� LW�D� UHJXODWHG�GHYLFH��
$JDLQ�� FODLPV� DUH� SLYRWDO� LQ� GHWHUPLQLQJ�
ZKHWKHU�VRPHWKLQJ�LV�DQ�DFFHVVRU\�RU�QRW��

)LQDOO\�� WR�HPSOR\� WKLV� VWUDWHJ\�� WKH�PDNHU�
RI� WKH� HTXLSPHQW� PXVW� EH� GXO\� GLOLJHQW�
LQ� DYRLGLQJ� PDNLQJ� PHGLFDO� FODLPV�� 0\�
HPSKDVLV� LQ� WKDW� VHQWHQFH� LV�RQ� WKH�ZRUG�
GLOLJHQFH��7KDW�PHDQV� WKH�FRPSDQ\�QHHGV�
WR� KDYH� VRPH� OHYHO� RI� FRPSOLDQFH� DQG�
WUDLQLQJ� V\VWHPV� LQ� SODFH� WR� HQVXUH�� IRU�
H[DPSOH��WKDW�VDOHV�UHSUHVHQWDWLYHV�GR�QRW�
JR�URJXH��(YHQ�XQDXWKRUL]HG�VDOHV�DFWLYLW\�
FDQ� FRPH� EDFN� WR� KDXQW� WKH� FRPSDQ\� LI�
WKH�JRYHUQPHQW�GHFLGHV�WKDW�WKH�FRPSDQ\�
ZDVQȠW� FDUHIXO� HQRXJK� LQ� PDQDJLQJ� LWV�
people.

Strategy 2: avoid controlling the product 
VSHFLˉFDWLRQV�DQG�WKH�FODLPV�PDGH��

,Q� WKH� FKDSWHU� RQ� ZKR� )'$� UHJXODWHV�� ,�
H[SODLQHG� WKH� HVVHQFH� RI� PDQXIDFWXULQJ�
DV� FRQWUROOLQJ� WKH� VSHFLˉFDWLRQV� DQG�
FRQWUROOLQJ� WKH� FODLPV�� 0RVW� )'$�
UHTXLUHPHQWV�� LQFOXGLQJ� WKH� QHHG� WR�
REWDLQ� )'$� FOHDUDQFH� RU� DSSURYDO� DQG�
WKH� UHVSRQVLELOLW\� IRU� UHSRUWLQJ� DGYHUVH�
H[SHULHQFHV��IDOO�RQ�WKH�FRPSDQ\�WKDW�RZQV�
DQG�FRQWUROV�WKH�SURGXFW�VSHFLˉFDWLRQV�DQG�
WKH�FODLPV�PDGH��%HFDXVH�PRVW�RI�WKH�ULVN�
RI�D�PHGLFDO�GHYLFH�VWHPV�IURP�LWV�GHVLJQ�
DQG� WKH� FODLPV� PDGH� DERXW� LW�� ZKRHYHU�
FRQWUROV� WKRVH� WZR� IHDWXUHV� KDV� PRVW� RI�
WKH�)'$�FRPSOLDQFH� UHVSRQVLELOLWLHV�� 6R�� LI�
you don’t want those responsibilities, don’t 
RZQ� RU� FRQWURO� WKRVH� WZR� IHDWXUHV� RI� WKH�
device. 

6RPH� H[DPSOHV� SUREDEO\� ZRXOG� KHOS�� ,Q�
PRVW� FDVHV�� D� FRQWUDFW�PDQXIDFWXUHU� GRHV�
QRW� FRQWURO� WKH� SURGXFW� VSHFLˉFDWLRQV� RU�
WKH�FODLPV�PDGH�DERXW�WKH�SURGXFW��7KDWȠV�
WUXH� HYHQ� LI� WKH� FRQWUDFW� PDQXIDFWXUHU�
SURGXFHV�ˉQLVKHG�SURGXFW�DQG�GURS�VKLSV�LW�
WR�WKH�XOWLPDWH�SXUFKDVHU�RQ�EHKDOI�RI�WKH�
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SODFH�VXSSOLHU�FRQWUROV�VXIˉFLHQW�WR�HQVXUH�
WKH� TXDOLW\� RI� WKH� FRPSRQHQWV� LW� XVHV��
7KHVH�FRQWUROV�PLJKW�LQFOXGH��IRU�H[DPSOH��
SHULRGLF�LQVSHFWLRQV�RI�VXSSOLHUV��

$QRWKHU� VWUDWHJ\� LV� WR� VXSSO\� ˉQLVKHG�
PHGLFDO� GHYLFHV� WR� D� ˉUP� WKDW� ZLOO� FR�
SDFNDJH� LWV� RZQ� GHYLFH� ZLWK� \RXUV�� )URP�
a regulatory standpoint, this is essentially 
WKH� VDPH� DV� WKH� FRPSRQHQW� VXSSOLHU�
VFHQDULR� MXVW� GLVFXVVHG�� (YHQ� WKRXJK� WKH�
DUWLFOH� LV� D� ˉQLVKHG� RQH�� LI� LW� LV� EXQGOHG�
WRJHWKHU� ZLWK� DQRWKHU� SURGXFW� EHIRUH� LW�
LV� VROG� WR� WKH� HQG�XVHU�� WKH� FRPSDQ\� WKDW�
GRHV� WKH� EXQGOLQJ� KDV� UHVSRQVLELOLW\� IRU�
ensuring that each product in the bundle 
KDV� WKH� UHTXLVLWH� UHJXODWRU\� FRPSOLDQFH��
6RPHWLPHV� WKH� VXSSOLHU� IRU� WKH� DUWLFOH� WR�
EH� EXQGOHG� ZLOO� XQGHUWDNH� FRPSOLDQFH�
ZLWK� WKH� )'$� UHTXLUHPHQWV� LWVHOI�� DQG�
VRPHWLPHV� WKH� EXQGOHU� WDNHV� WKDW� MRE��
But because the bundler is considered to 
RZQ� WKH� VSHFLˉFDWLRQV� RI� WKH� EXQGOH� DQG�
ZKDWHYHU� FODLPV�DUH�PDGH� IRU� WKH�EXQGOH��
LW� JHQHUDOO\� KDV� WKH� XOWLPDWH� UHJXODWRU\�
responsibility. 

/HWȠV� WDNH�� IRU� H[DPSOH�� DJDLQ� D� FRPPRQ�
PRELOH� SKRQH�� K\SRWKHWLFDOO\� FDOO� LW� D�
PH3KRQH��,I�WKH�PRELOH�SKRQH�PDQXIDFWXUHU�
PDNHV� QR� PHGLFDO� FODLPV� DERXW� LW�� WKH�
PRELOH� SKRQH� PDQXIDFWXUHU� ZLOO� KDYH� QR�
GLUHFW� )'$� UHVSRQVLELOLWLHV�� %XW� OHWȠV� VD\� D�
EORRG�JOXFRVH�PHWHU�PDQXIDFWXUHU�FODLPV��
LQ� SURPRWLRQDO� PDWHULDOV�� ȢRXU� PHWHU� ZLOO�
SDLU�ZLWK� WKH�PH3KRQH� WR� GRZQORDG� GDWD�
IRU�DQDO\VLV�RQ�RXU�VSHFLDO�DSS�ȣ�$V�,�SRLQWHG�
RXW�HDUOLHU��LQ�)'$ȠV�H\HV�DUJXDEO\�WKH�EORRG�
JOXFRVH�PHWHU�PDQXIDFWXUHU�KDV�PDGH�WKH�
PH3KRQH� DQG� WKH� DSS� LQWR� FRPSRQHQWV�
RI� LWV�PHGLFDO�GHYLFH�V\VWHP�� �3HUVRQDOO\�� ,�
WKLQN�WKH�PRELOH�SKRQH�LV� MXVW�SDUW�RI�WKH�
HQYLURQPHQW�� EXW� WKDWȠV� MXVW� PH��� 6R� WKH�
EORRG� JOXFRVH� PHWHU� PDQXIDFWXUHU� PD\��
IRU�H[DPSOH��HLWKHU�QHHG�WR�SURYH�WKURXJK�
D�ULVN�DVVHVVPHQW�WKDW�PH3KRQHV�DYDLODEOH�
LQ� WKH� PDUNHW� SODFH� ZLOO� UHPDLQ� VXLWDEOH�
IRU�WKDW�LQWHQGHG�XVH��RU�QHHG�WR�HQWHU�LQWR�
DQ� DJUHHPHQW� ZLWK� WKH� PH3KRQH� PDNHU�
VXFK� WKDW� WKH� WZR� FRPSDQLHV�� WKURXJK�
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cooperation and control, will ensure the 
IXWXUH�FRPSDWLELOLW\�RI�WKH�WZR�GHYLFHV��,ȠYH�
NHSW�WKLV�VLPSOH�EXW�LQ�UHDO�OLIH�WKHVH�IDFWV�
DUH�XVXDOO\�PXFK�PRUH�FRPSOH[��

,� ZDQW� WR� XQGHUVFRUH� VRPHWKLQJ� ,� VDLG�
HDUOLHU��DOPRVW�QRQH�RI�WKH�RUJDQL]DWLRQV�LQ�
WKLV�VHFWLRQ�DUH�FRPSOHWHO\�RXWVLGH�RI�)'$ȠV�
MXULVGLFWLRQ�� 7KH\� DOO� KDYH� VRPH�� DOEHLW�
SHUKDSV� PLQRU�� )'$� UHVSRQVLELOLWLHV�� (YHQ�
distributors and retailers have to ensure 
WKHLU� SURPRWLRQ� UHPDLQV� FRQVLVWHQW� ZLWK�
WKH� DSSURYHG� ODEHOLQJ�� DQG� WKHLU� IDFLOLWLHV�
DSSURSULDWHO\� VDIHJXDUG� WKH� LQWHJULW\� RI�
WKH� SURGXFWV�� 7KH\� PXVW� DOVR� FRRSHUDWH�
LQ� D� UHFDOO�� &RPSRQHQWV� VXSSOLHUV�� ZKLOH�
WHFKQLFDOO\�H[HPSW�IURP�WKH�TXDOLW\�V\VWHP�
UHJXODWLRQV��RIWHQ�PXVW�QRQHWKHOHVV�HQVXUH�
that they are not selling adulterated 
FRPSRQHQWV�IRU�XVH�LQ�PHGLFDO�HTXLSPHQW��

Over the last several years, I have read a 
GL]]\LQJ� DUUD\� RI� FRUSRUDWH� DJUHHPHQWV�
WKDW� SURYLGH� IRU� YDULRXV� NLQGV� RI�
FROODERUDWLRQV� OLNH� WKHVH� EHWZHHQ�
FRPSDQLHV��6RPH�RI�WKHP�DUH�IDVKLRQHG�DV�
VXSSO\� DJUHHPHQWV��ZKLOH� RWKHUV� ORRN� OLNH�
FRQWUDFW� PDQXIDFWXULQJ� DJUHHPHQWV�� DQG�
\HW� RWKHUV� ORRN� OLNH� LQWHOOHFWXDO� SURSHUW\�
OLFHQVH�DJUHHPHQWV��

As a regulatory lawyer, when I read these 
DJUHHPHQWV�� RIWHQ� ,ȠP� DVNHG� WR� PDNH� D�
MXGJPHQW�DV�WR�ZKR�KDV�WKH�)'$�UHJXODWRU\�
UHVSRQVLELOLWLHV��$QG�VRPHWLPHV��KRQHVWO\��LW�
MXVW�LVQȠW�FOHDU��,ȠYH�UHDG�DJUHHPHQWV�ZKHUH�
DOO� WKH� VSHFLˉFDWLRQV� DQG� SURPRWLRQDO�
FODLPV� KDYH� WR� EH� PXWXDOO\� DJUHHG� XSRQ�
between two parties. In other cases, one 
SDUW\�PDLQWDLQV�D�JHQHUDO� OHYHO�RI� FRQWURO�
RYHU� WKH� VSHFLˉFDWLRQV� DQG� FODLPV�� ZKLOH�
WKH� RWKHU� SDUW\� LV� DEOH� WR� H[HUFLVH� ZLGH�
ODWLWXGH�ZLWKLQ�FHUWDLQ�OLPLWV��

In those cases, where it is genuinely unclear 
ZKLFK� SDUW\� KDV� WKH� )'$� UHVSRQVLELOLWLHV�
XQGHU�WKH�UHJXODWLRQV��,�EHOLHYH�)'$�SHUPLWV�
WKH� SDUWLHV� WR� VSHFLI\� LQ� WKH� DJUHHPHQW�
who has those responsibilities, so long 
as that division is reasonable to resolve 

WKH� JUD\� DUHD�� 6R� P\� DGYLFH�� KDYH� \RXU�
UHJXODWRU\� ODZ\HU� ZRUN� FORVHO\� ZLWK� \RXU�
FRUSRUDWH� ODZ\HU� WR� PDNH� VXUH� WKDW� \RXU�
YDULRXV�FROODERUDWLRQ�DJUHHPHQWV�VSHFLI\�D�
UHDVRQDEOH�ȝ�DQG�\RXU�LQWHQGHG�Ȟ�GLYLVLRQ�
RI�ODERU�RQ�WKH�UHJXODWRU\�FRPSOLDQFH�VLGH�

Strategy 3: contract out the hard stuff. 

(YHQ� LI� \RXU� FRPSDQ\� PDUNHWV� ZKDW� LV�
DGPLWWHGO\� D�PHGLFDO� GHYLFH� DQG� FRQWUROV�
WKH� VSHFLˉFDWLRQV� DQG� WKH� SURPRWLRQDO�
FODLPV� VR� WKDW� \RXU� FRPSDQ\� LV� FOHDUO\�
UHJXODWHG�E\� )'$�� WKDW� GRHVQȠW�PHDQ�\RXU�
FRPSDQ\�LWVHOI�PXVW�GR�WKH�KDUG�VWXII��7KH�
UHJXODWRU\�ZRUN�FDQ�JHQHUDOO\�EH�FRQWUDFWHG�
RXW�� HYHQ� LI� WKH� UHJXODWRU\� UHVSRQVLELOLW\�
KDV�WR�UHPDLQ�ZLWK�WKH�VSHFLˉFDWLRQ�RZQHU��

,W�SUREDEO\�ZRQȠW�VXUSULVH�DQ\RQH�WR�NQRZ�
that there are whole industries designed to 
FRQGXFW�YDULRXV�UHVSRQVLELOLWLHV�RI�PHGLFDO�
GHYLFH�VSHFLˉFDWLRQ�RZQHUV� LQ�FRPSOLDQFH�
ZLWK�)'$�UHTXLUHPHQWV��)RU�H[DPSOH��WKHUH�
DUH� FOLQLFDO� UHVHDUFK� RUJDQL]DWLRQV� WKDW�
FDQ�GR�DOO�RI�WKH�FOLQLFDO�UHVHDUFK��VRXS�WR�
QXWV�� DQG�RQH�RI� WKHLU�PDLQ� VHOOLQJ�SRLQWV�
LQYDULDEO\� LV� WKDW� WKH\� WDNH� UHVSRQVLELOLW\�
IRU� WKH� )'$� FRPSOLDQFH� IRU� WKDW� IXQFWLRQ��
There are regulatory consultants who can 
TXLWH�DEO\�SUHSDUH�SUHPDUNHW�VXEPLVVLRQV��
7KHUH� DUH� FRQWUDFW� PDQXIDFWXUHUV� ZKR�
VSHFLDOL]H� LQ� SURGXFLQJ� SURGXFW� XQGHU�
)'$� TXDOLW\� V\VWHP� UHTXLUHPHQWV�� DQG�
there are other consultants who can help 
EULQJ� WKH� VSHFLˉFDWLRQ� RZQHUVȠ� IDFLOLWLHV�
XS� WR� FRGH�� VR� WR� VSHDN��7KHUH� DUH� GHVLJQ�
RUJDQL]DWLRQV� ZHOO�YHUVHG� LQ� FRQGXFWLQJ�
WKH� GHVLJQ� SURFHVV� LQ� FRPSOLDQFH� ZLWK�
)'$�GHVLJQ�FRQWUROV��%RWWRP�OLQH��LI�WKHUHȠV�
VRPH�IHDWXUH�RI�)'$�UHJXODWRU\�FRPSOLDQFH�
WKDW�PDNHV�\RX�QHUYRXV��WKHUHȠV�SUREDEO\�D�
whole industry out there quite willing to 
help you do it. 

That said, it bears repeating that you 
FDQ� FRQWUDFW� RXW� WKH� ZRUN� EXW� QRW� WKH�
UHVSRQVLELOLW\�� ,I� \RXU� RUJDQL]DWLRQ� LV� WKH�
RQH� WKDW� FRQWUROV� WKH� VSHFLˉFDWLRQV� DQG�
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The trade-offs 

$V�0LOWRQ�)UHLGPDQ�REVHUYHG�� WKHUH�DLQȠW�QR� VXFK� WKLQJ�DV�D� IUHH�
OXQFK��(DFK�RI�WKHVH�VWUDWHJLHV�LQYROYHV�WUDGH�RIIV��DQG�,ȠYH�WULHG�WR�
GHSLFW�WKRVH�DW�D�KLJK�OHYHO�LQ�'LDJUDP���EHORZ��

$V� ZLWK� VRPH� RI�P\� RWKHU� GLDJUDPV�� WKLV� RQH� UHˊHFWV� VXEMHFWLYH�
MXGJPHQWV�FRQFHUQLQJ�WKH�PDJQLWXGH�RI�WKH�EHQHˉWV�DQG�EXUGHQV�
DVVRFLDWHG� ZLWK� D� IHZ� RI� WKH� VWUDWHJLHV�� ,ȠYH� XVHG� EOXH� VWDUV� WR�
GHSLFW� IHDWXUHV�ZKHUH�PRUH� LV�EHWWHU��DQG�,ȠYH�XVHG�EODFN�VWDUV�WR�
indicate attributes where less is better. 

6R��LI�ZH�ORRN�LQ�WKH�FROXPQ�IRU�)'$�UHJXODWHG�DUWLFOHV�����IRU�FODVV�
,,,��� ZH� VHH�P\� DVVHVVPHQW� WKDW� WKH� SRWHQWLDO� SURˉW�PDUJLQV� DUH�
WKH�JUHDWHVW�DQG� WKH�SURGXFW� OLIH�F\FOH� OHQJWK� LV� WKH� ORQJHVW�DQG�
barriers to entry are the greatest, but on the negative side internal 
RYHUKHDG� FRVWV� DUH� WKH� JUHDWHVW�� ,� FKRVH� WR� FKDUDFWHUL]H� SURGXFW�
OLIHF\FOH�OHQJWK�DV�JRRG�VLPSO\�EHFDXVH�LW�PHDQV�WKH�FRPSDQ\�KDV�
D�ORQJHU�WLPH�LQ�ZKLFK�WR�UHFRXS�LWV�LQYHVWPHQW��,�UHDOL]H�VRPH�,7�
FRPSDQLHV�OLNH�WKH�VKRUW�SURGXFW�OLIHF\FOHV�EHFDXVH�WKH\�FRQVLGHU�
VSHHG\�QHZ�SURGXFW�LQQRYDWLRQ�WR�EH�D�FRPSHWLWLYH�DGYDQWDJH�IRU�
WKH�ˉUP��

2Q� WKH� RWKHU� HQG� RI� WKH� VSHFWUXP�� ,� LQGLFDWH� WKDW� XQUHJXODWHG�
DUWLFOHV� QRUPDOO\� KDYH� PXFK� ORZHU� SURˉW� PDUJLQV� DQG� VKRUWHU�
SURGXFW�OLIHF\FOHV�DQG�IHZHU�EDUULHUV�WR�HQWU\��EXW�ORZHU�RYHUKHDG�
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WKH�FODLPV��LW�ZLOO�EHDU�XOWLPDWH�UHVSRQVLELOLW\�IRU�)'$�FRPSOLDQFH��
$V�D�SUDFWLFDO�PDWWHU��LI�\RX�FKRRVH�WR�FRQWUDFW�RXW�DQ\�RI�WKDW�ZRUN��
LW�PHDQV�\RX�KDYH�WKH�REOLJDWLRQ�WR�EH�GXO\�GLOLJHQW� LQ�VHOHFWLQJ�
WKH� ULJKW� TXDOLˉHG� ˉUP� WR� KHOS� \RX� GR� WKH� ZRUN�� DQG� SURYLGLQJ�
UHDVRQDEOH�RYHUVLJKW�IRU�WKH�IXQFWLRQ��6R�WKH�KDQGRII�LVQȠW�FRPSOHWH��

Strategy 4: sell a service or be a user, not a product producer. 

7KLV�VWUDWHJ\�LV�VRPHWLPHV�ULVN\��EXW�VRPHWLPHV�LW�FDQ�ZRUN��)'$ȠV�
MXULVGLFWLRQ� LV� YHU\� FOHDU�� WKH� DJHQF\� UHJXODWHV� SURGXFWV�� (DUOLHU�� ,�
GLVFXVVHG�WKH�QHHG�IRU�D�SK\VLFDO�SURGXFW�WKDW�LV�WKH�VXEMHFW�RI�)'$�
UHJXODWLRQ��)'$�GRHV�QRW�UHJXODWH�VHUYLFHV��QRU�GR�WKH\�UHJXODWH�WKH�
SUDFWLFH�RI�PHGLFLQH��

7KDW�FLUFXPVWDQFH�KDV�OHG�VRPH�PHGLFDO�SURIHVVLRQDOV�WR�EH�DEOH�
WR� GR� WKLQJV� WKDW� SURGXFW�PDQXIDFWXUHUV� DQG� VHOOHUV� FDQQRW�� )RU�
H[DPSOH��FOLQLFDO�ODERUDWRULHV�URXWLQHO\�GHYHORS�WKHLU�RZQ�FOLQLFDO�
WHVWV� WKDW� WKH\� XVH� ZLWK� WKHLU� RZQ� FXVWRPHUV�� )RU� GHFDGHV�� )'$�
KDV�WDNHQ�D�QHDUO\�KDQGV�RII�DSSURDFK�WR�WKDW�SUDFWLFH��VD\LQJ�WKDW�
FOLQLFDO� ODEV� DUH� VXIˉFLHQWO\� UHJXODWHG� XQGHU� D� GLIIHUHQW� SLHFH� RI�
OHJLVODWLRQ�� WKH� &OLQLFDO� /DERUDWRU\� ,PSURYHPHQW� $PHQGPHQWV�
RI� ������ /LNHZLVH�� SKDUPDFLVWV� ZKR� DUH� UHJXODWHG� XQGHU� VWDWH�
SKDUPDF\� ODZV� KDYH� D� FHUWDLQ� ODWLWXGH� WR� FRPSRXQG� GUXJV�� ,Q�
WKHVH� FDVHV�� )'$�KDV� GHFLGHG� WKDW� WKHVH� DUH� SURIHVVLRQDO� VHUYLFH�
EXVLQHVVHV�UDWKHU��DOUHDG\�UHJXODWHG�E\�RWKHUV��WKDQ�WKH�VHOOHUV�RI�
devices or drugs. 

&RQFHSWXDOO\��LW�PD\�EH�SRVVLEOH�WR�SRVLWLRQ�
certain healthcare services as services, 
UDWKHU� WKDQ� WKH� VDOH� RI� SURGXFWV�� %XW� EH�
PLQGIXO� WKDW� WKLV� LV� QRW� VLPSO\� FRQYHUWLQJ�
RXWULJKW�VDOHV�WR�UHQWDOV��RU�VHOOLQJ�VRIWZDUH�
DV� D� VHUYLFH�� 7KDW� PDNHV� QR� GLIIHUHQFH� WR�
)'$�� ,QVWHDG�� WKH� GLIIHUHQFH� EHWZHHQ� D�
VHUYLFH�DQG�D�SURGXFW�LV�WKH�SUHGRPLQDQFH�RI�
WKH�KXPDQ�HOHPHQW��6HUYLFHV�DUH�SHUIRUPHG�
E\�KXPDQV��ZKHUHDV�)'$�UHJXODWHV�SURGXFWV�
DQG� PDFKLQHU\� QR� PDWWHU� KRZ� WKH\� DUH�
SURYLGHG�� )XUWKHU�� DV� \RX�PLJKW� JXHVV�� LI� D�
SDUWLFXODU�RSHUDWLRQ�VWDUWV�WR�ORRN�WRR�PXFK�
OLNH�PDQXIDFWXULQJ��)'$�ZLOO�UHJXODWH�LW��0\�
RQO\�SRLQW� LV� WKDW� KHDOWKFDUH�SURIHVVLRQDOV�
have a certain latitude to provide services 
WR� WKHLU� SDWLHQWV� ZLWKRXW� )'$� LQWUXVLRQ��
:H� ZLOO� GLVFXVV� LQ� PXFK� JUHDWHU� GHSWK� LQ�
chapter 11 the latitude that doctors have 
WR�SURYLGH�VHUYLFHV�ZLWK�DSSV�WKH\�PDNH�IRU�
WKHPVHOYHV��
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FRVWV��+RZHYHU�� ,ȠP� VXUH� HYHU\RQH� FDQ� WKLQN�RI� H[DPSOHV�ZKHUH� WKDWȠV� QRW� WUXH�� ,Q�
VRPH� FDVHV� FRPSDQLHV� DUH� DEOH� WR� GHYHORS� SDWHQW� SURWHFWLRQ� DURXQG� WUXO\� QRYHO�
WHFKQRORJLHV�DQG�HDUQ�WUHPHQGRXV�SURˉW�PDUJLQV�RYHU�WKH�IXOO�OHQJWK�RI�WKH�SDWHQW�
OLIH��)XUWKHU��WKH�GHYHORSPHQW�RI�WKRVH�LQQRYDWLYH�SURGXFWV�PLJKW�EH�D�WUHPHQGRXVO\�
KLJK�FRVW��%XW�,ȠP�WUHDWLQJ�WKRVH�DV�WKH�H[FHSWLRQ��QRW�WKH�UXOH��3HUKDSV�,ȠP�ZURQJ��
EXW�LQ�WKH�FRQVXPHU�HOHFWURQLFV�DUHD��LW�VHHPV�DV�WKRXJK�FRPSHWLWLRQ�LV�ˉHUFH�DQG�
WHFKQRORJLHV� TXLFNO\� EHFRPH� FRPPRGLWL]HG� GHVSLWH� ZKDWHYHU� SDWHQW� SURWHFWLRQV�
PLJKW�EH�DYDLODEOH��

,Q� WKH�PLGGOH� \RX� ˉQG� FRPSURPLVHV� EHWZHHQ� WKRVH� WZR� H[WUHPHV�� ,Q� VFHQDULR� ��
ZKHUH� WKH�FRPSDQ\�VLPSO\�FRQWUDFWV�RXW�FHUWDLQ�GLIˉFXOW� WDVNV�� WKH�SURˉW�PDUJLQV�
JR�GRZQ�FRUUHVSRQGLQJO\�DV� WKH�FRVWV�RI�FRQWUDFWLQJ�JR�XS��EXW� WKH�FRPSDQ\�VWLOO�
EHQHˉWV�IURP�VRPH�EDUULHUV�WR�HQWU\�DQG�HDUQV�D�FRPSDUDWLYHO\�EHWWHU�SURˉW�PDUJLQ�
WKDQ�WKH�IDU�ULJKW�VLGH�RI�WKDW�WDEOH��/LNHZLVH��FRPSRQHQW�VXSSOLHUV�RIWHQ�HQMR\�IHZHU�
EDUULHUV�WR�HQWU\�DQG�KDYH�FRPSDUDEO\�ORZHU�SURˉW�PDUJLQV�WR�WKH�ˉQLVKHG�PHGLFDO�
GHYLFH�PDQXIDFWXUHUV��EXW�WKH\�DOVR�IDFH�D�ORZHU�FRVW�VWUXFWXUH��

7KHUH� LV� D� TXDQWLWDWLYH� EDVLV� IRU� WKLV� MXGJPHQW� WKDW� EHDUV� QRWLQJ�� $FFRUGLQJ� WR�
7KRPVRQ� 5HXWHUV�� PHGLFDO� HTXLSPHQW� PDQXIDFWXUHUV� HQMR\� DQ� DYHUDJH� ˉYH�\HDU�
JURVV�PDUJLQ�RI������FRPSDUHG�ZLWK�������IRU�WKH�6	3�����5HVHDUFK�FRPLQJ�IURP�
WKH� 'HORLWWH� &HQWHU� IRU� WKH� (GJH�� ZKLFK� KDV� VWXGLHG� WKH� EXVLQHVV� FOLPDWH� IRU� 86�
LQGXVWULHV�RYHU�WKH�SDVW�IRUW\�\HDUV��FDOFXODWHV�WKH�DYHUDJH�UHWXUQ�RQ�DVVHWV��52$��IRU�
WKH�HQWLUH�8�6��HFRQRP\�KDG�IDOOHQ�WR�DOPRVW�RQH�TXDUWHU�RI�LWV������OHYHOV�E\�������
ZKLOH�SHUIRUPDQFH�LQ�WKH�+HDOWK�&DUH� LQGXVWU\�KDV�UXQ�FRQWUDU\�WR�WKH�WUHQG��7KDW�
RFFXUUHG�ZKLOH�WKH�52$�LQ�KHDOWKFDUH�URVH�IURP�����SHUFHQW�LQ�WKH�HDUO\�����V�WR�����
SHUFHQW�LQ�WKH�VDPH�SHULRG��QHDUO\�GRXEOLQJ��

&KRRVLQJ�D� VWUDWHJ\� LV� D�YHU\� FRPSOLFDWHG�H[HUFLVH� WKDW� LQYROYHV� ORRNLQJ�DW� WKHVH�
LVVXHV�� SOXV� PRVW� RI� WKH� FRPSHWLWLYH� LVVXHV� GLVFXVVHG� LQ� WKH� SULRU� FKDSWHU�� 7KH�
G\QDPLFV�RI� WKH�PDUNHWSODFH�DQG� WKH�FRPSHWLWLYH� VWUHQJWKV�RI� WKH�ˉUP� LWVHOI�ZLOO�
SOD\�PDMRU�UROHV�LQ�DQ\�DVVHVVPHQW�RI�WKH�RSWLPDO�VWUDWHJ\��0\�RQO\�SRLQW�KHUH�LV�WKDW�
HDFK�VWUDWHJ\�KDV�LWV�RZQ�UHZDUGV�DQG�ULVNV�

Conclusion 

7KLV�FKDSWHU�LV�PHDQW�WR�JLYH�\RX�D�KLJK�OHYHO�XQGHUVWDQGLQJ�RI�VRPH�EURDG�VWUDWHJLHV�
IRU�DYRLGLQJ�RU�DW�OHDVW�UHGXFLQJ�\RXU�FRPSDQ\ȠV�)'$�FRPSOLDQFH�REOLJDWLRQV��:LWKLQ�
HDFK�RI�WKHVH�EURDG�VWUDWHJLHV�DUH�PXOWLSOH�YDULDWLRQV�WKDW�UDLVH�FRPSOH[LWLHV�ZHOO�
EH\RQG�WKH�VFRSH�RI�WKLV�FKDSWHU��7KH�ODVW�VWUDWHJ\��VHOOLQJ�VHUYLFHV�RU�EHLQJ�D�XVHU�RI�
SURGXFWV��LV�FRPSOLFDWHG�HQRXJK�WKDW�LW�GHVHUYHV�LWV�RZQ�FKDSWHU�EHORZ��

IX. How to Avoid mHealth Regulation (continued...) 

The trade-offs (continued...)
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6RPH�WHFKQRORJ\�FRPSDQLHV�DUH�VLWWLQJ�RQ�WKH�VLGHOLQHV��
RU� MXVW� GLSSLQJ� WKHLU� WRHV� LQ� WKH�P+HDOWK�ZDWHUV�� RXW� RI�
IHDU� RI� WKH� XQNQRZQ�� 'RHV� )'$� UHJXODWH� WKLV� SDUWLFXODU�
DSS"� � ,I� ZH� JHW� LQWR� KHDOWKFDUH�� ZLOO� ZH� JHW� VXHG� LI�
VRPHRQH�EUHDNV�D�ˉQJHU�QDLO�XVLQJ�RXU�DSS"�:LOO�WKH�)7&�
FRPH�DIWHU�XV�LI�ZH�GRQȠW�KDYH�D�EXQFK�RI�FOLQLFDO�WULDOV�WR�
VXSSRUW�HYHU\�FODLP�ZH�PDNH"��:LOO�D�SDWLHQW�FRPH�DIWHU�
XV�LI�SHUVRQDO�KHDOWK�LQIRUPDWLRQ�VRPHKRZ�JHWV�LQWR�WKH�
ZURQJ� KDQGV"� :KDW� DERXW� WKH� FRPSDQ\ȠV� UHSXWDWLRQ� LI�
VRPHWKLQJ�JRHV�ZURQJ"�$QG�GRQȠW�JHW�PH�VWDUWHG�LI�\RXU�
SURGXFW�WULJJHUV�0HGLFDUH�UHLPEXUVHPHQW��,Q�PDQ\�ZD\V��
WKH�KHDOWKFDUH�ˉHOG�VHHPV�VFDU\�DW�ˉUVW��MXVW�EDVHG�RQ�WKH�
headlines we all read concerning regulatory and legal 
ODQGPLQHV�

(TXDOO\�WURXEOLQJ��VRPH�WHFKQRORJ\�FRPSDQLHV�DUH�GLYLQJ�
LQ� ZLWKRXW� XQGHUVWDQGLQJ� WKH� ULVNV� RU� KDYLQJ� D� SODQ� WR�
PLWLJDWH�WKHP��,QGHHG�VRPH�MXVW�VHHP�WR�EH�LQ�D�VWDWH�RI�
GHQLDO��DV�LI�QRW�WKLQNLQJ�DERXW�WKHVH�LVVXHV�PDNHV�WKHP�
JR� DZD\�� 6RPHWKLQJ� DNLQ� WR� GRQȠW� DVN�� GRQȠW� WHOO�� 2WKHUV�
ˉJXUH�WKDW�DV�ORQJ�DV�WKH\�GRQȠW�LQWHQG�DQ\�KDUP��QRWKLQJ�
EDG�FDQ�KDSSHQ�WR�WKHP��

%RWK�DSSURDFKHV�DUH�HTXDOO\�PLVJXLGHG��,QVWHDG�RI�WKRVH�
DSSURDFKHV�� ,� VXJJHVW� \RX� GHDO�ZLWK� WKH� ULVNV� XSIURQW�ȝ�
XQGHUVWDQG�DQG�DGGUHVV�WKHP��7KLV�LVQȠW�URFNHW�VFLHQFH��,�
SURPLVH�\RX�FDQ�KDQGOH�WKLV��DQG�PDNH�PRQH\�GRLQJ�VR�LI�
your idea is good.

,� DP� QRW� JRLQJ� WR� GR� D� WUHDWLVH� DQG� GHVFULEH� DOO� RI� WKH�
REVFXUH� OHJDO� DQG� UHJXODWRU\� ULVNV�� ,I� \RX� OLNH� UHDGLQJ�
VWDWXWHV�DQG�UHJXODWLRQV��\RXȠUH�LQ�WKH�ZURQJ�SODFH��,ȠP�QRW�
HYHQ�JRLQJ� WR� SDUDSKUDVH� WKH� ODZ�PRVW� RI� WKH� WLPH��0\�
JRDO�LV�VLPSO\�WR�JLYH�\RX�SUDFWLFDO�JXLGHOLQHV�IRU�KRZ�WR�
navigate these uncertain waters.

,ȠP� DOVR� QRW� JRLQJ� WR� FRYHU� WKH� P\ULDG� RI� OHJDO� DQG�
UHJXODWRU\� ULVNV� LQFOXGLQJ� SURGXFW� OLDELOLW\�� +,3$$�
FRPSOLDQFH�� IUDXG� DQG� DEXVH�� DQG� WKH� )7&�� ,QVWHDG� ,ȠP�
JRLQJ�WR�IRFXV�RQ�)'$��SDUWO\�EHFDXVH�LWȠV�UHSUHVHQWDWLYH�
RI�WKH�RWKHU�ULVNV��DQG�SDUWO\�EHFDXVH�LWȠV�WKH�DUHD�,�NQRZ�

X. Managing the Risk of Being FDA Regulated

EHVW�� ,I� \RXU� SURGXFW� GRHVQȠW�ZRUN�ZHOO� DQG� VRPHRQH� JHWV� KXUW�� \RX�ZLOO�
KDYH�WR�ERWK�GHDO�ZLWK�)'$�DQG�IDFH�SURGXFW�OLDELOLW\�

$W� LWV�KHDUW�� )'$� UHJXODWRU\� ULVN� LV� IDLUO\� LQWXLWLYH�EHFDXVH�\RX�RQO\�QHHG�
WR� UHPHPEHU�RQH� WKLQJ�� LWȠV�DOO�DERXW�SXWWLQJ� WKH�SDWLHQW�ˉUVW��(YHU\�)'$�
UHTXLUHPHQW�FDQ�EH�H[SODLQHG�E\�UHIHUHQFH�WR�ZKDWȠV�QHFHVVDU\�WR�SURWHFW�
WKH� SDWLHQW�� $QG� WKDW� LQFOXGHV� SURWHFWLQJ� WKH� SDWLHQW� IURP� PLVOHDGLQJ�
LQIRUPDWLRQ��QRW�MXVW�SK\VLFDO�KDUP�

$� WHFKQRORJ\� FRPSDQ\� QHZ� WR� WKH� SRWHQWLDOO\� UHJXODWHG� P+HDOWK� VSDFH�
QHHGV�WR�VWDUW�E\�XQGHUVWDQGLQJ������WKH�UHJXODWRU\�ULVN�ȝ�LWV�VRXUFHV��QDWXUH��
PDJQLWXGH�DQG�OLNHOLKRRG�DQG�WKHQ�����PRUH�LPSRUWDQWO\��WKH�SULPDU\�ULVN�
PLWLJDWLRQ� VWUDWHJLHV�ȝ� KRZ� WR� DYRLG� JHWWLQJ� LQ� WURXEOH�ZLWK� )'$�� ,� ZLOO�
WDFNOH�WKH�LVVXHV�LQ�WKDW�RUGHU�

Root cause of regulatory risk

,ȠYH�EHHQ�GRLQJ�WKLV�VWXII�QHDUO\����\HDUV��DQG�LWȠV�EHHQ�P\�REVHUYDWLRQ�WKDW�
FRPSDQLHV�JHW�LQ�WURXEOH�IRU�RQH�RI�WKUHH�UHDVRQV�

1. FDA has not spelled out the regulatory requirements clearly enough so 
you know what to do. 

)RUWXQDWHO\��ZH�GR�KDYH�)'$ȠV�UHFHQWO\�UHOHDVHG�ˉQDO�JXLGDQFH��%XW�DV�\RX�
FDQ�WHOO�IURP�UHDGLQJ�WKLV�ERRN��WKHUH�DUH�VWLOO�QXPHURXV�DPELJXLWLHV��,Q�WKH�
FDVH�RI�H[WUHPH�DPELJXLW\��WKLV�FRXOG�HYHQ�EH�D�GHIHQVH��EHFDXVH�FULPLQDO�
VWDWXWHV�DUH�VXSSRVHG�WR�EH�FOHDU�HQRXJK�WKDW�D�SHUVRQ�NQRZV�ZKDW�WKH\�
QHHG�WR�GR�WR�FRPSO\��$V�D�SUDFWLFDO�PDWWHU��RXW�RI�IDLUQHVV��)'$�LV�XVXDOO\�
UHOXFWDQW� WR�SURFHHG�ZLWK�HQIRUFHPHQW� LI� WKH� UXOHV� DUH�QRW� FOHDU�� ,QGHHG��
)'$�KDV�EHHQ�YHU\�VORZ�WR�HQIRUFH�WKH�UXOHV�LQ�WKH�PRELOH�DSS�VSDFH�VLQFH�
WKH\�KDYHQȠW�\HW�SXEOLVKHG�WKHLU�JXLGDQFH��IUDQNO\�HYHQ�ZKHQ�WKH�YLRODWLRQV�
appear reasonably clear.

