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PLQLPDO�ULVN��GHILQHG�DV�QR�JUHDWHU�ULVN�WKDQ�WKDW�DVVRFLDWHG�ZLWK�QRUPDO��HYHU\GD\
DFWLYLWLHV���([SHGLWHG�+65%�5HYLHZ�
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3OHDVH�FKHFN�WKLV�ER[�LI�\RX�DUH�UHTXHVWLQJ�D�ZDLYHU�RI�LQIRUPHG�FRQVHQW

3XUSRVH�RI�3URMHFW���
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'HSDUWPHQW��BBBBBBBBBBBBBBBBBBBBBBBBB��

1DPH�V��RI�$GGLWLRQDO�,QYHVWLJDWRU�V���BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB

BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB

7LWOH�RI�3URMHFW��BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB

DW�ULVN��GHILQHG�DV�JUHDWHU�ULVN�WKDQ�WKDW�DVVRFLDWHG�ZLWK�QRUPDO��HYHU\GD\�DFWLYLWLHV��
)XOO�+65%�5HYLHZ�



&HUWLILFDWLRQV�
�� ,�DP�IDPLOLDU�ZLWK�WKH�SROLFLHV�DQG�SURFHGXUHV�RI�+HQGUL[�&ROOHJH�+XPDQ�6XEMHFWV�5HYLHZ

%RDUG�DQG�ZLWK�WKH�SULQFLSOHV�RI�HWKLFDO�WUHDWPHQW�RI�KXPDQ�SDUWLFLSDQWV�LQ�UHVHDUFK�SURMHFWV�DV�
VHW�IRUWK�LQ�WKH�%HOPRQW�5HSRUW�>L�H���UHVSHFW�IRU�SHUVRQV��DFNQRZOHGJLQJ�DXWRQRP\�DQG�
SURWHFWLQJ�WKRVH�ZLWK�GLPLQLVKHG�DXWRQRP\���EHQHILFHQFH��PD[LPL]LQJ�SRVVLEOH�EHQHILWV�ZKLOH�
PLQLPL]LQJ�SRVVLEOH�KDUP���DQG�MXVWLFH��VKDUHG�HTXLWDEO\�WKH�EXUGHQV�DQG�EHQHILWV�LQ�WKH�
SRSXODWLRQ�@��

�� ,�KDYH�LQIRUPHG�DOO�WKRVH�ZKR�ZLOO�ZRUN�RQ�WKLV�SURMHFW�RI�WKH�%HOPRQW�5HSRUW�SULQFLSOHV�

�� ,�ZLOO��LQ�D�WLPHO\�PDQQHU��GHEULHI�DOO�WKRVH�ZKR�SDUWLFLSDWH�LQ�WKLV�SURMHFW��DQG�ZLOO�LQIRUP�WKHP
RI�WKH�SURMHFW¶V�SXUSRVH��WKH�UHVXOWV�RI�RXU�LQYHVWLJDWLRQ��DQG�RI�WKH�XVH�ZH�ZLOO�PDNH�RI�WKHVH
UHVXOWV�

�� ,I�VXEVWDQWLYH�FKDQJHV�LQ�WKH�SURFHGXUHV�LQYROYLQJ�SDUWLFLSDQWV�EHFRPH�QHFHVVDU\��,�ZLOO�VXEPLW
WKHVH�FKDQJHV�IRU�UHYLHZ�EHIRUH�WKH\�DUH�LPSOHPHQWHG�

�� )RU�6WXGHQW�,QYHVWLJDWRUV��,�KDYH�FRPSOHWHG�the National Institutes of Health (NIH) online 
ethics training course�DQG�,�KDYH�LQFOXGHG�a FRSy�RI my�FHUWLILFDWH�RI�FRPSOHWLRQ�

6LJQDWXUH�RI�,QYHVWLJDWRU�V���BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB

BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB�

6LJQDWXUH�RI�)DFXOW\�6SRQVRU�V���BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB�
�LI�GLIIHUHQW�IURP�LQYHVWLJDWRU��



2XWOLQH�RI�3URMHFW�'HVFULSWLRQ
,I�DGGLWLRQDO�VSDFH�LV�QHHGHG�IRU�D�UHVSRQVH��SOHDVH�DWWDFK�DGGLWLRQDO�SDJHV��

,19(67,*$725��QDPH�DQG�GHSDUWPHQW��

)$&8/7<�6321625��LI�GLIIHUHQW�IURP�LQYHVWLJDWRU��

7,7/(��PXVW�PDWFK�WKH�$SSOLFDWLRQ�IRU�5HYLHZ�RI�5HVHDUFK�,QYROYLQJ�+XPDQ�6XEMHFWV��

5$7,21$/(��
3OHDVH�SURYLGH�D�FRQFLVH�VWDWHPHQW�RI�WKH�SURMHFW
V�JHQHUDO�DLPV�LQ�UHODWLRQ�WR�WKH�EURDGHU�DUHD�
RI�UHVHDUFK�LQ�WKH�ILHOG��3OHDVH�OLPLW�\RXU�UDWLRQDOH�WR�WKH�VSDFH�EHORZ�DQG�ZULWH�IRU�D�
JHQHUDO�DXGLHQFH��H�J���DYRLG�XVLQJ�MDUJRQ��



63(&,),&�$,06�����
,GHQWLI\�WKH�YDULDEOHV�WR�EH�PDQLSXODWHG�DQG�RU�PHDVXUHG�DQG�GHVFULEH�WKHLU�H[SHFWHG��
UHODWLRQVKLSV��3OHDVH�OLPLW�\RXU�UHVSRQVH�WR�WKH�VSDFH�EHORZ�

75$,1,1*����
'HVFULEH�DQ\�VXSHUYLVLRQ�RU�WUDLQLQJ�WKDW�ZLOO�RFFXU�IRU�UHVHDUFK�SHUVRQQHO�LQYROYHG�LQ�WKLV�� 
UHVHDUFK��LQFOXGLQJ�ERWK�NIH�WUDLQLQJ�DQG�DQ\�DGGLWLRQDO�WUDLQLQJ��)RU�VWXGHQW�LQYHVWLJDWRUV��� 
SOHDVH�LQFOXGH�SUHYLRXV�UHVHDUFK�H[SHULHQFH�DQG�RU�FRXUVHZRUN�WKDW�PLJKW�EH�UHOHYDQW�



68%-(&7�6(/(&7,21������
%ULHIO\�GHVFULEH�WKH�SRSXODWLRQ�IURP�ZKLFK�\RXU�VDPSOH�ZLOO�EH�GUDZQ��,Q�RWKHU�ZRUGV��ZKR��
ZLOO�\RXU�SDUWLFLSDQWV�EH"

+RZ�PDQ\�SDUWLFLSDQWV�ZLOO�\RX�UHFUXLW"�:KDW�LV�\RXU�VDPSOH�VL]H"

+RZ�PDQ\�FRQWDFWV�ZLWK�HDFK�SDUWLFLSDQW�ZLOO�EH�UHTXLUHG"

:KDW�LV�WKH�WLPH�UHTXLUHPHQW�IRU�WKH�SDUWLFLSDQWV"�,I�\RXU�VWXG\�UHTXLUHV�PXOWLSOH�FRQWDFWV���
SOHDVH�LQGLFDWH�WKH�WLPH�UHTXLUHPHQW�IRU�HDFK�

:KDW�LV�\RXU�WLPHOLQH�IRU�SDUWLFLSDQW�UHFUXLWPHQW"

:LOO�WKH�SDUWLFLSDQWV�UHFHLYH�DQ\�LQGXFHPHQW�RU�FRPSHQVDWLRQ��H�J���PRQH\��JLIW�FHUWLILFDWHV���
FODVV�FUHGLW��RU�WRNHQ�JLIWV��H�J��FDQG\��IRU�SDUWLFLSDWLQJ�LQ�\RXU�VWXG\"�,I��\HV��SOHDVH�GHVFULEH�

'HVFULEH�LQ�GHWDLO�KRZ�SDUWLFLSDQWV�ZLOO�EH�UHFUXLWHG�DQG�FRQWDFWHG��\RX�PXVW�DWWDFK�DQ\�
UHOHYDQW�UHFUXLWPHQW�VFULSWV��H�J���H�PDLOV��IO\HUV��YHUEDO�VFULSWV��HWF���



352&('85(����
'HVFULEH�WKH�DFWLYLWLHV�LQ�ZKLFK�WKH�SDUWLFLSDQWV�ZLOO�EH�HQJDJHG�LQ�GHWDLO��<RX�ZLOO�ZDQW�WR��
SURYLGH�DV�PDQ\�VSHFLILFV�DV�SRVVLEOH��LQFOXGLQJ�WKH�DFWXDO�PDWHULDOV�SDUWLFLSDQWV�ZLOO�VHH�DQG�RU��
VSHFLILF�TXHVWLRQV�WKDW�ZLOO�EH�DVNHG��LI�SRVVLEOH��,I�WKLV�OHYHO�RI�GHWDLO�LV�GLIILFXOW��\RX�ZLOO�ZDQW��
WR�SURYLGH�DQ�LGHD�RI�WKH�NLQGV�RI�TXHVWLRQV�WKDW�ZLOO�EH�DVNHG�DQG�D�UHDVRQ�WKDW�JUHDWHU��
VSHFLILFLW\�ZRXOG�QRW�EH�SRVVLEOH�DW�WKH�SRLQW�RI�VXEPLVVLRQ��%H�VXUH�WR�UHIHUHQFH��
SUHYLRXV�UHVHDUFK�WKDW�PLJKW�XVH�WKH�VDPH�PHWKRGRORJ\��ZKHQ�XVLQJ�D�PHWKRGRORJ\�WKDW�PLJKW��
SXW�SDUWLFLSDQWV�DW�ULVN��3OHDVH�DWWDFK�VXSSRUWLQJ�GRFXPHQWV�RU�H[WUD�SDJHV��DV�QHFHVVDU\�



327(17,$/�5,6.�
,GHQWLI\�SRVVLEOH�VRXUFHV�RI�SK\VLFDO��SV\FKRORJLFDO��RU�VRFLDO�ULVN��LQFOXGLQJ�SRWHQWLDO�YLRODWLRQV�
RI�ULJKWV�WR�SULYDF\��H�J���LGHQWLILDEOH�GDWD��DQG�IUHH�FKRLFH��3OHDVH�H[SODLQ�ZK\�WKH�SRWHQWLDO�
EHQHILWV�RI�WKH�UHVHDUFK�RXWZHLJK�WKH�SRWHQWLDO�ULVNV�WR�SDUWLFLSDQWV�

86(�2)�'(&(37,21�
'HVFULEH�LQ�GHWDLO�DQ\�GHFHSWLRQ�XVHG�DQG�H[SODLQ�ZK\�GHFHSWLRQ�LV�FULWLFDO�WR�WKH�UHVHDUFK��%H�
VXUH�WR�UHIHUHQFH�SUHYLRXV�UHVHDUFK�WKDW�PLJKW�XVH�WKH�VDPH�PHWKRGRORJ\��ZKHQ�XVLQJ�D�
PHWKRGRORJ\�WKDW�PLJKW�SXW�SDUWLFLSDQWV�DW�ULVN�



%(1(),76�72�68%-(&76�
([SODLQ�KRZ�SDUWLFLSDQWV�PLJKW�JDLQ�IURP�WKH�H[SHULHQFH��LQFOXGLQJ�DQ\�HGXFDWLRQDO�EHQHILWV�RU�
LQFHQWLYHV�IRU�SDUWLFLSDWLRQ��

6$)(*8$5'6�
,GHQWLI\�SURFHGXUHV�GHVLJQHG�WR�UHGXFH�WKH�ULVNV�LQYROYHG��,I�GHEULHILQJ�LV�WR�EH�XVHG�DV�D�
VDIHJXDUG��SOHDVH�GHVFULEH�WKH�GHEULHILQJ�LQ�GHWDLO�DQG�DWWDFK�WKH�WH[W�RI�WKH�GHEULHILQJ�PHVVDJH��
3OHDVH�QRWH�WKDW�UHVHDUFK�WKDW�LQYROYHV�GHFHSWLRQ�UHTXLUHV�D�GHEULHILQJ��%H�VXUH�WR�DGGUHVV�WKH�
VWRUDJH�DQG�VDIHW\�RI�WKH�GDWD�EHLQJ�FROOHFWHG��LQFOXGLQJ�DQ\�DXGLR�RU�YLGHR�UHFRUGLQJV�WKDW�
PLJKW�EH�FROOHFWHG��$QG��LI�DSSURSULDWH��GLVFXVV�WKH�VWHSV�WKDW�ZLOO�EH�WDNHQ�WR�PDLQWDLQ�
FRQILGHQWLDOLW\�



$77$&+0(176�
3OHDVH�FKHFN�WKH�UHOHYDQW�LWHPV�EHORZ�WKDW�DUH�LQFOXGHG�LQ�\RXU�DSSOLFDWLRQ�

NIH�FHUWLILFDWHV

,QIRUPHG�FRQVHQW�IRUP�RU�YHUEDO�FRQVHQW�VFULSW��3OHDVH�VHH�WKH�$SSHQGL[�
RI�WKH�+65%��3ROLFLHV�DQG�3URFHGXUHV�GRFXPHQW�IRU�D�VDPSOH��

$OO�UHFUXLWPHQW�PDWHULDOV��LQFOXGLQJ�VFULSWV��IO\HUV��OHWWHUV��HPDLOV��HWF���

4XHVWLRQQDLUHV��VXUYH\V��OLVW�RI�LQWHUYLHZ�TXHVWLRQV��HWF��WR�EH�XVHG�ZLWK�UHVHDUFK��
SDUWLFLSDQWV

'HEULHILQJ�GRFXPHQWV�RU�YHUEDO�GHEULHILQJ�VFULSW

2WKHU��VSHFLI\���BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB

27+(5�%(1(),76��
'HVFULEH�DQ\�SRWHQWLDO�SURIHVVLRQDO��SHUVRQDO��RU�VRFLDO�EHQHILWV�WR�H[SHULPHQWHUV�RU�QRQ��
SDUWLFLSDQWV�

 
 

Stacey Schwartzkopf, Mills 306B).
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