2. You don’t know what you don’t know. 

,WȠV� SRVVLEOH� WKDW� WKH� )'$� UHTXLUHPHQWV� DUH� FOHDUO\� VSHFLˉHG� VRPHZKHUH��
IRU� H[DPSOH�� RQ� WKH� DJHQF\ȠV� ZHEVLWH�� EXW� \RX� GRQȠW� NQRZ� ZKDW� WKRVH�
UHTXLUHPHQWV�DUH�RXW�RI�VLPSOH�LJQRUDQFH��$V�SUREDEO\�HYHU\RQH�LQ�$PHULFD�
NQRZV��WKRXJK��LJQRUDQFH�RI�WKH�ODZ�LV�QR�H[FXVH��6R�WKLV�UHSUHVHQWV�RQH�RI�
WKH�PRVW�GDQJHURXV�SLWIDOOV�
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3. You screw up the execution. 

+HUH��,ȠP�DVVXPLQJ�WKH�ODZ�LV�FOHDU�DQG�WKDW�\RX�NQRZ�ZKDW�
LW� ZDV�� EXW� LQ� D� ELJ� RUJDQL]DWLRQ� VRPHWLPHV� WKH� OHIW� KDQG�
GRHVQȠW�NQRZ�ZKDW�WKH�ULJKW�LV�GRLQJ��RU�\RX�VLPSO\�GR�D�SRRU�
MRE�RI�FRPSO\LQJ��7KHVH�FDQ�EH�KDUG�FDVHV�WR�GHIHQG� LI� WKH�
YLRODWLRQ� LWVHOI� LV� FOHDU�� ,W� DOO� FRPHV�GRZQ� WR� WKH� IDFWV� DQG�
what you did or didn’t do.

6R� WKHVH� EDVLFDOO\� DUH� WKH� XOWLPDWH� VRXUFHV� RI� UHJXODWRU\�
HQIRUFHPHQW� ULVN�� DQG� ,�ZDQW�\RX� WR�NHHS� WKHVH� LQ�PLQG�DV�
\RX�JR�WKURXJK�WKLV�FKDSWHU��7KDWȠV�EHFDXVH��LI�,ȠYH�GRQH�WKLV�
ULJKW��WKH�PLWLJDWLRQ�VWUDWHJLHV�DOO�UHODWH�EDFN�WR�WKHVH�WKUHH�
IXQGDPHQWDO�ULVNV�

FDA’s fairness in practice

)'$�IRU�WKH�PRVW�SDUW�LV�SUHWW\�IDLU�DQG�SUDFWLFDO��,�WKLQN�D�ORW�
RI�SHRSOH�RXWVLGH�WKH�GHYLFH�LQGXVWU\�IHDU�WKDW�)'$�LV�DUELWUDU\�
DQG�XQUHDVRQDEOH��EXW�WKDWȠV�QRW�EHHQ�P\�H[SHULHQFH��7KHVH�
LQGXVWU\�SHRSOH�IHDU�WKDW� LI� WKH\�PDNH�DQ�LQQRFHQW�PLVWDNH��
)'$�ZLOO�FRPH�GRZQ�RQ�WKHP�ZLWK�D�VOHGJHKDPPHU��%XW�WKDWȠV�
D�P\WK�� ,QVWHDG��)'$�DSSURDFKHV�HQIRUFHPHQW� LQ�D�FRPPRQ�
sense way, where they start with the least aggressive action 
ˉUVW�WR�VHH�LI�WKH\�FDQ�EULQJ�DERXW�FRPSOLDQFH��7KH\�GR�WKLV�
ERWK�EHFDXVH� LWȠV� IDLU�� DQG�EHFDXVH� LW� LV�PRUH�FRVW�HIIHFWLYH�
WKDQ�JHWWLQJ�WRR�DJJUHVVLYH�WRR�HDUO\��7KH�IROORZLQJ�WHQGV�WR�
EH�WKH�HVFDODWLQJ�VWHSV�)'$�ZRXOG�WDNH�WR�EULQJ�D�FRPSDQ\�
LQWR�FRPSOLDQFH�

1. Private communication. 

6RPHWLPHV� LQ� WKH� IRUP� RI� D� OHWWHU�� )'$�PD\� VLPSO\� WDON� WR�
\RX�DERXW�\RXU�FRPSOLDQFH��RU�VXJJHVW�WKH�QHHG�WR�DGGUHVV�
VRPH�GHˉFLHQF\��7KH\�ZLOO�GR�WKLV� IRU�ZKDW�PLJKW�EH�PLQRU�
YLRODWLRQV��)'$�UHFHQWO\�GLG� WKLV� ODVW�VSULQJ�ZKHQ�WKH\�VHQW�
D� OHWWHU� WR� %LRVHQVH� H[SODLQLQJ� WKDW� LW� KDV� ȢFRPH� WR� RXU�
DWWHQWLRQȣ�WKH�FRPSDQ\�ZDV�VHOOLQJ�DQ�DSS�IRU�XULQDO\VLV��7KH�
OHWWHU�UDLVHG�FRQFHUQV�RYHU�WKH�PDUNHWLQJ�RI�WKH�DSS�ZLWKRXW�
clearance. It was a very gently worded letter. And, the only 
UHDVRQ� )'$� SXEOLVKHG� WKLV� SDUWLFXODU� OHWWHU� ZDV� WKDW� ,� KDG�
EHHQ�YHU\�SXEOLF� LQ� UDLVLQJ� WKH� LVVXH� LQ� WHVWLPRQ\�EHIRUH�D�
FRQJUHVVLRQDO�FRPPLWWHH�DQG�LQ�WKH�PHGLD��,�ZDV�PDNLQJ�WKH�
SRLQW��ZKLFK�,�ZLOO�H[SODLQ�PRUH�LQ�D�VXEVHTXHQW�FKDSWHU��WKDW�
HQIRUFHPHQW� QHHGV� WR� EH� HYHQKDQGHG�� 6R� )'$� SRVWHG� WKH�
OHWWHU�WR�LWV�ZHEVLWH��%XW�,�ZRXOG�QRW�H[SHFW�WKHP�WR�FRQWLQXH�
SRVWLQJ�VXFK�OHWWHUV�DV�D�PDWWHU�RI�JHQHUDO�SUDFWLFH��1RUPDOO\��
WKH\�DUH�PXFK�PRUH�SULYDWH�

X. Managing the Risk of Being FDA Regulated (continued...) 

2. Warning letter. 

7KLV�LV�DQ�RIˉFLDO�FRUUHVSRQGHQFH�WKDW�URXWLQHO\�JHWV�SRVWHG�RQ�WKH�)'$ȠV�
ZHEVLWH��7KH�ZDUQLQJ� OHWWHU� LV�GLUHFWHG�DW�D�PRUH�VLJQLˉFDQW�GHˉFLHQF\�
WKDW�UHTXLUHV�LPPHGLDWH�DWWHQWLRQ�

3. Administrative or judicial enforcement action. 

$Q� DGPLQLVWUDWLYH� HQIRUFHPHQW� DFWLRQ� LV� RQH� WKDW� WKH� DJHQF\� KDV� WKH�
SRZHU� WR� GR� ZLWKRXW� LQYROYLQJ� WKH� FRXUW�� $Q� H[DPSOH� LQ� WKH� PHGLFDO�
GHYLFH� UHDOP� LV� ȢDGPLQLVWUDWLYH� GHWHQWLRQȣ� ZKHUH� WKH\� FDQ� OLWHUDOO\�
TXDUDQWLQH� \RXU� SURGXFWV� IRU� XS� WR� ��� GD\V�� 0RVW� RI� WKH� RWKHU� UHDOO\�
VHYHUH� HQIRUFHPHQW� VWHSV� UHTXLUH� WKH� LQYROYHPHQW� RI� WKH� FRXUW�� 7KLV�
LQFOXGHV�DFWLRQV�OLNH�VHL]XUHV��LQMXQFWLRQV�DQG�FULPLQDO�SHQDOWLHV�

,Q�SUDFWLFH��ZKHQ�)'$�LV�UHDOO\�FRQFHUQHG�DERXW�WKH�FRQGXFW�RI�D�FRPSDQ\��
)'$�KDV�WZR�DGGLWLRQDO�YHU\�SRZHUIXO�ZHDSRQV�XS�LWV�VOHHYH�WKDW�GR�QRW�
UHTXLUH�WKH�GLUHFW�LQYROYHPHQW�RI�D�FRXUW��

7KH� ˉUVW� LV� DGYHUVH� SXEOLFLW\�� )'$� KDV� WKH� SRZHU� WR� WDON� WR� WKH�PHGLD�
ZKHUH��IRU�H[DPSOH��WKH\�EHOLHYH�WKH�SXEOLF�LV�DW�ULVN��,Q�P\�REVHUYDWLRQ��
)'$�KDV�EHHQ�XVLQJ� WKLV�PRUH�DQG�PRUH� WR�JHW� WKHLU�SRLQW�DFURVV�� DQG�
WKHUHȠV�QR�TXHVWLRQ�WKDW� LW�KDV�D�SXQLWLYH�HIIHFW�RQ�WKH�FRPSDQLHV� WKDW�
DUH�WKH�WDUJHW�RI�)'$ȠV�ZUDWK��)URP�D�OHJDO�VWDQGSRLQW�WKLV�LV�D�ELW�VFDU\�
EHFDXVH�WKHUH�DUH�YHU\�IHZ�OHJDO�FRQWUROV�RYHU�ZKDW�)'$�FDQ�GR��

7KH� VHFRQG� LV� UHFDOOV� DQG� RWKHU� ˉHOG� FRUUHFWLRQV�� 7HFKQLFDOO\� WKLV� LV�
QRW� D� SXQLVKPHQW�� EXW� LW� VXUH� IHHOV� OLNH� RQH� VRPHWLPHV�� )'$� FDQ� SXVK�
FRPSDQLHV� LQWR�YHU\�H[SHQVLYH�UHFDOOV�ȝ�ERWK�LQ�WHUPV�RI�RXW�RI�SRFNHW�
but also reputational. Ostensibly necessary to correct the violation, I do 
EHOLHYH� WKDW� )'$� DOVR� XVHV� WKHP� RFFDVLRQDOO\� WR�PDNH� D� SRLQW�� $W� WKH�
VDPH�WLPH��WR�WKH�DJHQF\ȠV�FUHGLW��,�EHOLHYH�WKH\�RQO\�SXUVXH�WKHVH�ZKHQ�
WKH\�DUH�JHQXLQHO\�YHU\�FRQFHUQHG�DERXW�WKH�FRQGXFW�RI�WKH�FRPSDQ\�DQG�
WKH�SXEOLF�KHDOWK�ULVN�
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Types of regulatory risk

So, you screwed up. The question is, what can they 
GR�WR�\RX"�,�KDWH�LW�ZKHQ�VRPHRQH�DVNV�PH�WKDW�
EHFDXVH� HVVHQWLDOO\� WKH\ȠUH� DVNLQJ� WKH� TXHVWLRQ�
EURDGO\� RI� ZKDW� DUH� DOO� WKH� SRVVLELOLWLHV�� 7KH�
KRQHVW�DQVZHU�LV�RIIKDQG�Ȣ,ȠP�QRW�VXUH�ZKDW�WKH\�
FDQȠW�GR�WR�\RX�ȣ��)RU�H[DPSOH��WKH\�FDQ�

���'HWDLQ� \RXU� SURGXFW�� ,ȠP�QRW� H[DFWO\� VXUH� KRZ�
WKH\�ZRXOG�GR�WKDW� LQ�WKH�FDVH�RI�VRIWZDUH��EXW� ,�
ZRXOG�JXHVV�WKH\�ZRXOG�WKLQN�RI�VRPHWKLQJ�

���6HHN�WR�LPSRVH�FULPLQDO�VDQFWLRQV��HLWKHU�RQ�WKH�
FRPSDQ\�DV�D�ZKROH�RU�WKH�UHVSRQVLEOH�RIˉFHUV�

��*R�WR�FRXUW�DQG�JHW�DQ�RUGHU�IRU�\RX�WR�GR�RU�QRW�
WR�VRPHWKLQJ�

���6HHN�ˉQHV�

���7KH\�FDQ�VKRRW�\RX��EXU\�\RX��GLJ�\RX�XS��VKRRW�
\RX�DJDLQ��DQG�\RXU�PRWKHU�WRR�

,I� \RX� DUH� GHEDWLQJ� ZKHWKHU� WR� LQWHQWLRQDOO\�
YLRODWH� WKH� ODZ� EDVHG� RQ� WKH� PDJQLWXGH� RI� WKH�
UHJXODWRU\�ULVN��\RX�PLJKW�ZDQW�WR�FRPSO\��

$W�WKH�VDPH�WLPH��IRU�IDLU�EDODQFH��,�GRQȠW�ZDQW�WR�
OHDYH�\RX�ZLWK�WKH�LPSUHVVLRQ�WKDW�LI�\RX�VFUHZ�XS�
WKH\�ZLOO�WKURZ�\RX�LQ�MDLO��,W�GHSHQGV�YHU\�PXFK�RQ�
QDWXUH�RI�WKH�VFUHZ�XS�DQG�\RXU�LQWHQWLRQV��,Q�IDFW��
WKH�SKUDVH�VFUHZXS�VXJJHVWV�DQ�LQQRFHQW�PLVWDNH��
DQG� IRU� WKRVH� W\SHV� RI� PLVWDNHV� \RX� RUGLQDULO\�
VLPSO\�JHW�D�ZDUQLQJ�DQG�DQ�RSSRUWXQLW\�WR�GR�WKH�
right thing.

What triggers these risks?

,�ZLOO� E\SDVV� WKH� WHFKQLFDO��PXPER�MXPER�DERXW�
MXULVGLFWLRQ��%DVLFDOO\�LI�\RX�DUH�GRLQJ�EXVLQHVV�LQ�
WKH�8�6��DQG�\RX�DUH�SXWWLQJ�D�PHGLFDO�GHYLFH� LQ�
FRPPHUFH��\RX�DUH�VXEMHFW�WR�)'$�UHJXODWLRQ��

%XW�UHJXODWRU\�OLDELOLW\�FRPHV�LQWR�SOD\�ZKHQ�\RX�
IDLO� WR�PHHW� WKH� VWDQGDUGV� WKDW� DSSO\� WR� D� JLYHQ�
DFWLYLW\�DVVRFLDWHG�ZLWK�EULQJLQJ�D�PHGLFDO�GHYLFH�
WR�PDUNHW��7KH�IROORZLQJ�WDEOH�LOOXVWUDWHV�VRPH�RI�
WKH�PRUH�FRPPRQ�UHTXLUHPHQWV�DQG�WKH�DFWLYLWLHV�
to which they relate.

X. Managing the Risk of Being FDA Regulated (continued...) 

,I�WKH�UHTXLUHPHQW�DSSOLHV��WKH�UHVSRQVLELOLW\�IRU�PHHWLQJ�LW�FDQȠW�VLPSO\�EH�FRQWUDFWHG�
DZD\��JHQHUDOO\�VSHDNLQJ��+RZHYHU��\RX�FDQ�VKLIW�WKH�ZKROH�DFWLYLW\�DQG�ZLWK�LW�PXFK�
RI� WKH� GD\�WR�GD\� ZRUN�� %XW� W\SLFDOO\�� LI� \RX� FRQWURO� ���� WKH� VSHFLˉFDWLRQV� IRU� WKH�
SURGXFW�DQG�����WKH�PDUNHWLQJ�VWUDWHJ\�IRU�WKH�SURGXFW��DV�,�KDYH�H[SODLQHG�EHIRUH��
\RX�ZLOO�SRVVHVV�XOWLPDWH�UHVSRQVLELOLW\�IRU�UHJXODWRU\�FRPSOLDQFH�

Intent: what it’s not and what it is

$V�,�H[SODLQHG�LQ�WKH�ˉUVW�FKDSWHU��DQ\RQH�ZKR�KDV�ZDWFKHG�/DZ�DQG�2UGHU�NQRZV�
WKDW�LQWHQW�SOD\V�D�YHU\�LPSRUWDQW�UROH�LQ�WKH�$PHULFDQ�MXVWLFH�V\VWHP��%XW�ZKDW�\RX�
ZRXOG�QRW�JHW�IURP�WKH�VKRZ�LV�WKH�UHOHYDQFH�RI�LQWHQW�WR�D�UHJXODWRU\�YLRODWLRQ�RI�
WKH�)HGHUDO�)RRG��'UXJ�DQG�&RVPHWLF�$FW��,WȠV�GLIIHUHQW��%R\�LV�LW�GLIIHUHQW�

)RU� VWDUWHUV�� IRU� D� ORZ� OHYHO� YLRODWLRQ�� LW� GRHVQȠW�PDWWHU�ZKHWKHU� \RX� LQWHQGHG� WKH�
YLRODWLRQ�RU�QRW��WKH�FRQGXFW�LV�VWLOO�D�YLRODWLRQ��)RU�H[DPSOH��WR�HVWDEOLVK�D�YLRODWLRQ��
QR�RQH�FDUHV�ZKHWKHU�\RX�KDG�VSHFLˉF�LQWHQW�WR�GR�VRPHWKLQJ�\RX�NQHZ�ZDV�ZURQJ��
RU�ZKHWKHU�\RX�ZHUH�HYHQ�GLUHFWO\��LQYROYHG�LQ�WKH�ZURQJGRLQJ��)XUWKHU��QR�RQH�UHDOO\�
FDUHV�LI�\RX�IHHO�JRRG�DERXW�\RXUVHOI�RU�KDYH�D�FOHDU�FRQVFLHQFH��$QG�FHUWDLQO\�QR�RQH�
JLYHV�D�GDUQ�ZKHWKHU�\RX�WKLQN�\RXU�FRQGXFW�LV�OHJDO��

Development

Manufacturing

Promotion

Activity

Good clinical practices

Good manufacturing practices

Good promotional practices

Requirement

Civil remedies 
(e.g. warning letter, 

injunction, recall)

Civil monetary 
penalties

Criminal penalties  
misdemeanor

Criminal Penalties
felony

None, FDA just needs to 
establish the product is 
violative

Tipically for repeat offenders 
or egregious cases

Did the company fail to be 
duly diligent, proactively 
controlling its people

Same as misdemeanor plus 
intentional conduct

Company

None, but rarely individual 
consequences

Typically personal involvement in 
the activity

Did the person have:
(1) Power to fix the problem
(2) Responsibility for the function 
where the problem existed

Same as misdemeanor plus 
intentional conduct

Individual

Diagram 2. Intent: What it tends to be

Diagram 1. What triggers these risks?
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,QWHQW�GRHV�FRPH�LQWR�SOD\�LQ�WKDW�LW�LV�WKH�GLVWLQFWLRQ�EHWZHHQ�D�IHORQ\�DQG�PLVGHPHDQRU��
%XW�LI�ZHȠUH�WDONLQJ�IHORQLHV�DQG�PLVGHPHDQRUV��\RX�SUREDEO\�RXJKW�WR�EH�UHDGLQJ�VRPHWKLQJ�
PRUH�VFKRODUO\�WKDQ�WKLV�DUWLFOH��)RU�WKH�UHVW�RI�\RX��WKH�FKDUW�RQ�WKH�SUHYLRXV�SDJH�GHSLFWV�
YHU\�EURDGO\�DQG�LPSUHFLVHO\�WKH�UROH�RI� LQWHQW�LQ�WKH�YDULRXV�OHYHOV�RI�)'$�HQIRUFHPHQW��
,�GRQȠW�ZDQW�DQ\�FRPPHQWV�IURP�DWWRUQH\V�DVNLQJ�PH�ZKHUH�LQ�WKH�VWDWXWH�WKLV�ODQJXDJH�
DSSHDUV��,W�GRHVQȠW��,QVWHDG��WKLV�LV�EDVHG�RQ�P\�REVHUYDWLRQ�RI�)'$�SUDFWLFH�

)RU�PH��WKH�NH\�WDNH�DZD\�IURP�WKH�FKDUW�LV�WKH�YHU\�ˉUVW�URZ�ZKHUH�WKH�FKDUW�H[SODLQV�\RX�
GR�QRW�QHHG�DQ\�LQWHQW�DW�DOO�IRU�WKH�YDVW�PDMRULW\�RI�)'$�HQIRUFHPHQW�DFWLRQV��,WȠV�QRW�DERXW�
EODPLQJ�VRPHRQH��EXW�UDWKHU�VLPSO\�WKH�H[LVWHQFH�RI�D�YLRODWLRQ��,I�WKH�GHYLFH�LV�EURNHQ��LW�
QHHGV�WR�EH�ˉ[HG��ZKHWKHU�DQ\RQH�LV�EODPH�ZRUWK\�RU�QRW��7KH�VHFRQG�WDNH�DZD\�LV�WKDW�
WUDGLWLRQDO�LQWHQW�UHDOO\�GRHVQȠW�FRPH�LQWR�SOD\�XQWLO�\RX�DUULYH�DW�WKH�ODVW�URZ��ZKHUH�ZH�
DUH� WDONLQJ�DERXW� FULPLQDO� IHORQLHV�� )RU� WKH� VWXII� LQ� WKH�PLGGOH�� WKH� LVVXH� LV�PRUH� DERXW�
ZKHWKHU�WKH�FRPSDQ\�IXOˉOOHG�LWV�REOLJDWLRQ�WR�EH�GXO\�GLOLJHQW�LQ�FRQWUROOLQJ�LWV�SHRSOH��
DQG�ZKHWKHU�DQ�LQGLYLGXDO�KDG�WKH�SRZHU�WR�GR�VRPHWKLQJ�WR�DYRLG�WKH�YLRODWLRQ��DQG�WKH�
responsibility to act.

6WDWLVWLFDOO\�� ZHOO� PRUH� WKDQ� ������� �SXUH� HVWLPDWLRQ�� RI� SHRSOH� LQ� WKH� PHGLFDO� GHYLFH�
LQGXVWU\�ZLOO�QHYHU�KDYH�WR�ZRUU\�DERXW�ZKHWKHU�WKH\�KDG�WKH�UHTXLVLWH�LQWHQW�IRU�D�IHORQ\��
7KRVH�SURVHFXWLRQV�DUH�YHU\�UDUH��%XW�WKHUH�LV�DQ�DVSHFW�RI�LQWHQW�WKDW�LV�PXFK�PRUH�UHOHYDQW�
WR�GHYHORSHUV�RI�P+HDOWK�DSSV��$� IHZ�IRONV�KDYH�DVNHG�PH�RYHU� WKH� ODVW�FRXSOH�RI�\HDUV�
ZKDW� ,�ZRXOG�H[SHFW� WKH�)'$� UHVSRQVH�ZRXOG�EH� WR�D� VRIWZDUH�GHYHORSHU� WKDW�SURGXFHV�
D�PHGLFDO�DSS�ZLWKRXW�FRPSO\LQJ�ZLWK�)'$�UHTXLUHPHQWV�� LI� LW� WXUQV�RXW� WKH\�DUH� LQGHHG�
UHTXLUHG��0\�UHVSRQVH�LV�WR�GHVFULEH�WZR�GLIIHUHQW�VFHQDULRV�WKDW�LQYROYH�WZR�GLIIHUHQW�W\SHV�
RI�LQWHQW�

7KH� ˉUVW� LV� D� WUXH� ERUGHUOLQH� FDVH�ZKHUH� LW� LV� XQFOHDU�� EDVHG� RQ� DOO� WKH� GLIIHUHQW�
VRXUFHV� RI� )'$� JXLGDQFH� �DQG� WKHUH� DUH� PDQ\� EH\RQG� WKH� GUDIW� PRELOH� DSSV�
JXLGDQFH���WKDW�WKH�DSS�LV�)'$�UHJXODWHG�DQG�WKH�GHYHORSHU�WUXO\�EHOLHYHG�WKDW�WKH\�
KDG�D�UHDVRQDEOH�FDVH�IRU�GHFLGLQJ�WKDW�LW�LV�QRW��,�ZRXOG�DOVR�LQFOXGH�LQ�WKLV�FDWHJRU\�
D� VLWXDWLRQ�ZKHUH� WKHUH� LV� UHDVRQDEOH� LJQRUDQFH� RI� WKH� ODZ��<RXȠYH� DOZD\V� KHDUG�
WKDW�LJQRUDQFH�RI�WKH�ODZ�LV�QR�H[FXVH��EXW�LQ�SUDFWLFDO�WHUPV�)'$�LV�ZLOOLQJ�WR�FXW�
VRPH�VODFN�WR�YHU\�VPDOO�EXVLQHVVHV�WKDW�GRQȠW�KDYH�PDQ\�UHVRXUFHV��7KH�ODUJHU�WKH�
EXVLQHVV��WKH�PRUH�VRSKLVWLFDWLRQ�)'$�H[SHFWV��,Q�WKHVH�FDVHV��,�ZRXOG�H[SHFW�)'$�WR�
UHVSRQG�ZLWK�HLWKHU�D�SULYDWH�RU�SXEOLF�ZDUQLQJ�GLUHFWLQJ�WKH�FRPSDQ\�WR�FRPH�LQWR�
FRPSOLDQFH��,I�LW�ZDV�WUXO\�D�UHDVRQDEOH�LQWHUSUHWDWLRQ�DQG�ORZ�SXEOLF�KHDOWK�ULVN��,�
ZRXOG�LPDJLQH�)'$�ZRXOG�WU\�DV�KDUG�DV�LW�FRXOG�WR�DOORZ�IRU�D�UHDVRQDEOH�WUDQVLWLRQ�
WR�UHJXODWRU\�FRPSOLDQFH�ZLWKRXW�GLVUXSWLQJ�SDWLHQWV�DQG�WKH�GHOLYHU\�RI�KHDOWKFDUH�

$�GLIIHUHQW�VFHQDULR�ZRXOG�EH�ZKHUH�WKH�FRPSDQ\�WRRN�D�PRUH�UHFNOHVV�RU�DUURJDQW�
RU� VQHDN\� SRVLWLRQ� ZKHUH� LW� UHDOO\� ZDV� FOHDU� WKDW� WKH� )'$� UHTXLUHPHQWV� DSSOLHG��
DQG�PD\EH� WKH� FRPSDQ\� ZDV� MXVW� JDPEOLQJ� RQ� ˊ\LQJ� XQGHU� WKH� UDGDU� RU� VLPSO\�
IHOW� WKDW� LW�ZDQWHG� WR�ZDLW�XQWLO�)'$�JRW� VHULRXV�� ,Q� WKDW� LQVWDQFH�� ,�ZRXOG�H[SHFW�
)'$� WR� UHVSRQG�ZLWK� D�PRUH� SXEOLF�ZDUQLQJ� EXW� DOVR� WR� EH�PXFK� OHVV�ZLOOLQJ� WR�
DFFRPPRGDWH� D� VPRRWK� WUDQVLWLRQ�� $PRQJ� RWKHU� WKLQJV�� )'$� PLJKW� GHPDQG� �D��
WKDW�WKH�SURGXFW�EH�WDNHQ�RII�WKH�PDUNHW�XQWLO�FRPSOLDQFH�LV�DFKLHYHG���E��WKDW�WKH�
H[LVWLQJ�SURGXFWV�RQ�WKH�PDUNHW�EH�UHFDOOHG��DQG��F��SXEOLF�ZDUQLQJV�EH�LVVXHG��,I�\RX�
DGG�WR�WKH�VFHQDULR�WKDW�WKH�SXEOLF�ZDV�SXW�DW�ULVN�E\�WKH�QRQFRPSOLDQFH��ZKLFK�LV�
IUDQNO\�PRUH�RIWHQ�WKDQ�QRW�EHFDXVH�HYHU\�)'$�UHTXLUHPHQW�LV�WKHUH�WR�SURWHFW�WKH�
SXEOLF��RU�PRUH�H[WUHPH�VQHDNLQHVV�RU�LQGLIIHUHQFH�\RX�PLJKW�DOVR�VHH�WKH�DJHQF\�
SXUVXH�WKH�SHQDOWLHV�GHVFULEHG�LQ�WKH�QH[W�VHFWLRQ�

Magnitude and likelihood of 
regulatory risk

,I� VRPHRQH� FDVXDOO\� SLFNV� XS� WKH� VWDWXWH�
WR� UHDG� DERXW� WKH� SHQDOWLHV� �RND\� ,� KDYH�
QR� LGHD� ZK\� DQ\RQH� PLJKW� GR� WKDW��� WKDW�
SHUVRQ� PLJKW� EH� VXUSULVHG� WR� VHH� WKDW�
WKH� EDVLF� PLVGHPHDQRU� YLRODWLRQ� RI� WKH�
DFW� LV� SXQLVKDEOH� E\� QR� PRUH� WKDQ� RQH�
\HDU� LQ� SULVRQ� DQG� D� ˉQH� RI� QRW� PRUH�
WKDQ� �������� 7KDW� GRHVQȠW� VHHP� VR� EDG��
7KH� SUREOHP� LV�� WKDWȠV� IRU� HDFK� YLRODWLRQ��
DQG� HDFK� ZLGJHW� VROG� LQ� YLRODWLRQ� RI� WKH�
DFW� LV� D� VHSDUDWH� YLRODWLRQ�� 6R� LI� \RX� VHOO�
WKRXVDQG�DGXOWHUDWHG�ZLGJHWV�� WKDW�PHDQV�
WKH� PD[LPXP� SHQDOW\� LV� ������ \HDUV� LQ�
SULVRQ� DQG� �� PLOOLRQ� EXFNV�� $FWXDOO\�� LQ�
WKDW� FDVH�� FDOFXODWLQJ� WKH� SULVRQ� WHUP� LV�
PRUH� FRPSOLFDWHG�� EXW� \RX� JHW� WKH� LGHD�
ȝ� LW� PXOWLSOLHV�� ,Q� SUDFWLFH�� )'$� KDV� TXLWH�
D� ELW� RI� GLVFUHWLRQ�� DQG� WKH�SHQDOWLHV� WKH\�
VHHN� DUH� JHQHUDOO\� SURSRUWLRQDWH� WR� WKH�
EODPHZRUWKLQHVV� RI� WKH� FRQGXFW� DV� WKH\�
see it.

7KH� OLNHOLKRRG� RI� IDFLQJ� )'$� SHQDOWLHV� LV�
really hard to predict. In chapter 12 below, 
,� H[SODLQ� WKDW� )'$� HQIRUFHPHQW� KDV� EHHQ�
UDWKHU� XQHYHQ� ODWHO\�� ,ȠYH� VHHQ� LQ� PDQ\�
FDVHV�EODWDQWO\�XQODZIXO�FRQGXFW�WR�ZKLFK�
DW� OHDVW�SXEOLFO\�)'$�GRHV�QRW�UHVSRQG�� ,Q�
WKLV� DUHD�RI�PRELOH� DSSV�� )'$�KDV�QRW�\HW�
developed, let alone publicly articulated, 
DQ� HQIRUFHPHQW� VWUDWHJ\� WR� GHDO� ZLWK�
WKH� WRUUHQW� RI� QHZ� PRELOH� DSSV�� 7KH\ȠYH�
WDONHG�DERXW�GRLQJ�WKLQJV�DOPRVW�OLNH�FODVV�
DFWLRQV�� ZKHUH� WKH\� ZRXOG� VHQG� D� UDIW� RI�
ZDUQLQJ�OHWWHUV�WR�D�EXQFK�RI�FRPSDQLHV�DOO�
GRLQJ�WKH�VDPH�WKLQJ��DV�WKH\�GLG�ZLWK�WKH�
SKDUPDFHXWLFDO� FRPSDQLHV� RYHU� WKH� LVVXH�
RI� VSRQVRUHG� OLQNV�� ,ȠP� KRSLQJ� WKH\� GRQȠW�
JR� WRR� IDU�GRZQ� WKDW� URDG�EHFDXVH�DW� WKH�
HQG�RI� WKH�GD\� WKLV� LV�$PHULFD��7KH\�QHHG�
WR� WDNH� DSSURSULDWH� VWHSV� WR� GRFXPHQW� D�
YLRODWLRQ� ˉUVW�� ,� KRSH� ZH� GRQȠW� VHH� UHDG\��
ˉUH��DLP�

7KDW� VDLG�� WUDGLWLRQDOO\� WKH� OLNHOLKRRG� RI�
)'$� HQIRUFHPHQW� GHSHQGV� RQ� ˉYH� IDFWRUV��
DV�IROORZV�

X. Managing the Risk of Being FDA Regulated (continued...) 

1.

2.

Intent: What it’s not and what it is (continued...)
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1. Visibility of the conduct. 

2EYLRXVO\� YLVLELOLW\� GRHVQȠW� PHDQ� VRPH� FRQGXFW� LV� DFWXDOO\� ZRUVH� WKDQ� RWKHUV��
LW� MXVW�PHDQV� WKDW� LQ�SUDFWLFDO� WHUPV�ZKHQ�DQ�DJHQF\� LV�VWUDSSHG� IRU� UHVRXUFHV��
LI�\RX�JR�DQG�VWDQG�LQ�IURQW�RI�WKHLU�RIˉFHV�LQ�6LOYHU�6SULQJ��0DU\ODQG�DQG�VKRXW�
DERXW�DOO�VRUWV�RI�RII�ODEHO�XVHV�IRU�\RXU�SURGXFW�� LW�VHHPV�PRUH�OLNHO\�WKH\�ZLOO�
SXUVXH�\RX��7KDWȠV�REYLRXVO\�K\SHUEROH��DQG�D�PRUH� UHDOLVWLF�H[DPSOH�ZRXOG�EH�
DQ�DSS�WKDW�PDNHV�D�ELJ�VSODVK�LQ�WKH�PHGLD�RU�RQ�WKH�,QWHUQHW��)'$�ORYHV�WR�VXUI�
WKH�,QWHUQHW�EHFDXVH�WKH\�FDQ�GR�WKDW�YHU\�LQH[SHQVLYHO\��7KH\�DOVR�ORYH�WR�JR�WR�
ODUJH�WUDGH�VKRZV�EHFDXVH�WKH\�FDQ�ZDON�XS�DQG�GRZQ�WKH�DLVOHV�DQG�VHH�ZKDW�
everyone is doing all in one visit.

2. Disgruntled employees. 

6WDWLVWLFDOO\�� D� YHU\� ODUJH� SRUWLRQ� RI� WKH� FRPSODLQWV� )'$� UHFHLYHV� DERXW� WKH�
FRQGXFW�RI�FRPSDQLHV�FRPHV�IURP�WKH�FRPSDQ\ȠV�RZQ�HPSOR\HHV��7KLV�WHQGV�WR�
EH�RQH�RI�WZR�VFHQDULRV��7KH�ˉUVW�LV�ZKHUH�DQ�HPSOR\HH�LV�SLVVHG�RII�DW�D�FRPSDQ\�
IRU�DQ\�QXPEHU�RI�UHDVRQV��LQFOXGLQJ�EHLQJ�ODLG�RII�RU�VLPSO\�QRW�JHWWLQJ�WKH�SD\�
UDLVH�WKH\�ZHUH�H[SHFWLQJ��%XW�WKH�RWKHU�NLQG�LV�WKH�FRQVFLHQWLRXV�HPSOR\HH�ZKR�
LV�ERWKHUHG�E\�WKH�FRQGXFW�RI�KHU�HPSOR\HU��3DUWLFXODUO\�LQ�WKH�TXDOLW\�ˉHOG��WKRVH�
MREV�DWWUDFW�SHRSOH�ZKR�DUH�SHUVRQDOO\�YHU\�LQYHVWHG�LQ�WKH�VDIHW\�DQG�TXDOLW\�RI�
WKHLU�SURGXFWV��DQG�DUH�ERWKHUHG�LQ�WKHLU�VRXOV�ZKHQ�WKH�FRPSDQ\�GHFLGHV�WR�FXW�
FRUQHUV��,Q�HLWKHU�FDVH��WKH�)'$�LV�RQO\�D�SKRQH�FDOO�DZD\��DQG�WKH\�XVH�LW�

3. Competitor dynamics. 

$Q�HYHQ�ELJJHU�SHUFHQWDJH�RI�WKH�FRPSODLQWV�)'$�UHFHLYHV�DUH�IURP�FRPSHWLWRUV��
:KLOH� WKH� UHDVRQ� LV� REYLRXV�� WKHUH� DUH� VRPH� PRUH� VXEWOH� SUHGLFWRUV� WKDW� \RX�
ZDQW�WR�ZDWFK��2QH�LV�LI�\RXU�FRPSHWLWRU�KDV�JRQH�WR�WKH�WURXEOH�DQG�H[SHQVH�RI�
FRPSO\LQJ�ZLWK�WKH�)'$�UHTXLUHPHQWV��\RX�NQRZ�GDUQ�ZHOO�WKDW�WKH\�ZLOO�H[SHFW�
\RX�GR�WKH�VDPH��

4. Public health consequences. 

,Q�UHDOLW\��)'$�OHWV�D�ORW�RI�PLQRU�VWXII�VOLGH�VLPSO\�EHFDXVH�WKH\�GRQȠW�KDYH�WKH�
WLPH�WR�GR�DQ\WKLQJ�DERXW�LW��%XW�ZKDW�ZLOO�JDOYDQL]H�)'$�PRVW�TXLFNO\�LV�LI�WKH\�
EHOLHYH�WKH�FRQVXPHU�LV�DW�ULVN��,I�\RXU�FRQGXFW�HYHQ�DUJXDEO\�SXWV�SHRSOH�DW�ULVN��
\RXU�UHJXODWRU\�ULVN�JRHV�XS�VXEVWDQWLDOO\�

5. Clarity. 

+HUH�,�DP�UHIHUULQJ�ERWK�WR�WKH�FODULW\�RI�WKH�)'$�UXOHV�DV�ZHOO�DV�WKH�FODULW\�RI�
\RXU� FRQGXFW��:KHQ� SXUVXLQJ� DQ� HQIRUFHPHQW� DFWLRQ�� )'$� DOZD\V� KDV� WR� WKLQN�
DERXW�KRZ�ZHOO�LW�FDQ�SURYH�LWV�FDVH��DQG�WKH�FODULW\�RI�WKH�OLQHV�WKDW�ZHUH�FURVVHG�
DQG�WKH�GRFXPHQWHG�FRQGXFW�E\�WKH�PDQXIDFWXUHU�JHW�VFUXWLQL]HG�FDUHIXOO\�EHIRUH�
)'$�SURFHHGV��7KH�JRYHUQPHQW�GRHVQȠW�OLNH�WR�LQYHVW�LQ�HQIRUFHPHQW�FDVHV�WKH\�
PLJKW�ORVH�

6R�WKHUH�\RX�KDYH�LW��7KDWȠV�ZKDW�,�VHH�LQ�WHUPV�RI�WKH�UHJXODWRU\�ULVN�RI�HQWHULQJ��
RU�VNLUWLQJ�WKH�HGJHV�RI��WKH�PHGLFDO�GHYLFH�LQGXVWU\��7KH�UHDVRQ�IRU�JRLQJ�WKURXJK�
DOO�RI�WKDW�WR�OD\�WKH�IRXQGDWLRQ�IRU�GLVFXVVLRQ�DERXW�DOO�DERXW�ZD\V�WR�PLQLPL]H�
WKH� ULVN� RI� WKRVH� UHJXODWRU\� FRQVHTXHQFHV�� :HȠYH� FRYHUHG� WKH� SDLQIXO� SDUW�� ,�
SURPLVH�WKH�QH[W�SDUW�ZLOO�EH�PRUH�XSOLIWLQJ�

X. Managing the Risk of Being FDA Regulated (continued...) 

Risk mitigation strategies 

6R�WKDWȠV�DOO�WKH�QDVW\�VWXII�WKDW�FDQ�KDSSHQ�LI�\RX�
HQWHU� P+HDOWK� DQG� \RXU� DSS� RU� \RXU� KDUGZDUH�
HQGV� XS� )'$� UHJXODWHG�� EXW� \RX� GRQȠW� FRPSO\��
That discussion was ugly, but it had to be done, 
EHFDXVH� LW� ODLG� WKH�JURXQGZRUN� IRU� WKLV�SRUWLRQ��
1RZ� ,ȠG� OLNH� WR� VKDUH� WKH�JRRG�QHZV� WKDW� WKHUH�
LV� SOHQW\� \RX� FDQ� GR� WR� PLWLJDWH� \RXU� ULVN� RI�
)'$� HQIRUFHPHQW�� $V� XVXDO�� ,� WKLQN� LQ� OLVWV�� 7KH�
IROORZLQJ�LV�P\�FKHFNOLVW�

1. Check your attitude. 

$V� ,ȠYH� VDLG� ,ȠYH� EHHQ� GRLQJ� WKLV� IRU� DOPRVW�
30 years now, and I can generally tell which 
FRPSDQLHV�ZLOO�VXFFHHG�DQG�ZKLFK�ZLOO�IDLO�ZKHQ�
LW� FRPHV� WR� )'$� FRPSOLDQFH�� 7KHUH� LV� RQH� YHU\�
FOHDU� KDOOPDUN� RI� WKH� FRPSDQLHV� WKDW� VXFFHHG��
,Q� WKHLU� DWWLWXGH� WKH\� DUH� DEOH� WR� HPEUDFH� WKH�
)'$� DQG� SXW� SDWLHQW� VDIHW\� ˉUVW�� ,I� \RX� FDQ� GR�
WKDW��\RXȠYH�ZRQ�HDVLO\�KDOI�WKH�EDWWOH��,W�VRXQGV�
DOPRVW� VLOO\�� EXW� LW� JRHV� WR� WKH� YHU\�'1$�RI� WKH�
RUJDQL]DWLRQ�� ,I� WKH�RUJDQL]DWLRQ�YLHZV�)'$�DV�D�
VWDNHKROGHU�WKDW�QHHGV�WR�EH�NHSW�KDSS\��WKH\�ZLOO�
RUJDQL]H� WKHLU� EXVLQHVV� SDUWO\� DURXQG� SOHDVLQJ�
WKDW� VWDNHKROGHU�� LQ� DGGLWLRQ� WR� FXVWRPHUV��
VKDUHKROGHUV�� HPSOR\HHV� DQG� RWKHUV�� 7KHVH�
FRPSDQLHV�PDNH�LW�SDUW�RI�WKHLU�PLVVLRQ�WR�OHDUQ�
WKH�UXOHV�DQG�SOD\�E\�WKHP�� ,I�\RX�FDQȠW�GR�WKDW��
P\�DGYLFH�LV�VLPSOH��6WD\�RXW�RI�WKLV�VSDFH�

2. It’s all about intended use. 

,Q� FKDSWHU� ��� ,� WULHG� WR� H[SODLQ� WKH� FRQFHSW� RI�
LQWHQGHG� XVH�� $V� \RX� PLJKW� UHFDOO�� LQWHQGHG�
XVH� LV� WKH� PDQXIDFWXUHUȠV� REMHFWLYH� LQWHQW� ZLWK�
UHJDUG�WR�KRZ�LWV�FXVWRPHUV�ZLOO�XVH�LWV�SURGXFW��
7KLV� FRQFHSW� LV� WKH� OLQFKSLQ� RI� )'$� UHJXODWLRQ��
,W� GHWHUPLQHV� HYHU\WKLQJ�� LQFOXGLQJ� ���� ZKHWKHU�
RU� QRW� )'$� UHJXODWHV� \RXU� SURGXFW�� DQG� ���� LI�
it’s regulated, to what level. Intended use is 
WKHUHIRUH� E\� IDU� WKH� VLQJOH� ELJJHVW� GHWHUPLQDQW�
RI�UHJXODWRU\�ULVN��DQG�FRPSDQLHV�WKDW�ˉJXUH�WKDW�
RXW� SXW� LQ� SODFH� UREXVW� V\VWHPV� IRU� PDQDJLQJ�
WKH� LQWHQGHG� XVH� RI� WKHLU� SURGXFWV��7KDW�PHDQV�
WKH\� FDUHIXOO\� PDQDJH� KRZ� WKH\� SURPRWH� WKH�
SURGXFWV�DQG�ZKDW�GHVLJQ�IHDWXUHV�WKH\�DGG��7KH\�
WLJKWO\�FRQWURO�DOO�RI�WKH�WKLQJV�ZKLFK�XOWLPDWHO\�
GHWHUPLQH� WKH�FRPSDQ\ȠV� LQWHQGHG�XVH� IRU� WKHLU�
SURGXFW�� VR� WKDW� LW� VWD\V� H[DFWO\� ZKHUH� WKH\�
wanted it to stay.

Magnitude and likelihood of regulatory risk (continued...)

Jose Bolanos MD
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X. Managing the Risk of Being FDA Regulated (continued...) 

3. Aim as low as you can. 

7R� UHGXFH� UHJXODWRU\� ULVN�� IRFXV� RQ� WKH� ORZHVW� ULVN� FRQGLWLRQV� DQG� WKH�
OHDVW�FODLPV�\RX�FDQ�PDNH��7KH�ULVN�DVVRFLDWHG�ZLWK�WKH�KHDOWK�FRQGLWLRQV�
\RX�WDUJHW�SDUWO\�GHWHUPLQHV�WKH�UHJXODWRU\�FDWHJRU\��LWȠV�DQ�HOHPHQW�RI�
WKH� LQWHQGHG� XVH��� DQG� WKH� FODLPV� \RX�PDNH� DERXW� \RXU� SURGXFW� QHHG�
WR�EH�SURYHQ�WR�)'$ȠV�VDWLVIDFWLRQ��6R�,�VD\��DLP�DV�ORZ�DV�\RX�FDQ��,�FDQ�
DOPRVW�KHDU�WKH�PDUNHWLQJ�SHRSOH�VFUHDPLQJ��2ND\�� ,�JHW� LW�ȝ�\RX�QHHG�
WR�EH�EROG�LQ�EXVLQHVV�WR�PDNH�PRQH\��6R�ZKDW�,ȠP�UHDOO\�VD\LQJ�LV�SLFN�
D�KDSS\�PHGLXP�EHWZHHQ�WKH�ȢRXU�SURGXFW�ZLOO� VDYH� WKH�ZRUOGȣ�FODLPV�
WKH�PDUNHWLQJ�SHRSOH�ZDQW� WR�PDNH��DQG�VHOOLQJ�DQ� LQHUW�SDSHUZHLJKW��
&DUHIXOO\�SLFN�ZKDWHYHU�WKH�OHDVW�LV�WKDW�FDQ�DFFRPSOLVK�\RXU�VDOHV�JRDOV��
/HVV� FDQ�GHˉQLWHO\�EH�PRUH�� )XUWKHU��PDQ\� FRPSDQLHV�QRW� WUDGLWLRQDOO\�
LQ� WKH� KHDOWKFDUH� VSDFH� FRQIXVH�ȢFRPPRQȣ�ZLWK�ȢORZȣ� ULVN�� 'LDEHWHV� LV�
TXLWH�FRPPRQ�WKHVH�GD\V��EXW�QRW�ORZ�ULVN��6LPLODUO\��FODLPV�RI�UHDO�WLPH�
PRQLWRULQJ�RI�SDWLHQWV�ZLWK�VHULRXV�FRQGLWLRQV�DUH�QRW�ORZ�ULVN��/HDUQ�WKH�
GLIIHUHQFH�

4. Pursue a generic intended use. 

,�FRYHUHG�WKLV�LQ�FKDSWHU����<RX�GRQȠW�DOZD\V�KDYH�WR�WHOO�SHRSOH�H[DFWO\�
KRZ�WR�XVH�VRPHWKLQJ��,�FDQ�PDNH�DQG�VHOO�WHVW�WXEHV�ZLWKRXW�UHJXODWRU\�
RYHUVLJKW�VR�ORQJ�DV�,ȠP�MXVW�PDNLQJ�D�JODVV�WXEH�DQG�WKH�FODLPV�,�PDNH�
UHODWH��IRU�H[DPSOH��WR�WKH�TXDOLW\�RI�WKH�JODVV�DQG�LWV�FOHDQOLQHVV��,�FDQ�
PDNH�D�QHWZRUN�URXWHU� WKDW� LV� MXVW�D� URXWHU��:KHUH� ,� WHQG�WR�JHW�SXW� LQ�
WKH�UHJXODWRU\�VRXS�LV�ZKHQ�,�VWDUW�WR�PDNH�VSHFLˉF�PHGLFDO�FODLPV�WKDW��
IRU�H[DPSOH��P\�URXWHU�LV�HVSHFLDOO\�JRRG�EHFDXVH�RI�LWV�GHVLJQ�IRU�VRPH�
VSHFLˉF�PHGLFDO�DSSOLFDWLRQ��)RU�WKH�JHQHULF�LQWHQGHG�XVH�VWUDWHJ\�WR�EH�
OHJLWLPDWH��WKHUH�KDYH�WR�EH�OHJLWLPDWH�QRQPHGLFDO�XVHV��ZKLFK�IRU�WHVW�
WXEHV�DQG�URXWHUV�LV�QRW�D�SUREOHP��3OHDVH�UHPHPEHU��WKRXJK��KRZ�EURDG�
WKH�FRQFHSW�RI� LQWHQGHG�XVH�LV�� LQ�WKDW�LW�HQFRPSDVVHV��IRU�H[DPSOH�� ����
WKH�ZRUGV�,�XVH�WR�GHVFULEH�WKH�SURGXFW������DQ\�VSHFLDO�GHVLJQ�IHDWXUHV�
,�PLJKW�DGG�WKDW�KDYH�RQO\�PHGLFDO�XVHV��DV�ZHOO�DV�����XQLTXHO\�PHGLFDO�
FKDQQHOV�RI�GLVWULEXWLRQ�,�FKRRVH�WR�SXUVXH�

5. Take a more nuanced approach. 

,WȠV� QRW� DOO� LQ� RU� DOO� RXW�� 7KHUH� DUH� PDQ\� GLIIHUHQW� UROHV� WKH� FRPSDQ\�
FDQ� SOD\� LQ� WKH� LQGXVWU\�� &RPSDQLHV� FDQ� DYRLG�PDQ\� RI� WKH� UHJXODWRU\�
REOLJDWLRQV�E\�OLPLWLQJ�WKHLU�UROH�WR�VHUYLQJ�DV�D�FRQWUDFW�PDQXIDFWXUHU��
2U�D�GHVLJQ�ˉUP�FDQ�FROODERUDWH�ZLWK�WKH�PDQXIDFWXUHU�ZLWKRXW�WDNLQJ�
RQ�DOO�RI� WKH� UHJXODWRU\�REOLJDWLRQV��2U�\RX�FDQ� MXVW�EH�D�GLVWULEXWRU� LI�
VRPHRQH�HOVHȠV�ZLOOLQJ�WR�EH�WKH�PDQXIDFWXUHU��7KHUH�DUH�ORWV�RI�UROHV�WR�
SOD\��WKH\�DUHQȠW�DOO�HTXDOO\�ULVN\��,�H[SODLQHG�WKDW�LQ�H[FUXFLDWLQJ�GHWDLO�
LQ�FKDSWHU���

6. Manage your supply chain well. 

7KH�PRVW�VXFFHVVIXO�IRONV�,�NQRZ�LQ�WKH�PHGLFDO�
GHYLFH�LQGXVWU\�ZRXOG�SXW�WKLV�DW�WKH�WRS�RI�WKHLU�
OLVW�� DV� D� PDWWHU� RI� JHQHUDO� EXVLQHVV� SUDFWLFH��
,W� PDNHV� P\� OLVW� ZLWK� UHJDUG� WR� HQVXULQJ�
UHJXODWRU\� FRPSOLDQFH� IRU� VHYHUDO� VSHFLˉF�
UHDVRQV�� &RPSDQLHV� VKRXOG� JHW� DFFXVWRPHG�
to using supplier contracting to share the 
EXUGHQV�RI�UHJXODWRU\�FRPSOLDQFHȞDVNLQJ�WKHLU�
VXSSOLHUV� WR� VKRXOGHU� VRPH� RI� WKH� REOLJDWLRQV��
$W� D� PLQLPXP�� FRQWUDFWV� VKRXOG� VSHFLI\� WKH�
regulatory obligations rather than leave the 
LVVXHV� XQDGGUHVVHG�� :DUUDQWLHV� DUH� LPSRUWDQW��
DQG� WKHUH� LV� HYHQ� D� VR�FDOOHG� ȢSXUH� IRRG� DQG�
GUXJ�ZDUUDQW\ȣ� LQ�WKH�)'$�UHJXODWLRQV�ZKLFK� LI�
\RX� XVH� WKDW�ZRUGLQJ� \RX� FDQ� VKLIW� UHJXODWRU\�
ULVN�XSVWUHDP��7KHUH�DOVR�DUH�ZKROH� WDVNV� WKDW�
can be outsourced, notably the clinical research 
IXQFWLRQ� WR� D� &OLQLFDO� 5HVHDUFK� 2UJDQL]DWLRQ��
This is a little bit controversial in the device 
DUHD�� WKHUHȠV� DQ� H[SUHVV� SURYLVLRQ� RQ� WKH� GUXJ�
VLGH�RI�)'$� WKDW�DOORZV� WKLV�EXW�QRW� VR�RQ� WKH�
GHYLFH�VLGH��(YHQ�VR��XVLQJ�D�&52�W\SLFDOO\�FDQ�
KHOS�UHGXFH�WKH�ULVN�

7. Build a robust compliance infrastructure. 

<RXȠUH� SUREDEO\� WKLQNLQJ�� ZRZ�� ZKDW� JUHDW�
LQVLJKW�KH�KDV��:HOO��,�FRXOGQȠW�H[DFWO\�OHDYH�LW�RII�
WKH�OLVW�HYHQ�LI�LWȠV�SHUIHFWO\�REYLRXV��$QG�IUDQNO\�
,� GRQȠW� ZDQW� WR� DWWHPSW� WR� WKRURXJKO\� FRYHU�
WKH� FRPSOLDQFH� SURFHVVȞZKROH� ERRNV� KDYH�
EHHQ� ZULWWHQ� RQ� WKDW�� ,QVWHDG�� OHW� PH� MXVW� VD\�
WKDW� FRPSOLDQFH� WHQGV� WR� GHSHQG� YHU\� KHDYLO\�
RQ� KDYLQJ� ZULWWHQ� SURFHGXUHV�� GRFXPHQWLQJ�
FRPSOLDQFH�� DQG� WUDLQLQJ� \RXU� SHRSOH�� ,W�
UHTXLUHV�D�FRQWLQXHG�LQYHVWPHQW�WR�FRQWURO�\RXU�
RUJDQL]DWLRQ� WKDW� LQFOXGHV� LQ� HTXDO� PHDVXUH�
DXGLWLQJ�WR�ˉQG�QRQFRPSOLDQFH�DQG�ˉ[LQJ�ZKDW�
\RX�ˉQG��,WȠV�IXQQ\�ȝ�VRPH�FRPSDQLHV�DUH�UHDOO\�
JRRG� DW� DXGLWLQJ� DQG� QRW� YHU\� JRRG� DW� ˉ[LQJ��
2WKHU�FRPSDQLHV�DUH�QRW�VR�JUHDW�DXGLWLQJ�EXW�
WKH\�GR�ˉ[�ZKDW�WKH\�ˉQG��)UDQNO\�LW�WDNHV�ERWK��
in a sustained way.

Risk mitigation strategies (continued...)
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8. Control your communications. 

2QFH� FRPSDQLHV� ˉJXUH� RXW� WKDW� LQWHQGHG� XVH� LPSDFWV�
UHJXODWRU\�ULVN��DQG�WKDW�WKH\�QHHG�D�YHU\�SURDFWLYH�FRPSOLDQFH�
SURJUDP�� WKH\� JHQHUDOO\� LPSOHPHQW� DQ� LQWHQVH� SURJUDP�
WR� FRQWURO� FRPPXQLFDWLRQV�� $W� PDQ\� VFLHQFH�EDVHG� QRQ�
PHGLFDO�FRPSDQLHV��WKH�VFLHQWLVWV�DUH�HQFRXUDJHG�WR�HQJDJH�
LQ� GLVFXVVLRQV� UDWKHU� IUHHO\��7KDW� GRHVQȠW�ZRUN�YHU\�ZHOO� LQ�
WKH�PHGLFDO� GHYLFH� VSDFH��%XW� HYHQ�PRUH� LPSRUWDQWO\� WKDQ�
WKH�VFLHQWLVWV��FRPSDQLHV�WDUJHW�FRPPXQLFDWLRQV�WKDW�FUHDWH�
LPSUHVVLRQV�LQ�WKH�PDUNHWSODFH�ZLWK�UHJDUG�WR�WKH�LQWHQGHG�
XVH� RI� WKHLU� SURGXFWV�� ,Q� WKLV� UHJDUG�� FRPSDQLHV� OHDUQ� WKDW�
ZKDW�WKH\�SXW�RQ�WKHLU�ZHEVLWH�UHDOO\�PDWWHUV��EHFDXVH�LQ�WKLV�
HUD�RI�OLPLWHG�UHVRXUFHV��)'$�PDNHV�GLVSURSRUWLRQDWH�XVH�RI�
YLVLWLQJ�ZHEVLWHV�WR�JDWKHU�HYLGHQFH�IRU�HQIRUFHPHQW��(TXDOO\�
VR��FRPSDQLHV�FRQWURO�ZKDW�WKH\�VD\�DW�WUDGH�VKRZV�EHFDXVH�
)'$�DWWHQGV�WKRVH�VKRZV�WR�HIˉFLHQWO\�OHDUQ�ZKDW�HYHU\RQH�
LQ�LQGXVWU\�LV�VD\LQJ��)XUWKHU��HPDLOV�FDQ�EH�UDWKHU�GUDPDWLF�
HYLGHQFH� RI� D� FRPSDQ\ȠV� LQWHQGHG� XVH� IRU� LWV� SURGXFWV�� 6R�
FRPSDQLHV�WUDLQ�WKHLU�SHRSOH�WR�VWD\�ZLWKLQ�ˉ[HG�SDUDPHWHUV�
ZKHQ�GHVFULELQJ�LQWHQGHG�XVH�LQ�HPDLO��MXVW�DV�LQ�DQ\�RWKHU�
FRPPXQLFDWLRQ��:KHQ�\RX� DUH� UHJXODWHG� E\� )'$��ZKDW� \RX�
VD\�UHDOO\�PDWWHUV�

9. Run a tight ship. 

2SHUDWLRQV� SOD\V� D� ELJ� UROH� LQ� UHJXODWRU\� FRPSOLDQFH��
SDUWLFXODU� EHFDXVH� SURGXFW� TXDOLW\� LV� VXFK� D� FHQWUDO� IRFXV�
RI�)'$�UHJXODWLRQ��7KH�FRPSDQLHV�,ȠYH�VHHQ�WKDW�KDYH�EHHQ�
PRVW�VXFFHVVIXO�DVSLUHG�WR�PHHW�YHU\�KLJK�TXDOLW\�VWDQGDUGV��
,� ZDQW� \RX� WR� XQGHUVWDQG� WKDW� ,� FKRVH� WKH� ZRUG� ȢDVSLUHȣ�
YHU\� FDUHIXOO\� MXVW� WKHQ�� ,� VHOHFWHG� LW� LQVWHDG� RI�� VD\� ȢVHWȣ�
KLJK�TXDOLW\�VWDQGDUGV��EHFDXVH�D�FRPSDQ\�VKRXOG�QRW�VHOI�
LPSRVH�WKURXJK�SROLFLHV�DQ�H[WUHPHO\�KLJK�TXDOLW\�VWDQGDUG�
EH\RQG�ZKDW�)'$�ZRXOG�UHTXLUH��7KH�UHDVRQ�LV�VLPSOH�ȝ��\RX�
FDQ� KDQJ� \RXUVHOI� E\� QRW� PHHWLQJ� \RXU� RZQ� VWDQGDUG�� 6R�
FRPSDQLHV� WKDW� GRFXPHQW� UHDVRQDEOH� VWDQGDUGV� DQG� WKHQ�
push their people to always in practice aspire to the highest 
TXDOLW\�GR�WKH�EHVW��$IWHU�DOO��KLJK�TXDOLW\�SURGXFWV�JHQHUDOO\�
PHDQ� \RX� ZRQȠW� KDYH� FXVWRPHUV� FRPSODLQLQJ� RU� SHRSOH�
JHWWLQJ�KXUW�� DQG� WKHUHIRUH�\RX�DUH� OHVV� OLNHO\� WR�KDYH�)'$�
NQRFNLQJ�DW�\RXU�GRRU��7KH�SUDFWLFDO�UHDOLW\�LV�WKDW�)'$�JRHV�
DIWHU�SXEOLF�KHDOWK�ULVN��VR�LI�\RX�GRQȠW�FUHDWH�D�SXEOLF�KHDOWK�
ULVN��\RX�VWDQG�D�EHWWHU�FKDQFH�RI�DYRLGLQJ�)'$�HQIRUFHPHQW��
,Q�DGGLWLRQ��GRFXPHQWLQJ�ZKDW�\RX�GR�VKRXOG�EHFRPH�SDUW�RI�
WKH�'1$�RI�WKH�FRPSDQ\��,Q�)'$ȠV�YLHZ��LI�LWȠV�QRW�GRFXPHQWHG��
LW�GLGQȠW�KDSSHQ��6R�WKH�SUDFWLFH�RI�GRFXPHQWLQJ�DFWLRQV�KDV�
WR�JHW�ZRYHQ� LQWR�HYHU\�GD\�RSHUDWLRQV� LQ�DQ�HIˉFLHQW� DQG�
HIIHFWLYH�ZD\�

10. Invest in recall preparedness. 

6RUU\�WR�EH�WKH�EHDUHU�RI�EDG�QHZV��EXW� LI�\RX�HQG�XS�LQ�)'$�UHJXODWHG�
VSDFH�� \RX� QHHG� WR� EH� SUHSDUHG� IRU� UHFDOO�� ,W� ZLOO� KDSSHQ�� 7KH\� DUH� D�
FRPPRQ�IDFW�RI�OLIH��,I�\RX�SXW�UHJXODWHG�VRIWZDUH�RU�KDUGZDUH�RXW�RQWR�
WKH�PDUNHW�DQG�LW�GRHVQȠW�ZRUN�WKH�ZD\�LW�VKRXOG��)'$ȠV�JRLQJ�WR�H[SHFW�
you to recall it. The good news is that there are techniques you use in 
\RXU� RSHUDWLRQV� WKDW� ZLOO� PDNH� LW� IDU� HDVLHU� WR� HIˉFLHQWO\� LGHQWLI\� DQG�
TXDUDQWLQH� WKH� VFRSH� RI� ZKDW� QHHGV� WR� EH� UHFDOOHG�� DQG� WKHQ� UHFDOO� LW�
HIˉFLHQWO\�� %XW� LW� WDNHV� SULRU� SODQQLQJ��7KHUH� DUH�PDQ\� FRQVXOWDQWV� DQG�
YHQGRUV�RXW�WKHUH�ZKR�FDQ�KHOS�FRPSDQLHV�SXW�LQ�SODFH�V\VWHPV�WR�PDNH�
UHFDOOV�OHVV�SDLQIXO��5HFDOOV�ZLOO�QHYHU�EH�SDLQ�IUHH��EXW�ZLWK�SULRU�SODQQLQJ�
WKH�SDLQ�FDQ�DW�OHDVW�EH�PLQLPL]HG�

11. Consider setting up a separate health business. 

:LWKRXW� WU\LQJ� WR�EH�SHMRUDWLYH�� WKLQN�RI�)'$� UHJXODWLRQ�DV�D�YLUXV� WKDW�
QHHGV�WR�EH�FRQWDLQHG��7KHQ�WKLQN�WKURXJK�KRZ�EHVW�\RX�FDQ�XVH�FRUSRUDWH�
VWUXFWXUHV� WR� OLPLW� WKH� VFRSH� RI� )'$� UHJXODWLRQ� RQ� \RXU� RSHUDWLRQV�� ,Q�
WDQGHP�ZLWK�FUHDWLQJ�VHSDUDWH�FRUSRUDWH�IRUPV��\RX�ZLOO�QHHG�D�UHODWLYHO\�
clear delineation between those operations subject to the quality 
V\VWHP��DQG�WKRVH�WKDW�DUH�QRW��,Q�DGGLWLRQ�WR�OLPLWLQJ�UHJXODWRU\�ULVN��WKLV�
VHSDUDWLRQ�PLJKW�DOVR�EH�DQ�RSSRUWXQLW\�WR�OLPLW�UHSXWDWLRQDO�ULVN�WR�\RXU�
EUDQG��,Q�WKH�WDEOH�EHORZ�,�KDYH�VRXJKW�WR�RXWOLQH�VRPH�RI�WKH�SURV�DQG�
FRQV�RI�FUHDWLQJ�D�VHSDUDWH�FRUSRUDWH�VWUXFWXUH�WR�RZQ�DQG�RSHUDWH�WKH�
PHGLFDO�GHYLFH�RSHUDWLRQV�

X. Managing the Risk of Being FDA Regulated (continued...) 

Pros & Cons of Separation

Cons
Cost and complexity

May not be completely 
effective if company 
remains closely connected 
operationally

Pros
Might be able to limit 
exposure

Facilitates separate 
branding to protect 
franchise name

Can give focus to the 
operation

Can save money by limiting 
the scope of compliance
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,I�\RX�GHFLGH�WR�SXUVXH�WKLV��WKRXJK��EH�DZDUH�WKDW�VHSDUDWLRQ�PLJKW�SURYH�WR�
EH�FRPSOLFDWHG��2QH�RI�WKH�PRVW�KHDYLO\�UHJXODWHG�DVSHFWV�XQGHU�WKH�TXDOLW\�
V\VWHP�LV�WKH�GHVLJQ�FRQWURO�SURFHVV��EXW�ˉJXULQJ�RXW�KRZ�WR�VHSDUDWH�5	'�LQ�D�
PHDQLQJIXO�ZD\�PLJKW�EH�GLIˉFXOW��*HQHUDOO\��WKH�UHVHDUFK�VLGH�ZRXOG�QRW�QHHG�
WR�EH�VHSDUDWHG��EXW�WKH�GHYHORSPHQW�VLGH�ZRXOG��)XUWKHU��MXVW�OLNH�DQ\�GLYRUFH��
\RX� KDYH� WR� VHSDUDWH� WKH� DVVHWV� LQFOXGLQJ� WKH� SODQW�� HTXLSPHQW�� LQWHOOHFWXDO�
SURSHUW\� DQG� UHFRUGV�� $OO� RI� WKH� UHFRUGV� DVVRFLDWHG� ZLWK� WKH� TXDOLW\� V\VWHP�
PXVW�EHORQJ�WR�WKH�PHGLFDO�GHYLFH�FRUSRUDWLRQ��,Q�DGGLWLRQ�WR�DVVHWV��WKH�DFWXDO�
PDQXIDFWXULQJ�SURFHVVHV�ZLOO�QHHG� WR�EH� VHSDUDWHG�� ,W� LV�SRVVLEOH� WKRXJK�� WR�
XVH�RQH�FRPSDQ\�DV�D�FRQWUDFW�PDQXIDFWXUHU�IRU�WKH�RWKHU��EXW�WKDW�PHDQV�WKH�
FRQWUDFW�PDQXIDFWXUHU�LV�VXEMHFW�WR�WKH�TXDOLW\�V\VWHP��3HRSOH�DQG�JRYHUQDQFH�
QHHG�WR�EH�VHSDUDWHG��NHHSLQJ�FRQWURO�DW�WKH�VWUDWHJLF�OHYHO�ZLWKRXW�GHVWUR\LQJ�
WKH�VHSDUDWLRQ��,I�WKH�VHSDUDWLRQ�LV�QRW�VXIˉFLHQW��WKH�UHJXODWRU\�UHTXLUHPHQWV�
FRXOG�FDUU\�RYHU�WR�WKH�PRWKHU�VKLS�

12. Get good help. 

:HOO��GXK��7KLV�KDV�DOZD\V�EHHQ�D�UXOH�RI�EXVLQHVV��EXW�LW�LV�SDUWLFXODUO\�LPSRUWDQW�
KHUH��<RX�QHHG�WR�JHW�JRRG�DGYLVRUV�DQG�YHQGRUV�ZLWK�UHJDUG�WR�PHGLFDO�GHYLFH�
FRPSOLDQFH�PDWWHUV�LQFOXGLQJ�VXEPLVVLRQV�WR�WKH�)'$�DQG�DQ\�FOLQLFDO�WHVWLQJ�
WKDW� \RX� QHHG� WR� GR�� DPRQJ� RWKHU� WKLQJV�� <RX� FDQ� DOVR� UHGXFH� \RXU� ULVN� E\�
getting second opinions by outside attorneys and consultants, but you need to 
UHDOL]H�WKDW�WKRVH�RSLQLRQV�GR�QRW�FRQVWLWXWH�D�JHW�RXW�RI�MDLO�IUHH�FDUG��<RX�VWLOO�
KDYH�XOWLPDWH�UHVSRQVLELOLW\��$OO�WKH�RSLQLRQV�GR�LV�PDNH�LW�PRUH�OLNHO\�WKDW�)'$�
ZLOO�UHVSRQG�WR�\RX�ZLWK�DW�OHDVW�VRPH�V\PSDWK\��7KH�FRPSDQLHV�\RX�SDUWQHU�
ZLWK�� LQFOXGLQJ�FULWLFDO� DUHDV� OLNH� WKH�GHVLJQ�SURFHVV�DQG�PDQXIDFWXULQJ�� FDQ�
KDYH�D�ELJ�LPSDFW�RQ�\RXU�UHJXODWRU\�ULVN�LI�\RX�DUH�WKH�HQWLW\�WKDW�EHDUV�WKDW�
ULVN��6R�JHW�JRRG�KHOS��DQG�XVH�DSSURSULDWH�GXH�GLOLJHQFH�WR�PDNH�VXUH�WKDW�DOO�
RI�\RXU�DGYLVRUV�DQG�SDUWQHUV�FDQ�SHUIRUP�WR�WKH�OHYHOV�QHHGHG�

13. Work with FDA. 

7KH�YHU\� ˉUVW� LWHP�RQ� WKLV� OLVW�ZDV� WR� FKDOOHQJH�\RX� WR� FULWLFDOO\� VHOI�DVVHVV�
ZKHWKHU� \RX� FDQ� WUHDW� )'$� DV� D� VWUDWHJLF� SDUWQHU�� 6R� DVVXPLQJ� \RX� FDQ� GR�
WKDW�� \RX� QHHG� WR� VWDUW� EXLOGLQJ� D� UHODWLRQVKLS�ZLWK� WKH� DJHQF\� DQG� OLQHV� RI�
FRPPXQLFDWLRQ�� ,I� \RX� ˉQG� \RXUVHOI� LQYROYHG� LQ� DGYRFDF\�� PDNH� VXUH� WKDW�
\RXȠUH�DGYRFDWLQJ�SROLFLHV�WKDW�DUH�VHQVLEOH�IRU�SDWLHQWV�DV�ZHOO�DV�LQQRYDWLRQ��
5HPHPEHU�� HYHU\WKLQJ� ZH� GR� LV� DERXW� WKH� SDWLHQW�� *HQHUDOO\�� LI� \RX� SODQ� WR�
FRQVXOW�)'$��FRQVLGHU�GRLQJ�LW�HDUO\�ZKHQ�\RX�KDYH�WKH�PRVW�ˊH[LELOLW\�WR�DGDSW�
DQG� WR�JLYH� WKHP�WLPH�WR� WKLQN�DERXW� LW��$OVR�� VHHN�FODULW\��EXW�QRW� WRR�PXFK��
6RPH�SHRSOH� MXVW�FDQȠW�VWDQG�DPELJXLW\�� VR� WKH\�ZLOO�RYHU�FRPPXQLFDWH�ZLWK�
)'$�WR�WU\�WR�SLQ�GRZQ�HYHQ�WKH�VPDOOHVW�GHWDLOV��,�GRQȠW�UHFRPPHQG�WKDW��:KHQ�
\RX� GR� WKDW�� \RX� KDYH� WR� UHDOL]H� \RX� ZLOO� JHW� WKH�PRVW� FRQVHUYDWLYH� DGYLFH�
HDFK�WLPH��SOXV�HYHQWXDOO\�WKH\�ZLOO�JHW�DQQR\HG��7KH\�DUH�QRW�\RXU�FRQVXOWDQWV�
ȝ� WKH\� DUH� WRR� EXV\� WR� ˉHOG� HYHU\� TXHVWLRQ�� 6RPHWLPHV� WDNLQJ� D� JRRG� IDLWK��
LQIRUPHG�SRVLWLRQ�LV�WKH�EHVW�LQ�WKH�IDFH�RI�DPELJXLW\��,I�)'$�UDLVHV�TXHVWLRQV�
DERXW�\RXU�FRPSOLDQFH��WUHDW�WKHP�ULJKW��$OZD\V�EH�UHVSHFWIXO��EH�SUHSDUHG�IRU�
VXUSULVH�LQVSHFWLRQV�DQG�WDNH�DQ\�ZDUQLQJ�\RX�UHFHLYH�VHULRXVO\��,WȠV�UHDOO\�QRW�
WKDW�KDUG��EXW�LW�QHHGV�WR�EH�SDUW�RI�\RXU�'1$�

14. Watch out. 

9LJLODQFH� LQ� WKLV� LQGXVWU\� LV� HVVHQWLDO��
:DWFK�\RXU�FRPSHWLWRUV��,I�WKH\�JR�WKURXJK�
WKH� )'$� FRPSOLDQFH� SURFHVV�� \RX� FDQ� EH�
GDUQ�VXUH�WKH\�ZLOO�H[SHFW�\RX�WR��DQG�ZLOO�
FRPSODLQ�WR�)'$�LI�\RX�GRQȠW��:DWFK�RXW�IRU�
FKDQJHV� LQ� WKH� ODZ�� UHJXODWLRQV� DQG� )'$�
VHQWLPHQWV�� 7KLV� LV� DQ� DUHD� WKDW� FKDQJHV�
constantly. Subscribe to the right journals, 
PRQLWRU� WKH� ULJKW� ZHEVLWHV� DQG� DWWHQG�
WKH� ULJKW� PHHWLQJV�� ,WȠV� WHUULEO\� LPSRUWDQW�
WR� VWD\� XS�WR�GDWH� RQ� WKH� UHJXODWRU\�
HQYLURQPHQW�

15. Be proactive. 

,QGHHG�� WKLV� LV� WKH� PDLQ� SRLQW� ,ȠP� WU\LQJ�
WR�PDNH�� &RQIURQW� WKH� LVVXHV� GLUHFWO\� DQG�
intelligently, rather than just hoping they 
JR�DZD\��'RQȠW�MXVW�DVVXPH�WKDW�FRPSOLDQFH�
will happen so long as you’re a good 
SHUVRQ�� ,WȠV�GRHVQȠW�ZRUN� WKDW�ZD\�� ,W� WDNHV�
D�ORW�RI�DIˉUPDWLYH�HIIRUW�

This probably sounds scary, and it is a bit. 
%XW� UHDOL]H� WKDW� WKHUH� DUH� URXJKO\� �������
FRPSDQLHV�UHJLVWHUHG�ZLWK�)'$�DV�PHGLFDO�
GHYLFH� PDQXIDFWXUHUV�� DQG� DERXW� ���� RI�
WKHP� TXDOLI\� DV� VPDOO� PDQXIDFWXUHUV�� ,I�
WKH\�FDQ�GR�LW��\RX�SUREDEO\�FDQ�WRR��LI�\RX�
UHDOO\�ZDQW�WR��2IWHQ�WKH�UHZDUGV�DUH�ZHOO�
worth it. But it’s up to you.

X. Managing the Risk of Being FDA Regulated (continued...) 
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$W�P+HDOWK�PHHWLQJV��,�NHHS�KHDULQJ�UHSUHVHQWDWLYHV�IURP�KRVSLWDOV�DQG�RWKHU�KHDOWKFDUH�SURYLGHUV�VD\�WKH\�GRQȠW�EHOLHYH�)'$�UHJXODWLRQV�
H[WHQG�WR�WKHP��7KH\�VHHP�WR�EHOLHYH�WKDW�DQ�LQVWLWXWLRQ�PXVW�KDYH�D�VPRNHVWDFN�DQG�DQ�DVVHPEO\�OLQH�EHIRUH�LW�QHHGV�WR�ZRUU\�DERXW�)'$�
UHJXODWLRQ�EH\RQG�FOLQLFDO�UHVHDUFK��%XW�WKDWȠV�MXVW�QRW�WUXH��)'$�FDQ�DQG�IUHTXHQWO\�GRHV�UHJXODWH�HYHQ�WKRVH�HQJDJHG�LQ�WKH�SUDFWLFH�RI�
PHGLFLQH��LI�WKH\�DUH�DOVR�HQJDJHG�LQ�)'$�UHJXODWHG�DFWLYLWLHV��

)'$�WDFNOHV�WKH�LVVXH�VTXDUHO\�LQ�LWV�ˉQDO�00$�JXLGDQFH��*LYHQ�KRZ�GLUHFWO\�)'$�DGGUHVVHV�WKLV�LVVXH��,ȠOO�TXRWH�WKH�JXLGDQFH�DW�OHQJWK��)'$�
VD\V�WKH�IROORZLQJ�LV�QRW�D�PHGLFDO�GHYLFH�PDQXIDFWXUHU�

/LFHQVHG�SUDFWLWLRQHUV��LQFOXGLQJ�SK\VLFLDQV��GHQWLVWV��DQG�RSWRPHWULVWV��ZKR�PDQXIDFWXUH�D�PRELOH�PHGLFDO�DSS�RU�DOWHU�D�
PRELOH�PHGLFDO�DSS�VROHO\�IRU�XVH�LQ�WKHLU�SURIHVVLRQDO�SUDFWLFH�DQG�GR�QRW�ODEHO�RU�SURPRWH�WKHLU�PRELOH�PHGLFDO�DSSV�WR�EH�
JHQHUDOO\�XVHG�E\�RWKHU�OLFHQVHG�SUDFWLWLRQHUV�RU�RWKHU�LQGLYLGXDOV��)RU�H[DPSOH��LI�'U��;<=��D�OLFHQVHG�SUDFWLWLRQHU��FUHDWHV�
D�PRELOH�PHGLFDO�DSS�FDOOHG�WKH�Ȣ;<=�UHFRUGHUȣ�ZKLFK�HQDEOHV�DWWDFKLQJ�DQ�(&*�HOHFWURGH�WR�D�VPDUWSKRQH��DQG�SURYLGHV�
WKH�Ȣ;<=�UHFRUGHUȣ�WR�KLV�KHU�SDWLHQW�WR�XVH�LW�WR�UHFRUG�WKH�SDWLHQWȠV�HOHFWURFDUGLRJUDSKLF�UHDGLQJV�IRU����KRXUV��'U��;<=�LV�
QRW�FRQVLGHUHG�D�PRELOH�PHGLFDO�DSS�PDQXIDFWXUHU��,I�'U��;<=�LV�LQ�D�JURXS�SUDFWLFH��LQFOXGLQJ�D�WHOHKHDOWK�QHWZRUN��DQG�
SHUPLWV�RWKHU�SK\VLFLDQV�LQ�WKH�SUDFWLFH�WR�SURYLGH�WKH�;<=�UHFRUGHU�WR�WKHLU�SDWLHQWV��'U��;<=�LV�QRW�FRQVLGHUHG�D�PRELOH�
PHGLFDO� DSSV�PDQXIDFWXUHU�� +RZHYHU�� LI� 'U�� ;<=�� WKH� OLFHQVHG� SUDFWLWLRQHU�� GLVWULEXWHV� WKH�Ȣ;<=�UHFRUGHUȣ� DQG�� WKURXJK�
ODEHOLQJ�RU�SURPRWLRQ� LQWHQGV� WR�PDNH� LW�JHQHUDOO\�DYDLODEOH� WR�RU� WR�EH�JHQHUDOO\�XVHG�E\�RWKHU�SK\VLFLDQV� �RU�RWKHU�
VSHFLDOO\�TXDOLˉHG�SHUVRQV���'U��;<=�ZRXOG�EH�FRQVLGHUHG�D�PRELOH�PHGLFDO�DSS�PDQXIDFWXUHU��HPSKDVLV�DGGHG��

:KHQ�,�UHDG�WKDW�SDVVDJH��,�LPPHGLDWHO\�WKLQN�RI�WZR�TXHVWLRQV�

:KDW�GRHV�)'$�PHDQ�ZKHQ� WKH\� WDON�DERXW�GRFWRUV�ȢZKR�PDQXIDFWXUH�D�PRELOH�PHGLFDO�DSSȣ"�+RZ� OLWHUDOO\�GR� ,�QHHG� WR� UHDG�
WKDW"�'RHV� WKDW�PHDQ� WKH�GRFWRU�� REYLRXVO\� WUDLQHG� LQ�PHGLFLQH�� DOVR� NQRZV�HQRXJK�DERXW� FRPSXWHU� FRGLQJ� WR� DFWXDOO\� FUHDWH�
WKH�DSS�ZLWK�KLV�RZQ�KDQGV��DQG�FRPSXWHU�"�:KDW�LI�D�GRFWRU�SDLUV�ZLWK�D�FRPSXWHU�VFLHQWLVW�WR�MRLQWO\�FUHDWH�WKH�DSS"�'RHV�LW�
PDWWHU�LI�WKH�FRPSXWHU�VFLHQWLVW�ZRUNV�IXOO�WLPH�IRU�WKH�FOLQLF��RU�GRHV�WKH�ZRUN�RQ�D�FRQWUDFW�EDVLV"�,ȠOO�WHOO�\RX�ZK\�,�DVN�WKHVH�
TXHVWLRQV�� ,Q� VLPLODU� FLUFXPVWDQFHV�)'$� UHDGV� WKH� ODQJXDJH� VXUSULVLQJO\�QDUURZO\�� )RU�H[DPSOH�� )'$�KDV� VDLG� WKDW� LW�ZLOO� DOORZ�
FOLQLFDO�ODERUDWRULHV�XQGHU�HQIRUFHPHQW�GLVFUHWLRQ�WR�FUHDWH�GLDJQRVWLF�WHVWV�IRU�WKHLU�RZQ�SXUSRVHV��%XW�LQ�FRQYHUVDWLRQV�,ȠYH�KDG�
ZLWK�WKH�DJHQF\��WKH\ȠYH�DVVHUWHG�WKDW�WKH�VWDWHPHQW�LV�TXLWH�OLWHUDO��PHDQLQJ�WKDW�WKH�ODE�FDQQRW�XVH�RXWVLGH�YHQGRUV�WR�DVVLVW�LW�
ZLWK�WKDW�SURFHVV�DQG�UHPDLQ�ZLWKLQ�HQIRUFHPHQW�GLVFUHWLRQ��1RWLFH�WKDW�LV�VTXDUHO\�DW�RGGV�ZLWK�WKH�GHˉQLWLRQ�RI�WKH�PDQXIDFWXUHU�
GLVFXVVHG�LQ�FKDSWHU����ZKHUH�,�REVHUYHG�WKDW�D�PDQXIDFWXUHU�LV�WKH�RQH�ZKR�FRQWUROV�WKH�VSHFLˉFDWLRQV�DQG�FRQWUROV�WKH�FODLPV��
6R�DSSDUHQWO\�LQ�WKHVH�PDWWHUV�RI�HQIRUFHPHQW�GLVFUHWLRQ��)'$�PD\�PHDQ�VRPHWKLQJ�PXFK�QDUURZHU�ZKHQ�WKH\�VD\�PDQXIDFWXULQJ��
7KH\�PD\�PHDQ�WKDW�WKH�GRFWRU�KDV�WR�GR�LW�ZLWK�KLV�RZQ�WZR�KDQGV�KLPVHOI��,�GRQȠW�NQRZ�

:KDW�GRHV�ȢJURXS�SUDFWLFHȣ�PHDQ"�,�DP�QR�H[SHUW��EXW�P\�SDUWQHUV�LQ�WKH�KHDOWKFDUH�VLGH�RI�RXU�ODZ�SUDFWLFH�URXWLQHO\�FUHDWH�D�
GL]]\LQJ� DUUD\�RI�PHGLFDO� SUDFWLFHV�� VRPH�RI� WKHP� ORRVHO\� DIˉOLDWHG� FRQIHGHUDWLRQV� DQG�RWKHUV� WLJKWO\�NQLW�� FHQWUDOO\�FRQWUROOHG�
RUJDQL]DWLRQV��$Q�+02�LV�D�JURXS�SUDFWLFH��EXW�DV�\RX�NQRZ�VRPH�+02V�DUH�KXJH��2QH�RI�WKH�ODUJHVW�KDV������SK\VLFLDQV��'RHV�
WKDW�PHDQ�WKDW�D�ODUJH�HQWHUSULVH�FDQ�XVH�DQ�DSS�WKDW�WKH\�GHYHORS�LQWHUQDOO\"�*RLQJ�EDFN�WR�P\�ˉUVW�TXHVWLRQ��ZKDW�LI�WKLV�ODUJH�
RUJDQL]DWLRQ�KDV�D�ZKROH�EXQFK�RI�GRFWRUV�DQG�D�ZKROH�EXQFK�RI�FRPSXWHU�SURJUDPPHUV��&DQ�WKH\�DOO�FROODERUDWH�WR�FUHDWH�DQ�DSS�
WKDW�FDQ�EH�XVHG�LQWHUQDOO\�ZLWKLQ�WKLV�ODUJH�RUJDQL]DWLRQ�RQ�PLOOLRQV�RI�SDWLHQWV"�

,Q�WKH�FRQWH[W�RI�HQIRUFHPHQW�GLVFUHWLRQ��)'$�KDV�D�KDELW�RI�EHLQJ�YDJXH��DQG�VRPHWLPHV�LW�GULYHV�PH�FUD]\��7KH\�GHOLEHUDWHO\�FKRRVH�WR�EH�
YDJXH�LQ�RUGHU�WR�QRW�OLPLW�WKHLU�GLVFUHWLRQ�LQ�WKH�IXWXUH��%XW�WKH�)HGHUDO�)RRG��'UXJ�DQG�&RVPHWLF�$FW�LV�D�FULPLQDO�VWDWXWH��DQG�$PHULFDQ�
FLWL]HQV�KDYH�D�ULJKW�WR�D�FOHDU�H[SODQDWLRQ�RI�WKH�VFRSH�RI�D�FULPLQDO�VWDWXWH��:H�VKRXOG�QRW�EH�OHIW�JXHVVLQJ�OLNH�WKLV�

,Q�WKH�IDFH�RI�WKH�DPELJXLW\��WKH�EHVW�ZH�FDQ�GR�LV�JR�EDFN�WR�WKH�VWDWXWH�DQG�UHJXODWLRQV�WR�WU\�WR�ˉJXUH�RXW�WKH�VFRSH�RI�)'$�RYHUVLJKW�

XI. Does FDA Regulate mHealth Care Providers?

1.

2.
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Background: The law

,Q�WKLV�VHFWLRQ��,�UHYLHZ�H[DPSOHV�RI�ZKHUH�)'$�KDV�
UHJXODWHG� FDUHJLYHUV� WR� LGHQWLI\� WKH� IDFWRUV� WKDW�
lead the agency in that direction, and provide a 
KLJK�OHYHO� RYHUYLHZ� RI� WKH� UHOHYDQW� ODZ��:LWK� WKDW�
DV�EDFNJURXQG�� ,� DOVR�H[DPLQH� VRPH�P+HDOWK� FDUH�
SURYLGHU�SUDFWLFHV�WKDW�PLJKW�HQG�XS�)'$�UHJXODWHG��
DQG� RIIHU� VXJJHVWLRQV� IRU� KRZ� FDUH� SURYLGHUV� FDQ�
DYRLG�)'$�UHJXODWLRQ�LI�WKDW�SURVSHFW�GRHVQȠW�H[FLWH�
WKHP�

FDA care provider regulation examples 

,I�� DV� DQ� H[DPSOH�� D� ODUJH� KRVSLWDO� ZHUH� WR� EX\� D�
PHGLFDO� GHYLFH� FRPSDQ\�� )'$� ZRXOG� QRW� DOO� RI� D�
VXGGHQ�ORVH�DXWKRULW\�RYHU�WKH�SURGXFWV�WKH�PHGLFDO�
GHYLFH�FRPSDQ\�VHOOV��,Q�IDFW��LWȠV�DFWXDOO\�VRPHZKDW�
FRPPRQ�IRU�)'$�WR�UHJXODWH�DFWLYLWLHV�RI�KHDOWKFDUH�
SURYLGHUV�DQG�SURIHVVLRQDOV�ZKR�ZDGH�LQWR�SURGXFW�
ZDWHUV��,ȠOO�JLYH�IRXU�H[DPSOHV��

)LUVW��RYHU�WKH�ODVW�FRXSOH�RI�GHFDGHV��LQ�)'$ȠV�YLHZ�
VRPH� SKDUPDFLHV� ZHQW� EH\RQG� WKH� WUDGLWLRQDO�
SUDFWLFH� RI� SKDUPDF\� VHUYLFHV� LQWR� WKH� SURGXFWLRQ�
RI�QHZ�GUXJV��3KDUPDFLHV�KDYH�DOZD\V�FRPSRXQGHG�
GUXJV��ZKLFK�FDQ�LQFOXGH�PL[LQJ�YDULRXV�LQJUHGLHQWV�
WR� PDNH� WKHP� WDVWH� EHWWHU� RU� HDVLHU� WR� GLJHVW��
%XW� DFFRUGLQJ� WR� )'$�� LQ� VRPH� FDVHV� SKDUPDFLHV�
VWDUWHG� WR� EDVLFDOO\� PDNH� WKHLU� RZQ� YHUVLRQV� RI�
FRPPHUFLDOO\�DYDLODEOH� GUXJV�� $SSDUHQWO\� VRPH�
RI� WKRVH� SKDUPDFLHV� DOVR� GLG� VR� LQ� DGYDQFH� RI�
receiving a prescription, and in large quantities 
XQUHODWHG� WR� DQ\� RQH� SDWLHQW�� 6R� )'$� DGRSWHG� DQ�
HQIRUFHPHQW�SROLF\�GHFODULQJ�WKRVH�DFWLYLWLHV�WR�EH�
UHJXODWHG�GUXJ�PDQXIDFWXULQJ��$FWXDOO\��WKH\�GLG�WKDW�
HYHQ�EHIRUH�WKH�UHFHQW�RXWEUHDNV�RI�FRQWDPLQDWLRQ�
EURXJKW�WKLV�LVVXH�LQWR�WKH�SXEOLF�H\H��8QIRUWXQDWHO\��
QRW� DOO� RI� WKH� SKDUPDFLHV� KDG� EHHQ� IROORZLQJ� WKH�
)'$�UHTXLUHPHQWV�

6HFRQG�� DV� DOUHDG\� PHQWLRQHG�� VRPH� FOLQLFDO�
ODERUDWRULHV� GHYHORS� WKHLU� RZQ� FKHPLFDO� UHDJHQWV�
DQG� VRIWZDUH� IRU� FRQGXFWLQJ� WHVWV� RQ� EORRG� DQG�
RWKHU� VSHFLPHQV�� )'$� GHFODUHG� LW� KDV� WKH� ULJKW�
WR� UHJXODWH� WKRVH� FKHPLFDO� SURGXFWV� MXVW� DV� LI�
WKH\� ZHUH� PDGH� E\� FRPPHUFLDO� PDQXIDFWXUHUV��
,QGHHG�� )'$� KDV� SURSRVHG� WR� UHJXODWH� D� VXEVHW� RI�
ODERUDWRU\�GHYHORSHG� WHVWV� WKDW� FRPELQH� PXOWLSOH�
variables (e.g. gender, age, and weight) using an 
LQWHUSUHWDWLRQ�IXQFWLRQ��L�H��DOJRULWKP��WR�JHQHUDWH�D�
SDWLHQW�VSHFLˉF�UHVXOW��

XI. Does FDA Regulate mHealth Care Providers? (continued...) 

7KLUG��SK\VLFLDQV�DQG�RWKHU� FOLQLFLDQV� VRPHWLPHV�GLUHFWO\� VHOO�GUXJV� WR�� RU�XVH�
PHGLFDO� GHYLFHV� RQ�� SDWLHQWV�� :KHQ� WKH\� GR� VR�� WKHVH� FOLQLFLDQV� DOVR� PLJKW�
SURPRWH�WKHLU�VHUYLFHV��,I�WKH\�SURPRWH�XVHV�WKH�)'$�KDV�QRW�DSSURYHG�IRU�WKH�
SURGXFWV��)'$�PD\�HQIRUFH�LWV�UHJXODWRU\�UHTXLUHPHQW�RQ�WKH�FDUHJLYHUV��,Q�WKH�
����V� DQG� ��V�� )'$� WRRN� VHYHUDO� FOLQLFV� WR� FRXUW� WKDW� ZHUH� KDZNLQJ� YDULRXV�
UHPHGLHV�IRU�FDQFHU�DQG�DOO�VRUWV�RI�RWKHU�PDODGLHV��$�IHZ�\HDUV�DJR��)'$�ZHQW�
DIWHU� D� FOLQLF� WKDW� ZDV� RIIHULQJ� K\SHUEDULF� FKDPEHUV� WR� WUHDW� FRQGLWLRQV� OLNH�
VWURNH��FRPD��DQG�PXOWLSOH�VFOHURVLV��:KHQ�WKH�FOLQLFLDQV�VWDQG�WR�GLUHFWO\�JDLQ�
ˉQDQFLDOO\�DQG�XVH�DJJUHVVLYH�SURPRWLRQ�EH\RQG�WKH�FOHDUHG�ODEHO��)'$�WHQGV�WR�
get involved. 

)RXUWK�� DQG� SHUKDSV�PRVW� DQDORJRXV� WR�P+HDOWK�� )'$� UHJXODWHV� WKH� KRVSLWDO�
UHSURFHVVLQJ� DQG� UHXVLQJ� RI�ȢVLQJOH� XVH� GHYLFHV�ȣ�0DQXIDFWXUHUV� RI� GLVSRVDEOH�
SURGXFWV� GR� QRW� YDOLGDWH� FOHDQLQJ� DQG� UH�VWHULOL]DWLRQ� RI� WKHLU� SURGXFWV�� 6R�
ZKHQ�KRVSLWDOV�GHFLGH��DV�D�PDWWHU�RI�VDYLQJ�PRQH\��WR�UHXVH�GHYLFHV�LQWHQGHG�
WR�EH�WKURZQ�DZD\��)'$�VD\V�LQ� LQGXVWU\�JXLGDQFH�WKDW�WKH�UHXVH�LV�D�QHZ�XVH�
EH\RQG�ZKDW�WKH�RULJLQDO�FOHDUDQFH�FRQWHPSODWHG��$V�WKH�SURPRWHU�RI�WKH�QHZ�
XVH��WKH�KRVSLWDO�QHHGV�WR�VDWLVI\�)'$�UHJXODWRU\�UHTXLUHPHQWV�MXVW�DV�DQ\�RWKHU�
PDQXIDFWXUHU��VHFXULQJ�DSSURYDO�DQG�IROORZLQJ�JRRG�PDQXIDFWXULQJ�SUDFWLFHV��

7KH� SRLQW� RI� WKHVH� H[DPSOHV� LV� )'$� KDV� VKRZQ� QR� UHOXFWDQFH� WR� LPSRVH� LWV�
UHTXLUHPHQWV�RQ�DQ\�W\SH�RI�KHDOWKFDUH�RUJDQL]DWLRQ�WKDW�HQJDJHV�LQ�ZKDW�WKH�
DJHQF\�EHOLHYHV�WR�EH�PDQXIDFWXULQJ��6PRNHVWDFNV�DUH�QRW�UHTXLUHG�

Legal overview 

A warning to lawyers: this is not a law review article. These issues are 
FRPSOLFDWHG�� EXW� ,ȠG� OLNH� WR� GLVWLOO� WKHVH� FRPSOH[� ODZV� GRZQ� WR� DQ� H[HFXWLYH�
VXPPDU\��

%HLQJ�D�PDWK�QXW�� ,�GHYHORSHG�WKH� IRUPXOD�RQ�WKH� IROORZLQJ�SDJH�WR�GHVFULEH�
KRZ�)'$�MXULVGLFWLRQ�LV�HVWDEOLVKHG�

,Q� LWV� VLPSOHVW� WHUPV�� )'$� UHJXODWHV� PHGLFDO� GHYLFHV� WKDW� KDYH� DQ� DGHTXDWH�
FRQQHFWLRQ�WR�FRPPHUFH��$V�DOUHDG\�PHQWLRQHG��LQ�WKH�ˉUVW�FKDSWHU�,�GHVFULEHG�
ZKDW� LW� WDNHV� WR�EH� D�PHGLFDO� GHYLFH��7KH�GHˉQLWLRQ� LQFOXGHV�ERWK� D� WDQJLEOH�
GHYLFH�VXFK�DV�VRIWZDUH�DQG�DQ�LQWHQGHG�XVH�IRU�D�PHGLFDO�SXUSRVH��
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6R� WKH� TXHVWLRQ� EHFRPHV� ZKHWKHU� WKHVH�
DUWLFOHV� LQ� WKH� KDQGV� RI� KRVSLWDOV� DQG�
RWKHU� SURYLGHUV� VDWLVI\� WKH� FRQQHFWLRQ� WR�
FRPPHUFH� QHFHVVDU\� IRU� )'$� MXULVGLFWLRQ��
2QH� SLHFH� RI� WKDW� UHTXLUHG� FRQQHFWLRQ�
LV� WKH� LQWHUVWDWH� HOHPHQW�� :KLOH� ,� ZRQȠW�
bore you with a dissertation on interstate 
FRPPHUFH�� PRVW� ODZ\HUV� UHDOL]H� WKDW�
DOPRVW� DQ\� FRPPHUFH� QRZ� LV� FRQQHFWHG�
HQRXJK�WR�LQWHUVWDWH�FRPPHUFH�WR�JLYH�WKH�
IHGHUDO� JRYHUQPHQW� MXULVGLFWLRQ�� ,QGHHG��
LQ� PHGLFDO� GHYLFH� ODZ�� WKDW� FRQQHFWLRQ� LV�
SUHVXPHG��

7KH� )HGHUDO� )RRG��'UXJ� DQG�&RVPHWLF�$FW�
VD\V�WKDW�LI�DQ�RUJDQL]DWLRQ��ZKHQ�KROGLQJ�
D� GHYLFH� IRU� VDOH�� GRHV� DQ\WKLQJ� WR� FDXVH�
LW� WR� EH� ȢDGXOWHUDWHG� RU� PLVEUDQGHGȣ��
LQFOXGLQJ� SURPRWLQJ� IRU� DQ� XQDSSURYHG�
XVH�� WKH� RUJDQL]DWLRQ� KDV� FRPPLWWHG� D�
prohibited act. So in this case the issue 
UHDOO\� FRPHV� GRZQ� WR� ZKHWKHU� DQ� DUWLFOH�
LV� ȢKHOG� IRU� VDOH�ȣ� %URDGO\� VSHDNLQJ�� WKHUH�
DUH�D�YDULHW\�RI�MXGLFLDO�FDVHV�RYHU�WKH�ODVW�
��� \HDUV� ZKLFK� VXJJHVW� WKDW� KHDOWKFDUH�
SURYLGHUV�PD\�EH�KROGLQJ�GHYLFHV�IRU�VDOH�LI�
they resell or otherwise provide the device 
to the patient, or even use the device on 
D� SDWLHQW�� :KHQ� HQIRUFLQJ� WKLV� SDUWLFXODU�
SURYLVLRQ��)'$�VHHPV�WR�ORRN�IRU�LQVWDQFHV�
where the caregiver is in the distribution 
FKDLQ�DQG�HQJDJHG�LQ�SURPRWLRQ��

8SRQ� OHDUQLQJ� WKLV�� PDQ\� GRFWRUV� ZLOO�
TXLFNO\�SRLQW�RXW�WKDW�WKH\�DUH�HQJDJHG�LQ�
WKH� SUDFWLFH� RI�PHGLFLQH� DQG� VHFWLRQ� ����
RI� WKH�$FW�VD\V� WKDW�)'$�ZLOO�QRW� UHJXODWH�
that. That is true. But there is a line the 
doctors can cross leaving the practice 
RI� PHGLFLQH� EHKLQG� DQG� HQWHULQJ� WKH�
EXVLQHVV� RI� VHOOLQJ� GHYLFHV�� 7KH� VWDWXWH�
FRQWHPSODWHV�JLYLQJ�IUHHGRP�WR�WKRVH�ZKR�
DUH� UHJXODWHG�E\�VWDWH�ERDUGV�RI�PHGLFLQH�
XQGHU� SURIHVVLRQDO� VWDQGDUGV�� ZLWK� UHJDUG�
to the activities traditionally within that 
UHDOP�� 7KH� VWDWXWH� GRHV� QRW� FRQWHPSODWH�
JLYLQJ� IUHHGRP� WR� VRIWZDUH� HQJLQHHUV�
ZRUNLQJ� DZD\� IURP� SDWLHQWV�� GHYHORSLQJ�
VRIWZDUH� DQG� KDUGZDUH� FRQˉJXUDWLRQV��
HYHQ�LI�WKH\�DUH�KLUHG�E\�DQG�FROODERUDWLQJ�
with doctors. 

XI. Does FDA Regulate mHealth Care Providers? (continued...) 

,W� LV� DOVR� WUXH� WKDW�PDQXIDFWXULQJ� FXVWRP�
GHYLFHV� IDOOV� ZLWKLQ� DQ� H[HPSWLRQ� IURP�
PRVW� )'$� UHJXODWLRQV�� :KLOH� WKH� H[DFW�
VFRSH� RI� WKDW� H[HPSWLRQ� KDV� EHHQ� WKH�
VXEMHFW�RI�PXFK�GHEDWH�DQG�ZDV�PRGLˉHG�
LQ������E\�)'$6,$��PRVW�DJUHH�WKH�FXVWRP�
GHYLFH�H[HPSWLRQ�LV�GLUHFWHG�WR�WKH�SUDFWLFH�
RI�WLQNHULQJ�ZLWK�DSSURYHG�GHYLFHV�WR�PDNH�
WKHP� VXLWDEOH� IRU� LQGLYLGXDO� SDWLHQWV� RU�
LQGLYLGXDO� GRFWRUV� RU� RWKHU� SURIHVVLRQDOV��
,W� GRHV� QRW� FRQWHPSODWH� SURGXFLQJ� +,7�
V\VWHPV� XVHG� E\� PXOWLSOH� SDWLHQWV� RU�
PXOWLSOH�FDUHJLYHUV��

7KH�ERWWRP� OLQH� LV� WKDW� WKH�$FW� FDQ�TXLWH�
FRPIRUWDEO\� EH� UHDG� DV� DSSO\LQJ� WR�
hospitals and other caregivers engaged 
LQ� WKH� GHYHORSPHQW� DQG� SURGXFWLRQ� RI�
VRIWZDUH�DQG�KDUGZDUH�FRQˉJXUDWLRQV�WKDW�
VXSSRUW�P+HDOWK��

Implicated hospital activities 

6R� ZKDW� P+HDOWK� KRVSLWDO� DFWLYLWLHV�
PLJKW� IDOO� ZLWKLQ� )'$� UHJXODWLRQ"� 7KH�
IROORZLQJ� DUH� MXVW� K\SRWKHWLFDO� DQG�
EURDG� FDWHJRULHV� RI� DFWLYLWLHV� WKDW� XQGHU�
FHUWDLQ� FLUFXPVWDQFHV� )'$� PLJKW� GHFLGH�
to regulate. Let’s say a hospital wants to 

XVH�P+HDOWK�WR�EHWWHU�PDQDJH�WKH�FDUH�RI�
people with diabetes. Let’s also say there 
DUH�FRPPHUFLDOO\�DYDLODEOH�DSSV�WKDW�DOORZ�
people with diabetes to download their 
glucose readings into the app on their 
VPDUW� SKRQHV�� $V� ,ȠYH� H[SODLQHG� EHIRUH��
WKDW�DSS�LV�TXLWH�OLNHO\�WR�EH�)'$�UHJXODWHG�
LWVHOI��/HWȠV� IXUWKHU�VD\� WKH�SODQ� LV� IRU� WKDW�
DSS�WR�WUDQVPLW�WKH�GDWD�EDFN�WR�D�KRVSLWDO��

1RZ�KHUH�LV�ZKHUH�LW�JHWV�LQWHUHVWLQJ��:KDW�
LI� WKH� KRVSLWDO� ZDQWV� WR� GHYHORS� LWV� RZQ�
SURSULHWDU\� V\VWHP� WKDW� VLWV� RQ� LWV� RZQ�
VHUYHUV� WR� FROOHFW� WKH� GDWD� IURP� SDWLHQWV�
XVLQJ� DSSV� DQG� PDQDJH� D� GDWDEDVH� LQWR�
which physicians can tap using an app 
WKDW� WKH� KRVSLWDO� GHYHORSV"� /HWȠV� VD\�
the hospital pursues this route because 
HLWKHU� LWȠV� VLPSO\� QRW� VDWLVˉHG� ZLWK� WKH�
FRPPHUFLDOO\�DYDLODEOH� VRIWZDUH� SURGXFWV��
RU� WKHUHȠV� VRPH� QHHG� WR� GHYHORS� D� EHWWHU��
PRUH� LQWHJUDWHG� DSSURDFK� WKDW� ˉWV� WKH�
KRVSLWDOȠV�OHJDF\�V\VWHPV��

That hospital developed proprietary 
V\VWHP� PLJKW� EH� )'$�UHJXODWHG�� (YHQ�
WKRXJK�WKH�V\VWHP�LV�RQH�RI�D�NLQG��LQ�WKLV�
K\SRWKHWLFDO� LW� LV�XVHG� IRU�HDFK�DQG�HYHU\�
SDWLHQW� HQUROOHG� LQ� WKH� SURJUDP�� ,I� WKDW�
V\VWHP�KLFFXSV�DQG�VZLWFKHV�WKH�LGHQWLWLHV�

Legal overview (continued...)

Diagram 1. Formula for FDA jurisdiction
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RI�WZR�SDWLHQWV��FDUH�FDQ�EH�DIIHFWHG��&RPSRXQGLQJ�WKLV��KRVSLWDOV�
DUH� DSSDUHQWO\� VWDUWLQJ� WR� VHOO� DFFHVV� WR� WKHLU� RZQ� +,7� V\VWHPV�
WR� VPDOOHU� KRVSLWDOV� DQG� SK\VLFLDQ� SUDFWLFHV�� ,Q� WKHVH� FDVHV�� WKH�
KRVSLWDOV�ULVN�HYHQ�PRUH�OLNHO\�EHFRPLQJ�UHVHOOHUV�RI�WKH�VRIWZDUH��
7KDW�SUDFWLFH�IUDQNO\�PDNHV�LW�HDVLHU�IRU�)'$�WR�DVVHUW�MXULVGLFWLRQ��

8QGHU� WKH� ˉQDO� PRELOH� PHGLFDO� DSS� JXLGDQFH�� LW� ZRXOG� DOVR� EH�
KDUG�WR�FKDUDFWHUL]H�PRVW�KRVSLWDOV�DV�D�SK\VLFLDQ�JURXS�SUDFWLFH��
Legally, they are just not structured that way.

Avoiding FDA regulation of care providers 

$V�EHIRUH�� ,ȠP�QRW�JLYLQJ�DGYLFH�RQ� WKH�HYDVLRQ�RI�GHWHFWLRQ��EXW�
UDWKHU�RQ�VWD\LQJ�RXWVLGH�RI�WKH�UHJXODWHG�WHUULWRU\��7KH�IROORZLQJ�
LV� PHUHO\� P\� SHUVRQDO� OLVW� RI� HLJKW� IDFWRUV� WKDW� PD\� NHHS� )'$�
IURP� GHFLGLQJ� WR� UHJXODWH� D� KRVSLWDOȠV� VRIWZDUH� RU� KDUGZDUH�
GHYHORSPHQW��

)LUVW�� LW�ZRXOG� KHOS� LI� VRPH� UHJXODWRU\� DXWKRULW\� VWHSSHG� LQ� DQG�
RYHUVDZ�WKLV�DUHD�RI�KRVSLWDO�DFWLYLW\��,Q�WKH�H[DPSOHV�DERYH��)'$�
ZDV�PRVW�OLNHO\�WR�VWD\�DZD\�IURP�UHJXODWLQJ�D�JLYHQ�DFWLYLW\�LI�WKH�
DJHQF\�IHOW�DQRWKHU�DJHQF\�DOUHDG\�ZDV�GRLQJ�WKH�MRE��)'$�DYRLGV�
GXSOLFDWLQJ� WKH� HIIRUWV� RI� WKH� VWDWH� ERDUGV� RI� SKDUPDF\�� VWDWH�
ERDUGV� RI�PHGLFLQH�� DQG� IHGHUDO� DQG� VWDWH� UHJXODWRUV� RI� FOLQLFDO�
ODERUDWRULHV��,I�KRVSLWDOV�ZRUN�ZLWK�DQ�DFFUHGLWLQJ�RUJDQL]DWLRQ�RU�
VRPH� RWKHU� ERG\� WKDW� FRXOG� RYHUVHH� WKLV� DFWLYLW\�� WKH\�PD\�ZHOO�
NHHS�)'$�IURP�JHWWLQJ�LQYROYHG��+RZHYHU��LWȠV�XQOLNHO\�WKH�FXUUHQW�
&&+,7� FHUWLˉFDWLRQ� LV� GHPDQGLQJ� HQRXJK� WR� JLYH� )'$� PXFK�
FRPIRUW��

6HFRQG�� WKHVH� KRVSLWDOV� DQG� FOLQLFV�PD\� ZLVK� WR� DYRLG�P+HDOWK�
DSSV� WKDW� LQYROYH�WRR�PXFK�SXEOLF�KHDOWK� ULVN��7KDW� LQFOXGHV� WKH�
GLVHDVH� RU� FRQGLWLRQ� EHLQJ� WUHDWHG� �FDQFHU� FRPSDUHG� WR� VLQXV�
LQIHFWLRQV��DQG�WKH�FOLQLFDO�UROH�RI�WKH�WHFKQRORJ\��DV�ZHOO�DV�WKH�
QRYHOW\�RI�WKH�DSSV��)'$�LV�PXFK�OHVV�OLNHO\�WR�UHJXODWH�DSSV�WKDW�
PHUHO\�HPERG\�WULHG�DQG�WUXH�DOJRULWKPV�WKDQ�WKRVH�WKDW�DGYDQFH�
QRYHO� DSSURDFKHV�� )XUWKHU�� WKH� PRUH� SURDFWLYH� D� KRVSLWDO� LV� LQ�
FRQGXFWLQJ� TXDOLW\� DVVXUDQFH� RI� WKH� NLQG� D�PDQXIDFWXUHU�ZRXOG�
SXUVXH��WKH�OHVV�OLNHO\�)'$�ZLOO�UHJXODWH��

7KLUG�� WKH�KRVSLWDO� VKRXOG� VWD\�DV� IDU� DZD\�DV�SRVVLEOH� IURP� WKH�
DFWXDO� SDUHQW� PHGLFDO� GHYLFH�� )'$� LV� PRUH� OLNHO\� WR� UHJXODWH�
VRIWZDUH� RU� KDUGZDUH� WKDW� PRUH� GLUHFWO\� DFFHVVRUL]HV� D� EORRG�
JOXFRVH� PHWHU� RU� RWKHU� WUDGLWLRQDO� PHGLFDO� GHYLFH�� )XUWKHU�� WKH�
OHVV�WDLORUHG�WKH�VRIWZDUH�RU�KDUGZDUH�LV�WR�WKH�SDUWLFXODU�PHGLFDO�
GHYLFH��WKH�OHVV�OLNHO\�)'$�ZLOO�UHJXODWH��7KHVH�IDFWRUV�DOO�UHYROYH�
DURXQG� FORVH� IXQFWLRQDOLW\�� QRW� WKH� SK\VLFDO� SUR[LPLW\� RI� WKH�
KDUGZDUH�RU�VRIWZDUH�WR�WKH�PHGLFDO�GHYLFH��

)RXUWK�� )'$�ZLOO� EH� OHVV� OLNHO\� WR� UHJXODWH� KRVSLWDOV� LI� WKH�
KRVSLWDO� LV� ˉOOLQJ� DQ� LPSRUWDQW� YRLG�� ,I� WKHUH� DUH� DOUHDG\�
FRPPHUFLDOO\�DYDLODEOH� SURGXFWV� DQG� WKH� KRVSLWDO� LV�
PDNLQJ� LWV� RZQ� HLWKHU� WR� VDYH�PRQH\� RU� EHFDXVH� RI� VRPH�
RWKHU� LGLRV\QFUDWLF� SUHIHUHQFH�� )'$� PD\� YLHZ� WKH� DFWLYLW\�
DV� WU\LQJ� WR� VNLUW� LWV� DXWKRULW\�� ,Q� D� IDVW�PRYLQJ� DUHD� OLNH�
P+HDOWK�� WKH� TXHVWLRQ� LV� QRW� RQO\� ZKHWKHU� WKHUH� DOUHDG\�
LV� D� SURGXFW� DYDLODEOH� FRPPHUFLDOO\�� EXW� ZKHWKHU� WKHUH�
FRXOG�EH�D�FRPPHUFLDO�SURGXFW��)'$�ZRXOG�QRW�ZDQW�WR�VHH�
KRVSLWDOV� MXPS� LQ� VLPSO\� EHFDXVH� WKH\� DUH� LPSDWLHQW� ZLWK�
FRPPHUFLDO�PDQXIDFWXUHUV� FRQGXFWLQJ� D�PRUH� GLOLJHQW� EXW�
WLPH�FRQVXPLQJ�GHYHORSPHQW�SURFHVV��

)LIWK�� LQ� DOO� RI� WKH� H[DPSOHV� DERYH� ZKHUH� )'$� FKRVH� WR�
UHJXODWH��WKH�DJHQF\�ZDV�UHVSRQGLQJ�WR�DJJUHVVLYH�SURPRWLRQ��
7KH�PRUH�DJJUHVVLYH�WKH�SURPRWLRQ�DQG�WKH�PRUH�RXWVLGH�RI�
WUDGLWLRQDO�)'$�FOHDUDQFHV��WKH�PRUH�OLNHO\�)'$�LV�WR�UHJXODWH��

6L[WK�� VFDOH� LV� D� ELJ� IDFWRU�� ,Q� QHDUO\� DOO� RI� WKH� H[DPSOHV�
DERYH��)'$�RQO\�JRW�LQWHUHVWHG�ZKHQ�WKH�SUDFWLFHV�JUHZ�ELJ��
7KDWȠV�D�SUDFWLFDO�IDFWRU�LQ�WKH�VHQVH�WKH�WHFKQRORJ\�VWDUWV�WR�
DIIHFW�PRUH� SDWLHQWV�� DQG� FRPPHUFLDO�PDQXIDFWXUHUV� FRXOG�
actually supply that need. 

6HYHQWK�� VKDULQJ� WKH� KDUGZDUH� DQG� VRIWZDUH� ZLWK� RWKHUV�
PDNHV� LW� HDVLHU� IRU� )'$� WR� DVVHUW� WKH� KRVSLWDO� LV� LQ� WKH�
EXVLQHVV�RI�UHVHOOLQJ��

(LJKWK��DQG�SHUKDSV�PRVW�REYLRXVO\��LI�WKH�KRVSLWDO�LV�HQJDJHG�
LQ� PRGLˉFDWLRQ� RI� FRPPHUFLDO� V\VWHPV�� VWD\LQJ� ZLWKLQ�
DQ\� H[LVWLQJ� )'$� FOHDUDQFH� DYRLGV� )'$� LQWHUHVW�� 2EYLRXVO\�
ȢPRGLˉFDWLRQȣ�FDQ�HQFRPSDVV�D�ZLGH�UDQJH�RI�DFWLYLWLHV�IURP�
OLIH�FULWLFDO� FKDQJHV� WR� FKDQJHV� LQ� WKH� XVHU� LQWHUIDFH�� DQG�
FRQˉJXUDWLRQ�FKDQJHV�WR�KDUGZDUH�DQG�QHWZRUN�GHVLJQ�DQG�
VXSSRUW��7KH�UHJXODWRU\�ULVN�RI�HDFK�W\SH�RI�FKDQJH�QHHGV�WR�
EH�FRQVLGHUHG�RQ�D�FDVH�E\�FDVH�EDVLV�

XI. Does FDA Regulate mHealth Care Providers? (continued...) 

Implicated hospital activities (continued...)
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Conclusions 

$W� WKH� HQG� RI� -DQXDU\� ������ )'$� KHOG� D�
SXEOLF� PHHWLQJ� RQ� WKH� LQWHURSHUDELOLW\� RI�
PHGLFDO� GHYLFHV�� $W� WKDW� PHHWLQJ�� PDQ\�
RI� WKH�VSHDNHUV� WDONHG�DERXW� WKH�QHHG� IRU�
V\VWHPV� LQWHJUDWRUV�� 7KH� IDYRULWH� DQDORJ\�
ZDV� WKH� DLUFUDIW� LQGXVWU\� ZKHUH� WZR�
SULPDU\�PDQXIDFWXUHUV� DUH� ELJ� HQRXJK� WR�
VHW�VSHFLˉFDWLRQV�IRU�LQGLYLGXDO�FRPSRQHQW�
suppliers to assure interoperability. By 
DQDORJ\�� VRPH� SHRSOH� DW� WKH� PHHWLQJ�
VXJJHVWHG� KRVSLWDOV� DQG� RWKHU� HQG�XVHUV�
SOD\�WKDW�UROH�ZLWK�PHGLFDO�GHYLFHV��

)RU�P+HDOWK�� WKDWȠV� SUREOHPDWLF� LI� QHLWKHU�
WKH� V\VWHPV� LQWHJUDWRU� QRU� WKH� LQGLYLGXDO�
FRPSRQHQW�VXSSOLHUV�VHFXUH�WKH�QHFHVVDU\�
)'$� FOHDUDQFH� IRU� WKH� V\VWHP� DV� D�ZKROH��
)'$�UHJXODWHV�V\VWHPV��6R�LI�WKH�LQGLYLGXDO�
FRPSRQHQW� FRPSDQLHV� GRQȠW� WDNH� RQ� WKH�
UHVSRQVLELOLW\� RI� )'$� FRPSOLDQFH� IRU� WKH�
V\VWHP��LWȠV�XS�WR�WKH�LQWHJUDWRU��

3HUKDSV� VRPH� KRVSLWDOV� ZDQW� WR� WDNH�
on that role and secure the necessary 
FOHDUDQFH�IURP�)'$��7KDW�FRXOG�PDNH�VRPH�
VHQVH��%XW�IUDQNO\� LW�VHHPV�IDU�PRUH�OLNHO\�
that an independent third party would play 
WKH� V\VWHPV� LQWHJUDWRU� UROH�� VHFXULQJ� )'$�
FOHDUDQFH��DQG�WKHQ�VHOOLQJ�WKDW�V\VWHP�WR�
PXOWLSOH� KRVSLWDOV� DQG� RWKHU� FDUHJLYHUV��
(LWKHU�ZD\��)'$�ZLOO�ZDQW�WR�PDNH�VXUH�WKH�
V\VWHPV�DUH�VDIH�DQG�HIIHFWLYH��

XI. Does FDA Regulate mHealth Care Providers? (continued...) 
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2YHU�WKH�ODVW�IHZ�\HDUV��WKH�PRELOH�PHGLFDO�
DSSV�FRPPXQLW\�KDV�EHHQ�OLYLQJ�LQ�WKH�:LOG�
:HVW���,Q�WKH�DEVHQFH�RI�D�FOHDU�DUWLFXODWLRQ�
RI�WKH�VFRSH�RI�)'$�UHJXODWLRQ�ZLWK�UHJDUG�
WR� PRELOH� PHGLFDO� DSSV�� WKH� DJHQF\� KDV�
KHOG� EDFN� RQ� HQIRUFHPHQW�� ,QVWHDG�� WKH�
)HGHUDO� 7UDGH� &RPPLVVLRQ� SLFNHG� XS� WKH�
PDQWHO� DQG� SXUVXHG� D� FRXSOH� RI� GLIIHUHQW�
DSS�GHYHORSHUV�RYHU�WKHLU�FODLPV�UHJDUGLQJ�
WKH�WUHDWPHQW�RI�DFQH��,Q�IDFW��UHFHQWO\�)7&�
announced that it plans to continue to 
IRFXV�RQ�KHDOWK�UHODWHG�PRELOH�DSSV�

1RZ� WKDW� )'$� KDV� SXEOLVKHG� WKH� ˉQDO�
JXLGDQFH�� PDQ\� REVHUYHUV� H[SHFW� )'$� WR�
EHJLQ� HQIRUFLQJ� LWV� UHTXLUHPHQWV�� )RU� LWV�
SDUW�� WKH� DJHQF\� KDV� WDNHQ� D� PHDVXUHG�
DSSURDFK�LQ�WKHLU�SXEOLF�VWDWHPHQWV��VD\LQJ�
WKDW� WKH\� DUH� QRW� RXW� IRU� VFDOSV� ȝ� P\�
ZRUG�QRW�WKHLUV�ȝ�EXW�UDWKHU�ZDQW�WR�ZRUN�
ZLWK� LQQRYDWRUV� WR� KHOS� WKHP� FRPH� LQWR�
FRPSOLDQFH�� 7KH\� FOHDUO\� GR� QRW� ZDQW� WR�
VFDUH�LQQRYDWRUV�DZD\��DQG�,�DSSODXG�WKHP�
IRU�WKDW�

$W�WKH�VDPH�WLPH��)'$�ZLOO�QHHG�WR�OHYHO�WKH�
SOD\LQJ�ˉHOG��:HȠYH�EHHQ�VHHLQJ�D�JURZLQJ�
LVVXH�DPRQJ�GHYHORSHUV�RI�PRELOH�PHGLFDO�
DSSV�ZKHUH�D�FRQVLGHUDEOH�QXPEHU�RI�WKHP�
VHHP� WR� EH� ˊRXWLQJ� HYHQ� WKH� FOHDU� )'$�
UHTXLUHPHQWV�� 7KLV� FUHDWHV� DQ� HQRUPRXV�
FKDOOHQJH� IRU� UHVSRQVLEOH� PHGLFDO� GHYLFH�
PDQXIDFWXUHUV� WKDW�ZDQW� WR� REH\� WKH� ODZ��
6RPH�DSS�GHYHORSHUV�FRPH�RXW�ZLWK������
DSSV� WKDW�� WKH\� FODLP�� DUH� DV� HIIHFWLYH� DV�
DQ\�RWKHU�DSS�RXW�WKHUH��EXW�DW�D�IUDFWLRQ�RI�
WKH� GHYHORSPHQW� FRVW� EHFDXVH� WKH\� GRQȠW�
ZRUU\� DERXW� D� TXDOLW\� V\VWHP�� OHW� DORQH�
)'$� SUHPDUNHW� QRWLˉFDWLRQ�� 7KDW� SXWV� WKH�
app developers who are trying to do things 
ULJKW�LQ�FRPSOLDQFH�ZLWK�)'$�UHTXLUHPHQWV�
at a substantial disadvantage.

XII. FDA’s Enforcement Plan

)UDQNO\� ,ȠP�KRSLQJ�WR�VWDUW�D�FRQYHUVDWLRQ�
DURXQG� WKLV� LVVXH�� EHFDXVH� FRPSDQLHV� DUH�
really struggling to do the right thing.

Unevenness of the past few years

6RPH�DSS�GHYHORSHUV�DOUHDG\�IROORZ�)'$ȠV�
UHJXODWLRQ�� DQG� LPSOHPHQW� DSSURSULDWH�
TXDOLW\� V\VWHPV�� UHJLVWUDWLRQ�� DQG� DGYHUVH�
event reporting processes in order to 
HQVXUH� FRPSOLDQFH� ZLWK� WKH� UHJXODWRU\�
UHTXLUHPHQWV��%XW�VRPH�DUH�QRW�

Biosense case

,Q� WKH� VSULQJ� RI� ������ D� FRPSDQ\� FDOOHG�
%LRVHQVH�PDGH�D�ELJ�VSODVK�ZLWK�D�7HG�WDON�
regarding an innovative app that allows 
you to do urinalysis with your iPhone. 
7KH� FRPSDQ\� ZHEVLWH� SUHVHQWHG� WKH� DSS�
as able to help patients understand and 
PDQDJH� GLVHDVHV� OLNH� GLDEHWHV�� XULQDU\�
WUDFW� LQIHFWLRQV� DQG� SUH�HFODPSVLD�� D� KLJK�
EORRG�SUHVVXUH�SUHJQDQF\�FRPSOLFDWLRQ��

<RX� GR� WKH� WHVW�PRVWO\� WKH� ROG�IDVKLRQHG�
ZD\�RI� FROOHFWLQJ�XULQH� LQ�D�FXS�DQG� WKHQ�
inserting a test strip. The app objectively 
UHDGV�WKH�UHVXOWV�XVLQJ�WKH�FDPHUD�RQ�WKH�
phone. 

7KH� FRPSDQ\� ODXQFKHG� WKH� SURGXFW�
WKURXJK� L7XQHV� DQG� VROG� D� NLW� FRQVLVWLQJ�
RI�D�FRORU�PDW�WR�FDOLEUDWH�WKH�DSS�SOXV���
VDPSOH�XULQH�GLSVWLFNV�IRU��������WKURXJK�
WKH�FRPSDQ\ȠV�ZHEVLWH�

%XW� KHUH� LV� WKH� SUREOHPȝWKLV� DSS� IDOOV�
ZLWKLQ� ORQJVWDQGLQJ� )'$� UHJXODWLRQ� IRU�
XULQDO\VLV�� :KHQ� ,� ˉUVW� KHDUG� DERXW� LW�� LW�

VHHPHG� WR�PH� WKDW� WKH� FRPSDQ\�PXVW� EH�
DZDUH�RI� WKH�SRWHQWLDO� IRU�)'$�UHJXODWLRQ��
EHFDXVH� RQ� LWV� KRPH� SDJH�� DW� WKH� YHU\�
ERWWRP�� DIWHU� H[WROOLQJ� WKH� FOLQLFDO� XVHV�
RI� LWV� SURGXFW� WR� PRQLWRU� GLVHDVH�� WKH�
FRPSDQ\� WULHG� WR� VLPSO\� GLVFODLP� )'$�
PHGLFDO�GHYLFH�VWDWXV�

6LJQLˉFDQWO\�� WKH� FRPSDQ\ȠV� ZHEVLWH� ZDV�
DOVR� IXOO� RI� VWDWHPHQWV� VXJJHVWLQJ� WKDW�
SHRSOH� XVH� WKHLU� NLW� LQ� OLHX� RI� WKH� )'$�
UHJXODWHG� LQVWUXPHQWV� XVHG� IRU� XULQDO\VLV��
,W�VWDWHG�WKH�VPDUW�SKRQH�DSS�ȢFDQ�KHOS�\RX�
analyse, interpret and trend your urinalysis 
GDWD� WR� KHOS�\RX�XQGHUVWDQG� DQG�PDQDJH�
GLVHDVHV� OLNH� GLDEHWHV�� Ȩ� XULQDU\� WUDFW�
LQIHFWLRQV�DQG�SUH�HFODPSVLD�ȣ

)XUWKHU�� LW� FRXOGQȠW� KDYH� EHHQ� DQ\� FOHDUHU�
WKDW� LQVWUXPHQWV� XVHG� IRU� XULQDO\VLV�
DUH� LQGHHG� PHGLFDO� GHYLFHV�� 7KH� GHYLFH�
FODVVLˉFDWLRQ� UHJXODWLRQ�� ��� &)5� 6HF��
��������� $XWRPDWHG� XULQDO\VLV� V\VWHP��
FOHDUO\� HVWDEOLVKHV� WKDW� )'$� UHJXODWHV�
XULQDO\VLV�V\VWHPV�

Ȣ$Q�DXWRPDWHG�XULQDO\VLV�V\VWHP�LV�D�GHYLFH�
LQWHQGHG�WR�PHDVXUH�FHUWDLQ�RI�WKH�SK\VLFDO�
SURSHUWLHV� DQG� FKHPLFDO� FRQVWLWXHQWV� RI�
XULQH�E\�SURFHGXUHV�WKDW�GXSOLFDWH�PDQXDO�
XULQDO\VLV� V\VWHPV�� 7KLV� GHYLFH� LV� XVHG�
LQ� FRQMXQFWLRQ� ZLWK� FHUWDLQ� PDWHULDOV� WR�
PHDVXUH�D�YDULHW\�RI�XULQDU\�DQDO\WHV�ȣ

0RUHRYHU�� PHDVXUHPHQW� RI� EORRG� JOXFRVH�
DQG�RFFXOW�EORRG�DFWXDOO\�UDLVHV�WKH�SURˉOH�
RI�WKH�GHYLFH�WR�FODVV�,,�UHTXLULQJ�SUHPDUNHW�
QRWLˉFDWLRQ�� ,QGHHG�� D� VHDUFK� RI� )'$ȠV�
databases reveals that the other devices 
WKDW� PHDVXUH� WKRVH� DQDO\WHV� KDG� JRQH�
WKURXJK� WKH� )'$� SUHPDUNHW� QRWLˉFDWLRQ�
process.
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+HUHȠV� WKH�SUREOHP��7KHUH�DUH�DOO� VRUWV�RI� FRPSDQLHV�RXW� WKHUH� WU\LQJ� WR�GR� WKLV� NLQG�RI�
VWXII�ULJKW��7KH\�IROORZ�WKH�UXOHV��DQG�WKDW�FRVWV�PRQH\��,Q�WKH�FDVH�RI�WKH�FODVV�,�GHYLFH�WKDW�
PHDQV�XVLQJ�D�TXDOLW\�V\VWHP�WR�PDNH�VXUH�WKH�GHYLFH�DFWXDOO\�GRHV�ZKDW�LWȠV�VXSSRVHG�WR�
GR��)RU�FODVV�,,��WKH\�PXVW�ˉOH�D�SUHPDUNHW�QRWLˉFDWLRQ�ZLWK�)'$��,W�ZRXOG�DSSHDU�WKDW�WKLV�
FRPSDQ\�ZLVKHG� WR�DYRLG�XVLQJ� WKH�TXDOLW\�V\VWHP�� UHJLVWHULQJ�� UHSRUWLQJ�DGYHUVH�HYHQWV�
DQG�GRLQJ�DOO�WKH�RWKHU�WKLQJV�WKDW�ERQD�ˉGH�PHGLFDO�GHYLFH�FRPSDQLHV�GR�

7KLV�DSS�NLW�VROG�IRU�DERXW����EXFNV��&RPSDQLHV�WKDW�HPSOR\�D�TXDOLW\�V\VWHP�SUREDEO\�KDYH�
WR�FKDUJH�PRUH�WKDQ�WKDW�WR�PDNH�D�GHFHQW�UHWXUQ��+RZ�FDQ�D�FRPSDQ\�ODZIXOO\�FRPSHWH�
ZLWK�WKRVH�WKDW�DUH�ZLOOLQJ�WR�WU\�WR�DYRLG�)'$�UHJXODWLRQ�ZLWK�D�VLPSOH�GLVFODLPHU"

6R� ,� UDLVHG� WKLV� LVVXH�� ˉUVW� LQ� D�EORJ�SRVW�� DQG� WKHQ� LQ� WHVWLPRQ\�EHIRUH� D� FRQJUHVVLRQDO�
VXEFRPPLWWHH��0\�JRDO�ZDV�WR�SXW�RQ�WKH�WDEOH�WKH�QHHG�WR�OHYHO�WKH�SOD\LQJ�ˉHOG�VR�WKDW�
DOO�FRPSDQLHV�DUH�WUHDWHG�HTXDOO\��

2Q�WKH�RQH�KDQG��LW�PLJKW�VHHP�OLNH�,�DP�SLFNLQJ�RQ�WKLV�FRPSDQ\��%XW�IUDQNO\��LW�LV�VLPSO\�
W\SLFDO�RI�ZKDW�ZH�DUH�VHHLQJ�GD\�LQ�DQG�GD\�RXW�VKRZ�XS�LQ�WKH�YDULRXV�DSS�VWRUHV��
 
$W� WKH�HQG�RI� WKH�GD\�� WKHVH� UXOHV�DUH� WKHUH� IRU�D� UHDVRQ��3HRSOH�JHW�KXUW�ZKHQ�PHGLFDO�
GHYLFHV� GR� QRW� SRVVHVV� WKH� TXDOLW\� WKH\� QHHG� WR� UHOLDEO\� SHUIRUP� WKHLU� IXQFWLRQV�� ,I� WKLV�
XULQDO\VLV� WHVW�� IRU� H[DPSOH�� XQGHU�UHSRUWV� RU� RYHU�UHSRUWV� DQ� DQDO\WH�� D� SHUVRQ� PLJKW�
EH� OXOOHG� LQWR�EHOLHYLQJ� WKH\�GR�QRW�KDYH�D�PHGLFDO� FRQGLWLRQ�ZKHQ� LQ� IDFW� WKH\�GR��)RU�
GLVHDVHV�OLNH�GLDEHWHV��WKDW�FDQ�KDYH�GHDGO\�FRQVHTXHQFHV��2I�FRXUVH��LI�)'$�UHJXODWLRQ�LV�
QR�ORQJHU�QHFHVVDU\�IRU�XULQDO\VLV�� ,�DP�VXUH�HYHU\RQH�LQ�WKDW�EXVLQHVV�ZRXOG�DSSUHFLDWH�
)'$�UHVFLQGLQJ�WKDW�UHJXODWLRQ�

)RU�D�UHJXODWHG�LQGXVWU\��RQH�RI�WKH�ZRUVW�WKLQJV�WKDW�FDQ�KDSSHQ�LV�WR�KDYH�D�ODZ�RQ�WKH�
ERRNV�WKDW�LV�QRW�HQIRUFHG��7KDW�SXWV�HYHU\�HWKLFDO�FRPSDQ\�LQ�D�GLOHPPD�ȝ�GR�\RX�VLQN�WR�
WKH�OHYHO�RI�\RXU�FRPSHWLWLRQ�WKDW�VHHPV�WR�EH�JHWWLQJ�DZD\�ZLWK�ˊRXWLQJ�WKH�ODZV��RU�GR�
\RX�VWLFN�WR�\RXU�HWKLFDO�JXQV��

)'$�DJUHHG�ZLWK�PH��DW�OHDVW�ZLWK�UHJDUG�WR�WKLV�SDUWLFXODU�DSS��,Q�0D\�������)'$�VHQW�D�
OHWWHU�WR�%LRVHQVH�H[SODLQLQJ�WKDW�LW�KDG�FRPH�WR�WKH�DJHQF\ȠV�DWWHQWLRQ�WKDW�WKH�FRPSDQ\�
ZDV� VHOOLQJ� WKH� DSS� IRU� XULQDO\VLV�� DQG� )'$� UHFRUGV� GLG� QRW� VKRZ� WKDW� WKH\� KDG� ˉOHG� D�
SUHPDUNHW�QRWLˉFDWLRQ��2YHUDOO��LW�ZDV�D�YHU\�JHQWO\�ZRUGHG�OHWWHU��DQG�,�WKLQN�WKDWȠV�H[DFWO\�
WKH� ULJKW� DSSURDFK� WR� WDNH�� )'$� VKRXOG� QRW� FKDUJH� LQ� DQG� WUHDW� SHRSOH� OLNH� FULPLQDOV�� ,�
WKRXJKW� WKH\� WRRN� D� YHU\� SURIHVVLRQDO� DSSURDFK� WR� WKLV�PDWWHU��7KH� DJHQF\� GLG� WDNH� WKH�
XQXVXDO�VWHS�RI�SXEOLVKLQJ�WKH�OHWWHU�WR�WKHLU�ZHEVLWH��D�VWHS�WKH\�QRUPDOO\�UHVHUYHG�RQO\�IRU�
warning letters. But I gather they did that because I had so publicly raised the issue they 
IHOW�WKH\�QHHGHG�WR�EULQJ�FORVXUH�WR�LW�

2YHU�WKH�VXPPHU�RI�������,�VDZ�FRPPXQLFDWLRQV�IURP�%LRVHQVH�VXJJHVWLQJ�WKDW�WKH\�ZHUH�
LQGHHG� JRLQJ� WR� VHHN� )'$� FOHDUDQFH� IRU� DQ� H[SDQGHG� DSS�� +RZHYHU�� VRPH� RI� WKH� VDPH�
FRPPXQLFDWLRQV�H[SODLQHG�WKDW�WKH\�QHHGHG�PRQH\��VR�WKH\�ZHUH�WDNLQJ�RUGHUV�IRU�WKH�DSS�
LQ�DGYDQFH�RI�WKH�)'$�FOHDUDQFH�LQ�RUGHU�WR�IXQG�WKH�ZRUN�WR�REWDLQ�WKH�)'$�FOHDUDQFH��

*RRG�JULHI��,�UHDOO\�ZLVK�WKHVH�JX\V�ZRXOG�JHW�H[SHULHQFHG�)'$�FRXQVHO��UDWKHU�WKDQ�WU\LQJ�
WR�MXVW�ZLQJ�LW��7KH�ODZ�LV�TXLWH�FOHDU�WKDW�FRPSDQLHV�PD\�QRW�SUHVHOO�PHGLFDO�GHYLFHV�LQ�WKH�
KRSHV�RI�REWDLQLQJ�)'$�FOHDUDQFH�ODWHU��7KDWȠV�EHHQ�WKH�ODZ�IRU�GHFDGHV��0DNLQJ�PDWWHUV�
ZRUVH��DIWHU�WKH\�GLG�WKDW��,�VDZ�VRPH�RWKHU�DSS�GHYHORSHUV�GR�WKH�VDPH�WKLQJ��,�DVVXPH�)'$�
ZLOO�FRPPXQLFDWH�ZLWK�WKHP��EXW�WKH\�ZLOO�SUREDEO\�GR�VR�SULYDWHO\�WKLV�WLPH�

XII. FDA’s Enforcement Plan (continued...) 

Plan going forward

)'$� IDFHV� YHU\� VHULRXV� FKDOOHQJHV� LQ�
FRPLQJ� XS� ZLWK� DQ� HQIRUFHPHQW� VWUDWHJ\�
IRU�PRELOH�DSSV��2Q� WKH�RQH�KDQG��ZH�DUH�
DZDVK� LQ� D� VHD� RI� DSSV�� DQG� GHYHORSLQJ�
D� FDUHIXOO\� FRQVWUXFWHG� IDFWXDO� FDVH� WR�
VXSSRUW� HQIRUFHPHQW� LV� TXLWH� UHVRXUFH�
LQWHQVLYH�� 2Q� WKH� RWKHU� KDQG�� )'$� VLPSO\�
FDQQRW� WDNH� HQIRUFHPHQW� OLJKWO\� DQG�
proceed without the needed evidence.

2QH� VWUDWHJ\� WKDW� )'$� PLJKW� EH� WKLQNLQJ�
about is the strategy they deployed when it 
FDPH� WR� SKDUPDFHXWLFDO� FRPSDQLHV� XVLQJ�
VSRQVRUHG� OLQNV� WR� SURPRWH� GHVFULSWLRQ�
GUXJV�� 7KH� )'$� VHQW� D� UDIW� RI� ��� VR�
called untitled letters in a single day to 
��� GLIIHUHQW� SKDUPDFHXWLFDO� FRPSDQLHV�
WKDW�PDGH�XVH�RI� VSRQVRUHG� OLQNV�� ,ȠP�QRW�
sure that sending the letters all at once 
QHFHVVDULO\�ZDV�PRUH�HIˉFLHQW�IRU�)'$��EXW�
UDWKHU� ,� WKLQN� LW�ZDV�GHVLJQHG�WR�VHQG�WKH�
LQGXVWU\� DV� D� ZKROH� D�PHVVDJH� UHJDUGLQJ�
how serious the agency was, as well as a 
ZD\�RI�VKRZLQJ�WKDW�)'$�ZDQWHG�WR�EH�IDLU�
DQG�HYHQKDQGHG� LQ� WKHLU� WUHDWPHQW�RI� WKH�
issue.

,ȠP�QRW�VXUH�WKDWȠV�TXLWH�WKH�ULJKW�DSSURDFK�
EHFDXVH� \RX� VWLOO� KDYH� WR�PDNH� VXUH� WKDW�
HYHU\�FRPSDQ\� LQ� IDFW�GHVHUYHV� WR� UHFHLYH�
VXFK�D�OHWWHU��(QIRUFHPHQW�LQFOXGHV�DW�OHDVW�
WKUHH�HOHPHQWV��DQG�HDFK�HOHPHQW�SUHVHQWV�
its own challenges:

Biosense case (continued...)
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XII. FDA’s Enforcement Plan (continued...) 

1. Finding the companies that are violating the law

$FWXDOO\�� WKLV� ˉUVW� HOHPHQW� LV� SUREDEO\� WKH� HDVLHVW� RI� WKH�
WKUHH��,WȠV�DFWXDOO\�D�ELW�OLNH�VKRRWLQJ�ˉVK�LQ�D�EDUUHO��$Q�)'$�
HQIRUFHPHQW� RIˉFLDO� FDQ� VLW� DW� KLV� RU� KHU� GHVN� DQG� VXUI� WKH�
,QWHUQHW��JRLQJ�WR�DSS�VWRUHV�DQG�ORRNLQJ�DW�WKH�FODLPV�EHLQJ�
PDGH�� ,QGHHG�� WKH� DJHQF\� FRXOG� KLUH� SUHWW\� LQH[SHQVLYHO\� D�
IHZ� FROOHJH� VWXGHQWV� DQG� WUDLQ� WKHP� WR� ˉQG� WKH� RIIHQGLQJ�
DSSV��,Q�WKDW�ZD\��ZLWKRXW�HYHQ�OHDYLQJ�WKH�RIˉFH��WKH�DJHQF\�
FRXOG�SUREDEO\�ˉQG�DV�D�URXJK�HVWLPDWH�����RI�WKH�DSSV�WKDW�
VKRXOG�EH�VXEMHFW�WR�)'$�UHYLHZ�EXW�DUH�QRW��*LYHQ�WKDW�VR�IHZ�
DSSV�KDYH�DV�RI�\HW�EHHQ�DSSURYHG�RU�FOHDUHG�E\�)'$��LWȠV�QRW�
GLIˉFXOW�IRU�)'$�WR�FKHFN�LWV�RZQ�ˉOHV�

2. Building the factual case regarding the violation

2QH�RI�WKH�SULPDU\�YLRODWLRQV�DW�LVVXH��VHOOLQJ�DQ�DSS�ZLWKRXW�
KDYLQJ�VXEPLWWHG�D�SUHPDUNHW�QRWLˉFDWLRQ��ZLOO�GHSHQG�PRVWO\�
on assessing the app’s intended use. An initial pass at that 
HYDOXDWLRQ�FDQ�EH�GRQH�VLPSO\�E\�ORRNLQJ�DW�WKH�LQIRUPDWLRQ�
WKDWȠV�DYDLODEOH�DW�WKH�$SS�6WRUH��DQG�OLQNLQJ�WR�WKH�FRPSDQ\ȠV�
SURPRWLRQDO�ZHEVLWH��7R�EH�VXUH��WKDW�GRHVQȠW�DQVZHU�DOO�WKH�
TXHVWLRQV�DURXQG�LQWHQGHG�XVH�DV�IUDQNO\�PDQ\�ZHEVLWHV�DUH�
TXLWH�DPELJXRXV��LQFRPSOHWH�DQG�RXW�RI�GDWH�

)RU�WKRVH�DSSV�WKDW�ORRN�WR�EH�LQWHQGHG�IRU�D�PHGLFDO�GHYLFH�
XVH��WKH�DJHQF\�WKHQ�QHHGV�WR�GRXEOH�FKHFN�LWV�RZQ�GDWDEDVH�
WR� PDNH� VXUH� WKDW� D� SUHPDUNHW� QRWLˉFDWLRQ� KDV� QRW� LQ� IDFW�
EHHQ� ˉOHG�� 6RPHWLPHV� DPELJXLWLHV� DURXQG� FRUSRUDWH� QDPHV�
DQG�VR�IRUWK�PDNH�LW�GLIˉFXOW�WR�EH�FRQˉGHQW�RI�WKH�VHDUFK��EXW�
LQ�VRPH�FDVHV�LWȠV�HDV\�

)RU� FODVV� ,� PHGLFDO� GHYLFHV� ZKHUH� SUHPDUNHW� FOHDUDQFH� LV�
QRW� UHTXLUHG�� LQVWHDG�RI�FKHFNLQJ� WKH�SUHPDUNHW�QRWLˉFDWLRQ�
GDWDEDVH� WKH� DJHQF\� ZRXOG� VLPSO\� FKHFN� WKH� IDFLOLW\�
UHJLVWUDWLRQ� GDWDEDVH�� +HUH� WRR� DPELJXLWLHV� FDQ� DULVH� ZLWK�
UHJDUG�WR�FRUSRUDWH�QDPHV�

%HFDXVH� WKH� IDFW� FKHFNLQJ� LQ�PDQ\�FDVHV�FDQQRW�EH�FHUWDLQ��
,�ZRXOG�EH� LQ� IDYRU�RI�)'$�DGRSWLQJ�WKH�SURFHVV�RI�VHQGLQJ�
DQ�LQIRUPDO�LQTXLU\�WR�D�FRPSDQ\�WR�JHW�WKH�IDFWV�EHIRUH�)'$�
GHFLGHV�WR�VHQG�D�PRUH�IRUPDO�HQIRUFHPHQW�OHWWHU��$W�)'$��WKLV�
LV�NQRZQ�DV�WKH�ȢLW�KDV�FRPH�WR�RXU�DWWHQWLRQ�OHWWHU�ȣ�,W�VHHPV�
WR�PH�WKDW�WKLV�LV�D�SUXGHQW�VWHS�WR�HQVXUH�WKDW�WKH�DJHQF\�KDV�
WKH�IDFWV�EHIRUH�FKDVWLVLQJ�WKH�FRPSDQ\�SXEOLFO\�

3. Pursuing the companies through some sort of enforcement

)RU� D� KXJH� SHUFHQWDJH� RI� FRPSDQLHV�� UHFHLYLQJ� HLWKHU� DQ�
XQWLWOHG�HQIRUFHPHQW�OHWWHU�IURP�)'$�LV�HQRXJK�WR�FDXVH�WKHP�
WR�FRPH�LQWR�FRPSOLDQFH�� ,�GRQȠW�KDYH�WKH�H[DFW�QXPEHUV��EXW�
LW�VHHPV�WR�EH�DQ�DSSOLFDWLRQ�RI�WKH�������UXOH��ZKHUH�����RI�
FRPSDQLHV�ZLOO�FRPH�LQWR�FRPSOLDQFH�DQG�����ZLOO�GUDJ�WKHLU�
IHHW��)URP�D�UHVRXUFH�VWDQGSRLQW��LWȠV�FOHDUO\�WKH�����WKDW�FDXVH�
FRQFHUQ�IRU�)'$��

$V�D�PDWWHU�RI�SROLF\��WKH�DJHQF\�GRHVQȠW�ZDQW�WR�VHQG�ZDUQLQJ�
OHWWHUV�RXW�XQOHVV�WKH\�DUH�SUHSDUHG�WR�EDFN�WKHP�XS�ZLWK�WKH�
IXOO� SRZHU� RI� WKH� IHGHUDO� JRYHUQPHQW�� 2WKHUZLVH� WKH� DJHQF\�
would gain a reputation as a toothless tiger.

6R� WKDWȠV� UHDOO\� WKH� FRQXQGUXP�� )RU� WKH� ���� ZKR�PLJKW� QRW�
FRPH�LQWR�FRPSOLDQFH�XSRQ�UHFHLYLQJ�D�OHWWHU�IURP�WKH�DJHQF\��
ZLWK�DOO�RI�WKH�EXGJHW�FXWV�DQG�RWKHU�OLPLWDWLRQV�RQ�UHVRXUFHV��
KRZ�FDQ�)'$�EH�FRQˉGHQW�WKDW�LW�FDQ�IXOO\�SXUVXH�DQG�DFKLHYH�
FRPSOLDQFH�DPRQJ�WKRVH�ZKR�GRQȠW�JR�WKHUH�YROXQWDULO\"

,� FHUWDLQO\� XQGHUVWDQG� WKDW� )'$� FDQȠW� PDNH� D� WKUHDW� XQOHVV�
LW� LV� SUHSDUHG� WR� IROORZ� WKURXJK�� DQG� WKH\ȠUH� VLPSO\� QRW� VXUH�
WKH\�FDQ�IROORZ�WKURXJK�ZLWK�D�KLJK�YROXPH�RI�WKUHDWV��2Q�WKH�
RWKHU� KDQG�� ,ȠP�QRW� VXUH� WKDW� )'$� IXOO\� DSSUHFLDWHV� KRZ� VHOI�
UHJXODWLQJ� WKH� KHDOWKFDUH� PDUNHW� FDQ� EH� ZKHQ� LW� KDV� JRRG�
LQIRUPDWLRQ��,I�)'$�HQGV�XS�VHQGLQJ�D�SXEOLF�ZDUQLQJ�OHWWHU�WR�
DQ�DSS�GHYHORSHU��,�EHOLHYH�WKDW�PDQ\�FXVWRPHUV�DQG�SDUWQHUV�
RI�WKH�DSS�GHYHORSHU�ZLOO�EDFN�DZD\�IURP�WKH�GHYHORSHU��HYHQ�LI�
WKH�GHYHORSHU�LWVHOI�LV�VORZ�WR�UHVSRQG��'RFWRUV��KRVSLWDOV�DQG�
RWKHUV�LQ�WKH�KHDOWKFDUH�HQYLURQPHQW�DUH�VHQVLWLYH�WR�SURGXFW�
OLDELOLW\�DQG�PDOSUDFWLFH��DQG�XVXDOO\�FDUHIXO�QRW�WR�XVH�SURGXFWV�
ZKHUH�)'$�KDV� UDLVHG� WKH� FRQFHUQ�DERXW� VDIHW\�� HIIHFWLYHQHVV�
DQG� UHJXODWRU\�FRPSOLDQFH��6R�HYHQ� LI�)'$�GRHV�QRW�KDYH� WKH�
UHVRXUFHV�WR�SXUVXH�WKRVH�����RI�FRPSDQLHV�WKDW�GR�QRW�FRPH�
LQWR�FRPSOLDQFH�RQ� WKHLU�RZQ�� WKH� UHFHLSW�RI�D�ZDUQLQJ� OHWWHU�
FDQ�VWLOO�EH�D�YHU\�LPSRUWDQW�DQG�LPSDFWIXO�VWHS�

%XW� ,� WUXO\�GR�XQGHUVWDQG�WKDW�)'$�FDQQRW�VHQG�RXW�ZDUQLQJV�
ZLWKRXW�EHLQJ�SUHSDUHG�WR�HQIRUFH�WKHP��HYHQ�LI�FXVWRPHUV�DQG�
others can be counted on to apply pressure to the recalcitrant 
developer. I don’t have the answer here, but I want to start a 
FRQYHUVDWLRQ� WR� WU\� WR� ˉQG� VRPH� DSSURDFK� WKDW� NHHSV� HWKLFDO�
FRPSDQLHV�IURP�JHWWLQJ�KXUW�ZKLOH�WU\LQJ�WR�GR�WKH�ULJKW�WKLQJ�

Plan going forward (continued...)
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XII. FDA’s Enforcement Plan (continued...) 

Bottom Line:  Enforce it or get rid of it

/HW�PH�EH�FOHDU��ZKDW�,ȠP�REMHFWLQJ�WR�LV�XQHQIRUFHG�UHTXLUHPHQWV��8QHQIRUFHG�
UHTXLUHPHQWV�WKDW�FOHDUO\�DSSO\�PHDQ�WKDW�D�UHSXWDEOH�FRPSDQ\�KDV�D�FKRLFH�

��� &RPSO\�ZKHQ� RWKHUV� DUH� QRW�� DW� JUHDW� H[SHQVH� DQG� FRPSHWLWLYH�
GLVDGYDQWDJH��RU�

���'RQȠW�FRPSO\�DQG�SUHVXPDEO\�YLRODWH�WKH�FRPSDQ\ȠV�RZQ�FRGH�RI�
FRQGXFW�PDQGDWLQJ�FRPSOLDQFH�ZLWK�DOO�UHOHYDQW�ODZV��

1RWLFH� WKDW� WKDWȠV� IDU�PRUH� WKDQ� DQ� HWKLFDO� FRQXQGUXP�� ,I� D� FRPSDQ\� VWDUWV�
LJQRULQJ�OHJDO�UHTXLUHPHQWV��WKH�FRPSDQ\�KDV�D�YHU\�GLIˉFXOW�WLPH�LPSRVLQJ�
OHJDO� UHTXLUHPHQWV� RQ� LWV� RZQ� SHRSOH�� 7KH� V\VWHP� VWDUWV� WR� ORRN� DUELWUDU\��
EDVHG� QRW� RQ� ZKHWKHU� WKHUH� LV� D� UHTXLUHPHQW� EXW� UDWKHU� EDVHG� RQ� WKH�
OLNHOLKRRG�RI�JHWWLQJ�FDXJKW�IRU�D�YLRODWLRQ��,W�KDV�H[WUHPHO\�FRUURVLYH�HIIHFWV�
RQ�DQ�RUJDQL]DWLRQȠV�RYHUDOO�FRPSOLDQFH�

%RWK�RI�WKRVH�FKRLFHV�VWLQN��2EYLRXVO\�WKH�JRYHUQPHQW�KDV�WZR�GLIIHUHQW�ZD\V�
RI�VROYLQJ�WKH�GLOHPPD��7KH�JRYHUQPHQW�FDQ�HLWKHU��

���(QIRUFH�WKH�ODZ��RU�

���5HPRYH�WKH�UHJXODWRU\�UHTXLUHPHQW�

:KLFK� WKH\� FKRRVH� RI� FRXUVH� GHSHQGV� RQ� ZKHWKHU� WKHUH� UHPDLQV� D� VDIHW\�
LVVXH� WKDW� QHHGV� WR� EH� UHJXODWHG�� %XW� LI� WKHUH� LV� LQGHHG� D� VDIHW\� LVVXH�� WKH�
JRYHUQPHQW�QHHGV�WR�UHJXODWH�LQ�DQ�HYHQKDQGHG�PDQQHU��

Conclusion

,�H[SHFW�ZH�ZLOO�VORZO\�VWDUW�WR�VHH�WKH�JRYHUQPHQWȠV�VWUDWHJ\�IRU�HQIRUFLQJ�WKH�
PRELOH�PHGLFDO�DSS�JXLGDQFH��,�GR�QRW�H[SHFW�D�GUDPDWLF�VKLIW��,�LPDJLQH�WKH�
JRYHUQPHQW�ZLOO�VSHQG�WKH�QH[W�VL[�PRQWKV�RU�VR�WU\LQJ�WR�HGXFDWH�HYHU\RQH�
DERXW� WKH�JXLGDQFH��DQG�WKHQ�JUDGXDOO\� WKHUHDIWHU�VWDUW� WR�JHW�VWHUQHU� LQ� LWV�
FRPPXQLFDWLRQV��,�DOVR�H[SHFW�WKDW�WKH\�ZLOO�IDYRU�WKRVH�FRPSDQLHV�WKDW�FRPH�
WR�WKH�DJHQF\�WR�WU\�WR�ZRUN�RXW�D�FRPSOLDQFH�SODQ��RYHU�WKRVH�WKDW�WKH�DJHQF\�
KDV�WR�WDNH�WR�WDVN��,I�D�FRPSDQ\�FRPHV�SURDFWLYHO\�WR�)'$��DQG�LI�WKHUHȠV�QR�
HYLGHQFH�RI�D�VDIHW\�LVVXH��WKH�DJHQF\�PD\�ZHOO�DOORZ�WKH�FRPSDQ\�WR�UHPDLQ�
RQ�WKH�PDUNHW�ZKLOH�WKH�FRPSDQ\�FRPHV�LQWR�FRPSOLDQFH���
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$V� VKRXOG� EH� REYLRXV� IURP� WKH� SULRU�
FKDSWHUV�� )'$� LV� QRW� GRQH� ZLWK� UHJDUG� WR�
SROLF\� PDNLQJ� LQ� WKH� DUHD� RI� P+HDOWK��
7KURXJK� SXEOLVKLQJ� WKH� ˉQDO� PRELOH�
PHGLFDO� DSS� JXLGDQFH�� WKH� DJHQF\� KDV�
DGGUHVVHG� QXPHURXV� TXHVWLRQV�� EXW� KDV�
FUHDWHG� DGGLWLRQDO� TXHVWLRQV� DQG� OHIW�
VRPH� TXHVWLRQV� XQDQVZHUHG�� 2QH� RI� WKH�
ODUJHVW� JDSV�� DV� H[SODLQHG� DERYH�� LV� WKH�
VFRSH�RI�)'$�UHJXODWLRQ�RI�FOLQLFDO�GHFLVLRQ�
VXSSRUW�VRIWZDUH��6R�ZKDW�GRHV�WKH�IXWXUH�
RI� SROLF\PDNLQJ� LQ� WKLV� DUHD� ORRN� OLNH"�
)RU� WKDW��ZH�KDYH� WR� FRQVLGHU� D� FRXSOH�RI�
GLIIHUHQW�IRUXPV�

FDA

1RWZLWKVWDQGLQJ� SUHVVXUH� IURP� VRPH� ,7�
WUDGH�JURXSV�� ,� WKLQN�)'$�ZLOO� FRQWLQXH� WR�
UHJXODWH� PRELOH� DSSV� WKDW� GR� WKH� VDPH�
WKLQJ� DV� WUDGLWLRQDO� PHGLFDO� GHYLFHV�� OLNH�
the urinalysis app and apps used to read 
XOWUDVRXQG�LPDJHV��$W�WKH�VDPH�WLPH��WKHUH�
ZLOO�EH�PXFK�GLVFXVVLRQ�DURXQG�DSSV�WKDW�
DUH�PRUH�SHULSKHUDO�WR�WKRVH�FRUH�PHGLFDO�
GHYLFH�IXQFWLRQDOLWLHV�

7KH� FXUUHQW� IRUXP� IRU� WKHVH� SROLF\�
GLVFXVVLRQV� LV� WKH� FROODERUDWLYH� ZRUNLQJ�
JURXS�FUHDWHG�E\�WKH�WKUHH�DJHQFLHV�ȝ�)'$��
WKH�2IˉFH�RI�WKH�1DWLRQDO�&RRUGLQDWRU�DQG�
WKH� )HGHUDO� &RPPXQLFDWLRQV� &RPPLVVLRQ�
ȝ� WR� GHYHORS� DQ� RYHUDOO� VWUDWHJLF� SODQ� IRU�
UHJXODWLQJ� KHDOWK� LQIRUPDWLRQ� WHFKQRORJ\��
LQFOXGLQJ�PRELOH�PHGLFDO� DSSV��$V� ,�ZULWH�
WKLV�ERRN��LQ�WKH�IDOO�RI�������DV�VRRQ�DV�WKH�
DJHQFLHV� FRPH� EDFN� IURP� WKHLU� IXUORXJK��
WKH\� ZLOO� ZRUN� LQWHQVHO\� RQ� GUDIWLQJ� WKDW�
UHSRUW�� 8QGHU� VHFWLRQ� ���� )'$6,$�� WKH�
UHSRUW�LV�GXH�WR�&RQJUHVV�LQ�-DQXDU\������

XIII. Policy Making From Here

EHWWHU�WKURXJK�PRUH�HGXFDWLRQDO�RXWUHDFK��
DQG� ���� XVH� RI� HQIRUFHPHQW� GLVFUHWLRQ� WR�
H[HUFLVH� D� OLJKW� WRXFK� LQ� DUHDV�ZKHUH� WKH�
ULVN�ZDV�YHU\� ORZ�DQG� WKH�RSSRUWXQLW\� IRU�
LQQRYDWLRQ� JUHDW�� ,Q� DGGLWLRQ�� WKH�ZRUNLQJ�
JURXS� UHFRPPHQGHG� WKDW� )'$� FODULI\� KRZ�
LWV� H[LVWLQJ� UHTXLUHPHQWV� ZRXOG� DSSO\�
WR� PRELOH� DSSV�� LQFOXGLQJ� SUHPDUNHW�
UHTXLUHPHQWV� DV� ZHOO� DV� SRVW�PDUNHW�
UHSRUWLQJ�REOLJDWLRQV��)XUWKHU��WKH�ZRUNLQJ�
JURXS� IDYRUHG� H[HPSWLRQV� IURP� WKH�
TXDOLW\�V\VWHP�IRU�WKH�ORZHVW�ULVN�VRIWZDUH�
products.

$OO� WKUHH� DJHQFLHV� KDYH� D� WUDGLWLRQ� RI�
trying, wherever possible, to accept the 
LQSXW� RI� WKHLU� DGYLVRU\� FRPPLWWHHV�� VR� LWȠV�
P\�KRSH�WKDW�WKH�DJHQFLHV�ZLOO�WDNH�WKHVH�
YDULRXV� UHFRPPHQGDWLRQV� VHULRXVO\� DV�
they develop their strategy. I guess we will 
VHH� LQ� -DQXDU\�������DOWKRXJK� ,�PXVW�DOVR�
VD\�WKDW� WKH�DJHQFLHV�GR�QRW�DOZD\V�PHHW�
their deadlines, especially when being shut 
GRZQ�E\�&RQJUHVV�IRU�D�VL]DEOH�DPRXQW�RI�
WLPH�

Congress

:KLOH� )'$� KDV� EHHQ� GHYHORSLQJ� LWV�
UHJXODWRU\� VWUDWHJLHV� IRU� PRELOH� KHDOWK��
&RQJUHVV�KDV�EHHQ�LQWHUHVWHG� LQ�WKH�VDPH�
WRSLF�DQG�VXJJHVWLQJ�WKDW�LW�PD\�OHJLVODWH�LQ�
WKLV�DUHD��,Q�0DUFK�������WKH�+RXVH�(QHUJ\�
DQG� &RPPHUFH� &RPPLWWHH�� WKURXJK� WZR�
VXEFRPPLWWHHV��KHOG�WKUHH�GD\V�RI�KHDULQJV�
RQ� WKH� UHJXODWLRQ� RI�PRELOH� KHDOWK�� ,� KDG�
WKH�RSSRUWXQLW\�WR�WHVWLI\�DW�WKDW�KHDULQJ�

0XFK� RI� WKH� KHDULQJ� IRFXVHG� RQ� WKH�
PHGLFDO� GHYLFH� WD[�� DQG� IUDQNO\� WKRVH�
RQ� WKH� 5HSXEOLFDQ� VLGH� H[SUHVVHG� VRPH�

I obviously have no clue what the report will 
VD\��+RZHYHU�� ,� GR� WKLQN� WKDW� WKH�DJHQFLHV�
ZLOO� VHULRXVO\� FRQVLGHU� WKH� LQSXW� RI� WKH�
DGYLVRU\�FRPPLWWHH�WKH\�SXW�WRJHWKHU�DV�D�
SDUW�RI�WKLV�SURFHVV��,Q�WKH�VSULQJ�RI�������
XQGHU� JXLGHOLQHV� HVWDEOLVKHG� E\� )'$6,$��
WKH�DJHQFLHV�SXOOHG�WRJHWKHU����LQGLYLGXDOV�
IURP�D�ZLGH�YDULHW\�RI�VHFWRUV� LQYROYHG� LQ�
+,7��,�KDG�WKH�RSSRUWXQLW\�WR�VHUYH��DQG�ZDV�
DVNHG�WR�FRFKDLU�WKH�5HJXODWLRQV�6XEJURXS�

2YHU� WKH� FRXUVH� RI� WKH� VXPPHU� RI� ������
WKH� DGYLVRU\� FRPPLWWHH� ZRUNHG� LQWHQVHO\��
VRPHWLPHV�KDYLQJ�XS� WR� WKUHH� FRQIHUHQFH�
FDOOV� D�ZHHN�� WR�GHYHORS� D� FRPSUHKHQVLYH�
VHW�RI�LQSXWV�IRU�WKH�DJHQF\ȠV�GHOLEHUDWLRQV��
To be clear, we were not called to develop 
D� GUDIW� UHJXODWRU\� VWUDWHJ\�� EXW� UDWKHU� WR�
LGHQWLI\�LPSRUWDQW�DVSHFWV�RI�WKDW�VWUDWHJ\�
WKDW� ZHUH� QHHGHG� WR� EDODQFH� VDIHW\�� ZLWK�
LQQRYDWLRQ�� 7KH� DGYLVRU\� FRPPLWWHH�
FRPSOHWHG� LWV� ZRUN� E\� WKH� ˉUVW� ZHHN� RI�
6HSWHPEHU��DQG�PDGH�D�SXEOLF�SUHVHQWDWLRQ�
EHIRUH� 21&ȠV� +,7� 3ROLF\� &RPPLWWHH�� ,I�
you are interested in the report, both 
WKH� ZULWWHQ� ZRUN� SURGXFW� DQG� DQ� DXGLR�
recording are available on the ONC website 
E\�JRLQJ� WR� WKH� VHFWLRQ�RQ� WKH�+,7�3ROLF\�
&RPPLWWHH�

2I� SDUWLFXODU� UHOHYDQFH� WR� WKH� P+HDOWK�
VHJPHQW�� WKH� DGYLVRU\� FRPPLWWHH�
UHFRPPHQGHG� WKDW� )'$� FODULI\� VHYHUDO�
DUHDV�LQFOXGLQJ�����WKH�GHˉQLWLRQ�RI�FOLQLFDO�
GHFLVLRQ� VXSSRUW� VRIWZDUH�� ���� WKH� VFRSH�
RI�)'$�UHJXODWLRQ�RYHU�DFFHVVRULHV�� ����WKH�
GLFKRWRP\� EHWZHHQ� KHDOWK� DQG� ZHOOQHVV��
DQG�����)'$�UHJXODWLRQ�RI�VRIWZDUH�PRGXOHV��
:H� DOVR� PDGH� VHYHUDO� UHFRPPHQGDWLRQV�
WR� LPSURYH� WKH� )'$� UHJXODWRU\� SURFHVV��
LQFOXGLQJ� ���� LGHQWLI\LQJ� ZD\V� WR� KHOS�
LQGXVWU\� XQGHUVWDQG� WKH� UHTXLUHPHQWV�

Jose Bolanos MD
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RXWUDJH�WKDW�LQQRYDWLYH�PRELOH�DSSV�ZRXOG�
EH� WD[HG��:KLOH� ,� ZKROHKHDUWHGO\� VXSSRUW�
WKH� UHSHDO� RI� WKH� WD[�� LQ� WKLV� SDUWLFXODU�
case it was a bit distracting because the 
WD[� DFWXDOO\� H[HPSWV�PRELOH� DSSV� VROG� DW�
UHWDLO�� 6R� DSSV� SXUFKDVHG� E\� FRQVXPHUV�
WKURXJK�L7XQHV��IRU�H[DPSOH��ZRXOG�QRW�EH�
VXEMHFW�WR�WKH�WD[�

%XW�WKH�WD[�LVVXH�DVLGH��LW�VHHPV�WKDW�PRVW�
SHRSOH�LQ�WKH�URRP�ZDQWHG�WR�ˉJXUH�RXW�D�
ZD\�WR�HQVXUH�WKDW� LQQRYDWLRQ� LQ�P+HDOWK�
FRQWLQXHV� WR� ˊRXULVK�� 7KURXJKRXW� WKH�
VXPPHU� RI� ������ YDULRXV� &RQJUHVVPHQ�
DQG� WKHLU� VWDII� ZHUH� GLVFXVVLQJ� GLIIHUHQW�
approaches to legislation. Representative 
0LNH� +RQGD� �'Ȟ&$�� KDV� DQ� LQWHUHVW� LQ�
FUHDWLQJ� D� VHSDUDWH� RIˉFH� DW� )'$� WR� WDNH�
UHVSRQVLELOLW\�IRU�ZLUHOHVV�KHDOWK�JHQHUDOO\��
LQFOXGLQJ�P+HDOWK�� 7KH� WKHRU\� EHLQJ� WKDW�
E\� JLYLQJ� PRELOH� KHDOWK� PRUH� DWWHQWLRQ�
DQG�PRUH�IRFXV��WKH�DJHQF\�FRXOG�GHYHORS�
EHWWHU� SROLF\�PRUH�TXLFNO\��5HSUHVHQWDWLYH�
0DUVKD� %ODFNEXUQ� �5Ȟ7HQQ��� ZDQWV� WR�
WDNH�RQ�WKH�GHˉQLWLRQ�RI�D�PHGLFDO�GHYLFH��
DQG� VHSDUDWH� RXW� VRIWZDUH� W\SH� GHYLFHV�
IURP� WUDGLWLRQDO� SK\VLFDO�PHGLFDO� GHYLFHV��
$PRQJ� RWKHU� WKLQJV�� WKDW� ZRXOG� UHPRYH�
PRELOH� PHGLFDO� DSSV� IURP� WKH� PHGLFDO�
GHYLFH�WD[�

$OO�RI�WKRVH�OHJLVODWLYH�HIIRUWV�DUH�UHODWLYHO\�
HDUO\�RQ�LQ�WKHLU�GHYHORSPHQW��DQG�,�ZRXOG�
anticipate that Congress will wait until the 
DJHQFLHV�KDYH�FRPH�XS�ZLWK�WKHLU�VWUDWHJ\�
XQGHU� )'$6,$� VHFWLRQ� ���� WR� VHH� ZKDW� LW�
VD\V��1RQHWKHOHVV��,�GR�DQWLFLSDWH�WKDW������
ZLOO�EH�DQ�LQWHUHVWLQJ�\HDU�IRU�P+HDOWK�RQ�
&DSLWRO�+LOO�DQG�DW�WKH�DJHQFLHV�

XIII. Policy Making From Here (continued...) 

How FDA can avoid unduly treading on mHealth innovation

$V�&RQJUHVV�DQG�WKH�IHGHUDO�DJHQFLHV�ZRUN�WKLV�IDOO�WR�DVVHVV�KRZ�WKH\�FDQ�LPSURYH�)'$�
UHJXODWLRQ�ZLWK�UHJDUG�WR�P+HDOWK��,�WKLQN�LWȠV�LPSRUWDQW�IRU�DOO�LQYROYHG�WR�VWDUW�D�GLVFXVVLRQ�
DURXQG� ZKDW� LW� ZRXOG� WDNH� WR� HQFRXUDJH� LQQRYDWLRQ� LQ� P+HDOWK�� 8QGHU� VHFWLRQ� ���� RI�
)'$6,$��LQ�IRUPXODWLQJ�WKH�JRYHUQPHQWȠV�VWUDWHJ\��WKH�DJHQFLHV�DUH�VXSSRVHG�WR�HQFRXUDJH�
FRQWLQXHG�LQQRYDWLRQ�DV�PXFK�DV�SRVVLEOH��7KH�TXHVWLRQ�LV��KRZ�VKRXOG�WKH\�GR�WKDW"

,W�VHHPV�WR�PH�WKH\�RXJKW�WR�VWDUW�E\�XQGHUVWDQGLQJ�WKH�IDFWRUV�WKDW�GULYH�LQQRYDWLRQ�LQ�
P+HDOWK��6R�ZKDW�DUH�WKRVH�IDFWRUV��EH\RQG�WKH�DYDLODELOLW\�RI�SL]]D"

,Q� WKLV� FKDSWHU�� ,ȠP� JRLQJ� WR� VKDUH� ZKDW� ,� WKLQN� DUH� VRPH� EHVW� SUDFWLFHV� WKDW� VXSSRUW�
LQQRYDWLRQ�� +HUH� ZH� DUH� QRW� WDONLQJ� DERXW� PDFURHFRQRPLFV� DQG� SROLF\� VXFK� DV� WKH�
DYDLODELOLW\� RI� YHQWXUH� FDSLWDO� DQG� JRRG� ,3� SURWHFWLRQ�� EXW� UDWKHU� PLFURHFRQRPLFV� DQG�
FRPSDQ\�FRQGLWLRQV�WKDW�QHHG�WR�H[LVW�IRU�LQQRYDWLRQ�WR�WKULYH��

The nature of innovation in mHealth 

,� GLYLGH� WKH� XQLYHUVH� RI� IDFWRUV� LPSRUWDQW� WR� LQQRYDWLRQ� LQWR� WZR� EURDG� FDWHJRULHV��
VSHFLˉFDOO\�����WKH�DFW�DQG�SURFHVV�RI�LQQRYDWLQJ�DQG�����WKH�EXVLQHVV�PRGHO�IRU�VXSSRUWLQJ�
innovation.

The act and process of innovating

,�KDYH�WULHG�WR�FROOHFW�EHVW�SUDFWLFHV�IURP�OHDGLQJ�FRPSDQLHV�LQ�P+HDOWK�WR�GLVFHUQ�KRZ�
WKH\�VXFFHHG�LQ�LQQRYDWLRQ��,ȠP�VXUH�WKLV�LV�RQO\�D�SDUWLDO�OLVW��EXW�KRSHIXOO\�LW�UHSUHVHQWV�D�
JRRG�VWDUW�LQ�LGHQWLI\LQJ�ZKDW�QHHGV�WR�EH�SURWHFWHG�DQG�DOORZHG�WR�ˊRXULVK�

&ROODERUDWLRQ� DPRQJ� DSS� GHYHORSHUV�� FOLQLFLDQV�� PHGLFDO� GHYLFH� GHYHORSHUV� DQG�
VFLHQWLVWV� RI�PDQ\� VRUWV�� &ROODERUDWLRQ� LV� WKH�ZHOOVSULQJ� RI� LQQRYDWLRQ�� 3HUKDSV� LQ�
VRPH� DUHDV� RI� WHFKQRORJ\�� LQQRYDWLRQ� FDQ� RFFXU� IURP� D� ORQH�� EULOOLDQW� VFLHQWLVW�
WLQNHULQJ� ODWH�DW�QLJKW� LQ�KLV�RZQ� ODE��%XW� LQ� WKH�DUHD�RI�P+HDOWK�� WUXH� LQQRYDWLRQ�
XQLIRUPO\�FRPHV�IURP�FROODERUDWLRQ�DPRQJ�YHU\�GLVSDUDWH�VHWV�RI�H[SHUWLVH��$IWHU�DOO��
P+HDOWK�RIWHQ�LV�DERXW�FRQQHFWLQJ�WKH�SDWLHQW�WR�WKLV�GDWD��DQG�RIWHQ�WR�KLV�FDUHJLYHU�

)LQGLQJ� WDOHQW� ZKHUHYHU� LW� PLJKW� EH�� ,Q� D� VHQVH�� WKLV� LV� D� FRQWLQXDWLRQ� RI� WKH�
FROODERUDWLRQ�QHHG��EXW�KHUH�,�DP�IRFXVHG�RQ�WKH�IDFW�WKDW�WKH�QHHGHG�H[SHUWV�PLJKW�
EH�GLVSHUVHG�DURXQG�WKH�ZRUOG��,Q�RWKHU�DUHDV�RI�WHFKQRORJ\�GHYHORSPHQW��LWȠV�PRUH�
WUDGLWLRQDO�WR�EULQJ�HYHU\RQH�WRJHWKHU�XQGHU�RQH�URRI�WR�IDFLOLWDWH�WKH�GHYHORSPHQW�
SURFHVV��,Q�,7��LWȠV�TXLWH�FRPPRQ�QRW�WR�EULQJ�HYHU\RQH�WRJHWKHU�SK\VLFDOO\�EXW�WR�OHW�
WKHP�LQWHUDFW�YLUWXDOO\�WKURXJKRXW�WKH�8QLWHG�6WDWHV�DQG�WKH�ZRUOG�

7LQNHULQJ�DQG�H[SHULPHQWDWLRQ��ZLWK�IHHGEDFN�ORRSV��$Q\�IRUP�RI�HQJLQHHULQJ�UHTXLUHV�
WKH�GHYHORSPHQW�RI�SURWRW\SHV��EXW�VRIWZDUH�GHYHORSPHQW�LQ�SDUWLFXODU�LQYROYHV�WKH�
GHYHORSPHQW�RI�EHWD�YHUVLRQV�WKDW�FDQ�EH�WHVWHG�LQ�UHDO�ZRUOG�VLWXDWLRQV�LQ�RUGHU�WR�
REWDLQ�IHHGEDFN�DQG�VWUHQJWKHQ�WKH�WHFKQRORJ\��&RQVHTXHQWO\��WR�PDNH�UHDO�SURJUHVV�
LQ�P+HDOWK��ZH�QHHG�WR�HQVXUH�WKDW�WKDW�WLQNHULQJ�DQG�H[SHULPHQWDWLRQ�FDQ�FRQWLQXH�
LQ�VRPH�DSSURSULDWH�ZD\�

Congress (continued...)

ȧ

ȧ

ȧ



FDA REPORT  | 75© Copyright 2013 Chester Street Publishing, Inc. All Rights Reserved.

mobi health news

0DMRU� EUHDNWKURXJKV� IROORZHG� E\� PDQ\�� PDQ\� LQFUHPHQWDO�
LPSURYHPHQWV��7KH�SDFH�RI� LQQRYDWLRQ� LV� XQHYHQ��&HUWDLQO\� WKHUH� DUH�
LQVSLUDWLRQV� LQ�ZKLFK� QHZ� WHFKQRORJLHV� DUH� FUHDWHG�� RU� QHZ� XVHV� IRU�
H[LVWLQJ� WHFKQRORJ\� DUH� LGHQWLˉHG�� %XW� WKRVH� EUHDNWKURXJKV� W\SLFDOO\�
DUH� IROORZHG� E\� D� VLJQLˉFDQW� QXPEHU� RI� LQFUHPHQWDO� HQKDQFHPHQWV�
RYHU�VRPHWLPHV�D�SURORQJHG�SHULRG�

1RQOLQHDU�SURFHVV��&UHDWLYH�PLQGV� WHQG� WR�]LJ�DQG�]DJ�� ,I�\RX�DGG� WR�
WKDW�FROODERUDWLRQ�ZKHUH�PDQ\�SHRSOH�DUH�ZRUNLQJ�WRJHWKHU��LQQRYDWLRQ�
WHQGV� WR� KDSSHQ� KHUH� DQG� WKHUH�� QRW� QHFHVVDULO\� DFFRUGLQJ� WR� VRPH�
OLQHDU� SURFHVV�� 5HJXODWRU\� UHVWULFWLRQV�� IRU� H[DPSOH�� LQ� WKH� QDPH� RI�
D� TXDOLW\� V\VWHP� WKDW� DWWHPSW� WR�PDNH� GHYHORSPHQW� D� SXUHO\� OLQHDU�
SURFHVV�DUH�GRRPHG�WR�FDXVH�FRQIXVLRQ�DQG�XQQHFHVVDU\�EXUGHQ�

6KRUW� SURGXFW� OLIHF\FOHV�� ,QGHHG�� WKLV� LV� VLPSO\� WKH� RWKHU� VLGH� RI� WKH�
FRLQ�IURP�WKH�UDSLG�SURJUHVV�LQ�P+HDOWK�WHFKQRORJ\��%XW�LWȠV�LPSRUWDQW�
DOVR�WR�XQGHUVWDQG�DQG�DSSUHFLDWH�WKH�FXOWXUDO� LPSDFW�WKDW�WKH�VKRUW�
OLIHF\FOHV�KDYH�RQ�WKH�GHYHORSHUV�WKHPVHOYHV��'HYHORSHUV�WKULYH�LQ�DQ�
HQYLURQPHQW� LQ�ZKLFK�FKDQJH�LV�FRQVWDQW��DQG�SURJUHVV� LV�VRPHWKLQJ�
WKDW� FDQ� EH� PDGH� YLUWXDOO\� HYHU\� GD\�� )XQGDPHQWDOO\� FKDQJLQJ� WKDW�
FXOWXUH� DQG� HQYLURQPHQW� E\� LPSRVLQJ� UHJXODWRU\� REOLJDWLRQV� WKDW�
ZRXOG� GUDPDWLFDOO\� OHQJWKHQ� WKH� SURGXFW� OLIHF\FOHV� ZRXOG� KDYH� D�
WUHPHQGRXV�VWLˊLQJ�LPSDFW�RQ�WKH�H[FLWLQJ�FXOWXUHV�WKDW�H[LVW�LQ�WKHVH�
WHFKQRORJ\�GHYHORSHUVȠ�RUJDQL]DWLRQV�

6HQVLEOH� WHFKQRORJ\� VWDQGDUGV� GULYHQ� E\� LQGXVWU\�� 7KH� SURPLVH� RI�
P+HDOWK� GHSHQGV� WUHPHQGRXVO\� RQ� WKH� LQWHURSHUDELOLW\� RI� PHGLFDO�
GHYLFHV�DQG�,7�V\VWHPV��7KXV��IRU�P+HDOWK�WR�ˊRXULVK��WKH�GHYHORSHUV�RI�
WKHVH�WHFKQRORJLHV�QHHG�WR�DJUHH�XSRQ�FRPPRQ�VWDQGDUGV�WR�EH�XVHG��
:KLOH�WKLV�LQ�D�VHQVH�FRQVWUDLQV�LQQRYDWLRQ��LQGXVWU\�RUJDQL]DWLRQV�DUH�
in a position to develop the standards in a way that balances the need 
IRU�LQQRYDWLRQ�ZLWK�WKH�QHHG�IRU�VWDQGDUGL]DWLRQ�

0RGXODUL]DWLRQ�RI�VRIWZDUH��,W�QHYHU�PDNHV�VHQVH�WR�UHLQYHQW�WKH�ZKHHO��
6RIWZDUH� GHYHORSPHQW� LV� QR� H[FHSWLRQ�� 2YHU� WKH� ODVW� IHZ� GHFDGHV�
KXQGUHGV� RI� WKRXVDQGV� RI� VRIWZDUH� GHYHORSHUV� KDYH� FUHDWHG� OLWHUDOO\�
PLOOLRQV�RI�VRIWZDUH�SURJUDPV�WKDW�DFFRPSOLVK�D�PLQG�ERJJOLQJ�UDQJH�
RI�WDVNV��,W�VLPSO\�GRHVQȠW�PDNH�VHQVH�WR�LJQRUH�WKRVH�H[LVWLQJ�VRIWZDUH�
PRGXOHV�ZKHQ�GHYHORSLQJ�QHZ�SURJUDPV��6R�LQVWHDG��GHYHORSHUV�VWLWFK�
WRJHWKHU�H[LVWLQJ�SURJUDPV�DQG�WKHQ�DGG�D�QHZ�LQQRYDWLYH�FRGLQJ�WR�
GR�ZKDWHYHU�LV�QHZ�RU�GLIIHUHQW�WKDW�WKH�GHYHORSHU�ZDQWV�WR�DFFRPSOLVK��
6RPHWLPHV� WKLV� LV� GRQH� E\� GUDZLQJ� WKRVH� PRGXOHV� WRJHWKHU� LQWR� D�
VLQJOH� SURJUDP�� DQG� VRPHWLPHV� LW� LV� HIIHFWLYHO\� DFFRPSOLVKHG� E\� D�
VRIWZDUH�SURJUDP�EHLQJ�GHVLJQHG�WR�LQWHUDFW�ZLWK�RWKHU�VRIWZDUH�RQ�D�
JLYHQ�SODWIRUP��VXFK�DV�D�PRELOH�SKRQH��$�VLPSOH�H[DPSOH�LV�D�VRIWZDUH�
DSSOLFDWLRQ� RQ� D�PRELOH� SKRQH�PDNLQJ� XVH� RI� WKH� H[LVWLQJ� SURJUDP�
WKDW� WUDFNV� GDWH� DQG� WLPH�� $Q\� UHJXODWLRQ� QHHGV� WR� DSSUHFLDWH� WKLV�
IXQGDPHQWDO�GHVLJQ�G\QDPLF�

XIII. Policy Making From Here (continued...) 

The business model for supporting innovation

P+HDOWK� LQQRYDWRUV�PXVW� OLYH� LQ� WKH� UHDO�ZRUOG��DQG�
WKDW� UHDO� ZRUOG� KDV� HFRQRPLF� LVVXHV� DV� ZHOO�� 7KH�
IROORZLQJ�DUH�DW� OHDVW�D� IHZ�RI� WKH�HFRQRPLF� IDFWRUV�
WKDW�QHHG�WR�EH�FRQVLGHUHG�DV�ZH�ORRN�WR�SUHVHUYLQJ�
DQG�HQKDQFLQJ�LQQRYDWLRQ�LQ�P+HDOWK�

6PDOO� FRPSDQLHV�� )RUWXQDWHO\� IRU� HYHU\RQH��
P+HDOWK�LQ�SDUWLFXODU�LV�QRW�D�FDSLWDO�LQWHQVLYH�
EXVLQHVV�� VR� VPDOO� FRPSDQLHV� FDQ� HQJDJH� LQ�
LQQRYDWLRQ� DQG� SURGXFW� GHYHORSPHQW�� 7KLV�
LV� JRRG� QHZV�� EHFDXVH� LW� PHDQV� WKDW� ZH� FDQ�
open up to a broader group the opportunity to 
develop innovative products. The bad news is 
WKDW�WKHVH�FRPSDQLHV�WHQG�WR�KDYH�OHVV�FDSLWDO��
DQG� DOVR� WHQG� WR� QHHG� PRUH� DVVLVWDQFH� IURP�
JRYHUQPHQW� UHJXODWRUV� LQ� XQGHUVWDQGLQJ� DQG�
QDYLJDWLQJ�FRPSOH[�UHJXODWRU\�V\VWHPV�

9HQWXUH� FDSLWDO� DQG� DQJHO� LQYHVWPHQW�� 7KHVH�
VPDOO� FRPSDQLHV�� EHFDXVH� WKH\� RIWHQ� ODFN�
VXIˉFLHQW� FDSLWDO� IURP� WKH� IRXQGHUV�� QHHG� WR�
VHHN�RXW�DQG�REWDLQ�YHQWXUH� FDSLWDO� DQG�DQJHO�
LQYHVWPHQWV�� 2ND\�� WKDWȠV� D� PDFURHFRQRPLF�
IDFWRU�EXW�,�XVH�LW�WR�OHDG�LQWR�D�PLFURHFRQRPLF�
IDFWRU�� 7R� DFFHVV� WKDW� FDSLWDO�� WKH� LQQRYDWRUV�
need to be able to put together business plans 
WKDW�LGHQWLI\�FOHDUO\�WKH�UHJXODWRU\�GHPDQGV�DQG�
WKH� WLPHWDEOHV� DVVRFLDWHG� ZLWK� EULQJLQJ� WKHLU�
SURGXFWV�WR�PDUNHW��7KXV��FODULW\�LQ�WKH�UHJXODWRU\�
SDWKZD\�EHFRPHV�H[WUHPHO\�LPSRUWDQW�

$FFHVV�WR�PDUNHWV�LQ�D�UHDVRQDEOH�WLPH��7KHUHȠV�
QR� JHWWLQJ� DURXQG� WKDW�P+HDOWK� LV� D� EXVLQHVV��
:KLOH� ZH� DOO� FHUWDLQO\� KDYH� D� IRFXV� RQ� WKH�
patient and protecting the patient, healthcare 
GRHVQȠW�ZRUN�LQ�WKLV�FRXQWU\�LI�WKRVH�HQJDJHG�LQ�
LW� FDQȠW�PDNH�D� OLYLQJ��7KXV��ZKHQ�GHWHUPLQLQJ�
WKH� DSSURSULDWH� OHYHO� RI� UHJXODWLRQ�� ZH� QHHG�
WR� NHHS� LQ� PLQG� WKDW� WKH� KHDOWKFDUH� V\VWHP�
FDQQRW� VXFFHHG� LQ� FDULQJ� IRU� SDWLHQWV� LI� WKRVH�
ZRUNLQJ� LQ� LW�FDQQRW�RSHUDWH�D�YLDEOH�EXVLQHVV�
DQG�FDQQRW�EULQJ�WKHLU�SURGXFWV�WR�WKH�PDUNHW�LQ�
D�UHDVRQDEOH�WLPH��$JDLQ��WKLV�LV�SDUWO\�EHFDXVH�
WKH� LQQRYDWRUV� DUH� RIWHQ� VPDOO�� DQG� PD\� QRW�
KDYH�D�GLYHUVH�SRUWIROLR�RI�SURGXFWV�

The act and process of innovating (continued...)
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-RLQW�YHQWXUHV�DQG�RWKHU�GHDOV�EHWZHHQ�SDUWV�RI�WKH�P+HDOWK�HFRV\VWHP��
%HFDXVH�ZH�DUH� IRFXVHG�RQ� WHFKQRORJ\�QHWZRUNV��ZH�QHHG� WR�DSSUHFLDWH�
WKDW�WKLV�ZLOO�PHDQ�PDQ\�GLIIHUHQW�IRUPV�RI�EXVLQHVV�DJUHHPHQWV�DPRQJ�
YHQGRUV� VXSSO\LQJ� YDULRXV� FRPSRQHQWV� RI� WKRVH� V\VWHPV� DQG� WKHLU�
FXVWRPHUV�� 7KHVH� GHDOV� ZLOO� LPSDFW� WKH� LQWHQGHG� XVH� RI� WKH� YDULRXV�
FRPSRQHQWV�RI�WKHVH�P+HDOWK�V\VWHPV��5HJXODWRUV�VXFK�DV�)'$�IRFXV�RQ�D�
SURGXFWȠV�LQWHQGHG�XVH��VR�WKH�UHJXODWRU\�IUDPHZRUN�ZLOO�QHHG�WR�EH�́ H[LEOH�
WR� DFFRPPRGDWH� WKHVH� LQQRYDWLYH� MRLQW� YHQWXUHV� WKDW� ZLOO� XQGRXEWHGO\�
LPSDFW�WKH�LQWHQGHG�XVH�

5HDVRQDEOH� DQG� FOHDU� UHJXODWRU\� ULVN��$ERYH�ZH� WDON� DERXW� WKH� QHHG� IRU�
D�UHODWLYHO\�FOHDU�UHJXODWRU\�SDWKZD\�WR�PDUNHW��EXW�KHUH�ZH�DUH�IRFXVHG�
RQ�UHJXODWRU\�OLDELOLWLHV�DVVRFLDWHG�ZLWK�PDUNHWHG�SURGXFWV��)RU�LQQRYDWLYH�
EXVLQHVVHV�WR�DWWUDFW�FDSLWDO��WKH�UHJXODWRU\�ULVNV�QHHG�WR�EH�UHDVRQDEOH�DQG�
TXDQWLˉDEOH��7KHVH�UHJXODWRU\�ULVNV� LQFOXGH�VXFK�SRVW�PDUNHW�REOLJDWLRQV�
DV� DGYHUVH� HYHQW� UHSRUWLQJ� DQG� FRQGXFWLQJ� UHFDOOV�� ,Q� D� QHWZRUNHG�
HQYLURQPHQW��SUHVHQWO\�WKHVH�REOLJDWLRQV�DUH�DQ\WKLQJ�EXW�FOHDU�

Ambiguity and the entrepreneur

,�KDYH�MXVW�VXJJHVWHG�WKDW�FODULW\�LV�RIWHQ�GHVLUDEOH�LQ�UHJXODWRU\�UHTXLUHPHQWV��
%XW�LW�LV�LPSRUWDQW�WR�EH�SUHFLVH�LQ�ZKHUH�FODULW\�LV�GHVLUDEOH��,Q�IDFW��GHSHQGLQJ�
RQ�WKH�SDUWLFXODU�UHJXODWRU\�UHTXLUHPHQW��DPELJXLW\�FDQ�EH�HLWKHU�JRRG�RU�EDG�LQ�
LWV�LPSDFW�RQ�LQQRYDWLRQ�

$PELJXLW\�FDQ�EH�JRRG�ZKHQ� LW� FUHDWHV� WKH�RSSRUWXQLW\� IRU�ˊH[LELOLW\� LQ�
FRPSOLDQFH��,WȠV�DFWXDOO\�RND\�IRU�PDQ\�UHJXODWRU\�VWDQGDUGV�WR�EH�ZULWWHQ�
LQ� D� JHQHUDO� ZD\�� 7KH� TXDOLW\� V\VWHP� UHJXODWLRQV� DUH� ZULWWHQ� DW� D� KLJK�
OHYHO��ZKLFK�LQ�D�VHQVH�PDNHV�WKHP�DPELJXRXV�ZLWK�UHJDUG�WR�ZKDW�WKH\�
UHTXLUH��%XW�WKDW�IRUP�RI�DPELJXLW\�LV�JRRG�LQ�WKDW�LW�DOORZV�ˊH[LELOLW\�DQG�
LQQRYDWLRQ� RQ� WKH� SDUW� RI� WKH�PDQXIDFWXUHU� LQ� GHWHUPLQLQJ� KRZ� LW� ZLOO�
FRPH�LQWR�FRPSOLDQFH�

$PELJXLW\� WHQGV� WR� EH� EDG�ZKHQ� LW� UHODWHV� WR� WKH� VFRSH�RI� D� UHJXODWRU\�
UHTXLUHPHQW�� ,QGXVWU\� QHHGV� WR� NQRZ� ZKHWKHU� D� SDUWLFXODU� UHTXLUHPHQW�
DSSOLHV� RU� QRW�� .QRZLQJ� ZKHWKHU� D� JLYHQ� SLHFH� RI� VRIWZDUH� LV� VXEMHFW�
WR� )'$� UHJXODWLRQ� FDQ� PDNH� D� ELJ� GLIIHUHQFH� LQ� WKH� FRVW� DQG� WLPHOLQH�
DVVRFLDWHG�ZLWK�EULQJLQJ�WKDW�VRIWZDUH�WR�PDUNHW��VR�WKH�GHYHORSHU�RI�WKDW�
VRIWZDUH� QHHGV� D� IDLUO\� FOHDU� DQG� FHUWDLQ� XQGHUVWDQGLQJ� RI� WKH� VFRSH� RI�
)'$� UHJXODWLRQ�� /LNHZLVH�� NQRZLQJ� WKH� FODVVLˉFDWLRQ�RI� D�PHGLFDO� GHYLFH�
LV� FULWLFDO� WR� GHWHUPLQLQJ� ZKDW� W\SHV� RI� UHJXODWRU\� UHTXLUHPHQWV� DSSO\��
$PELJXLW\�WKHUH�LV�QRW�KHOSIXO�

6R� WKDWȠV� P\� DVVHVVPHQW� RI� LPSRUWDQW� FRQGLWLRQV� DW� WKH� LQGLYLGXDO� FRPSDQ\�
OHYHO�WKDW�DOORZ�FUHDWLYH�SHRSOH�WR�LQQRYDWH�LQ�P+HDOWK��0\�KRSH�LV�WKDW�ZH�FDQ�
EHJLQ�D�GLVFXVVLRQ�DERXW�ZKDW�WKH�DJHQFLHV�VKRXOG�WDNH�LQWR�DFFRXQW�DV�WKH\�DUH�
GHYHORSLQJ�WKHLU�DSSURDFK�WR�P+HDOWK�IRU�WKH�IXWXUH�UHJXODWLRQ�

XIII. Policy Making From Here (continued...) 

The business model for supporting innovation (continued...)
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XIV. International Regulation of mHealth

,ȠYH� DOZD\V� IRXQG� WKH� VD\LQJ�� Ȣ%H� FDUHIXO�
ZKDW� \RX�ZLVK� IRU�� \RX�PLJKW� MXVW� JHW� LWȣ� WR�
be rather condescending. In a way it suggests 
WKDW� ZH� DUH� WRR� VWXSLG� WR� PDQDJH� RXU� RZQ�
DIIDLUV��%XW�OLNH�DQ\�SRSXODU�VD\LQJ��LW�SUREDEO\�
KDV�D�NHUQHO�RI�WUXWK��

)UDQNO\�� ,ȠP� D� OLWWOH� QHUYRXV� DERXW� D� UHTXHVW�
PDGH� E\� LQGXVWU\� IRU� LQWHUQDWLRQDO� PHGLFDO�
GHYLFH� UHJXODWRUV� WR� IRFXV� RQ� VWDQGDORQH�
VRIWZDUH�� LQFOXGLQJ� PRELOH� PHGLFDO� DSSV�� $W�
WKH� UHTXHVW� RI� DQ� LQWHUQDWLRQDO� WUDGH� JURXS��
on March 21, 2013, the International Medical 
'HYLFH� 5HJXODWRUV� )RUXP� �,0'5)�� GHFLGHG�
WR� SXUVXH� KDUPRQL]DWLRQ� RI� WKH� UHJXODWRU\�
DSSURDFK� WR� VWDQGDORQH� PHGLFDO� GHYLFH�
VRIWZDUH�� 6WDQGDORQH� VRIWZDUH� LQ� KHDOWKFDUH��
DV�PRVW�SHRSOH�XVH�WKDW�WHUP��ZRXOG�LQFOXGH�
PRELOH� PHGLFDO� DSSV�� FOLQLFDO� GHFLVLRQ�
VXSSRUW� VRIWZDUH�� HOHFWURQLF� KHDOWK� UHFRUGV�
DQG� DQ\� RWKHU� VRIWZDUH� XVHG� LQ� KHDOWKFDUH�
WKDW�GRHV�QRW�GULYH�D�PHGLFDO�GHYLFH� �KHQFH�
it stands alone.)

0DQ\� RI� WKH� LQGXVWULDOL]HG� DQG� GHYHORSLQJ�
QDWLRQV�DURXQG�WKH�ZRUOG�HVWDEOLVKHG�,0'5)�
LQ������WR�SURYLGH�D�IRUXP�WR�GLVFXVV�IXWXUH�
GLUHFWLRQV� LQ� PHGLFDO� GHYLFH� UHJXODWLRQ�� DQG�
KDUPRQL]DWLRQ� DW� DQ� LQWHUQDWLRQDO� OHYHO��7KH�
,0'5)� EXLOGV� XSRQ� WKH� ZRUN� RI� WKH� *OREDO�
+DUPRQL]DWLRQ�7DVN�)RUFH�

,0'5)�PHPEHUVKLS�LQFOXGHV�UHJXODWRUV�IURP�
$XVWUDOLD�� %UD]LO�� &DQDGD�� &KLQD�� (XURSHDQ�
8QLRQ��-DSDQ�DQG�WKH�8QLWHG�6WDWHV��DV�ZHOO�DV�
WKH�:RUOG�+HDOWK�2UJDQL]DWLRQ��:+2���,Q�WKH�
86�� IRU� H[DPSOH�� )'$� LV� WKH� SDUWLFLSDQW�� DQG�
LQ�WKH�(8�WKH�UHSUHVHQWDWLYH�LV�WKH�(XURSHDQ�
&RPPLVVLRQ� 'LUHFWRUDWH� ȝ� *HQHUDO� +HDOWK�
DQG� &RQVXPHUV�� 7KH� UHFHQW� ,0'5)� PHHWLQJ�
WKDW� H[DPLQHG� VRIWZDUH� WRRN� SODFH� LQ� 1LFH�
�)UDQFH��IURP���th to the 21st�RI�0DUFK�������

7KH�,0'5)�PDQDJHV�LWV�DJHQGD�E\�IRUPDOO\�DGRSWLQJ�VR�FDOOHG�ZRUN�LWHPV��
7KHVH� ZRUN� LWHPV� WKHQ� EHFRPH� WKH� IRFXV� RI� DFWLYLWLHV� EHWZHHQ� WKH� IXOO��
VHPL�DQQXDO�JDWKHULQJV�RI�WKH�)RUXP��,Q�������DW�WKH�IDOO�PHHWLQJ�LQ�6\GQH\��
WKH�',77$��*OREDO�'LDJQRVWLF�,PDJLQJ��+HDOWKFDUH�,7�DQG�5DGLDWLRQ�7KHUDS\�
7UDGH�$VVRFLDWLRQ��UHFRPPHQGHG�WKH�FUHDWLRQ�RI�D�ZRUN�LWHP�GHGLFDWHG�WR�
PHGLFDO�VRIWZDUH��,Q�DQ�2FWREHU����������OHWWHU�WR�,0'5)��',77$�ZURWH�

',77$� JUHDWO\� DSSUHFLDWHV� WKH� 0DQDJHPHQW� &RPPLWWHHȠV� IXUWKHU�
FRQVLGHUDWLRQ�GXULQJ�WKHLU�VHVVLRQ�RQ����6HSWHPEHU�RI�RXU�SURSRVDO�
IRU� D� SRVVLEOH� IXWXUH� ,0'5)� ZRUN� LWHP� RQ� PHGLFDO� VRIWZDUH��
5HDVRQV� ZKLFK� MXVWLˉHG� RXU� VXJJHVWHG� ZRUN� LWHP� WR� ,0'5)� DUH�
WKDW� PHGLFDO� VRIWZDUH� LV� SOD\LQJ� DQ� LQFUHDVLQJO\� JUHDWHU� UROH� LQ�
PHGLFDO� WHFKQRORJ\� LQ� SURGXFW�HPEHGGHG� VRIWZDUH� DSSOLFDWLRQV� RU�
LQ� VWDQG�DORQH� VRIWZDUH� VROXWLRQV�� 7KLV� LQFOXGHV� EXW� LV� QRW� OLPLWHG�
WR�DVSHFWV�RI�VRIWZDUH�YXOQHUDELOLW\�ZLWK�SRWHQWLDO�LPSDFW�RQ�SDWLHQW�
VDIHW\��7KHUHIRUH�JOREDO�KDUPRQL]DWLRQ�RI�UHJXODWLRQV�DQG�VWDQGDUGV�
JRYHUQLQJ�PHGLFDO�VRIWZDUH�LV�FULWLFDO�IRU�SDWLHQW�VDIHW\�DV�ZHOO�DV�WR�
WKH�IXWXUH�LQQRYDWLRQ�DQG�SURVSHULW\�RI�RXU�LQGXVWU\�

6HOHFWLQJ�VWDQGDORQH�VRIWZDUH�DV�D�ZRUN�LWHP�LV�D�ELJ�VWHS�DV�WKH���\HDU�
ROG�IRUXP�RQO\�PDLQWDLQV�DERXW�D�KDOI�GR]HQ�ZRUN�LWHPV��,QGHHG��WKH�PRVW�
UHFHQW�PHHWLQJ�RQO\�SURGXFHG�WZR�QHZ�RQHV�

7KLV�LV�HLWKHU�D�WUHPHQGRXV�RSSRUWXQLW\�RU�D�WUHPHQGRXV�WKUHDW�GHSHQGLQJ�
RQ�ZKHWKHU� \RX� DUH� DQ� RSWLPLVW� RU� SHVVLPLVW�� ,� IUDQNO\� GRQȠW� NQRZ�ZKDW�
LW� LV��6XEMHFW� WR�ZKDW� UHJLRQ�\RXȠUH� IURP�� LQWHUQDWLRQDO�KDUPRQL]DWLRQ�FDQ�
HLWKHU�UDLVH�WKH�WLGH�RU�ORZHU�LW��6RPH�IRONV�ZRUU\�WKDW�ZKHQ�UHJXODWRUV�JHW�
WRJHWKHU�WR�FRPSDUH�QRWHV�RQ�DQ�LVVXH�WKH�KXUGOHV�W\SLFDOO\�JR�XS��NLQG�RI�
D�UHJXODWRU\�DUPV�UDFH��EXW�WKH�SRVLWLYH�VLGH�LV�WKDW�KDUPRQL]DWLRQ�FDQ�EH�
YHU\�KHOSIXO�WR�LQWHUQDWLRQDO�EXVLQHVVHV�

&HUWDLQO\� WKHUH� LV� D� ORW� JRLQJ� RQ� LQ� WKH�86�ZLWK�
UHJDUG�WR�P+HDOWK�UHJXODWLRQ��EXW�PRVW�SHRSOH�LQ�
WKH�VSDFH�FDQȠW�DIIRUG�WR�VLPSO\�LJQRUH�WKH�UHVW�RI�
WKH�ZRUOG�� ,QGHHG��HYHQ� LI�\RXȠUH�RQO\� LQYROYHG� LQ�
86�� WKLV�)RUXP�KDV� WKH�SRWHQWLDO� WR� LQˊXHQFH�86�
regulation. Industry needs to be actively involved 
LQ�DOO�RI�WKHVH�GLVFXVVLRQV�WR�HQVXUH�WKH�UHVXOWLQJ�
UHJXODWLRQ� LV� VHQVLEOH�� DQG� DFFRPPRGDWHV�
LQQRYDWLRQ��,�MXVW�KRSH�ZH�OLNH�ZKDW�ZH�DVNHG�IRU�
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P+HDOWK� LV� D� KRW� WRSLF� LQ� WKH� (8�� DQG� WKH� (8� KDV� ˉUPO\� HPEHGGHG�
P+HDOWK�SROLF\�LQ�LWV�RYHUDUFKLQJ�KHDOWKFDUH�JRDOV�LQ�LWV�GLJLWDO�SROLF\��
Ȣ,&7�FDQ�EH�RXU�PRVW�SRZHUIXO�DOO\�IRU�JRRG�DQG�DIIRUGDEOH�KHDOWK�FDUH�ȣ��
WKH�(XURSHDQ�&RPPLVVLRQ�VD\V��(VSHFLDOO\�P+HDOWK�SOD\V�D�SLYRWDO�UROH�
LQ�WKLV��EHFDXVH�LW�HPSRZHUV�SHRSOH�WR�HDVLO\�WDNH�FRQWURO�RI�WKHLU�RZQ�
KHDOWK��WKH�&RPPLVVLRQ�LV�ZRUNLQJ�RQ�D�*UHHQ�3DSHU��ZKLFK�ZLOO�ODXQFK�
D�SXEOLF�GHEDWH�RQ�WKDW�LVVXH��DQG�D�JXLGDQFH�GRFXPHQW�RQ�WKH�OHJDO�
IUDPHZRUN� DSSOLFDEOH� WR� KHDOWK� DQG� ZHOOEHLQJ� DSSV�� %RWK� RI� WKHVH�
GRFXPHQWV�DUH�VFKHGXOHG�IRU�HQG�RI������

$OVR�� ZLWK� ��� GLIIHUHQW� PHPEHU� VWDWHV� ZRUNLQJ� RQ� GLIIHUHQW� WKLQJV��
LQWHURSHUDELOLW\�LV�DQ�LPSRUWDQW�LVVXH��7KDWȠV�ZK\�WKH�(8�LV�SODQQLQJ�WR�
SURSRVH�DQ�H+HDOWK�,QWHURSHUDELOLW\�)UDPHZRUN�E\������

7KH�(8�LV�IXUWKHU�ZRUNLQJ�RQ�D�UHJXODWLRQ�RQ�H,GHQWLˉFDWLRQ��RI�ZKLFK�
WKH�WLPLQJ�LV�QRW�FOHDU�\HW��EXW�PD\�LPSDFW�P+HDOWK�VHUYLFHV�DV�ZHOO�

,QWHUQDWLRQDOO\�WKH�(8�ZLOO�OLNHO\�ZRUN�RQ�WKH�KDUPRQL]DWLRQ�IXUWKHU�WR�
WKH�0HPRUDQGXP�RI�8QGHUVWDQGLQJ�VLJQHG�ZLWK�WKH�)'$�LQ�������DQG�
in the TTIP negotiations.

7KH�(8�UHJXODWHV�P+HDOWK�LQ�D�QXPEHU�RI�ZD\V��E\�PHDQV�RI�PHGLFDO�
GHYLFHV�UHJXODWLRQ��UHJXODWLRQ�RI�SHUVRQDO�KHDOWK�GDWD��UHLPEXUVHPHQW�
RI� KHDOWKFDUH� UXOHV� DQG� SURGXFW� OLDELOLW\�� 7KLV� FKDSWHU� IRFXVHV� RQ�
PHGLFDO�GHYLFHV� UHJXODWLRQ�� DV� WKH�SUHYLRXV� FKDSWHUV�KDYH�GRQH��<RX�
FDQ�ˉQG�D�FRQYHQLHQW�LI�QRW�D�OLWWOH�GU\�RYHUYLHZ�RI�RWKHU�UHJXODWLRQV�
DSSOLFDEOH� WR� P+HDOWK� UHJXODWLRQ� DW� WKH� (8� OHYHO� LQ� WKH� (XURSHDQ�
&RPPLVVLRQȠV�6WDII�:RUNLQJ�3DSHU�RQ�7HOHPHGLFLQH��7KH�RYHUDOO�SROLF\�
JRDOV�DUH�LQ�WKH�H+HDOWK�$FWLRQ�3ODQ��DGRSWHG�LQ�'HFHPEHU�������ZKLFK�
ORRNV�DKHDG�XQWLO������

,Q� WKH�(8�WKHUH� LV�QR� LQWHJUDWHG�KHDOWK�UHJXODWLRQ� IUDPHZRUN�ZLWK�D�
VLQJOH�)'$�DV�LQ�WKH�86��P+HDOWK�DV�D�VHUYLFH�LV�QRW�UHJXODWHG�DW�WKH�
(8�OHYHO�EXW�WKH�VRIWZDUH�WR�SURYLGH�WKH�VHUYLFH�LV��,QGLYLGXDO�PHPEHU�
VWDWHV�PD\�SRVH�FRQVWUDLQWV�RQ�WKH�SURYLVLRQ�RI�KHDOWKFDUH�VHUYLFHV�YLD�
P+HDOWK��RU�PD\�FKRRVH�WR�UHLPEXUVH�LW�RU�QRW��+RZHYHU��OLNH�LQ�WKH�86�
VWDWHV�FDQQRW�MXVW�KLQGHU�LQWHUVWDWH�FRPPHUFH�ZLWKRXW�JRRG�UHDVRQ��LI�
PHPEHU�VWDWHV�HQDFW�UXOHV�WKDW�KLQGHU�WKH�SURYLVLRQ�RI�VHUYLFHV�IURP�

XV. EU Regulation of mHealth

DQRWKHU�PHPEHU� VWDWH� WKH\�PXVW�EH�DEOH� WR� MXVWLI\� WKHP��
7KH\� PXVW� VKRZ� WKDW� WKH� UXOHV� LQGHHG� VHUYH� WR� DFKLHYH�
D� JRDO� RI� SURWHFWLRQ� RI� SXEOLF� KHDOWK� RU� DQRWKHU� JURXQG�
RI�SXEOLF�SROLF\� WKDW� WKH�(8�&RXUW�KDV�KHOG� WR�EH�D�YDOLG�
MXVWLˉFDWLRQ��7KH\�PXVW� IXUWKHU�VKRZ�WKDW� WKH� UHVWULFWLRQV�
DUH�SURSRUWLRQDWH�LQ�OLJKW�RI�WKH�JRDO�DQG�GR�QRW�JR�IXUWKHU�
than necessary. 

:KLOH�WKLV�FKDSWHU�LV�QRW�WKH�H[KDXVWLYH�ZRUG�RQ�VRIWZDUH�
UHJXODWLRQ� XQGHU� (8� PHGLFDO� GHYLFHV� UXOHV�� LW� SURYLGHV�
D� ORW� RI� LQIRUPDWLRQ� WR� VWDUW� IURP�� <RX� FDQ� ˉQG� D� ORW�
PRUH� GHWDLO� DQG� KRZ�WR� PDWHULDOV� RQ� P\� EORJ� DW� KWWS���
PHGLFDOGHYLFHVOHJDO�FRP�� ,I� \RX� ZDQW� DQ� RYHUYLHZ� RI�
WKH� SROLWLFDO� LQLWLDWLYHV� LQ� WKH� (8�� WKH� (19,� FRPPLWWHHȠV�
ZRUNVKRS� RQ� H+HDOWK� RI� ��� 6HSWHPEHU� ����� LV� D� JRRG�
start. 

mHealth as medical device

8QGHU�WKH�(8�PHGLFDO�GHYLFHV�GLUHFWLYH�WKH�VRIWZDUH�XVHG�
WR� SURYLGH� P+HDOWK� VHUYLFHV� PD\� FRQVWLWXWH� D� PHGLFDO�
GHYLFH�XQGHU�WKH�0HGLFDO�'HYLFHV�'LUHFWLYH��6RIWZDUH�PDGH�
available to the user over the internet (directly or via 
GRZQORDG��RU�YLD� LQ�YLWUR�GLDJQRVWLF� FRPPHUFLDO� VHUYLFHV��
ZKLFK� LV� TXDOLˉHG� DV� D� PHGLFDO� GHYLFH�� LV� VXEMHFW� WR� WKH�
PHGLFDO�GHYLFHV�GLUHFWLYHV�

P+HDOWK�DV�D� VHUYLFH� LV� DOVR� FRYHUHG�E\� WKH�H�&RPPHUFH�
'LUHFWLYH��OLNH�JHQHUDO�6RIWZDUH�DV�D�6HUYLFH��Ȣ6DD6ȣ���7KLV�
GLUHFWLYH� KDUPRQLVHV� WKH� (8� PHPEHU� VWDWHVȠ� ODZV� ZLWK�
UHVSHFW� WR� WKH� SURYLVLRQ� RI� RQOLQH� VHUYLFHV� WR� HQG�XVHUV��
7KHVH�ODZV�DUH�DOVR�FRQWUROOHG�E\�(8�JHQHUDO�VXSHUYLVLRQ�
RYHU�WKH�IUHH�SURYLVLRQ�RI�VHUYLFHV��7KH�(XURSHDQ�&RXUW�KDV�
UHFHQWO\�UXOHG�WKDW�PHPEHU�VWDWHV�KDYH�D�ORW�OHVV�IUHHGRP�
than they thought they had in regulating the provision 
RI�P+HDOWK��$W�OHDVW��WKDW�LV�P\�UHDGLQJ�RI�WKH�.HU�2SWLND�
MXGJPHQW�IURP�������

by Erik Vollebregt
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'RQȠW� IRUJHW� WKDW� WKH� GDWD� WKDW� WKH� VRIWZDUH� FROOHFWV��
SURFHVVHV�� DQG�RU� VHQGV� RQ� WR� EH� SURFHVVHG� HOVHZKHUH�
OLNHO\� FRQVWLWXWHV� ȟSHUVRQDO� GDWDȠ� LQ� WKH�PHDQLQJ� RI� WKH�
(8� 3HUVRQDO� 'DWD� 'LUHFWLYH��0LQG� \RX�� WKH� (8� SUREDEO\�
KDV� WKH� VWULFWHVW� UHJLPH� LQ� WKH� ZRUOG� IRU� FRQWUROOLQJ�
WKH� SURFHVVLQJ� RI� SHUVRQDO� GDWD� DQG� UHJXODWHV� ȟGDWD�
FRQFHUQLQJ� KHDOWKȠ� XQGHU� WKH� VWULFWHVW� UXOHV� RI� WKLV�
UHJLPH�� ,I� \RX� GHSOR\� VRIWZDUH� WR� FROOHFW� DQG� SURFHVV�
KHDOWK� GDWD� RI� (8� FLWL]HQV�� SHUVRQDO� GDWD� UHJXODWLRQ�
VKRXOG� EH� WRS� RI� PLQG�� LI� RQO\� EHFDXVH� RI� WKH� SULYDF\�
E\� GHVLJQ� UHTXLUHPHQWV�� 7KLV� PHDQV� WKDW� \RX� KDYH� WR�
GHVLJQ�\RXU�VRIWZDUH� LQ�D�ZD\� WKDW� LW�FDQ�EH�FRPSOLDQW�
ZLWK�WKHVH�UXOHV��DQG�SUHIHUDEO\�DOUHDG\�LV�LQ�LWV�GHIDXOW�
VHWWLQJV�� $� JRRG� SRLQW� WR� VWDUW� LV� WKH� KHOSIXO� JXLGDQFH�
RQ� SURFHVVLQJ� RI� SHUVRQDO� GDWD� E\� VPDUW� DSSV�� <RX�
VKRXOG� NHHS� LQ� PLQG� WKDW� WKH� (8� LV� FXUUHQWO\� UHYLVLQJ�
WKH�SHUVRQDO� GDWD� UXOHV� WR�PDNH� WKHP�QRW�RQO\� VWULFWHU�
EXW� DOVR� PDNH� WKHP� VLJQLˉFDQWO\� PRUH� XQDWWUDFWLYH� WR�
FRQWUDYHQH� E\� SURSRVLQJ� D� ��� RI� ZRUOGZLGH� WXUQRYHU�
SHQDOW\� RQ� EUHDNLQJ� WKHP�� )ROORZLQJ� WKH� DGRSWLRQ� RI�
WKH� QHZ� UXOHV�� WKH� VR�FDOOHG� *HQHUDO� 'DWD� 3URWHFWLRQ�
5HJXODWLRQ�� WKH� &RPPLVVLRQ� SODQV� WR� LVVXH� DGGLWLRQDO�
JXLGDQFH�RQ�WKH�DSSOLFDWLRQ�RI�(8�GDWD�SURWHFWLRQ�ODZ�LQ�
WKH�ˉHOG�RI�H+HDOWK��:H�GRQȠW�NQRZ�ZKHUH�WKLV�UHJXODWLRQ�
ZLOO� ODQG� DV� D� UHVXOW� RI� WKH� (8� GLVFRYHULQJ� WKH� GHJUHH�
to which the NSA is able to access personal data across 
WKH�ZRUOG��7KLV�KDV�SXW�D�VHULRXV�GHQW�LQ�WKH�(8ȠV�WUXVW�LQ�
86�FRPSDQLHV�EHLQJ�DEOH�WR�PDQDJH�VHQVLWLYH�SHUVRQDO�
GDWD�LQ�WKH�ZD\�WKH\�SURPLVH��DQG�KDV�OHG�WKH�(XURSHDQ�
3DUOLDPHQW� WR� FDOO� IRU� PRUH� FRQWUROV� RQ� WKH� H[SRUW� RI�
SHUVRQDO�GDWD�WR�WKH�86�

,I�WKH�VRIWZDUH�LV�XVHG�WR�LQWHUSUHW�GDWD�GHULYHG�IURP�DQ�
LQ� YLWUR� GLDJQRVWLF� PHGLFDO� GHYLFH�� WKH� VRIWZDUH� FRXOG�
FRQVWLWXWH� DQ� LQ� YLWUR� GLDJQRVWLF� PHGLFDO� GHYLFH� XQGHU�
WKH� ,Q� 9LWUR� 'LDJQRVWLFV� 'LUHFWLYH� �Ȣ,9''ȣ�� �� 7KLV� LV� D�
VXEFDWHJRU\�RI�PHGLFDO�GHYLFHV�ZLWK�LWV�RZQ�GLUHFWLYH�WR�
UHJXODWH� LQ� YLWUR� GLDJQRVWLF� PHGLFDO� GHYLFHV�� LQFOXGLQJ�
DSSV� DQG� RWKHU� VWDQGDORQH� VRIWZDUH� WKDW� KDV� ,9'�
IXQFWLRQDOLW\�

/LNH� LQ� WKH� 86�� (8� ODZ� GLYLGHV� VRIWZDUH� LQWR� WZR�
FDWHJRULHV�� ���� VWDQGDORQH� VRIWZDUH� DQG� ���� DFFHVVRULHV��
6RIWZDUH� WKDW� FRPHV� SUH�LQVWDOOHG� RQ� WKH� GHYLFH� ZKHQ�
WKH� GHYLFH� LV� SODFHG� RQ� WKH�PDUNHW� LV� QRW� UHJXODWHG� DV�
D� VHSDUDWH� PHGLFDO� GHYLFH�� 8QOLNH� LQ� WKH� 86�� WKHUH� LV�
QR� HQIRUFHPHQW� GLVFUHWLRQ� IRU� WKH� PHGLFDO� GHYLFHV�
DXWKRULWLHV�� (LWKHU� VRPHWKLQJ� LV� D� PHGLFDO� GHYLFH� DQG�
WKH\�KDYH�HQIRUFHPHQW�SRZHU��RU�LW�LV�QRW�DQG�VRPH�RWKHU�
authority has power to oversee this. 

XV. EU Regulation of mHealth (continued...) 

Accessories

$FFHVVRULHV� DUH� VRIWZDUH� WKDW� ZKLOVW� QRW� EHLQJ� VWDQGDORQH� VRIWZDUH�
�D� GHYLFH� DV� VXFK�� LV� LQWHQGHG� VSHFLˉFDOO\� E\� WKH� PDQXIDFWXUHU� RI� WKH�
accessory to be used together with a device (which can be standalone 
VRIWZDUH��RI�DQRWKHU�PDQXIDFWXUHU�WR�HQDEOH�LW�WR�EH�XVHG�LQ�DFFRUGDQFH�
ZLWK�WKH�XVH�RI�WKH�GHYLFH�LQWHQGHG�E\�WKH�PDQXIDFWXUHU�RI�WKH�GHYLFH��

8QGHUVWDQGLQJ� WKDW� IUDPHZRUN� LV� LPSRUWDQW� EHFDXVH� LW� GHWHUPLQHV� WKH�
UHJXODWRU\� UHTXLUHPHQWV� WKDW� DSSO\� WR� D� JLYHQ� SLHFH� RI� VRIWZDUH�� ,I� WKH�
VRIWZDUH� LV� GHVLJQHG�� IRU� H[DPSOH�� WR� DQDO\]H� GDWD� GRZQORDGHG� IURP� D�
EORRG�JOXFRVH�PHWHU�� WKH� VRIWZDUH� LV�DQ�DFFHVVRU\�DQG�ZLOO�EH� UHJXODWHG�
LQ� WKH� VDPH�PDQQHU� DV� WKH� EORRG� JOXFRVH�PHWHU��7KH� FODVVLˉFDWLRQ� DQG�
PRVW�RI�WKH�(8�UHJXODWRU\�UHTXLUHPHQWV�ZLOO�EH�GLFWDWHG�E\�KRZ�WKH�SDUHQW�
PHGLFDO�GHYLFH�LV�UHJXODWHG��6WDQGDORQH�VRIWZDUH��LQ�FRQWUDVW��LV�UHJXODWHG�
RU�QRW�RQ�LWV�RZQ�PHULWV��ZLWKRXW�UHJDUG�WR�DQRWKHU�PHGLFDO�GHYLFH�

Categories, MDD or IVD?

,I� \RX� DUH� VXUH� RI� WKH� UHJXODWRU\� FDWHJRU\� LQ� ZKLFK� \RXU� DSS� IDOOV�� \RX�
FDQ� GHWHUPLQH� LWV� UHJXODWRU\� VWDWXV�� 7\SLFDOO\� WKDW� ZRXOG� EH� RQH� RI� WKH�
IROORZLQJ�WKUHH�RSWLRQV�

6RIWZDUH�WKDW�GRHV�127�PHHW�WKH�OHJDO�GHˉQLWLRQ�RI�D�GHYLFH�DQG�LV�
QRW�UHJXODWHG�XQGHU�WKH�(8�0''�

6RIWZDUH� WKDW�'2(6�PHHW� WKH� OHJDO� GHˉQLWLRQ�RI� D� GHYLFH� DQG� FDQ�
EH�VHOI�FHUWLˉHG�EHIRUH� LW�PD\�EH�SODFHG�RQ�WKH�PDUNHW�RU�SXW� LQWR�
VHUYLFH��DQG

6RIWZDUH�WKDW�'2(6�PHHW�WKH�GHˉQLWLRQ�RI�D�GHYLFH�DQG�QHHGV�WR�EH�
FHUWLˉHG�E\�D�QRWLˉHG�ERG\�EHIRUH�LW�PD\�EH�SODFHG�RQ�WKH�PDUNHW�RU�
put into service.

6RIWZDUH� WKDW� GRHV� QRW� PHHW� WKH� OHJDO� GHˉQLWLRQ� RI� D� PHGLFDO� GHYLFH�
ZRXOG�EH��IRU�H[DPSOH��D�V\VWHP�WKDW�ZRXOG�QRW�VHUYH�DQ\�RI�WKH�LQWHQGHG�
SXUSRVHV�VHW�RXW�LQ�WKH�GHˉQLWLRQ�RI�GHYLFH�LQ�WKH�0''��

'LDJQRVLV�� SUHYHQWLRQ�� PRQLWRULQJ�� WUHDWPHQW� RU� DOOHYLDWLRQ� RI�
GLVHDVH�

'LDJQRVLV��PRQLWRULQJ��WUHDWPHQW��DOOHYLDWLRQ�RI�RU�FRPSHQVDWLRQ�IRU�
DQ�LQMXU\�RU�KDQGLFDS�

,QYHVWLJDWLRQ�� UHSODFHPHQW�� RU�PRGLˉFDWLRQ� RI� WKH� DQDWRP\� RU� RI� D�
SK\VLRORJLFDO�SURFHVV��DQG

&RQWURO�RI�FRQFHSWLRQ�

1.

2.

3.

ȧ

ȧ

ȧ

ȧ
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6RIWZDUH� WKDW�GRHV�QRW�PHHW� WKLV�GHˉQLWLRQ� LV� W\SLFDOO\� VRIWZDUH� WKDW�PD\�EH�
XVHG�LQ�D�PHGLFDO�FRQWH[W�RU�PD\�FRQWDLQ�PHGLFDO�GDWD��EXW�ZKLFK�GRHV�QRW�KDYH�
D�PHGLFDO�SXUSRVH�LWVHOI��VXFK�DV�VFKHGXOLQJ�VRIWZDUH�RU�GRFXPHQWV�FRQWDLQLQJ�
PHGLFDO� UHIHUHQFH� WDEOHV�� 6HH� EHORZ� XQGHU� Ȣ8QUHJXODWHG� VRIWZDUHȣ� IRU� PRUH�
detail.

,I�WKH�VRIWZDUH�IDOOV�ZLWKLQ�WKH�VFRSH�RI�WKH�0''��WKH�PDQXIDFWXUHU�PXVW�WDNH�
DQRWKHU� VWHS� WR� GHWHUPLQH� DV� ZKDW� VSHFLˉF� PHGLFDO� GHYLFH� WKH� VRIWZDUH� LV�
UHJXODWHG�� DV� D�ȟJHQHUDOȠ�PHGLFDO� GHYLFH� RU� DV� DQG� LQ�YLWUR� GLDJQRVWLF�PHGLFDO�
GHYLFH��7KH�ODWWHU�FDWHJRU\�LV�UHJXODWHG�XQGHU�\HW�DQRWKHU�(8�GLUHFWLYH��WKH�(8�
,Q�9LWUR�'LDJQRVWLF�'HYLFHV�'LUHFWLYH��Ȣ,9''ȣ����7KH�,9''�UHJXODWHV�VRIWZDUH�WKDW�
TXDOLˉHV�DV�PHGLFDO�GHYLFH�LQ�WKH�DERYH�GHˉQLWLRQ�DQG�LV�PRUHRYHU�LQWHQGHG�WR�
EH�XVHG�LQ�YLWUR�IRU�WKH�H[DPLQDWLRQ�RI�VSHFLPHQV�� LQFOXGLQJ�EORRG�DQG�WLVVXH�
GRQDWLRQV��GHULYHG�IURP�WKH�KXPDQ�ERG\��VROHO\�RU�SULQFLSDOO\�IRU�WKH�SXUSRVH�RI�
SURYLGLQJ�LQIRUPDWLRQ�

concerning a physiological or pathological state, or

FRQFHUQLQJ�D�FRQJHQLWDO�DEQRUPDOLW\��RU

WR�GHWHUPLQH�WKH�VDIHW\�DQG�FRPSDWLELOLW\�ZLWK�SRWHQWLDO�UHFLSLHQWV��RU

WR�PRQLWRU�WKHUDSHXWLF�PHDVXUHV�

:LWK� DSSV� VSHFLˉFDOO\� LQ�PLQG�� VRIWZDUH� WKDW� LV� LQWHQGHG� WR� FUHDWH� RU�PRGLI\�
PHGLFDO�LQIRUPDWLRQ�PLJKW�EH�TXDOLˉHG�DV�D�PHGLFDO�GHYLFH��,I�VXFK�DOWHUDWLRQV�
DUH�PDGH�WR�IDFLOLWDWH�WKH�SHUFHSWXDO�DQG�RU�LQWHUSUHWDWLYH�WDVNV�SHUIRUPHG�E\�
WKH� KHDOWKFDUH� SURIHVVLRQDOV�ZKHQ� UHYLHZLQJ�PHGLFDO� LQIRUPDWLRQ�� �H�J�� ZKHQ�
VHDUFKLQJ� WKH� LPDJH� IRU� ˉQGLQJV� WKDW� VXSSRUW� D� FOLQLFDO� K\SRWKHVLV� DV� WR� WKH�
GLDJQRVLV�RU�HYROXWLRQ�RI�WKHUDS\��WKH�VRIWZDUH�FRXOG�EH�D�PHGLFDO�GHYLFH�

Unregulated software

6RIWZDUH�WKDW� LV�RXWVLGH�WKH�VFRSH�RI�WKH�0''�LV�QRW�UHJXODWHG��7KLV�W\SLFDOO\�
FRQFHUQV�ȢVRIWZDUH� IRU� JHQHUDO� SXUSRVHV�ZKHQ� XVHG� LQ� D� KHDOWKFDUH� VHWWLQJȣ� ��
+RZHYHU�� DOO� VRIWZDUH�ȢZKHQ� VSHFLˉFDOO\� LQWHQGHG� E\� WKH�PDQXIDFWXUHU� WR� EH�
XVHG� IRU� RQH� RU�PRUH� RI� WKH�PHGLFDO� SXUSRVHV� VHW� RXW� LQ� WKH� GHˉQLWLRQ� RI� D�
PHGLFDO�GHYLFH��LV�D�PHGLFDO�GHYLFHȣ��6R��VRIWZDUH�WKDW�LV�QRW�VSHFLˉFDOO\�LQWHQGHG�
E\� WKH�PDQXIDFWXUHU� DV�PHGLFDO� GHYLFH� LV� QRW� FRYHUHG�� HYHQ� LI� LW� LV� XVHG� LQ� D�
PHGLFDO�FRQWH[W��OLNH�D�PHGLFDO�UHIHUHQFH�ERRN�LQ�DQ�L3DG�DSS���7KDW�ZRXOG�IRU�
H[DPSOH� EH� JHQHUDO� GDWDEDVH� VRIWZDUH�� UHIHUHQFH� PDWHULDOV� DQG� VSUHDGVKHHW�
VRIWZDUH�� *HQHUDOO\� VSHDNLQJ�� LI� WKH� VRIWZDUH� GRHV� QRW� SHUIRUP� DQ� DFWLRQ� RQ�
GDWD��RU�SHUIRUPV�DQ�DFWLRQ�OLPLWHG�WR�VWRUDJH��DUFKLYDO��FRPPXQLFDWLRQ��ȟVLPSOH�
VHDUFKȠ�RU�ORVVOHVV�FRPSUHVVLRQ��L�H��XVLQJ�D�FRPSUHVVLRQ�SURFHGXUH�WKDW�DOORZV�
WKH�H[DFW�UHFRQVWUXFWLRQ�RI�WKH�RULJLQDO�GDWD��LW�LV�QRW�D�PHGLFDO�GHYLFH��

7KHUH�LV�VRPH�GLIIHUHQFH�LQ�RSLQLRQ�EHWZHHQ�(8�PHPEHU�VWDWHV�DERXW�WKH�VFRSH�
RI�WKH�FRQFHSW�RI�ȟPHGLFDO�GHYLFHȠ�LQ�UHODWLRQ�WR�VRIWZDUH��6ZHGHQ��IRU�H[DPSOH��
WHQGV�WR�LQWHUSUHW�WKH�VFRSH�RI�WKLV�FRQFHSW�LQ�UHODWLRQ�RI�VRIWZDUH�YHU\�ZLGHO\�

XV. EU Regulation of mHealth (continued...) 

Software that can be self-certified

7KH�FHUWLˉFDWLRQ�V\VWHP�IRU�PHGLFDO�GHYLFHV�LQ�WKH�(8�
LV�VHW�XS�LQ�WKH�ZD\�WKDW�WKH�GHYLFHV�IDOOLQJ�LQ�FODVV�,��
WKH�ORZHVW�ULVN�FODVV��DUH�QRW�VXEMHFW�WR�UHYLHZ�E\�D�WKLUG�
SDUW\� EXW� PD\� EH� VHOI� FHUWLˉHG� E\� WKH� PDQXIDFWXUHU��
$V� VWDWHG�DERYH�� DOO�62)7:$5(� LV�E\�GHIDXOW� LQ� FODVV�
,�� VR�FDSDEOH�RI� VHOI�FHUWLˉFDWLRQ��XQOHVV�DQ�H[FHSWLRQ�
applies (see below).

6HOI�FHUWLˉFDWLRQ� LQYROYHV� FRPSRVLWLRQ� RI� D� WHFKQLFDO�
ˉOH� DQG� GHVLJQ� RI� D� TXDOLW\� V\VWHP�� IRU� H[DPSOH� LQ�
FRQIRUPLW\�ZLWK� ,62�������� WKH� VWDQGDUG� IRU�PHGLFDO�
GHYLFHV�TXDOLW\�V\VWHPV�DFFHSWHG�E\�WKH�(8�DV�VWDWH�RI�
the art.

Design controls

%XLOGLQJ� WKH� WHFKQLFDO� ˉOH� LQYROYHV� FKHFNLQJ� \RXU�
VRIWZDUH� DJDLQVW� DOO� RI� WKH� ȟHVVHQWLDO� UHTXLUHPHQWVȠ�
LQ� WKH� 0''� RU� ,9''�� 7KHVH� GHVLJQ� UHTXLUHPHQWV� IRU�
VRIWZDUH� DUH� LQFRUSRUDWHG� LQ� WKH� 0''� DQG� IRU� ,9'V�
LQ� WKH� ,9''�� DQG� DUH� IXUWKHU� LPSOHPHQWHG� E\�PHDQV�
RI� KDUPRQL]HG� VWDQGDUGV� WKDW� UHODWH� WR� D� SDUWLFXODU�
HVVHQWLDO�UHTXLUHPHQW��:KLOH�WKH�HVVHQWLDO�UHTXLUHPHQW�
RIWHQ�JLYHV�D�JHQHUDO�GHVFULSWLRQ�RI�ZKDW� LV� UHTXLUHG��
WKH� KDUPRQL]HG� VWDQGDUG� ZLOO� JLYH� \RX� D� ORW� PRUH�
GHWDLO�� 0HHWLQJ� WKH� UHTXLUHPHQWV� RI� WKH� UHOHYDQW�
KDUPRQL]HG�VWDQGDUG�HQWLWOHV�\RX�WR�D�SUHVXPSWLRQ�RI�
FRQIRUPLW\�ZLWK�WKH�HVVHQWLDO�UHTXLUHPHQW�FRQFHUQHG�
 
7KH� SURFHVV� RI� FKHFNLQJ� LQYROYHV� XVDELOLW\�
UHTXLUHPHQWV� ZLWK� UHVSHFW� WR� \RXU� *8,�� IRU� H[DPSOH��
$OVR��\RXU�VRIWZDUH�PXVW�EH�YDOLGDWHG�DFFRUGLQJ�WR�WKH�
VWDWH� RI� WKH� DUW� WDNLQJ� LQWR� DFFRXQW� WKH�SULQFLSOHV� RI�
GHYHORSPHQW� OLIHF\FOH�� ULVN� PDQDJHPHQW�� YDOLGDWLRQ�
DQG�YHULˉFDWLRQ��7KLV�UHTXLUHPHQW�LQYROYHV�DSSOLFDWLRQ�
RI� WKH� (1� ����������� VWDQGDUG�� WKH� (8� KDUPRQL]HG�
YHUVLRQ�RI� WKH� ,62�������VWDQGDUG� IRU� WKLV�SDUWLFXODU�
HVVHQWLDO� UHTXLUHPHQW��$�YHU\�JRRG�)$4�GRFXPHQW�RQ�
WKH�DSSOLFDWLRQ�RI�WKH�(1�������VWDQGDUG�ZDV�UHFHQWO\�
UHOHDVHG�E\�7HDP�1%��WKH�DVVRFLDWLRQ�RI�QRWLˉHG�ERGLHV��
0DNLQJ� VXUH� WKDW� \RX� GRFXPHQW� \RXU� GHYHORSPHQW�
SURFHVV�LQ�WKH�ORJLF�RI�WKH�(1�������SURFHVV�LV�SUREDEO\�
RQH� RI� WKH� ELJJHVW� IDYRXUV� \RX� FDQ� GR� \RXUVHOI� DV� D�
GHYHORSHU�� 0\� H[SHULHQFH� LV� WKDW� (8� DXWKRULWLHV� DQG�
QRWLˉHG�ERGLHV�RWKHUZLVH�ˉQG�LW�YHU\�GLIˉFXOW��DQG�WLPH�
FRQVXPLQJ�� WR�PDNH� VHQVH� RI�ZKHWKHU� \RXU� VRIWZDUH�
PHHWV�WKH�HVVHQWLDO�UHTXLUHPHQWV��

Categories, MDD or IVD? (continued...)
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When does software need to be certified 
by a third party?

$OO�DSSV�WKDW�DUH�PHGLFDO�GHYLFHV�ZLOO�IDOO�LQ�0''�
ULVN�FODVV�,�E\�GHIDXOW��H[FHSW� LI�D�FODVVLˉFDWLRQ�
UXOH� DSSOLHV� WKDW� EXPSV� LW� XS� LQ� ULVN� FODVV� WR�
FODVV�,,D�RU�,,E��EHFDXVH�WKH�VRIWZDUHȠV�ULVN�SURˉOH�
FKDQJHV��$Q�H[DPSOH�ZRXOG�EH�WKDW�WKH�VRIWZDUH�
FDQ� LQˊXHQFH� RU� FRQWURO� KLJK� ULVN� GHYLFHV�� ,I�
WKH�VRIWZDUH�KDV�IXQFWLRQDOLW\�WKDW�DOORZV�LW�WR�
GULYH�D�GHYLFH�RU�LQˊXHQFHV�WKH�XVH�RI�D�GHYLFH��
LW� IDOOV�DXWRPDWLFDOO\� LQ�WKH�VDPH�FODVV�DV�WKDW�
GHYLFH�� $Q� H[DPSOH� RI� WKLV� ZRXOG� EH� DQ� DSS�
WKDW� FDQ� LPSOHPHQW� WKH� UHFRPPHQG� DFWLRQ� E\�
H[HUFLVLQJ�FRQWURO�RYHU�DQRWKHU�GHYLFH�WKDW�LV�LQ�
class IIa or higher, e.g. an iPad app that assists a 
FDUGLRORJLVW�LQ�LQWHUSUHWLQJ�GDWD�UHDG�RXW�IURP�D�
SDWLHQWȠV�SDFHPDNHU�DW�D�GLVWDQFH�YLD�:L)L��DQG�
WKHQ�DIWHU�KDYLQJ�REWDLQHG�WKH�FDUGLRORJLVWȠV�2.�
RQ�D�VXJJHVWHG�UHFRQˉJXUDWLRQ��LPSOHPHQWV�WKH�
UHFRQˉJXUDWLRQ�RI�WKH�SDWLHQWȠV�SDFHPDNHU�DW�D�
distance.

The Standalone Software MEDDEV

7KH�PRVW� UHOHYDQW� (8� JXLGDQFH� GRFXPHQW� IRU�
DSSV�LV�0(''(9��������7KLV�GRFXPHQW�SURYLGHV�
IRU� JXLGDQFH� LQ� WKH� DSSOLFDWLRQ� RI� WKH� DERYH�
FULWHULD�DQG�WR�GHWHUPLQH�LI�DQ�DSS�LV�D���LQ�YLWUR�
GLDJQRVWLF�� PHGLFDO� GHYLFH� RU� QRW�� ,W� IXUWKHU�
SURYLGHV�IRU�JXLGDQFH�RQ�GHVLJQ�GRFXPHQWDWLRQ��
PDQ\� XVHIXO� H[DPSOHV� DQG� JXLGDQFH� ZLWK�
UHVSHFW�WR�PRGXODUL]DWLRQ�RI�VRIWZDUH�

7KH�0(''(9�FRQWDLQV�WZR�ˊRZ�FKDUWV��RQH�IRU�
GHFLGLQJ�LI�DQ�DSS�LV�D�PHGLFDO�GHYLFH�DQG�RQH�
WR�EH�DSSOLHG�VXEVHTXHQWO\�WR�GHWHUPLQH�LI�WKH�
PHGLFDO�GHYLFH�LV�DQ�LQ�YLWUR�GLDJQRVWLF�PHGLFDO�
device.

MDD flowchart for apps

6R�� \RX� ZDQW� WR� GHWHUPLQH� LI� \RXU� DSS� LV� D�
PHGLFDO�GHYLFH���WKH�PHGLFDO�GHYLFHV�ˊRZ�FKDUW�
directly to the right.

XV. EU Regulation of mHealth (continued...) 

Diagram 1. MDD Flowchart for Apps
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Step 1: computer program?

6RIWZDUH�LV�UHJXODWHG�XQGHU�WKH�0''�DV�D�VR�FDOOHG�ȟDFWLYH�GHYLFHȠ��ZKLFK�PHDQV�
LW�KDV�WR�EH�DEOH�WR�DFW�DXWRQRPRXVO\�WR�DQ�H[WHQW��)RU�VRIWZDUH�WKLV�WUDQVODWHV�WR�
WKH�FULWHULRQ�WKDW�LW�PXVW�EH�DEOH�WR�H[HFXWH��DV�RSSRVHG�WR�GRFXPHQWV�WKDW�RQO\�
FRQWDLQ�LQIRUPDWLRQ��

Step 2: embedded or standalone?

6RIWZDUH� WKDW� LV� HPEHGGHG�RQ� WKH�GHYLFH� DQG� FRPHV�SUH�LQVWDOOHG� LV� UHJXODWHG�
WRJHWKHU� ZLWK� WKH� GHYLFH�� ,W� GRHV� QRW� QHHG� WR� EH� FHUWLˉHG� VHSDUDWHO\� IURP� WKH�
device. Any updates will also be seen as updates to the device on which the device 
runs.

Step 3: does it create or modify medical information?

,I�WKH�VRIWZDUH�GRHV�QRW�SHUIRUP�DQ�DFWLRQ�RQ�GDWD��RU�SHUIRUPV�DQ�DFWLRQ�OLPLWHG�
WR� VWRUDJH�� DUFKLYDO�� FRPPXQLFDWLRQ��ȟVLPSOH� VHDUFKȠ� RU� ORVVOHVV� FRPSUHVVLRQ� �L�H��
XVLQJ�D�FRPSUHVVLRQ�SURFHGXUH�WKDW�DOORZV�WKH�H[DFW�UHFRQVWUXFWLRQ�RI�WKH�RULJLQDO�
GDWD�� LW� LV�QRW�D�PHGLFDO�GHYLFH��ȟ6LPSOH�VHDUFKȠ�UHIHUV�WR�WKH�UHWULHYDO�RI�UHFRUGV�
E\�PDWFKLQJ�UHFRUG�PHWDGDWD�DJDLQVW�UHFRUG�VHDUFK�FULWHULD��H�J��OLEUDU\�IXQFWLRQV��
6LPSOH� VHDUFK� GRHV� QRW� LQFOXGH� VRIWZDUH� ZKLFK� SURYLGHV� LQWHUSUHWDWLYH� VHDUFK�
UHVXOWV��H�J��WR�LGHQWLI\�PHGLFDO�ˉQGLQJV�LQ�KHDOWK�UHFRUGV�RU�RQ�PHGLFDO�LPDJHV��

,I� WKH� VRIWZDUH� PDNHV� DOWHUDWLRQV� WR� PHGLFDO� LQIRUPDWLRQ� OLNH� PHDVXUHPHQW�
UHDGLQJV� WR� IDFLOLWDWH� WKH� SHUFHSWXDO� DQG�RU� LQWHUSUHWDWLYH� WDVNV� SHUIRUPHG� E\�
WKH� KHDOWKFDUH� SURIHVVLRQDOV� ZKHQ� UHYLHZLQJ� PHGLFDO� LQIRUPDWLRQ�� �H�J�� ZKHQ�
VHDUFKLQJ� WKH� LPDJH� IRU� ˉQGLQJV� WKDW� VXSSRUW� D� FOLQLFDO� K\SRWKHVLV� DV� WR� WKH�
GLDJQRVLV� RU� HYROXWLRQ� RI� WKHUDS\�� WKH� VRIWZDUH� LV� OLNHO\� D�PHGLFDO� GHYLFH�� 7KH�
0(''(9�PHQWLRQV�DV�H[DPSOHV�RI�DOWHUDWLRQV�WKDW�ZRXOG�EH�UHJXODWHG�

reconstruction, 

ORVV\�FRPSUHVVLRQ��

ˉOWHULQJ��

pattern recognition, 

PRGHOOLQJ��

interpolation, 

WUDQVIRUPDWLRQ��

FODVVLˉFDWLRQ��H�J��VFRULQJ�RI�WXPRUV�DJDLQVW�VSHFLˉF�FULWHULD���

VHJPHQWDWLRQ��

UHJLVWUDWLRQ��H�J��PDSSLQJ�D�GDWD�VHW�WR�D�PRGHO�RU�DWODV�RU�WR�DQRWKHU�GDWD�
VHW��H�J��UHJLVWHULQJ�DQ�05,�LPDJH�RQ�D�&7�LPDJH���

calculations, 

TXDQWLˉFDWLRQ��

TXDOLˉFDWLRQ��H�J��FRPSDULVRQ�RI�GDWD�DJDLQVW�UHIHUHQFHV���

rendering, 

visualisation, and

interpretation.

XV. EU Regulation of mHealth (continued...) 

)RU�H[DPSOH��SORWWLQJ�GDWD�SRLQWV�RYHU�WLPH�DJDLQVW�
D� EDQGZLGWK� RI� �XQ�KHDOWK\� YDOXHV�ZRXOG� W\SLFDOO\�
EH�UHJXODWHG�IXQFWLRQDOLW\��

Step 4: 

LV�WKH�VRIWZDUH�IRU�WKH�EHQHˉW�RI�LQGLYLGXDO�SDWLHQWV"

7KLV� VWHS� LV� WR� GHWHUPLQH� LI� WKH� GDWD� SURYLGHV�
DFWLRQDEOH� LQIRUPDWLRQ� UHODWLQJ� WR� RQH� RU� PRUH�
VSHFLˉF�SDWLHQWV��([DPSOHV�RI�VRIWZDUH�WKDW�DUH�QRW�
considered as being
IRU� WKH� EHQHˉW� RI� LQGLYLGXDO� SDWLHQWV� DUH� WKRVH�
which aggregate population data, provide generic 
GLDJQRVWLF� RU� WUHDWPHQW� SDWKZD\V�� VFLHQWLˉF�
OLWHUDWXUH�� PHGLFDO� DWODVHV�� PRGHOV� DQG� WHPSODWHV�
DV� ZHOO� DV� VRIWZDUH� IRU� HSLGHPLRORJLF� VWXGLHV� RU�
registers.

Step 5: 

LV�WKH�IXQFWLRQDOLW\�ZLWKLQ�WKH�VFRSH�RI�WKH�GHˉQLWLRQ�
of medical device?

7KLV� VWHS� UHTXLUHV� DSSOLFDWLRQ� RI� WKH� GHˉQLWLRQ� RI�
ȟPHGLFDO� GHYLFHȠ� L�H�� LV� WKH� VRIWZDUH� LQWHQGHG� IRU�
HLWKHU�RI�

'LDJQRVLV�� SUHYHQWLRQ�� PRQLWRULQJ�� WUHDWPHQW�
RU�DOOHYLDWLRQ�RI�GLVHDVH�

'LDJQRVLV�� PRQLWRULQJ�� WUHDWPHQW�� DOOHYLDWLRQ�
RI�RU�FRPSHQVDWLRQ�IRU�DQ�LQMXU\�RU�KDQGLFDS�

,QYHVWLJDWLRQ��UHSODFHPHQW��RU�PRGLˉFDWLRQ�RI�
WKH�DQDWRP\�RU�RI�D�SK\VLRORJLFDO�SURFHVV��RU

&RQWURO�RI�FRQFHSWLRQ�

Step 6: 

if it is not a device, is it an accessory to a device?

$SSV� PD\� DOVR� EH� LQWHQGHG� WR� HQDEOH� PHGLFDO�
GHYLFHV� WR� IXQFWLRQ� DFFRUGLQJ� WR� WKHLU� LQWHQGHG�
XVH�� IRU�H[DPSOH�DQ�DSS� WKDW�DOORZV�FRQWUROOLQJ� ,9�
SXPSV�LQ�D�KRVSLWDO�ZDUG�DW�D�GLVWDQFH�

MDD flowchart for apps (continued...)
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XV. EU Regulation of mHealth (continued...) 

IVD flowchart for apps

7KH�,9'�ˊRZFKDUW�ORRNV�DV�IROORZV�

Step 1: Medical device?

'HWHUPLQH� LI� WKH� DSS� LV� D�PHGLFDO� GHYLFH�
E\� PHDQV� RI� WKH� ˊRZFKDUW� IRU� PHGLFDO�
GHYLFHV��,I�WKH�DSS�LV�QRW�D�PHGLFDO�GHYLFH�
RU�DQ�DFFHVVRU\�WR�D�PHGLFDO�GHYLFH��LW�PD\�
(theoretically) still be an accessory to an 
,9'��VHH�EHORZ�LQ�VWHS����

Step 2: In vitro diagnostic medical device?

'HWHUPLQH� LV� WKH� DSS� LV� LQWHQGHG� WR�
IXQFWLRQ� DV� D� VWDQG� DORQH� VRIWZDUH� ZLWK�
H[SHUW� IXQFWLRQ�� E\� SURYLGLQJ� LQIRUPDWLRQ�
RQ�H�J��GLIIHUHQWLDO�GLDJQRVLV��SUHGLFWLRQ�RI�
WKH�ULVNV�RI�GHYHORSLQJ�D�GLVHDVH��SUHGLFWLRQ�
RI� WKH� SHUFHQWDJH� RI� HIˉFLHQF\� RU� IDLOXUH�
�H�J��RI�D�WUHDWPHQW���RU�LGHQWLI\LQJ�VSHFLHV�
RI�EDFWHULD�

Step 3: Data from IVD?

,I�WKH�LQIRUPDWLRQ�WKDW�LV�WKH�LQSXW�IRU�WKH�
H[SHUW�V\VWHP�LV�SURYLGHG�E\�DQ�,9'�GHYLFH�
�H�J�� D� EORRG� JOXFRVH�PHWHU�� WKH� VRIWZDUH�
FRQWDLQLQJ�WKH�H[SHUW�V\VWHP�LV�DQ�,9'�DV�
well.

Step 4: Data from only from MDD?

,I�WKH�LQIRUPDWLRQ�SURYLGHG�E\�WKH�VRIWZDUH�
LV� EDVHG� RQ� GDWD� REWDLQHG� IURP� PHGLFDO�
GHYLFHV� RQO\�� WKH� VRIWZDUH� ZRXOG� EH� D�
PHGLFDO�GHYLFH�

Step 5/6: Accessory?

These steps are identical and serve to 
GHWHUPLQH�LI�WKH�DSS�LV�DQ�DFFHVVRU\�XQGHU�
WKH� ,9''�� 7KH� DFFHVVRU\� FULWHULRQ� XQGHU�
WKH� 0''� LV� LGHQWLFDO� WR� WKH� DFFHVVRU\�
FULWHULRQ�XQGHU�WKH�,9''��VHH�DERYH�XQGHU�
Accessories. 

Revision of the MDD and IVDD and other developments

(8�PHGLFDO�GHYLFHV�ODZ�ZLWK�UHVSHFW�WR�DSSV�LV�FXUUHQWO\�YHU\�PXFK�LQ�ˊX[�

%RWK� WKH�0''�DQG� ,9''�DUH�FXUUHQWO\�XQGHU� UHYLVLRQ� �DQG� WKH� OHJLVODWLYH�SURSRVDOV�
FRQWDLQ�ERWK�PRUH�GHWDLO�RQ�VRIWZDUH�DQG�VWULFWHU�UHTXLUHPHQWV�

$� PXFK� H[SDQGHG� GHˉQLWLRQ� RI� ȟPHGLFDO� GHYLFHȠ� ZKLFK� LQFOXGHV� VRIWZDUH� IRU�
ȟLQGLUHFW�PHGLFDO�SXUSRVHVȠ��7KH�(8�3DUOLDPHQWȠV�(19,�&RPPLWWHH�KDV�YRWHG�WKDW�
WKLV�GHFLVLRQ�VKRXOG�EH�DGRSWHG��HYHQ�LI�QRERG\�KDV�D�FOXH�RI�KRZ�EURDG�WKH�
VFRSH�RI�ȟLQGLUHFW�PHGLFDO�SXUSRVHȠ�LV��:RXOG�WKDW�LQFOXGH�DSSV�WKDW�PDNH�VXUH�
WKDW� \RX�PRYH� HQRXJK� GXULQJ� WKH� GD\� WR� VWD\� DW� D� KHDOWK\� ZHLJKW"� 1RERG\�
NQRZV�DW� WKLV� VWDJH�DQG� WKH�GHˉQLWLRQ�PD\� VWLOO� FKDQJH� IXUWKHU� DORQJ� LQ� WKH�
legislative procedure.

Diagram 2. IVD Flowchart for Apps
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$� PXFK� H[SDQGHG� GHˉQLWLRQ� RI� ȟDFFHVVRU\Ƞ�� ZKLFK� LQFOXGHV� DOVR� GHYLFHV� WKDW�
ȟDVVLVWȠ� D� PHGLFDO� GHYLFH� LQ� LWV� LQWHQGHG� SXUSRVH�� 7KH� FRQFHSW� RI� ȟDVVLVWȠ� ZDV�
DOUHDG\� LQFOXGHG� LQ� WKH�*+7)ȠV�GHˉQLWLRQ�RI�PHGLFDO�GHYLFH� �� EXW� WKH�(8�ZLOO�
QRZ�LPSOHPHQW�WKLV��7KH�(8�3DUOLDPHQWȠV�(19,�&RPPLWWHH�KDV�YRWHG�WKDW�WKLV�
decision should be adopted.
R5XOHV�IRU�WKH�SURYLVLRQ�RI�PHGLFDO�GHYLFHV�DQG�,9'�IXQFWLRQDOLW\�DW�D�GLVWDQFH�
DV�VHUYLFH��VR�FDOOHG�PHGLFDO�GHYLFH�DV�VHUYLFH�

'HVLJQ�UHTXLUHPHQWV�IRU�VRIWZDUH�WKDW�UXQV�RQ�ȟPRELOH�FRPSXWLQJ�SODWIRUPVȠ�

5LVN�PDQDJHPHQW�PHDVXUHV� UHJDUGLQJ� ȟWKH� ULVN� DVVRFLDWHG� ZLWK� WKH� SRVVLEOH�
QHJDWLYH� LQWHUDFWLRQ� EHWZHHQ� VRIWZDUH� DQG� WKH� HQYLURQPHQW�ZLWKLQ�ZKLFK� LW�
operates and interacts’.

&OLQLFDO�GDWD�UHTXLUHPHQWV�ZLWK�UHVSHFW�WR�VRIWZDUH�YDOLGDWLRQ�DQG�YHULˉFDWLRQ�

0(''(9�������RQ�VWDQGDORQH�VRIWZDUH�LV�XQGHU�UHYLVLRQ�DQG�PD\�EH�LQˊXHQFHG�E\�WKH�
6ZHGLVK�OREE\�IRU�D�ZLGHU�VFRSH�RI�UHJXODWLRQ�RI�VRIWZDUH�

7KH�(1�������VWDQGDUG�LV�JHWWLQJ�ROG�DQG�WKHUH�DUH�LQLWLDWLYHV�DW�,62�OHYHO�WR�XSGDWH�LW�
ZLWK�WKH�,(&���������Ȣ+HDOWK�6RIWZDUHȣ�VWDQGDUG��7KLV�,QWHUQDWLRQDO�6WDQGDUG�DSSOLHV�
WR� WKH� VDIHW\� RI� KHDOWK� VRIWZDUH� WKDW� LV� GHVLJQHG� WR� RSHUDWH� RQ� JHQHUDO� SXUSRVH� ,7�
SODWIRUPV�DQG�LQWHQGHG�WR�EH�SODFHG�RQ�WKH�PDUNHW��RU�EH�PDGH�DYDLODEOH��ZLWKRXW�D�
VSHFLˉF�KDUGZDUH��,Q�RWKHU�ZRUGV��WKLV�VWDQGDUG�KDV�P+HDOWK�ZULWWHQ�DOO�RYHU�LW��7KLV�
VWDQGDUG�FRXOG�ZHOO�EH�KDUPRQL]HG�XQGHU�WKH�(8�0''�DQG�,9''�LQ�WKH�QHDU�IXWXUH�

$OO�RI� WKLV�PHDQV� WKDW� LI�\RX�DUH�FXUUHQWO\�GHYHORSLQJ�DSSV�RU�KDYH� WKHP�RQ� WKH�PDUNHW�
LQ� WKH� (8�� \RX�PXVW� FORVHO\�PRQLWRU� WKHVH� GHYHORSPHQWV�� (VSHFLDOO\�ZLWK� UHVSHFW� WR� WKH�
QHZ�PHGLFDO� GHYLFHV� DQG� ,9'� UHJXODWLRQV� WKH� SURFHVV� LV� WHFKQLFDOO\� FRPSOH[�ZLWK� D� ORW�
RI� SROLF\� LQYROYHG�� (LWKHU� WKH� UHJXODWLRQV� DUH� ˉQLVKHG� LQ� HDUO\� ������ZHOO� EHIRUH� WKH� (8�
SDUOLDPHQWDU\� HOHFWLRQV� LQ�0D\� ����� DQG� WKH\� HQWHU� LQWR� IRUFH� LQ� ������ RU� WKH\�ZLOO� EH�
GHOD\HG�E\�WKH�HOHFWLRQV�DQG�PD\�EH�SXW�RQ�WKH�DJHQGD�DJDLQ�DIWHU�WKH�HOHFWLRQV�LQ�D�QHZ�
SROLWLFDO�FRQVWHOODWLRQ�DQG�ZLOO�SUREDEO\�QRW�HQWHU�LQWR�IRUFH�EHIRUH�������������

XV. EU Regulation of mHealth (continued...) 
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Terms and Conditions

&KHVWHU�6WUHHW�3XEOLVKLQJ��,QF���Ȣ&KHVWHU�6WUHHWȣ��LV�SOHDVHG�WR�WR�SXEOLVK�)'$�5HJXODWLRQ�RI�0RELOH�+HDOWK��6HFRQG�
(GLWLRQ���WKH�Ȣ3XEOLFDWLRQȣ�RU�WKH�Ȣ5HSRUWȣ��IRU�YLHZLQJ�DQG�GRZQORDG�YLD�WKH�:RUOG�:LGH�:HE��7KH�5HSRUW�LV�DYDLO�
DEOH�XQGHU�WKH�IROORZLQJ�7HUPV�DQG�&RQGLWLRQV�

12�$'9,&(��7KH�0DWHULDO�RI�WKLV�5HSRUW�LV�IRU�LQIRUPDWLRQDO�SXUSRVHV�RQO\�

/,0,7$7,21�2)�/,$%,/,7<��5HDGHU�LV�HQWLUHO\�OLDEOH�IRU�DFWLYLWLHV�FRQGXFWHG�E\�5HDGHU�RU�DQ\RQH�HOVH�LQ�FRQQHFWLRQ�
ZLWK�5HDGHUȠV�XVH�RI�WKH�0DWHULDO�RI�WKLV�5HSRUW��,I�5HDGHU�LV�GLVVDWLVˉHG�ZLWK�WKH�5HSRUW�RU�ZLWK�WKHVH�7HUPV�RI�8VH��
5HDGHUȠV�VROH�DQG�H[FOXVLYH�UHPHG\�LV�WR�VWRS�XVLQJ�WKH�5HSRUW��&KHVWHU�6WUHHW�ZLOO�QRW�SD\�5HDGHU�DQ\�GDPDJHV��
&KHVWHU�6WUHHW�GRHV�QRW�ZDUUDQW�WKH�DFFXUDF\��FRPSOHWHQHVV��FXUUHQWQHVV�RU�RWKHU�FKDUDFWHULVWLFV�RI�DQ\�0DWHULDO�
DYDLODEOH�LQ�WKLV�5HSRUW��&KHVWHU�6WUHHW�ZLOO�QRW�EH�OLDEOH�IRU�DQ\�ORVV�RU�LQMXU\�UHVXOWLQJ�GLUHFWO\�RU�LQGLUHFWO\�IURP�
5HDGHUȠV�LQWHUSUHWDWLRQ�DQG�RU�XVH�RI�WKH�FRQWHQW�RI�WKLV�5HSRUW��ZKHWKHU�RU�QRW�FDXVHG�LQ�ZKROH�RU�LQ�SDUW�E\�&KHV�
ter Street’s negligence or by contingencies within or beyond Chester Street’s control. Neither Chester Street, nor 
VXSSOLHUV�RI�7KLUG�3DUW\�&RQWHQW��DUH�UHVSRQVLEOH�RU�OLDEOH��GLUHFWO\�RU�LQGLUHFWO\��IRU�DQ\�ORVV�RU�GDPDJH�FDXVHG�E\�
XVH�RI�RU�UHOLDQFH�RQ�RU�LQDELOLW\�WR�XVH�RU�DFFHVV�WKLV�5HSRUW�

5($'(5Ƞ6�$&&(66�72�$1'�86(�2)�&+(67(5�675((7Ƞ6�5(3257�0$7(5,$/6�$5(�$7�5($'(5Ƞ6�62/(�5,6.��&+(67(5�
675((7�5(32576�$5(�3529,'('�Ȣ$6�,6ȣ�$1'�Ȣ$6�$9$,/$%/(�ȣ�&+(67(5�675((7�5(32576�$5(�)25�5HDGHUȠ6�3(5�
621$/�86(�21/<�$1'�&+(67(5�675((7�0$.(6�12�5(35(6(17$7,21�25�:$55$17<�2)�$1<�.,1'��(;35(66�25�
,03/,('��&+(67(5�675((7�(;35(66/<�',6&/$,06�$1<�:$55$17,(6�2)�0(5&+$17$%,/,7<�25�),71(66�)25�$�
3$57,&8/$5�385326(�25�86(�

7+(�5($'(5�,6�$//2:('�72������6DYH�WKH�3XEOLFDWLRQ�WR�WKH�KDUG�GLVN�RI�D�SHUVRQDO�FRPSXWHU������0DNH���SULQW�
RXW�RI�WKH�FRPSOHWH�3XEOLFDWLRQ�IRU�SHUVRQDO�XVH�RQO\������3ULQW�RXW�D�UHDVRQDEOH�QXPEHU�RI�SDJHV�IRU�SHUVRQDO�XVH�
DQG�IRU�GHSDUWPHQWDO�XVH������,QFOXGH�LQIRUPDWLRQ�IURP�WKH�3XEOLFDWLRQ�LQ�SUHVHQWDWLRQV�DQG�LQWHUQDO�GRFXPHQWV�
SURYLGHG�WKH�PDWHULDO�FUHGLWV�WKH�FRS\ULJKW�RZQHU��0REL+HDOWK1HZV��

7+(�5($'(5�,6�127�$//2:('�72��0RGLI\�RU�UH�ZRUN�WKH�3XEOLFDWLRQ�LQ�DQ\�ZD\�DQG�PXVW�QRW�GLVWULEXWH��OHDVH��UHQW��
VXE�OLFHQVH��FKDUJH�RU�VHOO�WKH�SXEOLFDWLRQ�

&23<5,*+7��5HDGHU�LV�SHUPLWWHG�WR�UHDG�WKH�3')�YHUVLRQ�XVLQJ�DQ�+70/�EURZVHU�DQG�RU�$FUREDW�VRIWZDUH��DQG�WR�
GRZQORDG�LW�IRU�5HDGHUȠV�SHUVRQDO�XVH���&KHVWHU�6WUHHW�RZQV�WKH�FRS\ULJKW�RU�WKH�SXEOLVKLQJ�ULJKWV�WR�WKH�5HSRUW�DQG�
WKH�5HDGHU�DFTXLUHV�QR�RZQHUVKLS�ULJKWV���7KH�5HDGHU�PD\�QRW�LQFOXGH�PDWHULDO�IURP�WKH�5HSRUW�LQ�SXEOLVKHG�ZRUN�
ZLWKRXW�FOHDUO\�FUHGLWLQJ�WKH�FRS\ULJKW�RZQHU���,Q�WKH�HYHQW�RI�D�EUHDFK�RI�WKHVH�WHUPV�DQG�FRQGLWLRQV�&KHVWHU�6WUHHW�
KDV�WKH�ULJKW�WR�DVN�IRU�UHDVRQDEOH�FRVWV��$OO�LQIRUPDWLRQ�&KHVWHU�6WUHHW�FROOHFWV�LV�VXEMHFW�WR�RXU�SULYDF\�SROLF\��DYDLO�
DEOH�DW��KWWS���PRELKHDOWKQHZV�FRP�SULYDF\�SROLF\���

&KHVWHU�6WUHHW�PDLQWDLQV�IXOO�FRS\ULJKW�SURWHFWLRQ�RQ�WKH�5HSRUW��5HDGHU�LV�127�SHUPLWWHG�WR�DPHQG��FRS\��UHSULQW��
RIIHU�IRU�VDOH��RU�RWKHUZLVH�UH�XVH�PDWHULDO�IURP�WKHVH�GRFXPHQWV�ZLWKRXW�H[SOLFLW�ZULWWHQ�SHUPLVVLRQ�IURP�&KHVWHU�
6WUHHW���5HDGHUV�ZKR�DFTXLUH�WKH�+70/�3')�YHUVLRQ�RI�&KHVWHU�6WUHHWȠV�5HSRUW�IURP�D�VRXUFH�RWKHU�WKDQ�&KHVWHU�
6WUHHW�VKRXOG�EH�FRQVFLRXV�RI�WKH�IDFW�WKDW�+70/�3')�LV�D�UHYLVDEOH�IRUPDW�DQG�WKDW�WKH�XQ�RIˉFLDO��SUREDEO\�LOOHJDO��
YHUVLRQ�WKH\�DFTXLUH�PLJKW�KDYH�EHHQ�FKDQJHG�IURP�WKH�RULJLQDO�


